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 TABLE 1003.2.1.1.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.1.1. EQ5D VAS Score - Time to first deterioration by 15 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 165 

Number of subjects with events, n (%) 78 (47.3%) 

Number of censored cases, n (%) 87 (52.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.20 (0.51) 

   25th percentile 1.00 [0.62;1.48] 

   Median [95% CI] 4.90 [1.97;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.1.2. EQ5D VAS Score - Time to first deterioration by 15 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 78/165 (47.3%) 4.90 [1.97;NE] 

Baseline cytogenetics 

Standard Risk 48/109 (44.0%) 7.66 [2.37;NE] 

High-Risk 22/41 (53.7%) 1.94 [0.99;NE] 

Baseline bone marrow plasma cells 

<50% 55/120 (45.8%) 7.66 [2.37;NE] 

>=50% 15/30 (50.0%) 1.94 [0.99;NE] 

Prior stem cell transplant 

Yes 58/125 (46.4%) 7.20 [2.79;NE] 

No 20/40 (50.0%) 1.97 [1.38;NE] 

Disease Stage 

1-2 60/130 (46.2%) 7.49 [2.37;NE] 

3 11/26 (42.3%) 4.60 [1.12;NE] 

Number of prior lines 

<=5 39/85 (45.9%) 7.20 [1.84;NE] 

> 5 39/80 (48.8%) 4.90 [1.91;NE] 

Type of myeloma 

IgG 44/91 (48.4%) 4.90 [1.91;NE] 

non-IgG 15/28 (53.6%) 2.83 [1.84;NE] 

Light chain only 12/30 (40.0%) NYR [1.45;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.1.2. EQ5D VAS Score - Time to first deterioration by 15 points - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 27/60 (45.0%) 5.98 [1.87;NE] 

>=65 51/105 (48.6%) 4.14 [1.91;NE] 

Age group 2 

<75 64/137 (46.7%) 5.98 [2.33;NE] 

>=75 14/28 (50.0%) 4.60 [0.76;NE] 

Sex 

Male 41/84 (48.8%) 5.98 [1.97;NE] 

Female 37/81 (45.7%) 4.60 [1.91;NE] 

Geographic region 

North America 36/87 (41.4%) 13.54 [3.75;NE] 

Europe 29/59 (49.2%) 2.79 [1.15;NE] 

Asia 11/12 (91.7%) 1.87 [0.49;2.33] 

Other 2/7 (28.6%) NYR [0.49;NE] 

Race 

White 44/100 (44.0%) 13.54 [1.97;NE] 

Other 16/28 (57.1%) 2.37 [1.54;NE] 

Renal function 

CrCl <= 60 mL/min 23/53 (43.4%) 7.66 [1.87;NE] 

CrCl > 60 mL/min 55/112 (49.1%) 3.75 [1.91;NE] 

Liver function 

Normal 68/138 (49.3%) 4.60 [1.97;NE] 

Impaired 10/27 (37.0%) NYR [1.48;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.1.2. EQ5D VAS Score - Time to first deterioration by 15 points - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 71/152 (46.7%) 4.90 [1.94;NE] 

No 7/13 (53.8%) 7.20 [0.56;NE] 

Penta refractory 

Yes 32/70 (45.7%) 3.58 [1.91;NE] 

No 46/95 (48.4%) 7.20 [1.97;NE] 

ECOG 

0 27/58 (46.6%) 2.79 [1.38;NE] 

1-2 51/107 (47.7%) 4.90 [1.97;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.2.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.2.1. PGI-C - Change of illness - Time to first getting worse - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 165 

Number of subjects with events, n (%) 67 (40.6%) 

Number of censored cases, n (%) 98 (59.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.80 (0.45) 

   25th percentile 1.20 [0.95;1.97] 

   Median [95% CI] 12.62 [6.47;NE] 

   75th percentile NYR [12.62;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.2.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.2.2. PGI-C - Change of illness - Time to first getting worse - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 67/165 (40.6%) 12.62 [6.47;NE] 

Baseline cytogenetics 

Standard Risk 42/112 (37.5%) NYR [6.51;NE] 

High-Risk 17/38 (44.7%) 12.62 [1.02;NE] 

Baseline bone marrow plasma cells 

<50% 48/122 (39.3%) 12.62 [6.47;NE] 

>=50% 13/28 (46.4%) 7.20 [0.95;NE] 

Prior stem cell transplant 

Yes 52/124 (41.9%) 12.62 [4.67;NE] 

No 15/41 (36.6%) NYR [2.37;NE] 

Disease Stage 

1-2 53/132 (40.2%) 12.62 [6.47;NE] 

3 11/24 (45.8%) 6.28 [0.99;NE] 

Number of prior lines 

<=5 30/86 (34.9%) NYR [8.57;NE] 

> 5 37/79 (46.8%) 6.51 [1.97;NE] 

Type of myeloma 

IgG 38/93 (40.9%) NYR [3.71;NE] 

non-IgG 11/26 (42.3%) 12.62 [0.99;12.62] 

Light chain only 9/31 (29.0%) NYR [6.51;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.2.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.2.2. PGI-C - Change of illness - Time to first getting worse - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 29/61 (47.5%) 7.39 [1.97;NE] 

>=65 38/104 (36.5%) NYR [6.28;NE] 

Age group 2 

<75 56/137 (40.9%) 12.62 [6.47;NE] 

>=75 11/28 (39.3%) NYR [1.02;NE] 

Sex 

Male 36/85 (42.4%) 12.62 [3.75;NE] 

Female 31/80 (38.8%) NYR [4.67;NE] 

Geographic region 

North America 27/86 (31.4%) NYR [12.62;NE] 

Europe 29/60 (48.3%) 5.82 [1.48;NE] 

Asia 7/12 (58.3%) 1.02 [0.49;NE] 

Other 4/7 (57.1%) 0.95 [0.49;NE] 

Race 

White 42/101 (41.6%) 12.62 [6.28;NE] 

Other 10/27 (37.0%) NYR [1.02;NE] 

Renal function 

CrCl <= 60 mL/min 16/52 (30.8%) NYR [6.28;NE] 

CrCl > 60 mL/min 51/113 (45.1%) 8.57 [3.75;NE] 

Liver function 

Normal 59/138 (42.8%) 12.62 [5.82;NE] 

Impaired 8/27 (29.6%) NYR [4.67;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.2.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.2.2. PGI-C - Change of illness - Time to first getting worse - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 62/152 (40.8%) 12.62 [5.82;NE] 

No 5/13 (38.5%) 7.20 [0.95;NE] 

Penta refractory 

Yes 32/69 (46.4%) 5.82 [1.94;NE] 

No 35/96 (36.5%) 12.62 [8.57;NE] 

ECOG 

0 26/60 (43.3%) NYR [2.37;NE] 

1-2 41/105 (39.0%) 12.62 [5.82;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 



 

 
Study: C1071003 Final Page 9 of 663 

 TABLE 1003.2.1.3.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.3.1. PGI-C - Change of illness - Time to first getting better - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 165 

Number of subjects with events, n (%) 91 (55.2%) 

Number of censored cases, n (%) 74 (44.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.27 (0.32) 

   25th percentile 1.50 [1.41;1.91] 

   Median [95% CI] 3.68 [2.33;4.01] 

   75th percentile 5.60 [4.67;8.77] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.3.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.3.2. PGI-C - Change of illness - Time to first getting better - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 91/165 (55.2%) 3.68 [2.33;4.01] 

Baseline cytogenetics 

Standard Risk 67/112 (59.8%) 2.56 [1.94;4.63] 

High-Risk 21/38 (55.3%) 3.75 [2.30;3.81] 

Baseline bone marrow plasma cells 

<50% 67/122 (54.9%) 3.06 [2.33;4.01] 

>=50% 17/28 (60.7%) 3.75 [1.45;5.62] 

Prior stem cell transplant 

Yes 70/124 (56.5%) 2.86 [2.17;3.81] 

No 21/41 (51.2%) 4.01 [2.66;5.55] 

Disease Stage 

1-2 80/132 (60.6%) 2.79 [2.17;3.75] 

3 4/24 (16.7%) 7.36 [4.80;NE] 

Number of prior lines 

<=5 49/86 (57.0%) 3.75 [2.50;4.67] 

> 5 42/79 (53.2%) 2.56 [1.94;4.63] 

Type of myeloma 

IgG 52/93 (55.9%) 3.75 [2.79;4.70] 

non-IgG 14/26 (53.8%) 1.91 [1.54;3.75] 

Light chain only 20/31 (64.5%) 3.75 [1.48;4.67] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.3.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.3.2. PGI-C - Change of illness - Time to first getting better - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 39/61 (63.9%) 2.66 [1.94;3.75] 

>=65 52/104 (50.0%) 3.75 [2.33;5.13] 

Age group 2 

<75 80/137 (58.4%) 2.79 [2.17;3.75] 

>=75 11/28 (39.3%) 4.70 [3.06;NE] 

Sex 

Male 46/85 (54.1%) 2.50 [1.94;3.81] 

Female 45/80 (56.3%) 3.75 [2.66;4.80] 

Geographic region 

North America 54/86 (62.8%) 2.33 [1.91;3.68] 

Europe 26/60 (43.3%) 4.80 [3.65;8.38] 

Asia 6/12 (50.0%) 4.67 [1.45;NE] 

Other 5/7 (71.4%) 3.75 [0.49;5.62] 

Race 

White 58/101 (57.4%) 2.89 [2.30;4.01] 

Other 16/27 (59.3%) 2.00 [1.41;4.67] 

Renal function 

CrCl <= 60 mL/min 25/52 (48.1%) 4.67 [2.00;7.36] 

CrCl > 60 mL/min 66/113 (58.4%) 2.86 [2.33;3.75] 

Liver function 

Normal 74/138 (53.6%) 3.75 [2.66;4.63] 

Impaired 17/27 (63.0%) 1.97 [1.45;5.62] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.3.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.3.2. PGI-C - Change of illness - Time to first getting better - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 83/152 (54.6%) 3.68 [2.37;4.01] 

No 8/13 (61.5%) 3.75 [0.92;10.18] 

Penta refractory 

Yes 33/69 (47.8%) 3.75 [2.33;5.82] 

No 58/96 (60.4%) 2.86 [1.94;3.94] 

ECOG 

0 36/60 (60.0%) 2.79 [1.91;4.67] 

1-2 55/105 (52.4%) 3.75 [2.37;4.63] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.4.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.4.1. PGI-S - Severity - Time to first deterioration by >=0.45 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 164 

Number of subjects with events, n (%) 63 (38.4%) 

Number of censored cases, n (%) 101 (61.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.62 (0.37) 

   25th percentile 1.40 [0.95;2.17] 

   Median [95% CI] NYR [6.57;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.4.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.4.2. PGI-S - Severity - Time to first deterioration by >=0.45 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 63/164 (38.4%) NYR [6.57;NE] 

Baseline cytogenetics 

Standard Risk 42/109 (38.5%) NYR [6.51;NE] 

High-Risk 17/40 (42.5%) 10.32 [1.45;NE] 

Baseline bone marrow plasma cells 

<50% 45/119 (37.8%) NYR [6.51;NE] 

>=50% 11/30 (36.7%) NYR [1.35;NE] 

Prior stem cell transplant 

Yes 47/124 (37.9%) NYR [6.57;NE] 

No 16/40 (40.0%) 10.15 [1.97;NE] 

Disease Stage 

1-2 49/130 (37.7%) NYR [7.43;NE] 

3 11/25 (44.0%) 1.87 [0.95;NE] 

Number of prior lines 

<=5 30/85 (35.3%) NYR [7.43;NE] 

> 5 33/79 (41.8%) 10.15 [3.58;NE] 

Type of myeloma 

IgG 34/91 (37.4%) NYR [5.55;NE] 

non-IgG 13/27 (48.1%) 2.37 [1.28;NE] 

Light chain only 12/30 (40.0%) NYR [1.97;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.4.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.4.2. PGI-S - Severity - Time to first deterioration by >=0.45 points - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 22/60 (36.7%) NYR [5.55;NE] 

>=65 41/104 (39.4%) NYR [3.68;NE] 

Age group 2 

<75 50/137 (36.5%) NYR [7.43;NE] 

>=75 13/27 (48.1%) 4.63 [0.95;NE] 

Sex 

Male 37/83 (44.6%) 7.43 [2.43;NE] 

Female 26/81 (32.1%) NYR [8.35;NE] 

Geographic region 

North America 34/87 (39.1%) 10.32 [6.51;NE] 

Europe 21/58 (36.2%) NYR [1.84;NE] 

Asia 5/12 (41.7%) NYR [1.02;NE] 

Other 3/7 (42.9%) 0.95 [0.03;NE] 

Race 

White 38/99 (38.4%) 10.32 [6.51;NE] 

Other 13/28 (46.4%) 7.43 [1.54;NE] 

Renal function 

CrCl <= 60 mL/min 17/52 (32.7%) NYR [3.68;NE] 

CrCl > 60 mL/min 46/112 (41.1%) 10.32 [4.63;NE] 

Liver function 

Normal 57/137 (41.6%) 10.32 [2.86;NE] 

Impaired 6/27 (22.2%) NYR [6.57;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.4.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.4.2. PGI-S - Severity - Time to first deterioration by >=0.45 points - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 59/151 (39.1%) 10.32 [6.51;NE] 

No 4/13 (30.8%) NYR [0.56;NE] 

Penta refractory 

Yes 26/69 (37.7%) NYR [2.86;NE] 

No 37/95 (38.9%) 10.32 [6.57;NE] 

ECOG 

0 18/58 (31.0%) NC 

1-2 45/106 (42.5%) 10.15 [3.58;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.5.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.5.1. PGI-S - Severity - Time to first improvement by >=0.45 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 164 

Number of subjects with events, n (%) 99 (60.4%) 

Number of censored cases, n (%) 65 (39.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.77 (0.46) 

   25th percentile 0.90 [0.53;0.99] 

   Median [95% CI] 1.81 [1.41;2.66] 

   75th percentile 10.40 [5.59;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.5.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.5.2. PGI-S - Severity - Time to first improvement by >=0.45 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 99/164 (60.4%) 1.81 [1.41;2.66] 

Baseline cytogenetics 

Standard Risk 71/109 (65.1%) 1.48 [1.41;2.33] 

High-Risk 19/40 (47.5%) 3.75 [1.02;NE] 

Baseline bone marrow plasma cells 

<50% 75/119 (63.0%) 1.61 [1.41;2.33] 

>=50% 17/30 (56.7%) 1.45 [0.95;6.60] 

Prior stem cell transplant 

Yes 73/124 (58.9%) 1.91 [1.41;3.75] 

No 26/40 (65.0%) 1.51 [0.95;2.89] 

Disease Stage 

1-2 82/130 (63.1%) 1.58 [1.41;2.89] 

3 11/25 (44.0%) 1.91 [0.95;NE] 

Number of prior lines 

<=5 52/85 (61.2%) 1.91 [1.45;3.78] 

> 5 47/79 (59.5%) 1.41 [1.25;2.66] 

Type of myeloma 

IgG 52/91 (57.1%) 2.66 [1.45;6.60] 

non-IgG 15/27 (55.6%) 1.41 [1.08;5.59] 

Light chain only 21/30 (70.0%) 1.45 [0.95;1.91] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.5.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.5.2. PGI-S - Severity - Time to first improvement by >=0.45 points - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 40/60 (66.7%) 1.41 [0.99;1.81] 

>=65 59/104 (56.7%) 2.04 [1.48;4.73] 

Age group 2 

<75 88/137 (64.2%) 1.58 [1.41;2.04] 

>=75 11/27 (40.7%) 3.75 [1.41;NE] 

Sex 

Male 48/83 (57.8%) 1.48 [1.15;3.75] 

Female 51/81 (63.0%) 1.87 [1.41;3.75] 

Geographic region 

North America 54/87 (62.1%) 1.48 [1.25;3.78] 

Europe 35/58 (60.3%) 1.91 [1.41;3.75] 

Asia 7/12 (58.3%) 1.41 [0.92;NE] 

Other 3/7 (42.9%) 1.94 [0.49;NE] 

Race 

White 60/99 (60.6%) 1.61 [1.41;3.52] 

Other 16/28 (57.1%) 1.51 [0.95;12.91] 

Renal function 

CrCl <= 60 mL/min 28/52 (53.8%) 1.91 [1.41;10.18] 

CrCl > 60 mL/min 71/112 (63.4%) 1.58 [1.41;2.66] 

Liver function 

Normal 81/137 (59.1%) 1.87 [1.45;2.89] 

Impaired 18/27 (66.7%) 1.08 [0.49;5.59] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.1.5.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.1.5.2. PGI-S - Severity - Time to first improvement by >=0.45 points - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 89/151 (58.9%) 1.81 [1.41;3.52] 

No 10/13 (76.9%) 1.45 [0.49;2.79] 

Penta refractory 

Yes 46/69 (66.7%) 1.41 [0.95;1.61] 

No 53/95 (55.8%) 3.52 [1.51;6.60] 

ECOG 

0 36/58 (62.1%) 1.48 [0.99;4.73] 

1-2 63/106 (59.4%) 1.87 [1.41;3.52] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.1.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.1.1. EORTC QLQ-C30 Fatigue - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 130 (76.9%) 

Number of censored cases, n (%) 39 (23.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 2.97 (0.37) 

   25th percentile 0.50 [0.49;0.53] 

   Median [95% CI] 0.95 [0.76;1.02] 

   75th percentile 2.40 [1.51;5.13] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.1.2. EORTC QLQ-C30 Fatigue - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 130/169 (76.9%) 0.95 [0.76;1.02] 

Baseline cytogenetics 

Standard Risk 85/112 (75.9%) 0.95 [0.59;1.08] 

High-Risk 32/41 (78.0%) 0.99 [0.79;2.83] 

Baseline bone marrow plasma cells 

<50% 100/122 (82.0%) 0.95 [0.62;0.99] 

>=50% 21/31 (67.7%) 1.02 [0.85;2.86] 

Prior stem cell transplant 

Yes 97/127 (76.4%) 0.95 [0.72;1.08] 

No 33/42 (78.6%) 0.95 [0.49;1.35] 

Disease Stage 

1-2 102/131 (77.9%) 0.95 [0.72;1.02] 

3 20/28 (71.4%) 0.95 [0.49;2.10] 

Number of prior lines 

<=5 65/88 (73.9%) 0.95 [0.59;1.51] 

> 5 65/81 (80.2%) 0.95 [0.62;1.02] 

Type of myeloma 

IgG 76/95 (80.0%) 0.72 [0.53;0.95] 

non-IgG 20/27 (74.1%) 0.99 [0.69;1.91] 

Light chain only 23/30 (76.7%) 1.00 [0.95;2.37] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.1.2. EORTC QLQ-C30 Fatigue - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 48/63 (76.2%) 0.95 [0.62;1.22] 

>=65 82/106 (77.4%) 0.99 [0.59;1.08] 

Age group 2 

<75 104/139 (74.8%) 0.99 [0.95;1.25] 

>=75 26/30 (86.7%) 0.49 [0.49;0.59] 

Sex 

Male 71/88 (80.7%) 0.95 [0.62;1.08] 

Female 59/81 (72.8%) 0.95 [0.56;1.22] 

Geographic region 

North America 68/87 (78.2%) 0.95 [0.56;1.22] 

Europe 45/63 (71.4%) 0.95 [0.59;1.15] 

Asia 12/12 (100.0%) 0.95 [0.49;1.51] 

Other 5/7 (71.4%) 0.95 [0.49;1.91] 

Race 

White 83/104 (79.8%) 0.95 [0.56;0.99] 

Other 22/27 (81.5%) 1.02 [0.85;1.54] 

Renal function 

CrCl <= 60 mL/min 44/55 (80.0%) 0.95 [0.53;1.02] 

CrCl > 60 mL/min 86/114 (75.4%) 0.95 [0.72;1.22] 

Liver function 

Normal 110/142 (77.5%) 0.95 [0.79;1.02] 

Impaired 20/27 (74.1%) 0.85 [0.49;1.91] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.1.2. EORTC QLQ-C30 Fatigue - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 120/156 (76.9%) 0.95 [0.76;1.02] 

No 10/13 (76.9%) 1.45 [0.49;6.24] 

Penta refractory 

Yes 51/73 (69.9%) 0.99 [0.89;1.38] 

No 79/96 (82.3%) 0.95 [0.56;1.02] 

ECOG 

0 49/58 (84.5%) 0.95 [0.56;0.99] 

1-2 81/111 (73.0%) 0.99 [0.76;1.38] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.2.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.2.1. EORTC QLQ-C30 Nausea and Vomiting - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 95 (56.2%) 

Number of censored cases, n (%) 74 (43.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.41 (0.59) 

   25th percentile 0.90 [0.56;1.02] 

   Median [95% CI] 1.94 [1.45;2.86] 

   75th percentile NYR [13.01;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.2.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.2.2. EORTC QLQ-C30 Nausea and Vomiting - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 95/169 (56.2%) 1.94 [1.45;2.86] 

Baseline cytogenetics 

Standard Risk 63/112 (56.3%) 1.97 [1.48;4.67] 

High-Risk 22/41 (53.7%) 1.94 [0.79;NE] 

Baseline bone marrow plasma cells 

<50% 70/122 (57.4%) 1.94 [1.41;4.63] 

>=50% 17/31 (54.8%) 1.54 [1.02;15.67] 

Prior stem cell transplant 

Yes 68/127 (53.5%) 1.94 [1.41;4.63] 

No 27/42 (64.3%) 1.54 [1.02;6.28] 

Disease Stage 

1-2 76/131 (58.0%) 1.94 [1.41;3.75] 

3 15/28 (53.6%) 1.87 [0.95;NE] 

Number of prior lines 

<=5 46/88 (52.3%) 2.43 [1.54;15.67] 

> 5 49/81 (60.5%) 1.45 [1.02;1.97] 

Type of myeloma 

IgG 55/95 (57.9%) 1.87 [1.41;2.76] 

non-IgG 14/27 (51.9%) 4.60 [0.62;NE] 

Light chain only 16/30 (53.3%) 4.63 [1.38;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.2.2. EORTC QLQ-C30 Nausea and Vomiting - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 36/63 (57.1%) 1.45 [1.08;2.33] 

>=65 59/106 (55.7%) 2.37 [1.45;7.36] 

Age group 2 

<75 74/139 (53.2%) 2.04 [1.45;4.67] 

>=75 21/30 (70.0%) 1.41 [0.95;1.97] 

Sex 

Male 47/88 (53.4%) 1.54 [1.41;2.76] 

Female 48/81 (59.3%) 2.33 [1.41;6.64] 

Geographic region 

North America 51/87 (58.6%) 1.97 [1.41;4.63] 

Europe 31/63 (49.2%) 1.87 [1.08;NE] 

Asia 8/12 (66.7%) 1.41 [0.95;NE] 

Other 5/7 (71.4%) 1.48 [0.53;15.67] 

Race 

White 65/104 (62.5%) 1.45 [1.08;2.33] 

Other 13/27 (48.1%) 7.36 [1.38;NE] 

Renal function 

CrCl <= 60 mL/min 27/55 (49.1%) 3.75 [1.41;NE] 

CrCl > 60 mL/min 68/114 (59.6%) 1.87 [1.41;2.43] 

Liver function 

Normal 81/142 (57.0%) 1.54 [1.41;2.43] 

Impaired 14/27 (51.9%) 4.63 [0.99;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.2.2. EORTC QLQ-C30 Nausea and Vomiting - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 86/156 (55.1%) 1.94 [1.41;3.75] 

No 9/13 (69.2%) 1.45 [0.53;6.28] 

Penta refractory 

Yes 42/73 (57.5%) 1.45 [0.99;2.43] 

No 53/96 (55.2%) 2.33 [1.45;6.64] 

ECOG 

0 29/58 (50.0%) 4.60 [1.41;NE] 

1-2 66/111 (59.5%) 1.87 [1.25;2.43] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.3.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.3.1. EORTC QLQ-C30 Pain - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 104 (61.5%) 

Number of censored cases, n (%) 65 (38.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.84 (0.56) 

   25th percentile 0.60 [0.49;0.95] 

   Median [95% CI] 1.58 [1.18;2.27] 

   75th percentile 15.60 [6.97;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.2.2.3.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.3.2. EORTC QLQ-C30 Pain - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 104/169 (61.5%) 1.58 [1.18;2.27] 

Baseline cytogenetics 

Standard Risk 71/112 (63.4%) 1.48 [0.95;2.83] 

High-Risk 25/41 (61.0%) 1.68 [0.99;5.72] 

Baseline bone marrow plasma cells 

<50% 78/122 (63.9%) 1.48 [0.99;2.83] 

>=50% 17/31 (54.8%) 1.54 [0.99;NE] 

Prior stem cell transplant 

Yes 73/127 (57.5%) 1.91 [1.48;5.62] 

No 31/42 (73.8%) 0.99 [0.53;1.87] 

Disease Stage 

1-2 81/131 (61.8%) 1.87 [1.41;3.75] 

3 18/28 (64.3%) 1.18 [0.53;1.91] 

Number of prior lines 

<=5 57/88 (64.8%) 1.87 [0.99;2.83] 

> 5 47/81 (58.0%) 1.48 [0.95;5.49] 

Type of myeloma 

IgG 61/95 (64.2%) 1.48 [0.95;4.63] 

non-IgG 17/27 (63.0%) 1.58 [0.62;6.57] 

Light chain only 18/30 (60.0%) 1.91 [0.99;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 37/63 (58.7%) 1.58 [0.95;5.72] 

>=65 67/106 (63.2%) 1.68 [1.18;2.83] 

Age group 2 

<75 83/139 (59.7%) 1.87 [1.41;4.63] 

>=75 21/30 (70.0%) 0.95 [0.49;1.91] 

Sex 

Male 60/88 (68.2%) 1.41 [0.95;1.48] 

Female 44/81 (54.3%) 5.62 [1.87;13.14] 

Geographic region 

North America 52/87 (59.8%) 1.84 [1.41;4.63] 

Europe 37/63 (58.7%) 1.87 [0.95;5.72] 

Asia 9/12 (75.0%) 0.76 [0.49;6.57] 

Other 6/7 (85.7%) 0.72 [0.49;1.94] 

Race 

White 61/104 (58.7%) 1.68 [1.18;6.97] 

Other 18/27 (66.7%) 1.02 [0.49;5.78] 

Renal function 

CrCl <= 60 mL/min 33/55 (60.0%) 1.54 [0.95;5.62] 

CrCl > 60 mL/min 71/114 (62.3%) 1.58 [1.41;3.75] 

Liver function 

Normal 90/142 (63.4%) 1.54 [1.02;2.27] 

Impaired 14/27 (51.9%) 1.91 [0.53;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 97/156 (62.2%) 1.54 [1.02;2.27] 

No 7/13 (53.8%) 1.94 [0.53;NE] 

Penta refractory 

Yes 39/73 (53.4%) 1.68 [0.99;12.91] 

No 65/96 (67.7%) 1.54 [0.95;3.75] 

ECOG 

0 37/58 (63.8%) 1.48 [0.95;5.72] 

1-2 67/111 (60.4%) 1.58 [1.02;2.83] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.4.1. EORTC QLQ-C30 Dyspnoea - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 87 (51.5%) 

Number of censored cases, n (%) 82 (48.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.00 (0.48) 

   25th percentile 1.00 [0.76;1.22] 

   Median [95% CI] 3.84 [2.66;4.76] 

   75th percentile NYR [13.01;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 87/169 (51.5%) 3.84 [2.66;4.76] 

Baseline cytogenetics 

Standard Risk 63/112 (56.3%) 3.58 [1.48;4.67] 

High-Risk 17/41 (41.5%) 4.67 [2.86;NE] 

Baseline bone marrow plasma cells 

<50% 65/122 (53.3%) 3.84 [2.66;4.76] 

>=50% 15/31 (48.4%) 1.94 [0.99;NE] 

Prior stem cell transplant 

Yes 66/127 (52.0%) 3.75 [2.37;4.86] 

No 21/42 (50.0%) 4.11 [0.95;13.01] 

Disease Stage 

1-2 71/131 (54.2%) 3.84 [2.37;4.76] 

3 11/28 (39.3%) NYR [0.95;NE] 

Number of prior lines 

<=5 42/88 (47.7%) 4.76 [2.86;NE] 

> 5 45/81 (55.6%) 2.76 [1.48;4.01] 

Type of myeloma 

IgG 56/95 (58.9%) 3.06 [1.48;4.67] 

non-IgG 12/27 (44.4%) 3.84 [1.08;NE] 

Light chain only 13/30 (43.3%) 4.73 [2.86;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 32/63 (50.8%) 3.58 [1.45;5.78] 

>=65 55/106 (51.9%) 3.84 [1.94;5.62] 

Age group 2 

<75 73/139 (52.5%) 3.84 [2.66;4.76] 

>=75 14/30 (46.7%) 3.71 [1.05;NE] 

Sex 

Male 45/88 (51.1%) 3.06 [1.48;4.67] 

Female 42/81 (51.9%) 4.11 [2.66;8.41] 

Geographic region 

North America 45/87 (51.7%) 3.84 [2.76;NE] 

Europe 28/63 (44.4%) 4.11 [1.84;NE] 

Asia 9/12 (75.0%) 2.81 [0.49;13.01] 

Other 5/7 (71.4%) 0.95 [0.53;1.94] 

Race 

White 56/104 (53.8%) 3.71 [1.91;4.73] 

Other 16/27 (59.3%) 4.67 [0.95;13.01] 

Renal function 

CrCl <= 60 mL/min 29/55 (52.7%) 3.75 [1.08;13.01] 

CrCl > 60 mL/min 58/114 (50.9%) 4.01 [2.76;4.86] 

Liver function 

Normal 71/142 (50.0%) 4.11 [2.86;5.62] 

Impaired 16/27 (59.3%) 1.45 [0.95;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 80/156 (51.3%) 3.84 [2.76;4.76] 

No 7/13 (53.8%) 1.94 [0.92;NE] 

Penta refractory 

Yes 34/73 (46.6%) 4.11 [1.48;NE] 

No 53/96 (55.2%) 3.84 [1.94;4.86] 

ECOG 

0 31/58 (53.4%) 3.06 [1.48;5.65] 

1-2 56/111 (50.5%) 3.84 [2.37;5.78] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 



 

 
Study: C1071003 Final Page 37 of 663 

 TABLE 1003.2.2.5.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.5.1. EORTC QLQ-C30 Insomnia - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 81 (47.9%) 

Number of censored cases, n (%) 88 (52.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.25 (0.54) 

   25th percentile 1.00 [0.53;0.99] 

   Median [95% CI] 5.82 [1.97;13.54] 

   75th percentile NYR [14.13;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 81/169 (47.9%) 5.82 [1.97;13.54] 

Baseline cytogenetics 

Standard Risk 51/112 (45.5%) 6.47 [1.97;NE] 

High-Risk 23/41 (56.1%) 4.73 [0.99;13.54] 

Baseline bone marrow plasma cells 

<50% 59/122 (48.4%) 6.47 [1.97;NE] 

>=50% 15/31 (48.4%) 1.54 [0.95;NE] 

Prior stem cell transplant 

Yes 60/127 (47.2%) 6.47 [1.94;NE] 

No 21/42 (50.0%) 5.65 [1.41;NE] 

Disease Stage 

1-2 63/131 (48.1%) 6.47 [2.30;14.13] 

3 14/28 (50.0%) 1.41 [0.95;NE] 

Number of prior lines 

<=5 40/88 (45.5%) 6.54 [1.94;NE] 

> 5 41/81 (50.6%) 3.58 [1.22;13.54] 

Type of myeloma 

IgG 52/95 (54.7%) 2.86 [1.41;10.15] 

non-IgG 12/27 (44.4%) 6.54 [1.25;NE] 

Light chain only 11/30 (36.7%) NYR [1.02;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 



 

 
Study: C1071003 Final Page 39 of 663 

 TABLE 1003.2.2.5.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.5.2. EORTC QLQ-C30 Insomnia - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 35/63 (55.6%) 2.86 [0.95;10.35] 

>=65 46/106 (43.4%) 6.54 [1.94;NE] 

Age group 2 

<75 70/139 (50.4%) 4.73 [1.91;13.54] 

>=75 11/30 (36.7%) NYR [0.95;NE] 

Sex 

Male 43/88 (48.9%) 2.86 [1.41;13.54] 

Female 38/81 (46.9%) 10.35 [1.97;NE] 

Geographic region 

North America 45/87 (51.7%) 2.86 [1.25;NE] 

Europe 25/63 (39.7%) 10.35 [1.97;NE] 

Asia 7/12 (58.3%) 5.65 [0.49;NE] 

Other 4/7 (57.1%) 0.95 [0.49;2.86] 

Race 

White 50/104 (48.1%) 2.86 [1.25;NE] 

Other 14/27 (51.9%) 5.65 [0.89;NE] 

Renal function 

CrCl <= 60 mL/min 25/55 (45.5%) 5.65 [1.22;NE] 

CrCl > 60 mL/min 56/114 (49.1%) 6.47 [1.94;14.13] 

Liver function 

Normal 66/142 (46.5%) 6.47 [2.17;14.13] 

Impaired 15/27 (55.6%) 1.91 [0.95;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 75/156 (48.1%) 5.65 [1.97;14.13] 

No 6/13 (46.2%) 6.54 [0.49;NE] 

Penta refractory 

Yes 33/73 (45.2%) 4.73 [1.41;NE] 

No 48/96 (50.0%) 6.47 [1.54;NE] 

ECOG 

0 20/58 (34.5%) NYR [5.82;NE] 

1-2 61/111 (55.0%) 2.30 [1.05;6.54] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.6.1. EORTC QLQ-C30 Appetite Loss - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 119 (70.4%) 

Number of censored cases, n (%) 50 (29.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 3.79 (0.41) 

   25th percentile 0.50 [0.49;0.59] 

   Median [95% CI] 1.25 [0.95;1.48] 

   75th percentile 5.60 [2.40;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 119/169 (70.4%) 1.25 [0.95;1.48] 

Baseline cytogenetics 

Standard Risk 80/112 (71.4%) 1.22 [0.95;1.51] 

High-Risk 29/41 (70.7%) 0.99 [0.89;2.86] 

Baseline bone marrow plasma cells 

<50% 89/122 (73.0%) 1.08 [0.79;1.48] 

>=50% 20/31 (64.5%) 1.41 [0.95;5.68] 

Prior stem cell transplant 

Yes 85/127 (66.9%) 1.41 [0.95;1.87] 

No 34/42 (81.0%) 1.02 [0.79;1.51] 

Disease Stage 

1-2 93/131 (71.0%) 1.22 [0.95;1.48] 

3 19/28 (67.9%) 1.87 [0.53;5.59] 

Number of prior lines 

<=5 61/88 (69.3%) 1.41 [0.95;1.91] 

> 5 58/81 (71.6%) 1.02 [0.62;1.45] 

Type of myeloma 

IgG 63/95 (66.3%) 1.41 [0.95;1.94] 

non-IgG 19/27 (70.4%) 1.25 [0.56;3.29] 

Light chain only 25/30 (83.3%) 0.99 [0.53;1.48] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 47/63 (74.6%) 1.02 [0.79;1.41] 

>=65 72/106 (67.9%) 1.48 [0.95;2.33] 

Age group 2 

<75 95/139 (68.3%) 1.41 [0.99;1.64] 

>=75 24/30 (80.0%) 0.92 [0.49;1.84] 

Sex 

Male 59/88 (67.0%) 1.15 [0.76;1.64] 

Female 60/81 (74.1%) 1.41 [0.95;1.87] 

Geographic region 

North America 62/87 (71.3%) 1.45 [0.99;2.30] 

Europe 44/63 (69.8%) 0.99 [0.59;1.84] 

Asia 10/12 (83.3%) 0.99 [0.49;1.41] 

Other 3/7 (42.9%) 0.95 [0.53;NE] 

Race 

White 77/104 (74.0%) 1.08 [0.95;1.48] 

Other 18/27 (66.7%) 1.41 [0.89;2.33] 

Renal function 

CrCl <= 60 mL/min 33/55 (60.0%) 1.51 [0.92;5.59] 

CrCl > 60 mL/min 86/114 (75.4%) 1.15 [0.95;1.41] 

Liver function 

Normal 102/142 (71.8%) 1.15 [0.95;1.41] 

Impaired 17/27 (63.0%) 1.87 [0.53;2.86] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 108/156 (69.2%) 1.15 [0.95;1.48] 

No 11/13 (84.6%) 1.38 [0.49;3.29] 

Penta refractory 

Yes 49/73 (67.1%) 1.38 [0.95;2.33] 

No 70/96 (72.9%) 1.02 [0.89;1.51] 

ECOG 

0 40/58 (69.0%) 1.38 [0.59;2.33] 

1-2 79/111 (71.2%) 1.15 [0.95;1.58] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.7.1. EORTC QLQ-C30 Constipation - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 80 (47.3%) 

Number of censored cases, n (%) 89 (52.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.13 (0.63) 

   25th percentile 1.10 [0.92;1.87] 

   Median [95% CI] 5.59 [2.79;9.23] 

   75th percentile NYR [16.36;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 80/169 (47.3%) 5.59 [2.79;9.23] 

Baseline cytogenetics 

Standard Risk 52/112 (46.4%) 5.59 [2.53;NE] 

High-Risk 21/41 (51.2%) 3.09 [1.87;NE] 

Baseline bone marrow plasma cells 

<50% 61/122 (50.0%) 4.63 [2.33;8.41] 

>=50% 10/31 (32.3%) NYR [3.09;NE] 

Prior stem cell transplant 

Yes 53/127 (41.7%) 7.20 [3.02;NE] 

No 27/42 (64.3%) 2.37 [0.95;7.52] 

Disease Stage 

1-2 63/131 (48.1%) 7.20 [2.56;NE] 

3 11/28 (39.3%) 5.59 [1.51;NE] 

Number of prior lines 

<=5 44/88 (50.0%) 5.59 [2.37;NE] 

> 5 36/81 (44.4%) 6.97 [1.94;NE] 

Type of myeloma 

IgG 47/95 (49.5%) 4.93 [2.33;9.23] 

non-IgG 11/27 (40.7%) 5.55 [2.37;NE] 

Light chain only 14/30 (46.7%) 6.97 [1.87;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 26/63 (41.3%) 5.55 [2.30;NE] 

>=65 54/106 (50.9%) 5.59 [2.37;8.41] 

Age group 2 

<75 60/139 (43.2%) 7.13 [3.02;NE] 

>=75 20/30 (66.7%) 1.51 [0.92;7.59] 

Sex 

Male 51/88 (58.0%) 1.94 [1.25;3.02] 

Female 29/81 (35.8%) 16.36 [5.59;NE] 

Geographic region 

North America 42/87 (48.3%) 7.20 [2.37;NE] 

Europe 29/63 (46.0%) 6.97 [1.48;NE] 

Asia 8/12 (66.7%) 2.79 [0.53;5.55] 

Other 1/7 (14.3%) NYR [1.94;NE] 

Race 

White 47/104 (45.2%) 7.20 [2.53;NE] 

Other 14/27 (51.9%) 3.81 [1.87;NE] 

Renal function 

CrCl <= 60 mL/min 25/55 (45.5%) 7.13 [2.37;16.36] 

CrCl > 60 mL/min 55/114 (48.2%) 4.63 [2.53;NE] 

Liver function 

Normal 73/142 (51.4%) 4.63 [2.37;7.52] 

Impaired 7/27 (25.9%) NYR [1.45;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 73/156 (46.8%) 5.59 [2.86;9.23] 

No 7/13 (53.8%) 2.53 [0.56;NE] 

Penta refractory 

Yes 30/73 (41.1%) 3.58 [2.33;NE] 

No 50/96 (52.1%) 6.97 [2.37;9.23] 

ECOG 

0 32/58 (55.2%) 2.37 [1.25;NE] 

1-2 48/111 (43.2%) 7.20 [3.09;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 89 (52.7%) 

Number of censored cases, n (%) 80 (47.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.95 (0.58) 

   25th percentile 1.10 [0.92;1.45] 

   Median [95% CI] 3.71 [2.30;6.54] 

   75th percentile NYR [10.18;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 89/169 (52.7%) 3.71 [2.30;6.54] 

Baseline cytogenetics 

Standard Risk 55/112 (49.1%) 4.73 [2.04;10.18] 

High-Risk 27/41 (65.9%) 2.30 [1.35;4.01] 

Baseline bone marrow plasma cells 

<50% 70/122 (57.4%) 3.68 [2.00;6.47] 

>=50% 11/31 (35.5%) 15.74 [1.45;15.74] 

Prior stem cell transplant 

Yes 66/127 (52.0%) 3.68 [2.30;8.38] 

No 23/42 (54.8%) 4.73 [1.41;6.51] 

Disease Stage 

1-2 69/131 (52.7%) 4.60 [2.30;8.38] 

3 14/28 (50.0%) 2.76 [1.87;7.43] 

Number of prior lines 

<=5 47/88 (53.4%) 4.73 [2.33;7.43] 

> 5 42/81 (51.9%) 3.35 [1.45;10.12] 

Type of myeloma 

IgG 51/95 (53.7%) 4.60 [2.40;6.57] 

non-IgG 11/27 (40.7%) 3.35 [1.38;NE] 

Light chain only 18/30 (60.0%) 3.68 [1.41;10.18] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 29/63 (46.0%) 3.68 [2.33;NE] 

>=65 60/106 (56.6%) 3.71 [1.84;6.57] 

Age group 2 

<75 70/139 (50.4%) 4.60 [2.40;8.38] 

>=75 19/30 (63.3%) 1.84 [0.95;6.51] 

Sex 

Male 48/88 (54.5%) 1.87 [1.45;6.54] 

Female 41/81 (50.6%) 6.47 [2.76;15.74] 

Geographic region 

North America 43/87 (49.4%) 4.01 [2.33;10.12] 

Europe 38/63 (60.3%) 1.87 [1.05;4.73] 

Asia 6/12 (50.0%) 10.18 [0.49;NE] 

Other 2/7 (28.6%) 15.74 [5.62;NE] 

Race 

White 55/104 (52.9%) 4.60 [2.40;6.57] 

Other 12/27 (44.4%) 10.18 [1.54;NE] 

Renal function 

CrCl <= 60 mL/min 26/55 (47.3%) 6.47 [1.97;10.18] 

CrCl > 60 mL/min 63/114 (55.3%) 3.35 [1.87;6.57] 

Liver function 

Normal 73/142 (51.4%) 4.01 [2.30;6.54] 

Impaired 16/27 (59.3%) 2.79 [0.95;10.18] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 83/156 (53.2%) 3.68 [2.30;6.54] 

No 6/13 (46.2%) 15.74 [0.56;15.74] 

Penta refractory 

Yes 36/73 (49.3%) 2.83 [1.45;10.12] 

No 53/96 (55.2%) 4.73 [2.33;7.43] 

ECOG 

0 27/58 (46.6%) 6.57 [2.50;NE] 

1-2 62/111 (55.9%) 2.40 [1.87;4.73] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 50 (29.6%) 

Number of censored cases, n (%) 119 (70.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.71 (0.38) 

   25th percentile 2.50 [1.51;5.62] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 50/169 (29.6%) NC 

Baseline cytogenetics 

Standard Risk 32/112 (28.6%) NC 

High-Risk 14/41 (34.1%) NYR [3.32;NE] 

Baseline bone marrow plasma cells 

<50% 36/122 (29.5%) NYR [10.91;NE] 

>=50% 5/31 (16.1%) NC 

Prior stem cell transplant 

Yes 37/127 (29.1%) NC 

No 13/42 (31.0%) NYR [4.01;NE] 

Disease Stage 

1-2 38/131 (29.0%) NC 

3 10/28 (35.7%) 10.91 [1.91;10.91] 

Number of prior lines 

<=5 25/88 (28.4%) NC 

> 5 25/81 (30.9%) NYR [4.67;NE] 

Type of myeloma 

IgG 31/95 (32.6%) NYR [5.78;NE] 

non-IgG 7/27 (25.9%) NYR [2.83;NE] 

Light chain only 7/30 (23.3%) NYR [10.91;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 20/63 (31.7%) NYR [5.68;NE] 

>=65 30/106 (28.3%) NYR [10.91;NE] 

Age group 2 

<75 42/139 (30.2%) NC 

>=75 8/30 (26.7%) NYR [4.63;NE] 

Sex 

Male 22/88 (25.0%) NC 

Female 28/81 (34.6%) NYR [5.78;NE] 

Geographic region 

North America 29/87 (33.3%) NYR [5.78;NE] 

Europe 15/63 (23.8%) NYR [10.91;NE] 

Asia 5/12 (41.7%) 4.67 [1.35;NE] 

Other 1/7 (14.3%) NYR [5.62;NE] 

Race 

White 34/104 (32.7%) NYR [6.47;NE] 

Other 8/27 (29.6%) NYR [1.54;NE] 

Renal function 

CrCl <= 60 mL/min 15/55 (27.3%) NYR [6.47;NE] 

CrCl > 60 mL/min 35/114 (30.7%) NYR [6.41;NE] 

Liver function 

Normal 42/142 (29.6%) NC 

Impaired 8/27 (29.6%) NYR [2.37;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 47/156 (30.1%) NC 

No 3/13 (23.1%) NYR [2.53;NE] 

Penta refractory 

Yes 18/73 (24.7%) NYR [6.41;NE] 

No 32/96 (33.3%) NYR [6.47;NE] 

ECOG 

0 10/58 (17.2%) NC 

1-2 40/111 (36.0%) NYR [4.93;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 



 

 
Study: C1071003 Final Page 57 of 663 

 TABLE 1003.2.2.10.1 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.10.1. EORTC QLQ-C30 Global QOL - Time to first deterioration by 10 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 105 (62.1%) 

Number of censored cases, n (%) 64 (37.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.45 (0.47) 

   25th percentile 0.60 [0.49;0.72] 

   Median [95% CI] 1.87 [1.41;2.92] 

   75th percentile 13.50 [7.69;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 105/169 (62.1%) 1.87 [1.41;2.92] 

Baseline cytogenetics 

Standard Risk 68/112 (60.7%) 2.10 [1.48;5.62] 

High-Risk 29/41 (70.7%) 0.99 [0.56;5.98] 

Baseline bone marrow plasma cells 

<50% 77/122 (63.1%) 2.04 [1.02;5.62] 

>=50% 21/31 (67.7%) 1.45 [0.59;2.92] 

Prior stem cell transplant 

Yes 74/127 (58.3%) 2.33 [1.45;6.47] 

No 31/42 (73.8%) 1.41 [0.59;2.17] 

Disease Stage 

1-2 81/131 (61.8%) 2.33 [1.45;5.98] 

3 15/28 (53.6%) 1.45 [0.53;NE] 

Number of prior lines 

<=5 52/88 (59.1%) 1.87 [1.15;10.22] 

> 5 53/81 (65.4%) 1.91 [0.92;3.71] 

Type of myeloma 

IgG 57/95 (60.0%) 2.33 [1.22;5.62] 

non-IgG 19/27 (70.4%) 1.84 [0.72;2.92] 

Light chain only 20/30 (66.7%) 2.04 [0.99;9.33] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 35/63 (55.6%) 5.62 [1.22;10.22] 

>=65 70/106 (66.0%) 1.64 [0.99;2.33] 

Age group 2 

<75 84/139 (60.4%) 2.17 [1.45;5.62] 

>=75 21/30 (70.0%) 0.99 [0.49;2.33] 

Sex 

Male 58/88 (65.9%) 1.45 [0.92;2.33] 

Female 47/81 (58.0%) 2.73 [1.48;9.33] 

Geographic region 

North America 53/87 (60.9%) 2.92 [1.51;6.47] 

Europe 39/63 (61.9%) 1.22 [0.76;2.33] 

Asia 9/12 (75.0%) 0.74 [0.49;13.01] 

Other 4/7 (57.1%) 1.87 [0.49;NE] 

Race 

White 65/104 (62.5%) 1.87 [1.41;5.62] 

Other 16/27 (59.3%) 5.98 [0.59;13.01] 

Renal function 

CrCl <= 60 mL/min 29/55 (52.7%) 5.62 [1.08;13.01] 

CrCl > 60 mL/min 76/114 (66.7%) 1.84 [1.08;2.73] 

Liver function 

Normal 89/142 (62.7%) 1.91 [1.15;3.75] 

Impaired 16/27 (59.3%) 1.87 [0.53;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 96/156 (61.5%) 1.87 [1.15;3.71] 

No 9/13 (69.2%) 1.91 [0.56;6.47] 

Penta refractory 

Yes 43/73 (58.9%) 1.54 [0.99;7.69] 

No 62/96 (64.6%) 1.91 [1.08;5.62] 

ECOG 

0 36/58 (62.1%) 1.45 [0.72;7.69] 

1-2 69/111 (62.2%) 1.91 [1.45;5.62] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 111 (65.7%) 

Number of censored cases, n (%) 58 (34.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.53 (0.57) 

   25th percentile 0.50 [0.49;0.62] 

   Median [95% CI] 1.41 [0.95;1.91] 

   75th percentile 16.40 [5.65;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 111/169 (65.7%) 1.41 [0.95;1.91] 

Baseline cytogenetics 

Standard Risk 76/112 (67.9%) 1.41 [0.95;1.91] 

High-Risk 27/41 (65.9%) 1.41 [0.76;5.65] 

Baseline bone marrow plasma cells 

<50% 84/122 (68.9%) 1.41 [0.95;1.91] 

>=50% 17/31 (54.8%) 1.54 [0.53;NE] 

Prior stem cell transplant 

Yes 78/127 (61.4%) 1.51 [0.95;2.79] 

No 33/42 (78.6%) 1.02 [0.66;1.54] 

Disease Stage 

1-2 84/131 (64.1%) 1.48 [0.99;1.97] 

3 21/28 (75.0%) 0.95 [0.53;2.10] 

Number of prior lines 

<=5 57/88 (64.8%) 1.54 [0.95;4.11] 

> 5 54/81 (66.7%) 1.05 [0.92;1.91] 

Type of myeloma 

IgG 63/95 (66.3%) 1.08 [0.95;1.91] 

non-IgG 20/27 (74.1%) 0.97 [0.59;1.91] 

Light chain only 19/30 (63.3%) 5.13 [0.95;16.36] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 37/63 (58.7%) 1.91 [0.92;5.72] 

>=65 74/106 (69.8%) 1.41 [0.95;1.87] 

Age group 2 

<75 86/139 (61.9%) 1.54 [1.02;2.63] 

>=75 25/30 (83.3%) 0.76 [0.49;1.41] 

Sex 

Male 57/88 (64.8%) 1.02 [0.92;1.91] 

Female 54/81 (66.7%) 1.51 [1.02;3.71] 

Geographic region 

North America 55/87 (63.2%) 1.45 [0.95;4.01] 

Europe 45/63 (71.4%) 1.05 [0.62;1.91] 

Asia 6/12 (50.0%) NYR [0.49;NE] 

Other 5/7 (71.4%) 0.95 [0.49;1.91] 

Race 

White 68/104 (65.4%) 1.41 [0.95;1.91] 

Other 15/27 (55.6%) 1.54 [0.95;NE] 

Renal function 

CrCl <= 60 mL/min 40/55 (72.7%) 1.08 [0.76;1.54] 

CrCl > 60 mL/min 71/114 (62.3%) 1.54 [0.95;2.40] 

Liver function 

Normal 93/142 (65.5%) 1.51 [0.95;2.00] 

Impaired 18/27 (66.7%) 1.22 [0.49;1.91] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 103/156 (66.0%) 1.41 [0.99;1.91] 

No 8/13 (61.5%) 1.41 [0.49;NE] 

Penta refractory 

Yes 44/73 (60.3%) 1.45 [0.92;4.11] 

No 67/96 (69.8%) 1.41 [0.95;1.91] 

ECOG 

0 37/58 (63.8%) 1.08 [0.72;5.13] 

1-2 74/111 (66.7%) 1.51 [0.95;2.00] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 123 (72.8%) 

Number of censored cases, n (%) 46 (27.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.29 (0.48) 

   25th percentile 0.50 [0.49;0.59] 

   Median [95% CI] 1.08 [0.95;1.51] 

   75th percentile 6.20 [3.02;12.98] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 123/169 (72.8%) 1.08 [0.95;1.51] 

Baseline cytogenetics 

Standard Risk 84/112 (75.0%) 1.15 [0.95;1.87] 

High-Risk 26/41 (63.4%) 1.41 [0.76;3.29] 

Baseline bone marrow plasma cells 

<50% 92/122 (75.4%) 1.08 [0.92;1.91] 

>=50% 20/31 (64.5%) 1.41 [0.72;6.24] 

Prior stem cell transplant 

Yes 88/127 (69.3%) 1.15 [0.89;1.91] 

No 35/42 (83.3%) 1.02 [0.66;1.91] 

Disease Stage 

1-2 96/131 (73.3%) 1.15 [0.95;1.91] 

3 20/28 (71.4%) 0.95 [0.53;1.91] 

Number of prior lines 

<=5 63/88 (71.6%) 1.15 [0.72;2.04] 

> 5 60/81 (74.1%) 0.99 [0.76;1.54] 

Type of myeloma 

IgG 71/95 (74.7%) 0.95 [0.72;1.41] 

non-IgG 20/27 (74.1%) 0.92 [0.62;1.91] 

Light chain only 22/30 (73.3%) 2.86 [0.92;7.66] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 42/63 (66.7%) 1.15 [0.89;2.04] 

>=65 81/106 (76.4%) 1.08 [0.76;1.91] 

Age group 2 

<75 96/139 (69.1%) 1.41 [0.95;1.94] 

>=75 27/30 (90.0%) 0.59 [0.49;1.02] 

Sex 

Male 68/88 (77.3%) 0.99 [0.72;1.54] 

Female 55/81 (67.9%) 1.41 [0.92;2.37] 

Geographic region 

North America 66/87 (75.9%) 1.22 [0.92;2.33] 

Europe 41/63 (65.1%) 1.08 [0.62;2.04] 

Asia 10/12 (83.3%) 1.22 [0.49;15.70] 

Other 6/7 (85.7%) 0.72 [0.49;4.70] 

Race 

White 77/104 (74.0%) 0.95 [0.72;1.87] 

Other 20/27 (74.1%) 1.15 [0.95;7.36] 

Renal function 

CrCl <= 60 mL/min 42/55 (76.4%) 1.02 [0.66;1.94] 

CrCl > 60 mL/min 81/114 (71.1%) 1.15 [0.92;1.91] 

Liver function 

Normal 105/142 (73.9%) 1.08 [0.92;1.51] 

Impaired 18/27 (66.7%) 1.45 [0.49;6.57] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 113/156 (72.4%) 1.08 [0.92;1.45] 

No 10/13 (76.9%) 1.91 [0.92;6.24] 

Penta refractory 

Yes 46/73 (63.0%) 1.41 [0.95;2.79] 

No 77/96 (80.2%) 0.95 [0.62;1.41] 

ECOG 

0 44/58 (75.9%) 0.95 [0.62;1.45] 

1-2 79/111 (71.2%) 1.22 [0.95;2.33] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 73 (43.2%) 

Number of censored cases, n (%) 96 (56.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.59 (0.50) 

   25th percentile 1.10 [0.62;1.45] 

   Median [95% CI] 13.31 [2.33;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 73/169 (43.2%) 13.31 [2.33;NE] 

Baseline cytogenetics 

Standard Risk 47/112 (42.0%) NYR [1.97;NE] 

High-Risk 19/41 (46.3%) 6.97 [0.95;NE] 

Baseline bone marrow plasma cells 

<50% 53/122 (43.4%) NYR [1.91;NE] 

>=50% 14/31 (45.2%) 4.63 [0.95;NE] 

Prior stem cell transplant 

Yes 55/127 (43.3%) 10.18 [1.97;NE] 

No 18/42 (42.9%) 13.31 [1.51;NE] 

Disease Stage 

1-2 58/131 (44.3%) 13.31 [2.33;NE] 

3 11/28 (39.3%) NYR [1.45;NE] 

Number of prior lines 

<=5 33/88 (37.5%) NYR [2.89;NE] 

> 5 40/81 (49.4%) 2.79 [1.45;NE] 

Type of myeloma 

IgG 40/95 (42.1%) NYR [1.91;NE] 

non-IgG 13/27 (48.1%) 1.84 [0.99;NE] 

Light chain only 9/30 (30.0%) NYR [10.18;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 28/63 (44.4%) 4.63 [1.87;NE] 

>=65 45/106 (42.5%) NYR [1.87;NE] 

Age group 2 

<75 61/139 (43.9%) 13.31 [1.97;NE] 

>=75 12/30 (40.0%) NYR [0.95;NE] 

Sex 

Male 41/88 (46.6%) 4.63 [1.45;NE] 

Female 32/81 (39.5%) NYR [2.79;NE] 

Geographic region 

North America 36/87 (41.4%) NYR [2.79;NE] 

Europe 28/63 (44.4%) 13.31 [1.25;NE] 

Asia 7/12 (58.3%) 1.51 [0.53;NE] 

Other 2/7 (28.6%) NYR [0.49;NE] 

Race 

White 41/104 (39.4%) NYR [2.89;NE] 

Other 15/27 (55.6%) 1.87 [1.38;NE] 

Renal function 

CrCl <= 60 mL/min 24/55 (43.6%) 4.63 [1.48;NE] 

CrCl > 60 mL/min 49/114 (43.0%) 13.31 [2.76;NE] 

Liver function 

Normal 59/142 (41.5%) 13.31 [2.79;NE] 

Impaired 14/27 (51.9%) 1.87 [0.53;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 67/156 (42.9%) 13.31 [2.33;NE] 

No 6/13 (46.2%) NYR [0.56;NE] 

Penta refractory 

Yes 40/73 (54.8%) 1.91 [1.35;10.18] 

No 33/96 (34.4%) NC 

ECOG 

0 23/58 (39.7%) NYR [1.45;NE] 

1-2 50/111 (45.0%) 6.97 [1.87;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 97 (57.4%) 

Number of censored cases, n (%) 72 (42.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.61 (0.46) 

   25th percentile 1.00 [0.56;1.05] 

   Median [95% CI] 2.76 [1.84;5.65] 

   75th percentile NYR [7.43;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 97/169 (57.4%) 2.76 [1.84;5.65] 

Baseline cytogenetics 

Standard Risk 61/112 (54.5%) 3.52 [1.87;7.36] 

High-Risk 25/41 (61.0%) 2.76 [0.99;6.54] 

Baseline bone marrow plasma cells 

<50% 72/122 (59.0%) 2.76 [1.51;5.65] 

>=50% 19/31 (61.3%) 1.45 [0.95;5.82] 

Prior stem cell transplant 

Yes 70/127 (55.1%) 2.92 [1.87;6.51] 

No 27/42 (64.3%) 1.87 [0.95;5.82] 

Disease Stage 

1-2 71/131 (54.2%) 3.71 [1.91;7.20] 

3 19/28 (67.9%) 1.45 [0.95;2.37] 

Number of prior lines 

<=5 49/88 (55.7%) 3.68 [1.84;7.20] 

> 5 48/81 (59.3%) 1.94 [1.38;5.62] 

Type of myeloma 

IgG 56/95 (58.9%) 2.37 [1.51;5.62] 

non-IgG 17/27 (63.0%) 1.84 [0.72;6.54] 

Light chain only 15/30 (50.0%) 7.39 [1.38;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 31/63 (49.2%) 4.01 [1.87;NE] 

>=65 66/106 (62.3%) 2.10 [1.15;5.62] 

Age group 2 

<75 79/139 (56.8%) 2.83 [1.87;5.82] 

>=75 18/30 (60.0%) 1.84 [0.95;6.54] 

Sex 

Male 50/88 (56.8%) 2.37 [1.54;5.65] 

Female 47/81 (58.0%) 2.83 [1.18;7.43] 

Geographic region 

North America 47/87 (54.0%) 3.58 [1.91;NE] 

Europe 34/63 (54.0%) 2.10 [1.15;6.54] 

Asia 12/12 (100.0%) 0.97 [0.49;3.71] 

Other 4/7 (57.1%) 0.95 [0.49;NE] 

Race 

White 57/104 (54.8%) 2.79 [1.51;7.43] 

Other 19/27 (70.4%) 1.87 [0.99;5.65] 

Renal function 

CrCl <= 60 mL/min 36/55 (65.5%) 1.45 [0.95;3.68] 

CrCl > 60 mL/min 61/114 (53.5%) 3.58 [1.91;7.39] 

Liver function 

Normal 82/142 (57.7%) 2.76 [1.51;5.65] 

Impaired 15/27 (55.6%) 2.37 [0.95;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 87/156 (55.8%) 2.83 [1.87;5.65] 

No 10/13 (76.9%) 0.95 [0.49;7.20] 

Penta refractory 

Yes 42/73 (57.5%) 1.91 [1.15;4.01] 

No 55/96 (57.3%) 3.68 [1.84;7.39] 

ECOG 

0 33/58 (56.9%) 2.83 [1.51;7.43] 

1-2 64/111 (57.7%) 2.10 [1.45;5.65] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 169 

Number of subjects with events, n (%) 111 (65.7%) 

Number of censored cases, n (%) 58 (34.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.58 (0.56) 

   25th percentile 0.60 [0.53;0.95] 

   Median [95% CI] 1.51 [1.22;2.37] 

   75th percentile 14.20 [4.93;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 



 

 
Study: C1071003 Final Page 78 of 663 

 TABLE 1003.2.2.15.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.2.15.2. EORTC QLQ-C30 Social Functioning - Time to first deterioration by 10 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 111/169 (65.7%) 1.51 [1.22;2.37] 

Baseline cytogenetics 

Standard Risk 69/112 (61.6%) 1.91 [1.41;3.06] 

High-Risk 32/41 (78.0%) 1.12 [0.62;1.54] 

Baseline bone marrow plasma cells 

<50% 79/122 (64.8%) 1.54 [1.02;2.79] 

>=50% 24/31 (77.4%) 1.45 [0.95;2.37] 

Prior stem cell transplant 

Yes 81/127 (63.8%) 1.94 [1.45;2.92] 

No 30/42 (71.4%) 0.99 [0.59;1.51] 

Disease Stage 

1-2 88/131 (67.2%) 1.54 [1.18;2.56] 

3 19/28 (67.9%) 1.22 [0.53;4.93] 

Number of prior lines 

<=5 60/88 (68.2%) 1.48 [1.08;2.37] 

> 5 51/81 (63.0%) 1.91 [1.18;3.58] 

Type of myeloma 

IgG 63/95 (66.3%) 1.91 [1.12;2.86] 

non-IgG 20/27 (74.1%) 1.22 [0.72;1.84] 

Light chain only 17/30 (56.7%) 7.49 [1.02;16.36] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 34/63 (54.0%) 2.79 [1.45;4.63] 

>=65 77/106 (72.6%) 1.41 [0.95;1.91] 

Age group 2 

<75 87/139 (62.6%) 1.91 [1.35;2.86] 

>=75 24/30 (80.0%) 0.99 [0.49;1.84] 

Sex 

Male 55/88 (62.5%) 1.45 [1.12;1.94] 

Female 56/81 (69.1%) 1.87 [1.02;2.92] 

Geographic region 

North America 57/87 (65.5%) 1.91 [1.41;4.63] 

Europe 41/63 (65.1%) 1.22 [0.95;2.56] 

Asia 9/12 (75.0%) 1.35 [0.49;2.79] 

Other 4/7 (57.1%) 0.72 [0.49;NE] 

Race 

White 67/104 (64.4%) 1.84 [1.18;4.86] 

Other 20/27 (74.1%) 1.51 [0.95;2.37] 

Renal function 

CrCl <= 60 mL/min 37/55 (67.3%) 1.12 [0.76;2.79] 

CrCl > 60 mL/min 74/114 (64.9%) 1.87 [1.41;2.86] 

Liver function 

Normal 92/142 (64.8%) 1.54 [1.15;2.56] 

Impaired 19/27 (70.4%) 1.48 [0.72;4.63] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 100/156 (64.1%) 1.54 [1.22;2.56] 

No 11/13 (84.6%) 1.22 [0.49;6.54] 

Penta refractory 

Yes 46/73 (63.0%) 1.91 [1.15;4.63] 

No 65/96 (67.7%) 1.51 [0.99;2.56] 

ECOG 

0 42/58 (72.4%) 1.22 [0.92;1.94] 

1-2 69/111 (62.2%) 1.91 [1.41;3.58] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 167 

Number of subjects with events, n (%) 55 (32.9%) 

Number of censored cases, n (%) 112 (67.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.36 (0.59) 

   25th percentile 1.90 [1.41;3.06] 

   Median [95% CI] NYR [13.93;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 



 

 
Study: C1071003 Final Page 82 of 663 

 TABLE 1003.2.3.1.2 

 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.3.1.2. EORTC QLQ-MY20 Disease Symptoms - Time to first deterioration by 15 points - by subgroups - PRO Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 55/167 (32.9%) NYR [13.93;NE] 

Baseline cytogenetics 

Standard Risk 36/111 (32.4%) NYR [13.93;NE] 

High-Risk 14/41 (34.1%) NYR [2.86;NE] 

Baseline bone marrow plasma cells 

<50% 43/121 (35.5%) NYR [5.78;NE] 

>=50% 8/31 (25.8%) NYR [7.43;NE] 

Prior stem cell transplant 

Yes 39/126 (31.0%) NYR [13.93;NE] 

No 16/41 (39.0%) 15.77 [2.33;NE] 

Disease Stage 

1-2 42/131 (32.1%) NYR [15.77;NE] 

3 10/27 (37.0%) 13.93 [1.45;13.93] 

Number of prior lines 

<=5 29/86 (33.7%) NYR [13.93;NE] 

> 5 26/81 (32.1%) NYR [4.67;NE] 

Type of myeloma 

IgG 34/93 (36.6%) NYR [4.60;NE] 

non-IgG 8/28 (28.6%) NYR [2.40;NE] 

Light chain only 6/30 (20.0%) NYR [13.93;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 15/61 (24.6%) NC 

>=65 40/106 (37.7%) 15.77 [4.63;NE] 

Age group 2 

<75 42/138 (30.4%) NYR [15.77;NE] 

>=75 13/29 (44.8%) 3.06 [1.02;NE] 

Sex 

Male 25/85 (29.4%) NC 

Female 30/82 (36.6%) 15.77 [5.78;NE] 

Geographic region 

North America 27/88 (30.7%) NC 

Europe 20/60 (33.3%) 13.93 [2.79;NE] 

Asia 6/12 (50.0%) 15.77 [0.95;NE] 

Other 2/7 (28.6%) NYR [0.62;NE] 

Race 

White 31/102 (30.4%) NYR [13.93;NE] 

Other 11/28 (39.3%) 15.77 [1.35;NE] 

Renal function 

CrCl <= 60 mL/min 16/53 (30.2%) 15.77 [4.60;NE] 

CrCl > 60 mL/min 39/114 (34.2%) NYR [7.43;NE] 

Liver function 

Normal 47/140 (33.6%) NYR [13.93;NE] 

Impaired 8/27 (29.6%) NYR [2.40;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 54/154 (35.1%) NYR [13.93;NE] 

No 1/13 (7.7%) NYR [7.43;NE] 

Penta refractory 

Yes 22/72 (30.6%) NYR [4.60;NE] 

No 33/95 (34.7%) NYR [13.93;NE] 

ECOG 

0 16/58 (27.6%) NYR [13.93;NE] 

1-2 39/109 (35.8%) 15.77 [4.63;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 167 

Number of subjects with events, n (%) 56 (33.5%) 

Number of censored cases, n (%) 111 (66.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.33 (0.60) 

   25th percentile 1.50 [1.15;2.79] 

   Median [95% CI] NYR [8.77;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 56/167 (33.5%) NYR [8.77;NE] 

Baseline cytogenetics 

Standard Risk 34/111 (30.6%) NC 

High-Risk 16/41 (39.0%) 15.93 [1.87;15.93] 

Baseline bone marrow plasma cells 

<50% 41/121 (33.9%) NYR [8.77;NE] 

>=50% 11/31 (35.5%) 15.93 [1.54;NE] 

Prior stem cell transplant 

Yes 43/126 (34.1%) NYR [7.49;NE] 

No 13/41 (31.7%) NYR [2.37;NE] 

Disease Stage 

1-2 44/131 (33.6%) NYR [8.77;NE] 

3 9/27 (33.3%) NYR [1.87;NE] 

Number of prior lines 

<=5 28/86 (32.6%) NYR [15.93;NE] 

> 5 28/81 (34.6%) NYR [6.47;NE] 

Type of myeloma 

IgG 32/93 (34.4%) 15.93 [6.64;NE] 

non-IgG 8/28 (28.6%) NYR [6.47;NE] 

Light chain only 9/30 (30.0%) NYR [6.97;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 22/61 (36.1%) NYR [3.71;NE] 

>=65 34/106 (32.1%) NYR [15.93;NE] 

Age group 2 

<75 44/138 (31.9%) NYR [8.77;NE] 

>=75 12/29 (41.4%) NYR [1.41;NE] 

Sex 

Male 32/85 (37.6%) 15.93 [2.37;NE] 

Female 24/82 (29.3%) NC 

Geographic region 

North America 25/88 (28.4%) NYR [15.93;NE] 

Europe 24/60 (40.0%) NYR [1.87;NE] 

Asia 4/12 (33.3%) NYR [0.95;NE] 

Other 3/7 (42.9%) 4.63 [0.49;NE] 

Race 

White 31/102 (30.4%) NYR [15.93;NE] 

Other 9/28 (32.1%) NYR [1.54;NE] 

Renal function 

CrCl <= 60 mL/min 13/53 (24.5%) NYR [8.77;NE] 

CrCl > 60 mL/min 43/114 (37.7%) 15.93 [5.78;NE] 

Liver function 

Normal 46/140 (32.9%) NYR [7.49;NE] 

Impaired 10/27 (37.0%) 15.93 [1.91;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 53/154 (34.4%) NYR [7.49;NE] 

No 3/13 (23.1%) NYR [0.92;NE] 

Penta refractory 

Yes 26/72 (36.1%) NYR [1.87;NE] 

No 30/95 (31.6%) NYR [8.77;NE] 

ECOG 

0 20/58 (34.5%) NYR [3.71;NE] 

1-2 36/109 (33.0%) 15.93 [7.49;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 167 

Number of subjects with events, n (%) 45 (26.9%) 

Number of censored cases, n (%) 122 (73.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.99 (0.46) 

   25th percentile 2.60 [1.87;13.01] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 45/167 (26.9%) NC 

Baseline cytogenetics 

Standard Risk 26/111 (23.4%) NC 

High-Risk 17/41 (41.5%) 13.01 [1.45;NE] 

Baseline bone marrow plasma cells 

<50% 32/121 (26.4%) NC 

>=50% 8/31 (25.8%) NYR [13.01;NE] 

Prior stem cell transplant 

Yes 34/126 (27.0%) NC 

No 11/41 (26.8%) NYR [10.25;NE] 

Disease Stage 

1-2 33/131 (25.2%) NC 

3 10/27 (37.0%) NYR [1.05;NE] 

Number of prior lines 

<=5 19/86 (22.1%) NC 

> 5 26/81 (32.1%) NYR [13.01;NE] 

Type of myeloma 

IgG 23/93 (24.7%) NC 

non-IgG 8/28 (28.6%) NYR [10.25;NE] 

Light chain only 8/30 (26.7%) NYR [13.01;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 19/61 (31.1%) NYR [13.01;NE] 

>=65 26/106 (24.5%) NC 

Age group 2 

<75 34/138 (24.6%) NC 

>=75 11/29 (37.9%) NYR [1.05;NE] 

Sex 

Male 25/85 (29.4%) NYR [13.54;NE] 

Female 20/82 (24.4%) NC 

Geographic region 

North America 20/88 (22.7%) NYR [13.54;NE] 

Europe 18/60 (30.0%) NYR [7.13;NE] 

Asia 6/12 (50.0%) 10.25 [0.99;NE] 

Other 1/7 (14.3%) NYR [0.72;NE] 

Race 

White 23/102 (22.5%) NC 

Other 10/28 (35.7%) NYR [1.87;NE] 

Renal function 

CrCl <= 60 mL/min 14/53 (26.4%) NYR [10.25;NE] 

CrCl > 60 mL/min 31/114 (27.2%) NC 

Liver function 

Normal 37/140 (26.4%) NC 

Impaired 8/27 (29.6%) NYR [1.87;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 44/154 (28.6%) NC 

No 1/13 (7.7%) NYR [1.87;NE] 

Penta refractory 

Yes 23/72 (31.9%) NYR [5.52;NE] 

No 22/95 (23.2%) NC 

ECOG 

0 18/58 (31.0%) NC 

1-2 27/109 (24.8%) NYR [13.54;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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Parameter 

PF-06863135 

(N=187) 

  

n 167 

Number of subjects with events, n (%) 68 (40.7%) 

Number of censored cases, n (%) 99 (59.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.52 (0.63) 

   25th percentile 1.40 [0.95;1.84] 

   Median [95% CI] 16.43 [3.75;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 68/167 (40.7%) 16.43 [3.75;NE] 

Baseline cytogenetics 

Standard Risk 42/111 (37.8%) 16.43 [5.62;NE] 

High-Risk 18/41 (43.9%) 5.62 [2.83;NE] 

Baseline bone marrow plasma cells 

<50% 50/121 (41.3%) 16.43 [2.92;NE] 

>=50% 10/31 (32.3%) NYR [2.92;NE] 

Prior stem cell transplant 

Yes 49/126 (38.9%) NYR [3.75;NE] 

No 19/41 (46.3%) 7.36 [1.51;16.43] 

Disease Stage 

1-2 54/131 (41.2%) 16.43 [3.75;NE] 

3 11/27 (40.7%) 10.12 [0.69;NE] 

Number of prior lines 

<=5 32/86 (37.2%) 16.43 [2.92;NE] 

> 5 36/81 (44.4%) 10.12 [1.91;NE] 

Type of myeloma 

IgG 37/93 (39.8%) 16.43 [3.75;NE] 

non-IgG 16/28 (57.1%) 2.83 [1.08;10.15] 

Light chain only 8/30 (26.7%) NYR [5.62;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 24/61 (39.3%) 16.43 [1.97;NE] 

>=65 44/106 (41.5%) 10.12 [2.86;NE] 

Age group 2 

<75 55/138 (39.9%) 16.43 [5.62;NE] 

>=75 13/29 (44.8%) 2.83 [1.41;NE] 

Sex 

Male 38/85 (44.7%) 7.36 [1.91;NE] 

Female 30/82 (36.6%) NYR [3.75;NE] 

Geographic region 

North America 32/88 (36.4%) NYR [10.12;NE] 

Europe 27/60 (45.0%) 2.86 [1.41;NE] 

Asia 8/12 (66.7%) 3.75 [0.53;NE] 

Other 1/7 (14.3%) NYR [16.43;NE] 

Race 

White 38/102 (37.3%) 16.43 [5.62;NE] 

Other 13/28 (46.4%) 7.36 [1.81;NE] 

Renal function 

CrCl <= 60 mL/min 27/53 (50.9%) 2.92 [1.48;NE] 

CrCl > 60 mL/min 41/114 (36.0%) 16.43 [7.36;NE] 

Liver function 

Normal 52/140 (37.1%) 16.43 [7.36;NE] 

Impaired 16/27 (59.3%) 1.91 [1.41;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 60/154 (39.0%) 16.43 [5.62;NE] 

No 8/13 (61.5%) 1.87 [0.92;NE] 

Penta refractory 

Yes 32/72 (44.4%) 5.62 [1.91;NE] 

No 36/95 (37.9%) 16.43 [5.62;NE] 

ECOG 

0 26/58 (44.8%) 5.62 [1.87;NE] 

1-2 42/109 (38.5%) 16.43 [7.36;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Elranatamab  (PF-06863135) - 20230314 PRO datacut 

 Table 2.4.1.1. EORTC QLQ-CIPN20 Sensory Subscale - Time to first deterioration by 15 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 151 

Number of subjects with events, n (%) 27 (17.9%) 

Number of censored cases, n (%) 124 (82.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.77 (0.28) 

   25th percentile 9.30 [3.94;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 27/151 (17.9%) NC 

Baseline cytogenetics 

Standard Risk 20/98 (20.4%) NC 

High-Risk 5/38 (13.2%) NYR [9.33;NE] 

Baseline bone marrow plasma cells 

<50% 22/111 (19.8%) NC 

>=50% 4/27 (14.8%) NC 

Prior stem cell transplant 

Yes 21/115 (18.3%) NC 

No 6/36 (16.7%) NC 

Disease Stage 

1-2 23/120 (19.2%) NC 

3 2/24 (8.3%) NC 

Number of prior lines 

<=5 10/77 (13.0%) NC 

> 5 17/74 (23.0%) NYR [6.64;NE] 

Type of myeloma 

IgG 17/84 (20.2%) NC 

non-IgG 3/25 (12.0%) NYR [6.64;NE] 

Light chain only 6/27 (22.2%) NYR [4.57;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/54 (14.8%) NC 

>=65 19/97 (19.6%) NC 

Age group 2 

<75 23/127 (18.1%) NC 

>=75 4/24 (16.7%) NC 

Sex 

Male 16/75 (21.3%) NYR [9.33;NE] 

Female 11/76 (14.5%) NC 

Geographic region 

North America 16/74 (21.6%) NC 

Europe 8/58 (13.8%) NC 

Asia 2/12 (16.7%) NYR [4.90;NE] 

Other 1/7 (14.3%) NYR [0.49;NE] 

Race 

White 17/87 (19.5%) NC 

Other 5/27 (18.5%) NYR [6.57;NE] 

Renal function 

CrCl <= 60 mL/min 5/51 (9.8%) NC 

CrCl > 60 mL/min 22/100 (22.0%) NC 

Liver function 

Normal 20/129 (15.5%) NC 

Impaired 7/22 (31.8%) NYR [2.86;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 26/139 (18.7%) NC 

No 1/12 (8.3%) NYR [1.45;NE] 

Penta refractory 

Yes 9/66 (13.6%) NC 

No 18/85 (21.2%) NC 

ECOG 

0 5/54 (9.3%) NC 

1-2 22/97 (22.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Table 2.4.2.1. EORTC QLQ-CIPN20 Motor Subscale - Time to first deterioration by 15 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 151 

Number of subjects with events, n (%) 35 (23.2%) 

Number of censored cases, n (%) 116 (76.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.92 (0.57) 

   25th percentile 5.70 [2.83;15.77] 

   Median [95% CI] NYR [15.77;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 35/151 (23.2%) NYR [15.77;NE] 

Baseline cytogenetics 

Standard Risk 24/98 (24.5%) NYR [15.77;NE] 

High-Risk 9/38 (23.7%) NYR [5.68;NE] 

Baseline bone marrow plasma cells 

<50% 29/111 (26.1%) NYR [15.77;NE] 

>=50% 6/27 (22.2%) NYR [7.49;NE] 

Prior stem cell transplant 

Yes 26/115 (22.6%) NC 

No 9/36 (25.0%) 15.77 [13.31;NE] 

Disease Stage 

1-2 31/120 (25.8%) NYR [15.77;NE] 

3 3/24 (12.5%) NC 

Number of prior lines 

<=5 14/77 (18.2%) NYR [15.77;NE] 

> 5 21/74 (28.4%) NYR [5.68;NE] 

Type of myeloma 

IgG 19/84 (22.6%) NC 

non-IgG 6/25 (24.0%) NYR [3.02;NE] 

Light chain only 4/27 (14.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/54 (14.8%) NC 

>=65 27/97 (27.8%) 15.77 [13.31;NE] 

Age group 2 

<75 30/127 (23.6%) NYR [15.77;NE] 

>=75 5/24 (20.8%) NYR [2.79;NE] 

Sex 

Male 23/75 (30.7%) NYR [7.49;NE] 

Female 12/76 (15.8%) NYR [15.77;NE] 

Geographic region 

North America 15/74 (20.3%) NC 

Europe 14/58 (24.1%) NYR [13.31;NE] 

Asia 5/12 (41.7%) 15.77 [1.02;NE] 

Other 1/7 (14.3%) NYR [3.75;NE] 

Race 

White 20/87 (23.0%) NC 

Other 7/27 (25.9%) 15.77 [7.49;NE] 

Renal function 

CrCl <= 60 mL/min 10/51 (19.6%) NYR [15.77;NE] 

CrCl > 60 mL/min 25/100 (25.0%) NYR [13.31;NE] 

Liver function 

Normal 28/129 (21.7%) NYR [15.77;NE] 

Impaired 7/22 (31.8%) NYR [2.37;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 32/139 (23.0%) NYR [15.77;NE] 

No 3/12 (25.0%) 7.66 [2.83;NE] 

Penta refractory 

Yes 12/66 (18.2%) NYR [13.31;NE] 

No 23/85 (27.1%) NYR [15.77;NE] 

ECOG 

0 7/54 (13.0%) NC 

1-2 28/97 (28.9%) 15.77 [13.31;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 Table 2.4.3.1. EORTC QLQ-CIPN20 Autonomic Subscale - Time to first deterioration by 15 points - PRO Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 151 

Number of subjects with events, n (%) 65 (43.0%) 

Number of censored cases, n (%) 86 (57.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.91 (0.39) 

   25th percentile 1.40 [0.99;1.91] 

   Median [95% CI] 5.62 [3.06;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

PRO Analysis Set 

Overall 65/151 (43.0%) 5.62 [3.06;NE] 

Baseline cytogenetics 

Standard Risk 41/98 (41.8%) 10.18 [2.60;NE] 

High-Risk 20/38 (52.6%) 3.84 [1.35;NE] 

Baseline bone marrow plasma cells 

<50% 49/111 (44.1%) 4.67 [2.76;NE] 

>=50% 11/27 (40.7%) 4.63 [1.81;NE] 

Prior stem cell transplant 

Yes 47/115 (40.9%) 8.38 [3.75;NE] 

No 18/36 (50.0%) 3.06 [1.41;NE] 

Disease Stage 

1-2 54/120 (45.0%) 5.62 [3.06;NE] 

3 7/24 (29.2%) NYR [1.45;NE] 

Number of prior lines 

<=5 30/77 (39.0%) NYR [4.63;NE] 

> 5 35/74 (47.3%) 3.75 [1.81;NE] 

Type of myeloma 

IgG 39/84 (46.4%) 4.01 [1.97;NE] 

non-IgG 12/25 (48.0%) 3.29 [0.99;NE] 

Light chain only 7/27 (25.9%) NYR [6.97;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 22/54 (40.7%) 10.18 [2.76;NE] 

>=65 43/97 (44.3%) 5.62 [1.97;NE] 

Age group 2 

<75 55/127 (43.3%) 5.62 [3.29;NE] 

>=75 10/24 (41.7%) NYR [0.99;NE] 

Sex 

Male 32/75 (42.7%) 4.67 [1.84;NE] 

Female 33/76 (43.4%) 10.18 [2.37;NE] 

Geographic region 

North America 34/74 (45.9%) 4.67 [3.06;NE] 

Europe 20/58 (34.5%) NYR [2.37;NE] 

Asia 8/12 (66.7%) 1.41 [0.53;NE] 

Other 3/7 (42.9%) 4.63 [0.62;NE] 

Race 

White 35/87 (40.2%) NYR [3.75;NE] 

Other 16/27 (59.3%) 1.97 [1.41;8.38] 

Renal function 

CrCl <= 60 mL/min 22/51 (43.1%) 5.62 [1.84;NE] 

CrCl > 60 mL/min 43/100 (43.0%) 4.67 [2.76;NE] 

Liver function 

Normal 52/129 (40.3%) 8.38 [3.29;NE] 

Impaired 13/22 (59.1%) 3.75 [0.95;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 60/139 (43.2%) 6.97 [3.06;NE] 

No 5/12 (41.7%) 3.29 [1.45;NE] 

Penta refractory 

Yes 28/66 (42.4%) 4.67 [1.91;NE] 

No 37/85 (43.5%) 8.38 [3.75;NE] 

ECOG 

0 19/54 (35.2%) NYR [3.75;NE] 

1-2 46/97 (47.4%) 4.01 [1.97;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 

The analysis is performed on the subset of subjects with a baseline value and at least 1 post-baseline value. 
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 TABLE 1003.4.1.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 4.1.1. Overall Survival (OS) - Safety Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 92 (49.2%) 

Number of censored cases, n (%) 95 (50.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.77 (0.48) 

   25th percentile 5.30 [3.48;7.16] 

   Median [95% CI] 17.31 [11.73;NE] 

   75th percentile NYR [NE;NE] 

  

Event and Censoring descriptions  

   Death (event) 92 (49.2%) 

   Ongoing and no death (censor) 89 (47.6%) 

   Withdrawal of consent (censor) 6 (3.2%) 

Kaplan-Meier estimates (% event-free) at timepoints (with 95% CI)  

   At 3 Months 82.8% [76.6% ; 87.5%] 

   At 6 Months 72.5% [65.5% ; 78.4%] 

   At 9 Months 66.0% [58.7% ; 72.3%] 

   At 12 Months 57.1% [49.6% ; 63.9%] 

   At 15 Months 52.6% [45.1% ; 59.5%] 

   At 18 Months 48.7% [40.9% ; 56.0%] 

   At 24 Months 48.7% [40.9% ; 56.0%] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The 95% confidence intervals of the Kaplan-Meier estimates at specific timepoints were calculated using the Greenwood formula. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 92/187 (49.2%) 17.31 [11.73;NE] 

Baseline cytogenetics 

Standard Risk 56/125 (44.8%) NYR [13.37;NE] 

High-Risk 28/44 (63.6%) 10.28 [5.95;17.31] 

Baseline bone marrow plasma cells 

<50% 62/133 (46.6%) NYR [12.19;NE] 

>=50% 22/37 (59.5%) 9.76 [4.70;NE] 

Prior stem cell transplant 

Yes 68/140 (48.6%) 17.31 [11.07;NE] 

No 24/47 (51.1%) 13.27 [9.30;NE] 

Disease Stage 

1-2 60/143 (42.0%) NYR [16.07;NE] 

3 28/34 (82.4%) 6.70 [3.98;11.33] 

Number of prior lines 

<=5 43/96 (44.8%) NYR [13.27;NE] 

> 5 49/91 (53.8%) 13.47 [7.52;NE] 

Type of myeloma 

IgG 47/106 (44.3%) NYR [13.47;NE] 

non-IgG 16/29 (55.2%) 11.33 [7.46;NE] 

Light chain only 16/34 (47.1%) NYR [6.70;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 34/71 (47.9%) NYR [9.59;NE] 

>=65 58/116 (50.0%) 16.07 [11.33;NE] 

Age group 2 

<75 67/151 (44.4%) NYR [14.95;NE] 

>=75 25/36 (69.4%) 9.53 [5.62;13.37] 

Sex 

Male 51/98 (52.0%) 15.44 [9.59;NE] 

Female 41/89 (46.1%) NYR [11.33;NE] 

Geographic region 

North America 41/95 (43.2%) NYR [11.33;NE] 

Europe 41/71 (57.7%) 12.19 [7.16;NE] 

Asia 6/12 (50.0%) 17.31 [3.48;NE] 

Other 4/9 (44.4%) NYR [0.30;NE] 

Race 

White 57/116 (49.1%) 16.07 [10.22;NE] 

Other 13/29 (44.8%) NYR [9.92;NE] 

Renal function 

CrCl <= 60 mL/min 37/65 (56.9%) 11.33 [7.66;NE] 

CrCl > 60 mL/min 55/122 (45.1%) NYR [12.19;NE] 

Liver function 

Normal 75/155 (48.4%) NYR [12.16;NE] 

Impaired 17/32 (53.1%) 10.28 [2.40;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 87/174 (50.0%) 16.07 [11.07;NE] 

No 5/13 (38.5%) NYR [6.41;NE] 

Penta refractory 

Yes 52/85 (61.2%) 11.33 [6.54;15.44] 

No 40/102 (39.2%) NYR [16.10;NE] 

ECOG 

0 28/65 (43.1%) NYR [13.27;NE] 

1-2 64/122 (52.5%) 13.47 [9.30;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 96 (51.3%) 

Number of censored cases, n (%) 91 (48.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.16 (0.45) 

   25th percentile 1.80 [1.08;2.33] 

   Median [95% CI] 10.02 [5.16;13.90] 

   75th percentile NYR [NE;NE] 

  

Event and Censoring descriptions  

   Death (event) 30 (16.0%) 

   Progressive disease (event) 66 (35.3%) 

   Event after missing or inadequate post-baseline as 3 (1.6%) 

   Ongoing without an event (censor) 63 (33.7%) 

   Start of new anti-cancer therapy (censor) 22 (11.8%) 

   Withdrawal of consent (censor) 3 (1.6%) 

Kaplan-Meier estimates (% event-free) at timepoints (with 95% CI)  

   At 3 Months 65.6% [58.0% ; 72.1%] 

   At 6 Months 55.0% [47.2% ; 62.2%] 

   At 9 Months 52.5% [44.7% ; 59.7%] 

   At 12 Months 47.2% [39.4% ; 54.6%] 

   At 15 Months 42.2% [34.4% ; 49.7%] 

   At 18 Months 42.2% [34.4% ; 49.7%] 

   At 24 Months 42.2% [34.4% ; 49.7%] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The 95% confidence intervals of the Kaplan-Meier estimates at specific timepoints were calculated using the Greenwood formula. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 96/187 (51.3%) 10.02 [5.16;13.90] 

Baseline cytogenetics 

Standard Risk 62/125 (49.6%) 12.81 [5.16;NE] 

High-Risk 25/44 (56.8%) 9.76 [2.56;13.86] 

Baseline bone marrow plasma cells 

<50% 68/133 (51.1%) 10.58 [5.16;NE] 

>=50% 21/37 (56.8%) 5.62 [1.08;NE] 

Prior stem cell transplant 

Yes 72/140 (51.4%) 10.02 [4.40;NE] 

No 24/47 (51.1%) 10.58 [3.42;NE] 

Disease Stage 

1-2 70/143 (49.0%) 12.81 [7.43;NE] 

3 21/34 (61.8%) 2.89 [1.08;6.64] 

Number of prior lines 

<=5 46/96 (47.9%) 13.27 [7.66;NE] 

> 5 50/91 (54.9%) 4.76 [2.33;12.19] 

Type of myeloma 

IgG 54/106 (50.9%) 12.81 [5.62;NE] 

non-IgG 17/29 (58.6%) 3.48 [1.18;NE] 

Light chain only 14/34 (41.2%) NYR [4.90;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 36/71 (50.7%) 6.64 [3.48;NE] 

>=65 60/116 (51.7%) 12.19 [5.59;NE] 

Age group 2 

<75 73/151 (48.3%) 12.81 [5.16;NE] 

>=75 23/36 (63.9%) 5.62 [1.71;12.19] 

Sex 

Male 50/98 (51.0%) 8.54 [3.52;NE] 

Female 46/89 (51.7%) 11.07 [5.16;NE] 

Geographic region 

North America 49/95 (51.6%) 10.02 [4.76;NE] 

Europe 39/71 (54.9%) 6.64 [1.87;13.37] 

Asia 3/12 (25.0%) NYR [3.61;NE] 

Other 5/9 (55.6%) 1.18 [0.30;NE] 

Race 

White 59/116 (50.9%) 10.02 [4.27;NE] 

Other 13/29 (44.8%) 13.86 [4.40;NE] 

Renal function 

CrCl <= 60 mL/min 38/65 (58.5%) 5.62 [2.20;12.81] 

CrCl > 60 mL/min 58/122 (47.5%) 13.01 [5.16;NE] 

Liver function 

Normal 81/155 (52.3%) 9.92 [4.90;13.37] 

Impaired 15/32 (46.9%) 13.90 [2.00;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 90/174 (51.7%) 10.02 [4.76;13.90] 

No 6/13 (46.2%) 5.62 [0.82;NE] 

Penta refractory 

Yes 50/85 (58.8%) 3.61 [2.00;10.58] 

No 46/102 (45.1%) 13.90 [9.76;NE] 

ECOG 

0 29/65 (44.6%) 13.27 [4.14;NE] 

1-2 67/122 (54.9%) 8.54 [4.27;13.37] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 103 (55.1%) 

Number of censored cases, n (%) 84 (44.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.82 (0.51) 

   25th percentile 1.60 [0.95;2.14] 

   Median [95% CI] 9.76 [4.90;13.27] 

   75th percentile NYR [NE;NE] 

  

Event and Censoring descriptions  

   Death (event) 26 (13.9%) 

   Progressive disease (event) 77 (41.2%) 

   Event after missing or inadequate post-baseline as 4 (2.1%) 

   Ongoing without an event (censor) 64 (34.2%) 

   Start of new anti-cancer therapy (censor) 14 (7.5%) 

   Withdrawal of consent (censor) 2 (1.1%) 

Kaplan-Meier estimates (% event-free) at timepoints (with 95% CI)  

   At 3 Months 63.0% [55.4% ; 69.6%] 

   At 6 Months 54.5% [46.8% ; 61.6%] 

   At 9 Months 51.5% [43.8% ; 58.6%] 

   At 12 Months 45.8% [38.2% ; 53.1%] 

   At 15 Months 40.5% [33.0% ; 47.9%] 

   At 18 Months 39.7% [32.2% ; 47.1%] 

   At 24 Months 39.7% [32.2% ; 47.1%] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The 95% confidence intervals of the Kaplan-Meier estimates at specific timepoints were calculated using the Greenwood formula. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 103/187 (55.1%) 9.76 [4.90;13.27] 

Baseline cytogenetics 

Standard Risk 64/125 (51.2%) 12.81 [5.59;NE] 

High-Risk 29/44 (65.9%) 6.64 [2.10;10.41] 

Baseline bone marrow plasma cells 

<50% 74/133 (55.6%) 10.41 [5.16;15.93] 

>=50% 22/37 (59.5%) 5.62 [1.05;NE] 

Prior stem cell transplant 

Yes 78/140 (55.7%) 9.17 [4.40;13.90] 

No 25/47 (53.2%) 9.76 [2.56;NE] 

Disease Stage 

1-2 73/143 (51.0%) 11.24 [7.66;NE] 

3 25/34 (73.5%) 1.74 [0.95;5.59] 

Number of prior lines 

<=5 49/96 (51.0%) 12.98 [6.64;NE] 

> 5 54/91 (59.3%) 5.52 [2.17;11.24] 

Type of myeloma 

IgG 58/106 (54.7%) 11.07 [5.62;15.93] 

non-IgG 18/29 (62.1%) 2.92 [1.05;NE] 

Light chain only 14/34 (41.2%) NYR [4.90;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 119 of 663 

 TABLE 1003.4.3.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 4.3.2. Progression-Free Survival (PFS) by Investigator (Sensitivity Analysis) - by subgroups - Safety Analysis Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 39/71 (54.9%) 7.62 [2.92;NE] 

>=65 64/116 (55.2%) 11.07 [4.60;15.93] 

Age group 2 

<75 78/151 (51.7%) 10.58 [4.90;NE] 

>=75 25/36 (69.4%) 5.62 [1.41;12.19] 

Sex 

Male 56/98 (57.1%) 7.66 [2.40;12.98] 

Female 47/89 (52.8%) 11.07 [5.59;NE] 

Geographic region 

North America 51/95 (53.7%) 11.07 [5.52;NE] 

Europe 43/71 (60.6%) 4.90 [1.87;12.19] 

Asia 4/12 (33.3%) NYR [1.74;NE] 

Other 5/9 (55.6%) 1.18 [0.30;NE] 

Race 

White 64/116 (55.2%) 10.02 [4.60;15.93] 

Other 14/29 (48.3%) 12.81 [3.61;NE] 

Renal function 

CrCl <= 60 mL/min 44/65 (67.7%) 4.60 [1.87;9.76] 

CrCl > 60 mL/min 59/122 (48.4%) 12.98 [5.78;NE] 

Liver function 

Normal 87/155 (56.1%) 9.30 [4.90;13.01] 

Impaired 16/32 (50.0%) 13.86 [1.74;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 96/174 (55.2%) 10.02 [4.76;13.37] 

No 7/13 (53.8%) 5.62 [0.82;NE] 

Penta refractory 

Yes 55/85 (64.7%) 2.56 [1.74;4.90] 

No 48/102 (47.1%) 13.90 [9.17;NE] 

ECOG 

0 34/65 (52.3%) 11.07 [3.61;NE] 

1-2 69/122 (56.6%) 8.54 [4.40;13.37] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 97 

Number of subjects with events, n (%) 26 (26.8%) 

Number of censored cases, n (%) 71 (73.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.27 (0.35) 

   25th percentile 12.00 [8.31;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

Event and Censoring descriptions  

   Death (event) 14 (14.4%) 

   Progressive disease (event) 12 (12.4%) 

   Ongoing without an event (censor) 62 (63.9%) 

   Start of new anti-cancer therapy (censor) 7 (7.2%) 

   Withdrawal of consent (censor) 2 (2.1%) 

Kaplan-Meier estimates (% event-free) at timepoints (with 95% CI)  

   At 3 Months 93.8% [86.7% ; 97.2%] 

   At 6 Months 88.4% [80.1% ; 93.4%] 

   At 9 Months 81.7% [72.3% ; 88.2%] 

   At 12 Months 72.9% [62.2% ; 81.0%] 

   At 15 Months 70.1% [59.0% ; 78.6%] 

   At 18 Months 70.1% [59.0% ; 78.6%] 

   At 24 Months 70.1% [59.0% ; 78.6%] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The 95% confidence intervals of the Kaplan-Meier estimates at specific timepoints were calculated using the Greenwood formula. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 26/97 (26.8%) NC 

Baseline cytogenetics 

Standard Risk 15/68 (22.1%) NC 

High-Risk 10/22 (45.5%) 12.91 [7.62;NE] 

Baseline bone marrow plasma cells 

<50% 22/76 (28.9%) NC 

>=50% 4/15 (26.7%) NYR [11.96;NE] 

Prior stem cell transplant 

Yes 18/74 (24.3%) NC 

No 8/23 (34.8%) NYR [10.84;NE] 

Disease Stage 

1-2 20/82 (24.4%) NC 

3 4/8 (50.0%) 12.45 [1.61;NE] 

Number of prior lines 

<=5 19/58 (32.8%) NYR [12.91;NE] 

> 5 7/39 (17.9%) NC 

Type of myeloma 

IgG 17/59 (28.8%) NC 

non-IgG 3/12 (25.0%) NYR [8.80;NE] 

Light chain only 5/22 (22.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/34 (23.5%) NC 

>=65 18/63 (28.6%) NC 

Age group 2 

<75 18/82 (22.0%) NC 

>=75 8/15 (53.3%) 11.94 [6.74;NE] 

Sex 

Male 13/47 (27.7%) NC 

Female 13/50 (26.0%) NC 

Geographic region 

North America 16/55 (29.1%) NC 

Europe 8/31 (25.8%) NC 

Asia 2/7 (28.6%) NYR [9.23;NE] 

Other 0/4 (0.0%) NC 

Race 

White 14/60 (23.3%) NC 

Other 6/17 (35.3%) NYR [9.23;NE] 

Renal function 

CrCl <= 60 mL/min 10/28 (35.7%) NYR [11.43;NE] 

CrCl > 60 mL/min 16/69 (23.2%) NC 

Liver function 

Normal 24/83 (28.9%) NC 

Impaired 2/14 (14.3%) NYR [12.91;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 25/91 (27.5%) NC 

No 1/6 (16.7%) NYR [1.61;NE] 

Penta refractory 

Yes 9/32 (28.1%) NYR [12.91;NE] 

No 17/65 (26.2%) NC 

ECOG 

0 9/35 (25.7%) NC 

1-2 17/62 (27.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 51 

Number of subjects with events, n (%) 5 (9.8%) 

Number of censored cases, n (%) 46 (90.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.46 (0.20) 

   25th percentile NYR [9.23;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

Event and Censoring descriptions  

   Death (event) 2 (3.9%) 

   Progressive disease (event) 3 (5.9%) 

   Ongoing without an event (censor) 41 (80.4%) 

   Start of new anti-cancer therapy (censor) 4 (7.8%) 

   Withdrawal of consent (censor) 1 (2.0%) 

Kaplan-Meier estimates (% event-free) at timepoints (with 95% CI)  

   At 3 Months 100.0% [100.0% ; 100.0%] 

   At 6 Months 100.0% [100.0% ; 100.0%] 

   At 9 Months 91.3% [75.2% ; 97.1%] 

   At 12 Months 82.6% [62.2% ; 92.6%] 

   At 15 Months 82.6% [62.2% ; 92.6%] 

   At 18 Months 82.6% [62.2% ; 92.6%] 

   At 24 Months 82.6% [62.2% ; 92.6%] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 

The 95% confidence intervals of the Kaplan-Meier estimates at specific timepoints were calculated using the Greenwood formula. 



 

 
Study: C1071003 Final Page 126 of 663 

 TABLE 1003.4.5.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 4.5.2. Duration of Cumulative Complete Response - by subgroups - Safety Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 5/51 (9.8%) NC 

Baseline cytogenetics 

Standard Risk 1/37 (2.7%) NC 

High-Risk 3/10 (30.0%) NYR [6.24;NE] 

Baseline bone marrow plasma cells 

<50% 3/38 (7.9%) NC 

>=50% 2/10 (20.0%) NYR [7.39;NE] 

Prior stem cell transplant 

Yes 4/41 (9.8%) NC 

No 1/10 (10.0%) NYR [10.84;NE] 

Disease Stage 

1-2 4/45 (8.9%) NC 

3 0/3 (0.0%) NC 

Number of prior lines 

<=5 3/30 (10.0%) NC 

> 5 2/21 (9.5%) NYR [10.84;NE] 

Type of myeloma 

IgG 3/28 (10.7%) NYR [9.23;NE] 

non-IgG 0/8 (0.0%) NC 

Light chain only 2/13 (15.4%) NYR [10.84;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 0/16 (0.0%) NC 

>=65 5/35 (14.3%) NYR [10.84;NE] 

Age group 2 

<75 4/47 (8.5%) NC 

>=75 1/4 (25.0%) 10.84 [NE;NE] 

Sex 

Male 3/27 (11.1%) NYR [10.84;NE] 

Female 2/24 (8.3%) NC 

Geographic region 

North America 2/28 (7.1%) NC 

Europe 2/14 (14.3%) NYR [6.24;NE] 

Asia 1/5 (20.0%) NYR [7.39;NE] 

Other 0/4 (0.0%) NC 

Race 

White 3/35 (8.6%) NC 

Other 1/10 (10.0%) NYR [7.39;NE] 

Renal function 

CrCl <= 60 mL/min 0/12 (0.0%) NC 

CrCl > 60 mL/min 5/39 (12.8%) NYR [10.84;NE] 

Liver function 

Normal 3/40 (7.5%) NC 

Impaired 2/11 (18.2%) NYR [7.39;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 5/49 (10.2%) NC 

No 0/2 (0.0%) NC 

Penta refractory 

Yes 2/12 (16.7%) NYR [7.39;NE] 

No 3/39 (7.7%) NC 

ECOG 

0 2/19 (10.5%) NYR [10.84;NE] 

1-2 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 129 of 663 

 TABLE 1003.4.6.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 4.6.1. Time to Response - Safety Analysis Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 97 (51.9%) 

Number of censored cases, n (%) 90 (48.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 3.35 (0.23) 

   25th percentile 1.10 [1.02;1.28] 

   Median [95% CI] 2.53 [1.91;2.83] 

   75th percentile 6.10 [3.91;6.60] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 97/187 (51.9%) 2.53 [1.91;2.83] 

Baseline cytogenetics 

Standard Risk 68/125 (54.4%) 2.04 [1.87;2.83] 

High-Risk 22/44 (50.0%) 1.97 [1.22;5.45] 

Baseline bone marrow plasma cells 

<50% 76/133 (57.1%) 2.00 [1.87;2.79] 

>=50% 15/37 (40.5%) 2.83 [1.22;5.45] 

Prior stem cell transplant 

Yes 74/140 (52.9%) 2.04 [1.87;3.35] 

No 23/47 (48.9%) 2.60 [1.91;4.01] 

Disease Stage 

1-2 82/143 (57.3%) 2.00 [1.87;2.79] 

3 8/34 (23.5%) 4.01 [1.94;NE] 

Number of prior lines 

<=5 58/96 (60.4%) 1.94 [1.41;2.60] 

> 5 39/91 (42.9%) 3.75 [2.53;5.45] 

Type of myeloma 

IgG 59/106 (55.7%) 2.04 [1.87;2.79] 

non-IgG 12/29 (41.4%) 3.35 [1.02;NE] 

Light chain only 22/34 (64.7%) 1.41 [1.05;2.83] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 34/71 (47.9%) 2.66 [1.87;3.98] 

>=65 63/116 (54.3%) 2.10 [1.87;3.55] 

Age group 2 

<75 82/151 (54.3%) 2.53 [1.87;2.83] 

>=75 15/36 (41.7%) 2.00 [1.87;5.85] 

Sex 

Male 47/98 (48.0%) 2.79 [1.97;3.75] 

Female 50/89 (56.2%) 1.97 [1.87;3.55] 

Geographic region 

North America 55/95 (57.9%) 2.00 [1.45;3.35] 

Europe 31/71 (43.7%) 2.83 [1.94;3.98] 

Asia 7/12 (58.3%) 1.02 [0.95;1.87] 

Other 4/9 (44.4%) 2.73 [1.87;5.45] 

Race 

White 60/116 (51.7%) 2.53 [1.91;3.35] 

Other 17/29 (58.6%) 1.15 [1.02;2.76] 

Renal function 

CrCl <= 60 mL/min 28/65 (43.1%) 3.91 [1.87;6.47] 

CrCl > 60 mL/min 69/122 (56.6%) 2.10 [1.87;2.83] 

Liver function 

Normal 83/155 (53.5%) 2.53 [1.87;2.83] 

Impaired 14/32 (43.8%) 2.79 [1.22;6.60] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 91/174 (52.3%) 2.04 [1.87;2.79] 

No 6/13 (46.2%) 5.45 [0.99;5.52] 

Penta refractory 

Yes 32/85 (37.6%) 3.35 [2.04;3.98] 

No 65/102 (63.7%) 1.97 [1.45;2.79] 

ECOG 

0 35/65 (53.8%) 2.04 [1.08;3.75] 

1-2 62/122 (50.8%) 2.60 [1.91;3.35] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 90 (48.1%) 

Number of censored cases, n (%) 97 (51.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.18 (0.41) 

   25th percentile 2.00 [1.45;2.83] 

   Median [95% CI] 4.01 [3.29;5.55] 

   75th percentile 6.50 [5.62;7.43] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 134 of 663 

 TABLE 1003.4.7.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 4.7.2. Time to VGPR or Better - by subgroups - Safety Analysis Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 90/187 (48.1%) 4.01 [3.29;5.55] 

Baseline cytogenetics 

Standard Risk 64/125 (51.2%) 3.91 [3.06;5.55] 

High-Risk 20/44 (45.5%) 5.45 [1.97;5.85] 

Baseline bone marrow plasma cells 

<50% 70/133 (52.6%) 3.98 [3.06;5.55] 

>=50% 14/37 (37.8%) 3.91 [1.97;5.45] 

Prior stem cell transplant 

Yes 69/140 (49.3%) 3.78 [3.06;5.55] 

No 21/47 (44.7%) 4.83 [2.99;5.59] 

Disease Stage 

1-2 75/143 (52.4%) 3.78 [2.99;5.06] 

3 8/34 (23.5%) 5.55 [3.02;NE] 

Number of prior lines 

<=5 53/96 (55.2%) 4.63 [2.89;5.55] 

> 5 37/91 (40.7%) 4.01 [3.29;5.85] 

Type of myeloma 

IgG 53/106 (50.0%) 5.52 [3.91;5.85] 

non-IgG 12/29 (41.4%) 3.35 [1.87;NE] 

Light chain only 21/34 (61.8%) 1.41 [1.05;2.83] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 31/71 (43.7%) 4.83 [3.35;6.47] 

>=65 59/116 (50.9%) 3.91 [2.89;5.45] 

Age group 2 

<75 76/151 (50.3%) 3.78 [3.02;5.52] 

>=75 14/36 (38.9%) 5.55 [4.01;6.47] 

Sex 

Male 44/98 (44.9%) 3.35 [2.99;5.06] 

Female 46/89 (51.7%) 5.45 [3.71;6.47] 

Geographic region 

North America 50/95 (52.6%) 3.71 [2.99;5.52] 

Europe 29/71 (40.8%) 5.55 [3.06;6.74] 

Asia 7/12 (58.3%) 1.97 [0.99;4.83] 

Other 4/9 (44.4%) 6.06 [5.45;10.05] 

Race 

White 55/116 (47.4%) 4.01 [3.09;5.59] 

Other 16/29 (55.2%) 2.76 [1.02;6.47] 

Renal function 

CrCl <= 60 mL/min 28/65 (43.1%) 5.06 [3.02;5.59] 

CrCl > 60 mL/min 62/122 (50.8%) 3.78 [3.06;5.55] 

Liver function 

Normal 76/155 (49.0%) 4.63 [3.09;5.55] 

Impaired 14/32 (43.8%) 3.71 [2.43;6.90] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 85/174 (48.9%) 3.91 [3.09;5.52] 

No 5/13 (38.5%) 5.45 [0.99;NE] 

Penta refractory 

Yes 28/85 (32.9%) 4.70 [3.35;6.90] 

No 62/102 (60.8%) 3.71 [2.79;5.52] 

ECOG 

0 33/65 (50.8%) 3.98 [3.09;5.55] 

1-2 57/122 (46.7%) 4.70 [2.99;5.59] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 51 (27.3%) 

Number of censored cases, n (%) 136 (72.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.84 (0.46) 

   25th percentile 6.40 [5.19;8.41] 

   Median [95% CI] 12.75 [11.10;14.88] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 51/187 (27.3%) 12.75 [11.10;14.88] 

Baseline cytogenetics 

Standard Risk 37/125 (29.6%) 12.55 [11.10;NE] 

High-Risk 10/44 (22.7%) 12.75 [6.51;NE] 

Baseline bone marrow plasma cells 

<50% 38/133 (28.6%) 12.75 [11.10;NE] 

>=50% 10/37 (27.0%) 8.31 [5.52;NE] 

Prior stem cell transplant 

Yes 41/140 (29.3%) 11.99 [8.41;14.88] 

No 10/47 (21.3%) 13.17 [11.27;NE] 

Disease Stage 

1-2 45/143 (31.5%) 12.02 [10.05;14.29] 

3 3/34 (8.8%) NYR [5.52;NE] 

Number of prior lines 

<=5 30/96 (31.3%) 11.99 [8.41;14.88] 

> 5 21/91 (23.1%) 13.90 [11.10;NE] 

Type of myeloma 

IgG 28/106 (26.4%) 12.91 [11.99;NE] 

non-IgG 8/29 (27.6%) 7.03 [3.98;NE] 

Light chain only 13/34 (38.2%) 8.31 [4.21;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 16/71 (22.5%) 13.17 [11.10;NE] 

>=65 35/116 (30.2%) 12.22 [8.41;14.88] 

Age group 2 

<75 47/151 (31.1%) 12.02 [8.54;13.90] 

>=75 4/36 (11.1%) NYR [14.75;NE] 

Sex 

Male 27/98 (27.6%) 12.22 [8.31;14.75] 

Female 24/89 (27.0%) 12.91 [11.10;NE] 

Geographic region 

North America 28/95 (29.5%) 12.22 [8.41;NE] 

Europe 14/71 (19.7%) 14.88 [11.10;NE] 

Asia 5/12 (41.7%) 7.03 [3.75;NE] 

Other 4/9 (44.4%) 11.61 [8.31;13.90] 

Race 

White 35/116 (30.2%) 12.02 [8.34;14.29] 

Other 10/29 (34.5%) 11.27 [5.59;NE] 

Renal function 

CrCl <= 60 mL/min 12/65 (18.5%) 14.88 [7.43;NE] 

CrCl > 60 mL/min 39/122 (32.0%) 12.22 [10.05;14.29] 

Liver function 

Normal 40/155 (25.8%) 13.17 [11.27;NE] 

Impaired 11/32 (34.4%) 10.05 [4.70;12.02] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 49/174 (28.2%) 12.55 [11.10;14.75] 

No 2/13 (15.4%) NYR [3.98;NE] 

Penta refractory 

Yes 12/85 (14.1%) NYR [11.27;NE] 

No 39/102 (38.2%) 11.99 [8.41;13.17] 

ECOG 

0 19/65 (29.2%) 12.02 [8.31;NE] 

1-2 32/122 (26.2%) 12.75 [11.10;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 97 (51.9%) 

Number of censored cases, n (%) 90 (48.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.58 (0.40) 

   25th percentile 3.10 [2.20;4.21] 

   Median [95% CI] 5.62 [5.19;6.60] 

   75th percentile 8.50 [7.43;11.99] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 97/187 (51.9%) 5.62 [5.19;6.60] 

Baseline cytogenetics 

Standard Risk 68/125 (54.4%) 5.59 [4.90;6.90] 

High-Risk 22/44 (50.0%) 5.52 [2.20;7.36] 

Baseline bone marrow plasma cells 

<50% 76/133 (57.1%) 5.55 [4.70;6.60] 

>=50% 15/37 (40.5%) 5.52 [4.63;8.31] 

Prior stem cell transplant 

Yes 74/140 (52.9%) 6.05 [5.19;6.90] 

No 23/47 (48.9%) 5.55 [4.63;7.03] 

Disease Stage 

1-2 82/143 (57.3%) 5.85 [4.83;6.90] 

3 8/34 (23.5%) 5.55 [4.01;6.60] 

Number of prior lines 

<=5 58/96 (60.4%) 5.59 [4.83;6.51] 

> 5 39/91 (42.9%) 5.85 [4.21;8.31] 

Type of myeloma 

IgG 59/106 (55.7%) 6.74 [5.55;8.31] 

non-IgG 12/29 (41.4%) 5.55 [2.86;7.03] 

Light chain only 22/34 (64.7%) 3.75 [1.45;5.82] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 34/71 (47.9%) 6.44 [3.98;8.38] 

>=65 63/116 (54.3%) 5.55 [4.90;6.60] 

Age group 2 

<75 82/151 (54.3%) 6.05 [4.90;7.36] 

>=75 15/36 (41.7%) 5.55 [4.63;6.90] 

Sex 

Male 47/98 (48.0%) 5.52 [4.21;7.36] 

Female 50/89 (56.2%) 6.44 [5.52;7.03] 

Geographic region 

North America 55/95 (57.9%) 5.52 [4.01;6.47] 

Europe 31/71 (43.7%) 6.05 [5.06;7.43] 

Asia 7/12 (58.3%) 5.55 [1.87;7.03] 

Other 4/9 (44.4%) 11.61 [8.31;13.90] 

Race 

White 60/116 (51.7%) 5.52 [4.63;6.90] 

Other 17/29 (58.6%) 5.59 [2.86;7.36] 

Renal function 

CrCl <= 60 mL/min 28/65 (43.1%) 5.55 [5.06;7.03] 

CrCl > 60 mL/min 69/122 (56.6%) 5.82 [4.21;7.36] 

Liver function 

Normal 83/155 (53.5%) 5.55 [4.83;6.47] 

Impaired 14/32 (43.8%) 6.60 [4.70;10.05] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 144 of 663 

 TABLE 1003.4.9.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 4.9.2. Time to Best Response - by subgroups - Safety Analysis Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 91/174 (52.3%) 5.62 [5.06;6.60] 

No 6/13 (46.2%) 5.52 [3.98;8.31] 

Penta refractory 

Yes 32/85 (37.6%) 5.55 [4.70;6.90] 

No 65/102 (63.7%) 5.82 [4.83;7.36] 

ECOG 

0 35/65 (53.8%) 6.51 [4.63;7.43] 

1-2 62/122 (50.8%) 5.55 [4.70;6.47] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 64 (34.2%) 

Number of censored cases, n (%) 123 (65.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.32 (0.51) 

   25th percentile 3.70 [2.76;6.34] 

   Median [95% CI] NYR [14.06;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 64/187 (34.2%) NYR [14.06;NE] 

Baseline cytogenetics 

Standard Risk 38/125 (30.4%) NYR [16.13;NE] 

High-Risk 19/44 (43.2%) 13.54 [3.84;NE] 

Baseline bone marrow plasma cells 

<50% 44/133 (33.1%) NYR [14.06;NE] 

>=50% 12/37 (32.4%) 15.28 [2.69;NE] 

Prior stem cell transplant 

Yes 49/140 (35.0%) NYR [14.03;NE] 

No 15/47 (31.9%) NYR [3.98;NE] 

Disease Stage 

1-2 43/143 (30.1%) NYR [16.00;NE] 

3 19/34 (55.9%) 2.69 [1.74;8.61] 

Number of prior lines 

<=5 34/96 (35.4%) NYR [14.03;NE] 

> 5 30/91 (33.0%) NYR [8.61;NE] 

Type of myeloma 

IgG 35/106 (33.0%) NYR [14.06;NE] 

non-IgG 11/29 (37.9%) 13.54 [3.71;NE] 

Light chain only 11/34 (32.4%) NYR [8.61;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 24/71 (33.8%) NYR [9.49;NE] 

>=65 40/116 (34.5%) NYR [14.03;NE] 

Age group 2 

<75 52/151 (34.4%) NYR [14.03;NE] 

>=75 12/36 (33.3%) 16.13 [4.01;NE] 

Sex 

Male 35/98 (35.7%) NYR [9.49;NE] 

Female 29/89 (32.6%) NYR [14.03;NE] 

Geographic region 

North America 32/95 (33.7%) NYR [14.03;NE] 

Europe 25/71 (35.2%) NYR [5.13;NE] 

Asia 6/12 (50.0%) 14.39 [0.95;NE] 

Other 1/9 (11.1%) NYR [2.37;NE] 

Race 

White 37/116 (31.9%) NYR [14.03;NE] 

Other 12/29 (41.4%) NYR [3.84;NE] 

Renal function 

CrCl <= 60 mL/min 26/65 (40.0%) 16.00 [5.13;NE] 

CrCl > 60 mL/min 38/122 (31.1%) NYR [14.39;NE] 

Liver function 

Normal 56/155 (36.1%) NYR [14.03;NE] 

Impaired 8/32 (25.0%) NYR [11.56;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 58/174 (33.3%) NYR [14.06;NE] 

No 6/13 (46.2%) 6.05 [2.37;NE] 

Penta refractory 

Yes 34/85 (40.0%) 11.56 [3.71;NE] 

No 30/102 (29.4%) NYR [16.13;NE] 

ECOG 

0 26/65 (40.0%) NYR [6.64;NE] 

1-2 38/122 (31.1%) NYR [14.06;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 136 (72.7%) 

Number of censored cases, n (%) 51 (27.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.70 (0.46) 

   25th percentile 1.70 [1.35;2.04] 

   Median [95% CI] 5.09 [3.52;8.67] 

   75th percentile NYR [13.47;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Analysis Set 

Overall 136/187 (72.7%) 5.09 [3.52;8.67] 

Baseline cytogenetics 

Standard Risk 83/125 (66.4%) 7.66 [3.52;12.91] 

High-Risk 38/44 (86.4%) 3.78 [1.97;8.74] 

Baseline bone marrow plasma cells 

<50% 94/133 (70.7%) 7.49 [4.14;10.41] 

>=50% 29/37 (78.4%) 2.37 [1.41;10.41] 

Prior stem cell transplant 

Yes 101/140 (72.1%) 5.19 [3.52;9.23] 

No 35/47 (74.5%) 3.91 [2.23;8.84] 

Disease Stage 

1-2 97/143 (67.8%) 7.89 [4.14;10.41] 

3 32/34 (94.1%) 1.87 [1.18;2.37] 

Number of prior lines 

<=5 69/96 (71.9%) 7.00 [3.71;11.07] 

> 5 67/91 (73.6%) 3.91 [2.10;7.89] 

Type of myeloma 

IgG 77/106 (72.6%) 6.55 [3.71;10.02] 

non-IgG 21/29 (72.4%) 3.09 [1.84;12.62] 

Light chain only 22/34 (64.7%) 10.41 [4.90;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 52/71 (73.2%) 5.09 [2.40;9.23] 

>=65 84/116 (72.4%) 5.24 [3.09;9.92] 

Age group 2 

<75 105/151 (69.5%) 5.62 [3.52;10.41] 

>=75 31/36 (86.1%) 2.81 [1.51;7.66] 

Sex 

Male 74/98 (75.5%) 3.52 [2.20;6.87] 

Female 62/89 (69.7%) 7.89 [4.27;11.53] 

Geographic region 

North America 68/95 (71.6%) 6.24 [4.14;10.02] 

Europe 56/71 (78.9%) 3.09 [1.97;7.13] 

Asia 7/12 (58.3%) 12.73 [0.85;NE] 

Other 5/9 (55.6%) 1.61 [0.26;NE] 

Race 

White 82/116 (70.7%) 5.42 [3.02;9.00] 

Other 20/29 (69.0%) 9.20 [2.04;14.39] 

Renal function 

CrCl <= 60 mL/min 52/65 (80.0%) 4.27 [2.04;8.54] 

CrCl > 60 mL/min 84/122 (68.9%) 5.80 [3.52;11.04] 

Liver function 

Normal 113/155 (72.9%) 5.29 [3.52;8.84] 

Impaired 23/32 (71.9%) 3.33 [1.74;14.39] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 127/174 (73.0%) 5.01 [3.25;8.84] 

No 9/13 (69.2%) 5.55 [1.15;NE] 

Penta refractory 

Yes 68/85 (80.0%) 2.79 [1.91;4.40] 

No 68/102 (66.7%) 9.10 [5.62;13.01] 

ECOG 

0 45/65 (69.2%) 5.62 [2.79;12.19] 

1-2 91/122 (74.6%) 5.01 [3.02;8.67] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Safety set 

   Overall 

     N subject with data in subgroup N=187 

       Stringent Complete Response (sCR) 19 (10.2%) 

       Complete Response (CR) 32 (17.1%) 

       Very Good Partial Response (VGPR) 39 (20.9%) 

       Partial Response (PR) 7 (3.7%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 38 (20.3%) 

       Progressive Disease (PD) 40 (21.4%) 

       Not Evaluable (NE) 12 (6.4%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Baseline cytogenetics 

   Standard Risk 

     N subject with data in subgroup N=125 

       Stringent Complete Response (sCR) 14 (11.2%) 

       Complete Response (CR) 23 (18.4%) 

       Very Good Partial Response (VGPR) 27 (21.6%) 

       Partial Response (PR) 4 (3.2%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 27 (21.6%) 

       Progressive Disease (PD) 26 (20.8%) 

       Not Evaluable (NE) 4 (3.2%) 

   High-Risk 

     N subject with data in subgroup N=44 

       Stringent Complete Response (sCR) 4 (9.1%) 

       Complete Response (CR) 6 (13.6%) 

       Very Good Partial Response (VGPR) 10 (22.7%) 

       Partial Response (PR) 2 (4.5%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 9 (20.5%) 

       Progressive Disease (PD) 11 (25.0%) 

       Not Evaluable (NE) 2 (4.5%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Baseline bone marrow plasma cells 

   <50% 

     N subject with data in subgroup N=133 

       Stringent Complete Response (sCR) 14 (10.5%) 

       Complete Response (CR) 24 (18.0%) 

       Very Good Partial Response (VGPR) 32 (24.1%) 

       Partial Response (PR) 6 (4.5%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 24 (18.0%) 

       Progressive Disease (PD) 25 (18.8%) 

       Not Evaluable (NE) 8 (6.0%) 

   >=50% 

     N subject with data in subgroup N=37 

       Stringent Complete Response (sCR) 5 (13.5%) 

       Complete Response (CR) 5 (13.5%) 

       Very Good Partial Response (VGPR) 4 (10.8%) 

       Partial Response (PR) 1 (2.7%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 8 (21.6%) 

       Progressive Disease (PD) 13 (35.1%) 

       Not Evaluable (NE) 1 (2.7%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Prior stem cell transplant 

   Yes 

     N subject with data in subgroup N=140 

       Stringent Complete Response (sCR) 16 (11.4%) 

       Complete Response (CR) 25 (17.9%) 

       Very Good Partial Response (VGPR) 28 (20.0%) 

       Partial Response (PR) 5 (3.6%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 26 (18.6%) 

       Progressive Disease (PD) 33 (23.6%) 

       Not Evaluable (NE) 7 (5.0%) 

   No 

     N subject with data in subgroup N=47 

       Stringent Complete Response (sCR) 3 (6.4%) 

       Complete Response (CR) 7 (14.9%) 

       Very Good Partial Response (VGPR) 11 (23.4%) 

       Partial Response (PR) 2 (4.3%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 12 (25.5%) 

       Progressive Disease (PD) 7 (14.9%) 

       Not Evaluable (NE) 5 (10.6%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Disease Stage 

   1-2 

     N subject with data in subgroup N=143 

       Stringent Complete Response (sCR) 17 (11.9%) 

       Complete Response (CR) 28 (19.6%) 

       Very Good Partial Response (VGPR) 30 (21.0%) 

       Partial Response (PR) 7 (4.9%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 27 (18.9%) 

       Progressive Disease (PD) 28 (19.6%) 

       Not Evaluable (NE) 6 (4.2%) 

   3 

     N subject with data in subgroup N=34 

       Stringent Complete Response (sCR) 1 (2.9%) 

       Complete Response (CR) 2 (5.9%) 

       Very Good Partial Response (VGPR) 5 (14.7%) 

       Partial Response (PR) 0 

       Minimal Response (MR) 0 

       Stable Disease (SD) 10 (29.4%) 

       Progressive Disease (PD) 11 (32.4%) 

       Not Evaluable (NE) 5 (14.7%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Number of prior lines 

   <=5 

     N subject with data in subgroup N=96 

       Stringent Complete Response (sCR) 11 (11.5%) 

       Complete Response (CR) 19 (19.8%) 

       Very Good Partial Response (VGPR) 23 (24.0%) 

       Partial Response (PR) 5 (5.2%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 16 (16.7%) 

       Progressive Disease (PD) 16 (16.7%) 

       Not Evaluable (NE) 6 (6.3%) 

   > 5 

     N subject with data in subgroup N=91 

       Stringent Complete Response (sCR) 8 (8.8%) 

       Complete Response (CR) 13 (14.3%) 

       Very Good Partial Response (VGPR) 16 (17.6%) 

       Partial Response (PR) 2 (2.2%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 22 (24.2%) 

       Progressive Disease (PD) 24 (26.4%) 

       Not Evaluable (NE) 6 (6.6%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Type of myeloma 

   IgG 

     N subject with data in subgroup N=106 

       Stringent Complete Response (sCR) 7 (6.6%) 

       Complete Response (CR) 21 (19.8%) 

       Very Good Partial Response (VGPR) 25 (23.6%) 

       Partial Response (PR) 6 (5.7%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 21 (19.8%) 

       Progressive Disease (PD) 20 (18.9%) 

       Not Evaluable (NE) 6 (5.7%) 

   non-IgG 

     N subject with data in subgroup N=29 

       Stringent Complete Response (sCR) 5 (17.2%) 

       Complete Response (CR) 3 (10.3%) 

       Very Good Partial Response (VGPR) 4 (13.8%) 

       Partial Response (PR) 0 

       Minimal Response (MR) 0 

       Stable Disease (SD) 6 (20.7%) 

       Progressive Disease (PD) 9 (31.0%) 

       Not Evaluable (NE) 2 (6.9%) 

   Light chain only 

     N subject with data in subgroup N=34 

       Stringent Complete Response (sCR) 7 (20.6%) 

       Complete Response (CR) 6 (17.6%) 

       Very Good Partial Response (VGPR) 8 (23.5%) 

       Partial Response (PR) 1 (2.9%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 2 (5.9%) 

       Progressive Disease (PD) 7 (20.6%) 

       Not Evaluable (NE) 3 (8.8%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Age group 1 

   <65 

     N subject with data in subgroup N=71 

       Stringent Complete Response (sCR) 6 (8.5%) 

       Complete Response (CR) 10 (14.1%) 

       Very Good Partial Response (VGPR) 15 (21.1%) 

       Partial Response (PR) 3 (4.2%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 12 (16.9%) 

       Progressive Disease (PD) 19 (26.8%) 

       Not Evaluable (NE) 6 (8.5%) 

   >=65 

     N subject with data in subgroup N=116 

       Stringent Complete Response (sCR) 13 (11.2%) 

       Complete Response (CR) 22 (19.0%) 

       Very Good Partial Response (VGPR) 24 (20.7%) 

       Partial Response (PR) 4 (3.4%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 26 (22.4%) 

       Progressive Disease (PD) 21 (18.1%) 

       Not Evaluable (NE) 6 (5.2%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Age group 2 

   <75 

     N subject with data in subgroup N=151 

       Stringent Complete Response (sCR) 19 (12.6%) 

       Complete Response (CR) 28 (18.5%) 

       Very Good Partial Response (VGPR) 29 (19.2%) 

       Partial Response (PR) 6 (4.0%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 30 (19.9%) 

       Progressive Disease (PD) 33 (21.9%) 

       Not Evaluable (NE) 6 (4.0%) 

   >=75 

     N subject with data in subgroup N=36 

       Stringent Complete Response (sCR) 0 

       Complete Response (CR) 4 (11.1%) 

       Very Good Partial Response (VGPR) 10 (27.8%) 

       Partial Response (PR) 1 (2.8%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 8 (22.2%) 

       Progressive Disease (PD) 7 (19.4%) 

       Not Evaluable (NE) 6 (16.7%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Sex 

   Male 

     N subject with data in subgroup N=98 

       Stringent Complete Response (sCR) 11 (11.2%) 

       Complete Response (CR) 16 (16.3%) 

       Very Good Partial Response (VGPR) 17 (17.3%) 

       Partial Response (PR) 3 (3.1%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 23 (23.5%) 

       Progressive Disease (PD) 22 (22.4%) 

       Not Evaluable (NE) 6 (6.1%) 

   Female 

     N subject with data in subgroup N=89 

       Stringent Complete Response (sCR) 8 (9.0%) 

       Complete Response (CR) 16 (18.0%) 

       Very Good Partial Response (VGPR) 22 (24.7%) 

       Partial Response (PR) 4 (4.5%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 15 (16.9%) 

       Progressive Disease (PD) 18 (20.2%) 

       Not Evaluable (NE) 6 (6.7%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Geographic region 

   North America 

     N subject with data in subgroup N=95 

       Stringent Complete Response (sCR) 14 (14.7%) 

       Complete Response (CR) 14 (14.7%) 

       Very Good Partial Response (VGPR) 22 (23.2%) 

       Partial Response (PR) 5 (5.3%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 19 (20.0%) 

       Progressive Disease (PD) 17 (17.9%) 

       Not Evaluable (NE) 4 (4.2%) 

   Europe 

     N subject with data in subgroup N=71 

       Stringent Complete Response (sCR) 0 

       Complete Response (CR) 14 (19.7%) 

       Very Good Partial Response (VGPR) 15 (21.1%) 

       Partial Response (PR) 2 (2.8%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 15 (21.1%) 

       Progressive Disease (PD) 18 (25.4%) 

       Not Evaluable (NE) 7 (9.9%) 

   Asia 

     N subject with data in subgroup N=12 

       Stringent Complete Response (sCR) 5 (41.7%) 

       Complete Response (CR) 0 

       Very Good Partial Response (VGPR) 2 (16.7%) 

       Partial Response (PR) 0 

       Minimal Response (MR) 0 

       Stable Disease (SD) 4 (33.3%) 

       Progressive Disease (PD) 0 

       Not Evaluable (NE) 1 (8.3%) 

   Other 

     N subject with data in subgroup N=9 

       Stringent Complete Response (sCR) 0 

       Complete Response (CR) 4 (44.4%) 

       Very Good Partial Response (VGPR) 0 

       Partial Response (PR) 0 

       Minimal Response (MR) 0 

       Stable Disease (SD) 0 

       Progressive Disease (PD) 5 (55.6%) 

       Not Evaluable (NE) 0 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Race 

   White 

     N subject with data in subgroup N=116 

       Stringent Complete Response (sCR) 11 (9.5%) 

       Complete Response (CR) 24 (20.7%) 

       Very Good Partial Response (VGPR) 20 (17.2%) 

       Partial Response (PR) 5 (4.3%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 21 (18.1%) 

       Progressive Disease (PD) 28 (24.1%) 

       Not Evaluable (NE) 7 (6.0%) 

   Other 

     N subject with data in subgroup N=29 

       Stringent Complete Response (sCR) 8 (27.6%) 

       Complete Response (CR) 2 (6.9%) 

       Very Good Partial Response (VGPR) 6 (20.7%) 

       Partial Response (PR) 1 (3.4%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 6 (20.7%) 

       Progressive Disease (PD) 4 (13.8%) 

       Not Evaluable (NE) 2 (6.9%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Renal function 

   CrCl <= 60 mL/min 

     N subject with data in subgroup N=65 

       Stringent Complete Response (sCR) 5 (7.7%) 

       Complete Response (CR) 7 (10.8%) 

       Very Good Partial Response (VGPR) 16 (24.6%) 

       Partial Response (PR) 0 

       Minimal Response (MR) 0 

       Stable Disease (SD) 15 (23.1%) 

       Progressive Disease (PD) 14 (21.5%) 

       Not Evaluable (NE) 8 (12.3%) 

   CrCl > 60 mL/min 

     N subject with data in subgroup N=122 

       Stringent Complete Response (sCR) 14 (11.5%) 

       Complete Response (CR) 25 (20.5%) 

       Very Good Partial Response (VGPR) 23 (18.9%) 

       Partial Response (PR) 7 (5.7%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 23 (18.9%) 

       Progressive Disease (PD) 26 (21.3%) 

       Not Evaluable (NE) 4 (3.3%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Liver function 

   Normal 

     N subject with data in subgroup N=155 

       Stringent Complete Response (sCR) 14 (9.0%) 

       Complete Response (CR) 26 (16.8%) 

       Very Good Partial Response (VGPR) 36 (23.2%) 

       Partial Response (PR) 7 (4.5%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 32 (20.6%) 

       Progressive Disease (PD) 30 (19.4%) 

       Not Evaluable (NE) 10 (6.5%) 

   Impaired 

     N subject with data in subgroup N=32 

       Stringent Complete Response (sCR) 5 (15.6%) 

       Complete Response (CR) 6 (18.8%) 

       Very Good Partial Response (VGPR) 3 (9.4%) 

       Partial Response (PR) 0 

       Minimal Response (MR) 0 

       Stable Disease (SD) 6 (18.8%) 

       Progressive Disease (PD) 10 (31.3%) 

       Not Evaluable (NE) 2 (6.3%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Refractory to last therapy 

   Yes 

     N subject with data in subgroup N=174 

       Stringent Complete Response (sCR) 19 (10.9%) 

       Complete Response (CR) 30 (17.2%) 

       Very Good Partial Response (VGPR) 36 (20.7%) 

       Partial Response (PR) 6 (3.4%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 35 (20.1%) 

       Progressive Disease (PD) 37 (21.3%) 

       Not Evaluable (NE) 11 (6.3%) 

   No 

     N subject with data in subgroup N=13 

       Stringent Complete Response (sCR) 0 

       Complete Response (CR) 2 (15.4%) 

       Very Good Partial Response (VGPR) 3 (23.1%) 

       Partial Response (PR) 1 (7.7%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 3 (23.1%) 

       Progressive Disease (PD) 3 (23.1%) 

       Not Evaluable (NE) 1 (7.7%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

Penta refractory 

   Yes 

     N subject with data in subgroup N=85 

       Stringent Complete Response (sCR) 8 (9.4%) 

       Complete Response (CR) 4 (4.7%) 

       Very Good Partial Response (VGPR) 16 (18.8%) 

       Partial Response (PR) 4 (4.7%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 22 (25.9%) 

       Progressive Disease (PD) 27 (31.8%) 

       Not Evaluable (NE) 4 (4.7%) 

   No 

     N subject with data in subgroup N=102 

       Stringent Complete Response (sCR) 11 (10.8%) 

       Complete Response (CR) 28 (27.5%) 

       Very Good Partial Response (VGPR) 23 (22.5%) 

       Partial Response (PR) 3 (2.9%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 16 (15.7%) 

       Progressive Disease (PD) 13 (12.7%) 

       Not Evaluable (NE) 8 (7.8%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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Subgroup analysis 

   Subset 

     Results 

PF-06863135 

N=187 

ECOG 

   0 

     N subject with data in subgroup N=65 

       Stringent Complete Response (sCR) 7 (10.8%) 

       Complete Response (CR) 12 (18.5%) 

       Very Good Partial Response (VGPR) 14 (21.5%) 

       Partial Response (PR) 2 (3.1%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 10 (15.4%) 

       Progressive Disease (PD) 14 (21.5%) 

       Not Evaluable (NE) 6 (9.2%) 

   1-2 

     N subject with data in subgroup N=122 

       Stringent Complete Response (sCR) 12 (9.8%) 

       Complete Response (CR) 20 (16.4%) 

       Very Good Partial Response (VGPR) 25 (20.5%) 

       Partial Response (PR) 5 (4.1%) 

       Minimal Response (MR) 0 

       Stable Disease (SD) 28 (23.0%) 

       Progressive Disease (PD) 26 (21.3%) 

       Not Evaluable (NE) 6 (4.9%) 

 

Notes: 

Abbreviations: BICR: Blinded Independent Central Review. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Safety set 

      Overall 187 97 (51.9%) [44.5% ; 59.2%] 

Baseline cytogenetics 

      Standard Risk 125 68 (54.4%) [45.3% ; 63.3%] 

      High-Risk 44 22 (50.0%) [34.6% ; 65.4%] 

Baseline bone marrow plasma cells 

      <50% 133 76 (57.1%) [48.3% ; 65.7%] 

      >=50% 37 15 (40.5%) [24.8% ; 57.9%] 

Prior stem cell transplant 

      Yes 140 74 (52.9%) [44.2% ; 61.3%] 

      No 47 23 (48.9%) [34.1% ; 63.9%] 

Disease Stage 

      1-2 143 82 (57.3%) [48.8% ; 65.6%] 

      3 34 8 (23.5%) [10.7% ; 41.2%] 

Number of prior lines 

      <=5 96 58 (60.4%) [49.9% ; 70.3%] 

      > 5 91 39 (42.9%) [32.5% ; 53.7%] 

Type of myeloma 

      IgG 106 59 (55.7%) [45.7% ; 65.3%] 

      non-IgG 29 12 (41.4%) [23.5% ; 61.1%] 

      Light chain only 34 22 (64.7%) [46.5% ; 80.3%] 

Age group 1 

      <65 71 34 (47.9%) [35.9% ; 60.1%] 

      >=65 116 63 (54.3%) [44.8% ; 63.6%] 

Age group 2 

      <75 151 82 (54.3%) [46.0% ; 62.4%] 

      >=75 36 15 (41.7%) [25.5% ; 59.2%] 

Sex 

      Male 98 47 (48.0%) [37.8% ; 58.3%] 

      Female 89 50 (56.2%) [45.3% ; 66.7%] 

 

Notes: 

Objective Response is defined as the total of sCR+CR+VGPR+PR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; PR: Partial Response; sCR: Stringent Complete 

Response; VGPR: Very Good Partial Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Geographic region 

      North America 95 55 (57.9%) [47.3% ; 68.0%] 

      Europe 71 31 (43.7%) [31.9% ; 56.0%] 

      Asia 12 7 (58.3%) [27.7% ; 84.8%] 

      Other 9 4 (44.4%) [13.7% ; 78.8%] 

Race 

      White 116 60 (51.7%) [42.3% ; 61.1%] 

      Other 29 17 (58.6%) [38.9% ; 76.5%] 

Renal function 

      CrCl <= 60 mL/min 65 28 (43.1%) [30.8% ; 56.0%] 

      CrCl > 60 mL/min 122 69 (56.6%) [47.3% ; 65.5%] 

Liver function 

      Normal 155 83 (53.5%) [45.4% ; 61.6%] 

      Impaired 32 14 (43.8%) [26.4% ; 62.3%] 

Refractory to last therapy 

      Yes 174 91 (52.3%) [44.6% ; 59.9%] 

      No 13 6 (46.2%) [19.2% ; 74.9%] 

Penta refractory 

      Yes 85 32 (37.6%) [27.4% ; 48.8%] 

      No 102 65 (63.7%) [53.6% ; 73.0%] 

ECOG 

      0 65 35 (53.8%) [41.0% ; 66.3%] 

      1-2 122 62 (50.8%) [41.6% ; 60.0%] 

 

Notes: 

Objective Response is defined as the total of sCR+CR+VGPR+PR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; PR: Partial Response; sCR: Stringent Complete 

Response; VGPR: Very Good Partial Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Safety set 

      Overall 187 51 (27.3%) [21.0% ; 34.3%] 

Baseline cytogenetics 

      Standard Risk 125 37 (29.6%) [21.8% ; 38.4%] 

      High-Risk 44 10 (22.7%) [11.5% ; 37.8%] 

Baseline bone marrow plasma cells 

      <50% 133 38 (28.6%) [21.1% ; 37.0%] 

      >=50% 37 10 (27.0%) [13.8% ; 44.1%] 

Prior stem cell transplant 

      Yes 140 41 (29.3%) [21.9% ; 37.6%] 

      No 47 10 (21.3%) [10.7% ; 35.7%] 

Disease Stage 

      1-2 143 45 (31.5%) [24.0% ; 39.8%] 

      3 34 3 (8.8%) [1.9% ; 23.7%] 

Number of prior lines 

      <=5 96 30 (31.3%) [22.2% ; 41.5%] 

      > 5 91 21 (23.1%) [14.9% ; 33.1%] 

Type of myeloma 

      IgG 106 28 (26.4%) [18.3% ; 35.9%] 

      non-IgG 29 8 (27.6%) [12.7% ; 47.2%] 

      Light chain only 34 13 (38.2%) [22.2% ; 56.4%] 

Age group 1 

      <65 71 16 (22.5%) [13.5% ; 34.0%] 

      >=65 116 35 (30.2%) [22.0% ; 39.4%] 

Age group 2 

      <75 151 47 (31.1%) [23.8% ; 39.2%] 

      >=75 36 4 (11.1%) [3.1% ; 26.1%] 

Sex 

      Male 98 27 (27.6%) [19.0% ; 37.5%] 

      Female 89 24 (27.0%) [18.1% ; 37.4%] 

 

Notes: 

Complete Response is defined as the total of sCR+CR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; sCR: Stringent Complete Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Geographic region 

      North America 95 28 (29.5%) [20.6% ; 39.7%] 

      Europe 71 14 (19.7%) [11.2% ; 30.9%] 

      Asia 12 5 (41.7%) [15.2% ; 72.3%] 

      Other 9 4 (44.4%) [13.7% ; 78.8%] 

Race 

      White 116 35 (30.2%) [22.0% ; 39.4%] 

      Other 29 10 (34.5%) [17.9% ; 54.3%] 

Renal function 

      CrCl <= 60 mL/min 65 12 (18.5%) [9.9% ; 30.0%] 

      CrCl > 60 mL/min 122 39 (32.0%) [23.8% ; 41.0%] 

Liver function 

      Normal 155 40 (25.8%) [19.1% ; 33.4%] 

      Impaired 32 11 (34.4%) [18.6% ; 53.2%] 

Refractory to last therapy 

      Yes 174 49 (28.2%) [21.6% ; 35.5%] 

      No 13 2 (15.4%) [1.9% ; 45.4%] 

Penta refractory 

      Yes 85 12 (14.1%) [7.5% ; 23.4%] 

      No 102 39 (38.2%) [28.8% ; 48.4%] 

ECOG 

      0 65 19 (29.2%) [18.6% ; 41.8%] 

      1-2 122 32 (26.2%) [18.7% ; 35.0%] 

 

Notes: 

Complete Response is defined as the total of sCR+CR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; sCR: Stringent Complete Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Safety set 

      Overall 187 90 (48.1%) [40.8% ; 55.5%] 

Baseline cytogenetics 

      Standard Risk 125 64 (51.2%) [42.1% ; 60.2%] 

      High-Risk 44 20 (45.5%) [30.4% ; 61.2%] 

Baseline bone marrow plasma cells 

      <50% 133 70 (52.6%) [43.8% ; 61.3%] 

      >=50% 37 14 (37.8%) [22.5% ; 55.2%] 

Prior stem cell transplant 

      Yes 140 69 (49.3%) [40.7% ; 57.9%] 

      No 47 21 (44.7%) [30.2% ; 59.9%] 

Disease Stage 

      1-2 143 75 (52.4%) [43.9% ; 60.9%] 

      3 34 8 (23.5%) [10.7% ; 41.2%] 

Number of prior lines 

      <=5 96 53 (55.2%) [44.7% ; 65.4%] 

      > 5 91 37 (40.7%) [30.5% ; 51.5%] 

Type of myeloma 

      IgG 106 53 (50.0%) [40.1% ; 59.9%] 

      non-IgG 29 12 (41.4%) [23.5% ; 61.1%] 

      Light chain only 34 21 (61.8%) [43.6% ; 77.8%] 

Age group 1 

      <65 71 31 (43.7%) [31.9% ; 56.0%] 

      >=65 116 59 (50.9%) [41.4% ; 60.3%] 

Age group 2 

      <75 151 76 (50.3%) [42.1% ; 58.6%] 

      >=75 36 14 (38.9%) [23.1% ; 56.5%] 

Sex 

      Male 98 44 (44.9%) [34.8% ; 55.3%] 

      Female 89 46 (51.7%) [40.8% ; 62.4%] 

 

Notes: 

VGPR or Better is defined as the total of sCR+CR+VGPR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; sCR: Stringent Complete Response; VGPR: Very Good 

Partial Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Geographic region 

      North America 95 50 (52.6%) [42.1% ; 63.0%] 

      Europe 71 29 (40.8%) [29.3% ; 53.2%] 

      Asia 12 7 (58.3%) [27.7% ; 84.8%] 

      Other 9 4 (44.4%) [13.7% ; 78.8%] 

Race 

      White 116 55 (47.4%) [38.1% ; 56.9%] 

      Other 29 16 (55.2%) [35.7% ; 73.6%] 

Renal function 

      CrCl <= 60 mL/min 65 28 (43.1%) [30.8% ; 56.0%] 

      CrCl > 60 mL/min 122 62 (50.8%) [41.6% ; 60.0%] 

Liver function 

      Normal 155 76 (49.0%) [40.9% ; 57.2%] 

      Impaired 32 14 (43.8%) [26.4% ; 62.3%] 

Refractory to last therapy 

      Yes 174 85 (48.9%) [41.2% ; 56.5%] 

      No 13 5 (38.5%) [13.9% ; 68.4%] 

Penta refractory 

      Yes 85 28 (32.9%) [23.1% ; 44.0%] 

      No 102 62 (60.8%) [50.6% ; 70.3%] 

ECOG 

      0 65 33 (50.8%) [38.1% ; 63.4%] 

      1-2 122 57 (46.7%) [37.6% ; 56.0%] 

 

Notes: 

VGPR or Better is defined as the total of sCR+CR+VGPR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; sCR: Stringent Complete Response; VGPR: Very Good 

Partial Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Safety set 

      Overall 187 97 (51.9%) [44.5% ; 59.2%] 

Baseline cytogenetics 

      Standard Risk 125 68 (54.4%) [45.3% ; 63.3%] 

      High-Risk 44 22 (50.0%) [34.6% ; 65.4%] 

Baseline bone marrow plasma cells 

      <50% 133 76 (57.1%) [48.3% ; 65.7%] 

      >=50% 37 15 (40.5%) [24.8% ; 57.9%] 

Prior stem cell transplant 

      Yes 140 74 (52.9%) [44.2% ; 61.3%] 

      No 47 23 (48.9%) [34.1% ; 63.9%] 

Disease Stage 

      1-2 143 82 (57.3%) [48.8% ; 65.6%] 

      3 34 8 (23.5%) [10.7% ; 41.2%] 

Number of prior lines 

      <=5 96 58 (60.4%) [49.9% ; 70.3%] 

      > 5 91 39 (42.9%) [32.5% ; 53.7%] 

Type of myeloma 

      IgG 106 59 (55.7%) [45.7% ; 65.3%] 

      non-IgG 29 12 (41.4%) [23.5% ; 61.1%] 

      Light chain only 34 22 (64.7%) [46.5% ; 80.3%] 

Age group 1 

      <65 71 34 (47.9%) [35.9% ; 60.1%] 

      >=65 116 63 (54.3%) [44.8% ; 63.6%] 

Age group 2 

      <75 151 82 (54.3%) [46.0% ; 62.4%] 

      >=75 36 15 (41.7%) [25.5% ; 59.2%] 

Sex 

      Male 98 47 (48.0%) [37.8% ; 58.3%] 

      Female 89 50 (56.2%) [45.3% ; 66.7%] 

 

Notes: 

Clinical Benefit is defined as the total of sCR+CR+VGPR+PR+MR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; MR: Minimal Response; PR: Partial Response; sCR: 

Stringent Complete Response; VGPR: Very Good Partial Response. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Geographic region 

      North America 95 55 (57.9%) [47.3% ; 68.0%] 

      Europe 71 31 (43.7%) [31.9% ; 56.0%] 

      Asia 12 7 (58.3%) [27.7% ; 84.8%] 

      Other 9 4 (44.4%) [13.7% ; 78.8%] 

Race 

      White 116 60 (51.7%) [42.3% ; 61.1%] 

      Other 29 17 (58.6%) [38.9% ; 76.5%] 

Renal function 

      CrCl <= 60 mL/min 65 28 (43.1%) [30.8% ; 56.0%] 

      CrCl > 60 mL/min 122 69 (56.6%) [47.3% ; 65.5%] 

Liver function 

      Normal 155 83 (53.5%) [45.4% ; 61.6%] 

      Impaired 32 14 (43.8%) [26.4% ; 62.3%] 

Refractory to last therapy 

      Yes 174 91 (52.3%) [44.6% ; 59.9%] 

      No 13 6 (46.2%) [19.2% ; 74.9%] 

Penta refractory 

      Yes 85 32 (37.6%) [27.4% ; 48.8%] 

      No 102 65 (63.7%) [53.6% ; 73.0%] 

ECOG 

      0 65 35 (53.8%) [41.0% ; 66.3%] 

      1-2 122 62 (50.8%) [41.6% ; 60.0%] 

 

Notes: 

Clinical Benefit is defined as the total of sCR+CR+VGPR+PR+MR 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval; CR: Complete Response; MR: Minimal Response; PR: Partial Response; sCR: 

Stringent Complete Response; VGPR: Very Good Partial Response. 
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Table page 1 of 2. 

 

 

PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Safety set 

      Overall 35 24 (68.6%) [50.7% ; 83.1%] 

Baseline cytogenetics 

      Standard Risk 20 17 (85.0%) [62.1% ; 96.8%] 

      High-Risk 14 6 (42.9%) [17.7% ; 71.1%] 

Baseline bone marrow plasma cells 

      <50% 23 18 (78.3%) [56.3% ; 92.5%] 

      >=50% 11 6 (54.5%) [23.4% ; 83.3%] 

Prior stem cell transplant 

      Yes 27 18 (66.7%) [46.0% ; 83.5%] 

      No 8 6 (75.0%) [34.9% ; 96.8%] 

Disease Stage 

      1-2 30 21 (70.0%) [50.6% ; 85.3%] 

      3 4 2 (50.0%) [6.8% ; 93.2%] 

Number of prior lines 

      <=5 23 14 (60.9%) [38.5% ; 80.3%] 

      > 5 12 10 (83.3%) [51.6% ; 97.9%] 

Type of myeloma 

      IgG 20 12 (60.0%) [36.1% ; 80.9%] 

      non-IgG 6 3 (50.0%) [11.8% ; 88.2%] 

      Light chain only 9 9 (100.0%) [0.0% ; 33.6%] 

Age group 1 

      <65 11 6 (54.5%) [23.4% ; 83.3%] 

      >=65 24 18 (75.0%) [53.3% ; 90.2%] 

Age group 2 

      <75 33 23 (69.7%) [51.3% ; 84.4%] 

      >=75 2 1 (50.0%) [1.3% ; 98.7%] 

Sex 

      Male 16 11 (68.8%) [41.3% ; 89.0%] 

      Female 19 13 (68.4%) [43.4% ; 87.4%] 

 

Notes: 

- 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval. 
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PF-06863135 

N=187 

Subgroup analysis 

   Subset 

     Results N subjects n (%) with response Exact Clopper-Pearson 95% CI 

Geographic region 

      North America 21 13 (61.9%) [38.4% ; 81.9%] 

      Europe 6 5 (83.3%) [35.9% ; 99.6%] 

      Asia 5 3 (60.0%) [14.7% ; 94.7%] 

      Other 3 3 (100.0%) [0.0% ; 70.8%] 

Race 

      White 21 15 (71.4%) [47.8% ; 88.7%] 

      Other 10 6 (60.0%) [26.2% ; 87.8%] 

Renal function 

      CrCl <= 60 mL/min 10 6 (60.0%) [26.2% ; 87.8%] 

      CrCl > 60 mL/min 25 18 (72.0%) [50.6% ; 87.9%] 

Liver function 

      Normal 28 20 (71.4%) [51.3% ; 86.8%] 

      Impaired 7 4 (57.1%) [18.4% ; 90.1%] 

Refractory to last therapy 

      Yes 33 23 (69.7%) [51.3% ; 84.4%] 

      No 2 1 (50.0%) [1.3% ; 98.7%] 

Penta refractory 

      Yes 11 8 (72.7%) [39.0% ; 94.0%] 

      No 24 16 (66.7%) [44.7% ; 84.4%] 

ECOG 

      0 15 8 (53.3%) [26.6% ; 78.7%] 

      1-2 20 16 (80.0%) [56.3% ; 94.3%] 

 

Notes: 

- 

Abbreviations: BICR: Blinded Independent Central Review; CI: Confidence Interval. 

 

 



 

 
Study: C1071003 Final Page 180 of 663 

 
 TABLE 1003.6.1.1.1 
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 Table 6.1.1.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 187 (100.0%) 

Number of censored cases, n (%) 0 (0.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.10 (0.01) 

   25th percentile 0.00 [NE;NE] 

   Median [95% CI] 0.07 [0.03;0.07] 

   75th percentile 0.10 [0.07;0.10] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 187/187 (100.0%) 0.07 [0.03;0.07] 

Baseline cytogenetics 

Standard Risk 125/125 (100.0%) 0.07 [0.03;0.07] 

High-Risk 44/44 (100.0%) 0.07 [0.03;0.07] 

Baseline bone marrow plasma cells 

<50% 133/133 (100.0%) 0.07 [NE;NE] 

>=50% 37/37 (100.0%) 0.03 [0.03;0.07] 

Prior stem cell transplant 

Yes 140/140 (100.0%) 0.07 [0.03;0.07] 

No 47/47 (100.0%) 0.07 [0.03;0.07] 

Disease Stage 

1-2 143/143 (100.0%) 0.07 [0.03;0.07] 

3 34/34 (100.0%) 0.07 [0.03;0.10] 

Number of prior lines 

<=5 96/96 (100.0%) 0.07 [0.03;0.07] 

> 5 91/91 (100.0%) 0.07 [0.03;0.07] 

Type of myeloma 

IgG 106/106 (100.0%) 0.07 [0.03;0.07] 

non-IgG 29/29 (100.0%) 0.07 [0.07;0.10] 

Light chain only 34/34 (100.0%) 0.07 [0.03;0.07] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 71/71 (100.0%) 0.07 [0.03;0.07] 

>=65 116/116 (100.0%) 0.07 [0.03;0.07] 

Age group 2 

<75 151/151 (100.0%) 0.07 [0.03;0.07] 

>=75 36/36 (100.0%) 0.07 [0.03;0.07] 

Sex 

Male 98/98 (100.0%) 0.07 [0.03;0.07] 

Female 89/89 (100.0%) 0.07 [0.03;0.07] 

Geographic region 

North America 95/95 (100.0%) 0.03 [0.03;0.07] 

Europe 71/71 (100.0%) 0.07 [0.07;0.10] 

Asia 12/12 (100.0%) 0.07 [0.07;0.10] 

Other 9/9 (100.0%) 0.03 [0.03;0.07] 

Race 

White 116/116 (100.0%) 0.07 [0.03;0.07] 

Other 29/29 (100.0%) 0.07 [0.03;0.07] 

Renal function 

CrCl <= 60 mL/min 65/65 (100.0%) 0.07 [NE;NE] 

CrCl > 60 mL/min 122/122 (100.0%) 0.07 [0.03;0.07] 

Liver function 

Normal 155/155 (100.0%) 0.07 [NE;NE] 

Impaired 32/32 (100.0%) 0.03 [0.03;0.07] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 174/174 (100.0%) 0.07 [0.03;0.07] 

No 13/13 (100.0%) 0.07 [0.03;0.10] 

Penta refractory 

Yes 85/85 (100.0%) 0.07 [0.03;0.07] 

No 102/102 (100.0%) 0.07 [0.03;0.07] 

ECOG 

0 65/65 (100.0%) 0.07 [NE;NE] 

1-2 122/122 (100.0%) 0.07 [0.03;0.07] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 184 of 663 

 TABLE 1003.6.1.2.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.1.2.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 140 (74.9%) 

Number of censored cases, n (%) 47 (25.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.63 (0.50) 

   25th percentile 0.40 [0.26;0.56] 

   Median [95% CI] 2.17 [1.35;4.21] 

   75th percentile 10.90 [6.21;14.23] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 140/187 (74.9%) 2.17 [1.35;4.21] 

Baseline cytogenetics 

Standard Risk 94/125 (75.2%) 2.99 [1.84;4.63] 

High-Risk 31/44 (70.5%) 1.28 [0.36;6.05] 

Baseline bone marrow plasma cells 

<50% 103/133 (77.4%) 2.10 [1.35;4.60] 

>=50% 27/37 (73.0%) 1.08 [0.46;4.34] 

Prior stem cell transplant 

Yes 107/140 (76.4%) 1.94 [0.99;4.21] 

No 33/47 (70.2%) 3.32 [1.28;6.11] 

Disease Stage 

1-2 105/143 (73.4%) 2.40 [1.28;4.57] 

3 26/34 (76.5%) 1.68 [0.49;5.42] 

Number of prior lines 

<=5 74/96 (77.1%) 2.99 [1.15;4.34] 

> 5 66/91 (72.5%) 2.10 [0.92;5.13] 

Type of myeloma 

IgG 80/106 (75.5%) 1.94 [1.02;4.60] 

non-IgG 21/29 (72.4%) 1.84 [0.53;10.91] 

Light chain only 28/34 (82.4%) 4.34 [0.36;7.56] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 52/71 (73.2%) 2.04 [0.69;6.21] 

>=65 88/116 (75.9%) 2.40 [1.28;4.34] 

Age group 2 

<75 112/151 (74.2%) 2.17 [1.15;4.21] 

>=75 28/36 (77.8%) 1.97 [0.56;6.11] 

Sex 

Male 75/98 (76.5%) 2.17 [1.02;4.63] 

Female 65/89 (73.0%) 2.40 [0.89;4.34] 

Geographic region 

North America 64/95 (67.4%) 3.02 [1.35;6.08] 

Europe 61/71 (85.9%) 1.84 [0.89;3.22] 

Asia 7/12 (58.3%) 8.53 [0.20;NE] 

Other 8/9 (88.9%) 0.56 [0.03;14.52] 

Race 

White 87/116 (75.0%) 1.77 [0.76;4.04] 

Other 18/29 (62.1%) 6.08 [1.84;12.09] 

Renal function 

CrCl <= 60 mL/min 48/65 (73.8%) 2.99 [0.79;5.42] 

CrCl > 60 mL/min 92/122 (75.4%) 2.04 [1.12;4.04] 

Liver function 

Normal 117/155 (75.5%) 2.99 [1.35;4.57] 

Impaired 23/32 (71.9%) 1.58 [0.49;5.06] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 132/174 (75.9%) 2.17 [1.28;4.21] 

No 8/13 (61.5%) 5.06 [0.76;NE] 

Penta refractory 

Yes 61/85 (71.8%) 1.84 [0.72;4.34] 

No 79/102 (77.5%) 2.99 [1.58;5.42] 

ECOG 

0 42/65 (64.6%) 6.21 [2.10;10.91] 

1-2 98/122 (80.3%) 1.77 [0.76;2.99] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.3.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - Safety Set 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 170 (90.9%) 

Number of censored cases, n (%) 17 (9.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 1.85 (0.26) 

   25th percentile 0.10 [0.07;0.10] 

   Median [95% CI] 0.23 [0.13;0.36] 

   75th percentile 1.90 [1.08;2.89] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 170/187 (90.9%) 0.23 [0.13;0.36] 

Baseline cytogenetics 

Standard Risk 114/125 (91.2%) 0.23 [0.13;0.72] 

High-Risk 40/44 (90.9%) 0.23 [0.10;0.36] 

Baseline bone marrow plasma cells 

<50% 123/133 (92.5%) 0.23 [0.13;0.53] 

>=50% 34/37 (91.9%) 0.13 [0.07;0.46] 

Prior stem cell transplant 

Yes 131/140 (93.6%) 0.21 [0.13;0.46] 

No 39/47 (83.0%) 0.23 [0.10;0.76] 

Disease Stage 

1-2 130/143 (90.9%) 0.26 [0.13;0.53] 

3 31/34 (91.2%) 0.20 [0.10;0.33] 

Number of prior lines 

<=5 87/96 (90.6%) 0.23 [0.13;0.56] 

> 5 83/91 (91.2%) 0.16 [0.10;0.49] 

Type of myeloma 

IgG 99/106 (93.4%) 0.16 [0.10;0.33] 

non-IgG 25/29 (86.2%) 0.53 [0.13;1.84] 

Light chain only 32/34 (94.1%) 0.25 [0.10;2.37] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 66/71 (93.0%) 0.23 [0.13;0.56] 

>=65 104/116 (89.7%) 0.23 [0.13;0.46] 

Age group 2 

<75 138/151 (91.4%) 0.26 [0.16;0.56] 

>=75 32/36 (88.9%) 0.10 [0.07;0.20] 

Sex 

Male 88/98 (89.8%) 0.25 [0.13;0.56] 

Female 82/89 (92.1%) 0.16 [0.13;0.33] 

Geographic region 

North America 86/95 (90.5%) 0.16 [0.10;0.53] 

Europe 64/71 (90.1%) 0.23 [0.13;0.43] 

Asia 12/12 (100.0%) 0.26 [0.07;1.64] 

Other 8/9 (88.9%) 0.56 [0.07;10.15] 

Race 

White 106/116 (91.4%) 0.21 [0.10;0.53] 

Other 28/29 (96.6%) 0.26 [0.13;0.95] 

Renal function 

CrCl <= 60 mL/min 59/65 (90.8%) 0.16 [0.10;0.26] 

CrCl > 60 mL/min 111/122 (91.0%) 0.30 [0.13;0.53] 

Liver function 

Normal 139/155 (89.7%) 0.23 [0.16;0.53] 

Impaired 31/32 (96.9%) 0.10 [0.07;0.30] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 160/174 (92.0%) 0.20 [0.13;0.33] 

No 10/13 (76.9%) 0.72 [0.10;5.82] 

Penta refractory 

Yes 75/85 (88.2%) 0.23 [0.13;0.43] 

No 95/102 (93.1%) 0.21 [0.13;0.56] 

ECOG 

0 55/65 (84.6%) 0.30 [0.13;1.18] 

1-2 115/122 (94.3%) 0.18 [0.13;0.33] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 42 (22.5%) 

Number of censored cases, n (%) 145 (77.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.89 (0.36) 

   25th percentile 10.40 [4.90;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 42/187 (22.5%) NC 

Baseline cytogenetics 

Standard Risk 27/125 (21.6%) NC 

High-Risk 10/44 (22.7%) NYR [10.41;NE] 

Baseline bone marrow plasma cells 

<50% 30/133 (22.6%) NC 

>=50% 10/37 (27.0%) NYR [7.66;NE] 

Prior stem cell transplant 

Yes 33/140 (23.6%) NC 

No 9/47 (19.1%) NYR [12.16;NE] 

Disease Stage 

1-2 31/143 (21.7%) NC 

3 8/34 (23.5%) 13.37 [4.27;NE] 

Number of prior lines 

<=5 17/96 (17.7%) NC 

> 5 25/91 (27.5%) NYR [12.19;NE] 

Type of myeloma 

IgG 22/106 (20.8%) NC 

non-IgG 7/29 (24.1%) NYR [9.76;NE] 

Light chain only 7/34 (20.6%) NYR [12.19;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 17/71 (23.9%) NC 

>=65 25/116 (21.6%) NC 

Age group 2 

<75 30/151 (19.9%) NC 

>=75 12/36 (33.3%) 13.27 [8.54;NE] 

Sex 

Male 25/98 (25.5%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 16/95 (16.8%) NC 

Europe 22/71 (31.0%) NYR [12.16;NE] 

Asia 0/12 (0.0%) NC 

Other 4/9 (44.4%) NYR [0.30;NE] 

Race 

White 26/116 (22.4%) NC 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 16/65 (24.6%) NYR [13.27;NE] 

CrCl > 60 mL/min 26/122 (21.3%) NC 

Liver function 

Normal 33/155 (21.3%) NC 

Impaired 9/32 (28.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 42/174 (24.1%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 24/85 (28.2%) NYR [12.16;NE] 

No 18/102 (17.6%) NC 

ECOG 

0 13/65 (20.0%) NC 

1-2 29/122 (23.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 42 (22.5%) 

Number of censored cases, n (%) 145 (77.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.48 (0.42) 

   25th percentile 11.10 [7.66;13.37] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 197 of 663 

 TABLE 1003.6.1.5.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.1.5.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 42/187 (22.5%) NC 

Baseline cytogenetics 

Standard Risk 27/125 (21.6%) NC 

High-Risk 7/44 (15.9%) NYR [10.41;NE] 

Baseline bone marrow plasma cells 

<50% 28/133 (21.1%) NC 

>=50% 10/37 (27.0%) NYR [7.66;NE] 

Prior stem cell transplant 

Yes 32/140 (22.9%) NC 

No 10/47 (21.3%) NYR [11.10;NE] 

Disease Stage 

1-2 25/143 (17.5%) NC 

3 10/34 (29.4%) 11.53 [11.10;NE] 

Number of prior lines 

<=5 22/96 (22.9%) NYR [15.44;NE] 

> 5 20/91 (22.0%) NYR [12.16;NE] 

Type of myeloma 

IgG 28/106 (26.4%) NYR [15.44;NE] 

non-IgG 4/29 (13.8%) NYR [15.28;NE] 

Light chain only 7/34 (20.6%) NYR [12.09;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 13/71 (18.3%) NC 

>=65 29/116 (25.0%) NYR [13.37;NE] 

Age group 2 

<75 30/151 (19.9%) NC 

>=75 12/36 (33.3%) 11.10 [7.66;NE] 

Sex 

Male 24/98 (24.5%) NYR [13.37;NE] 

Female 18/89 (20.2%) NC 

Geographic region 

North America 17/95 (17.9%) NC 

Europe 24/71 (33.8%) 15.44 [11.10;NE] 

Asia 1/12 (8.3%) NC 

Other 0/9 (0.0%) NC 

Race 

White 23/116 (19.8%) NC 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 19/65 (29.2%) NYR [10.02;NE] 

CrCl > 60 mL/min 23/122 (18.9%) NC 

Liver function 

Normal 34/155 (21.9%) NC 

Impaired 8/32 (25.0%) NYR [11.53;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 41/174 (23.6%) NC 

No 1/13 (7.7%) NYR [5.82;NE] 

Penta refractory 

Yes 17/85 (20.0%) NYR [12.09;NE] 

No 25/102 (24.5%) NC 

ECOG 

0 10/65 (15.4%) NC 

1-2 32/122 (26.2%) NYR [13.37;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 187 (100.0%) 

Number of censored cases, n (%) 0 (0.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.10 (0.01) 

   25th percentile 0.00 [NE;NE] 

   Median [95% CI] 0.07 [0.03;0.07] 

   75th percentile 0.10 [0.07;0.10] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 187/187 (100.0%) 0.07 [0.03;0.07] 

Baseline cytogenetics 

Standard Risk 125/125 (100.0%) 0.07 [0.03;0.07] 

High-Risk 44/44 (100.0%) 0.07 [0.03;0.07] 

Baseline bone marrow plasma cells 

<50% 133/133 (100.0%) 0.07 [NE;NE] 

>=50% 37/37 (100.0%) 0.03 [0.03;0.07] 

Prior stem cell transplant 

Yes 140/140 (100.0%) 0.07 [0.03;0.07] 

No 47/47 (100.0%) 0.07 [0.03;0.07] 

Disease Stage 

1-2 143/143 (100.0%) 0.07 [0.03;0.07] 

3 34/34 (100.0%) 0.07 [0.03;0.10] 

Number of prior lines 

<=5 96/96 (100.0%) 0.07 [0.03;0.07] 

> 5 91/91 (100.0%) 0.07 [0.03;0.07] 

Type of myeloma 

IgG 106/106 (100.0%) 0.07 [0.03;0.07] 

non-IgG 29/29 (100.0%) 0.07 [0.07;0.10] 

Light chain only 34/34 (100.0%) 0.07 [0.03;0.07] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 71/71 (100.0%) 0.07 [0.03;0.07] 

>=65 116/116 (100.0%) 0.07 [0.03;0.07] 

Age group 2 

<75 151/151 (100.0%) 0.07 [0.03;0.07] 

>=75 36/36 (100.0%) 0.07 [0.03;0.07] 

Sex 

Male 98/98 (100.0%) 0.07 [0.03;0.07] 

Female 89/89 (100.0%) 0.07 [0.03;0.07] 

Geographic region 

North America 95/95 (100.0%) 0.03 [0.03;0.07] 

Europe 71/71 (100.0%) 0.07 [0.07;0.10] 

Asia 12/12 (100.0%) 0.07 [0.07;0.10] 

Other 9/9 (100.0%) 0.03 [0.03;0.07] 

Race 

White 116/116 (100.0%) 0.07 [0.03;0.07] 

Other 29/29 (100.0%) 0.07 [0.03;0.07] 

Renal function 

CrCl <= 60 mL/min 65/65 (100.0%) 0.07 [NE;NE] 

CrCl > 60 mL/min 122/122 (100.0%) 0.07 [0.03;0.07] 

Liver function 

Normal 155/155 (100.0%) 0.07 [NE;NE] 

Impaired 32/32 (100.0%) 0.03 [0.03;0.07] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 203 of 663 

 TABLE 1003.6.1.6.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.1.6.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) excluding progression events - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 174/174 (100.0%) 0.07 [0.03;0.07] 

No 13/13 (100.0%) 0.07 [0.03;0.10] 

Penta refractory 

Yes 85/85 (100.0%) 0.07 [0.03;0.07] 

No 102/102 (100.0%) 0.07 [0.03;0.07] 

ECOG 

0 65/65 (100.0%) 0.07 [NE;NE] 

1-2 122/122 (100.0%) 0.07 [0.03;0.07] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.7.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] excluding progression events - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 135 (72.2%) 

Number of censored cases, n (%) 52 (27.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.88 (0.51) 

   25th percentile 0.40 [0.26;0.59] 

   Median [95% CI] 2.99 [1.68;4.60] 

   75th percentile 12.20 [6.93;14.49] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 135/187 (72.2%) 2.99 [1.68;4.60] 

Baseline cytogenetics 

Standard Risk 90/125 (72.0%) 3.71 [1.84;5.13] 

High-Risk 30/44 (68.2%) 1.28 [0.36;6.08] 

Baseline bone marrow plasma cells 

<50% 99/133 (74.4%) 2.99 [1.68;5.22] 

>=50% 27/37 (73.0%) 1.08 [0.46;4.34] 

Prior stem cell transplant 

Yes 103/140 (73.6%) 2.17 [1.12;4.34] 

No 32/47 (68.1%) 4.57 [1.28;7.23] 

Disease Stage 

1-2 100/143 (69.9%) 3.32 [1.64;5.06] 

3 26/34 (76.5%) 1.68 [0.49;5.42] 

Number of prior lines 

<=5 70/96 (72.9%) 3.32 [1.35;4.63] 

> 5 65/91 (71.4%) 2.10 [0.92;5.22] 

Type of myeloma 

IgG 79/106 (74.5%) 2.10 [1.02;4.60] 

non-IgG 20/29 (69.0%) 1.84 [0.53;10.91] 

Light chain only 28/34 (82.4%) 4.34 [0.36;7.56] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 50/71 (70.4%) 3.71 [0.72;7.56] 

>=65 85/116 (73.3%) 2.99 [1.64;4.60] 

Age group 2 

<75 108/151 (71.5%) 2.99 [1.35;4.60] 

>=75 27/36 (75.0%) 2.99 [0.72;6.11] 

Sex 

Male 74/98 (75.5%) 2.17 [1.08;5.06] 

Female 61/89 (68.5%) 3.02 [1.15;5.26] 

Geographic region 

North America 62/95 (65.3%) 4.04 [1.58;6.51] 

Europe 58/71 (81.7%) 1.94 [0.89;4.34] 

Asia 7/12 (58.3%) 8.53 [0.20;NE] 

Other 8/9 (88.9%) 0.56 [0.03;14.52] 

Race 

White 86/116 (74.1%) 1.77 [0.76;4.04] 

Other 17/29 (58.6%) 7.23 [2.99;14.75] 

Renal function 

CrCl <= 60 mL/min 47/65 (72.3%) 4.21 [1.08;5.42] 

CrCl > 60 mL/min 88/122 (72.1%) 2.40 [1.15;5.06] 

Liver function 

Normal 114/155 (73.5%) 3.02 [1.68;4.63] 

Impaired 21/32 (65.6%) 2.10 [0.49;10.91] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 127/174 (73.0%) 2.99 [1.68;4.57] 

No 8/13 (61.5%) 5.06 [0.76;NE] 

Penta refractory 

Yes 56/85 (65.9%) 2.40 [0.79;5.13] 

No 79/102 (77.5%) 2.99 [1.58;5.42] 

ECOG 

0 41/65 (63.1%) 6.21 [2.10;12.09] 

1-2 94/122 (77.0%) 1.84 [1.02;3.32] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 170 (90.9%) 

Number of censored cases, n (%) 17 (9.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 1.85 (0.26) 

   25th percentile 0.10 [0.07;0.10] 

   Median [95% CI] 0.23 [0.13;0.36] 

   75th percentile 1.90 [1.08;2.89] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 170/187 (90.9%) 0.23 [0.13;0.36] 

Baseline cytogenetics 

Standard Risk 114/125 (91.2%) 0.23 [0.13;0.72] 

High-Risk 40/44 (90.9%) 0.23 [0.10;0.36] 

Baseline bone marrow plasma cells 

<50% 123/133 (92.5%) 0.23 [0.13;0.53] 

>=50% 34/37 (91.9%) 0.13 [0.07;0.46] 

Prior stem cell transplant 

Yes 131/140 (93.6%) 0.21 [0.13;0.46] 

No 39/47 (83.0%) 0.23 [0.10;0.76] 

Disease Stage 

1-2 130/143 (90.9%) 0.26 [0.13;0.53] 

3 31/34 (91.2%) 0.20 [0.10;0.33] 

Number of prior lines 

<=5 87/96 (90.6%) 0.23 [0.13;0.56] 

> 5 83/91 (91.2%) 0.16 [0.10;0.49] 

Type of myeloma 

IgG 99/106 (93.4%) 0.16 [0.10;0.33] 

non-IgG 25/29 (86.2%) 0.53 [0.13;1.84] 

Light chain only 32/34 (94.1%) 0.25 [0.10;2.37] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 66/71 (93.0%) 0.23 [0.13;0.56] 

>=65 104/116 (89.7%) 0.23 [0.13;0.46] 

Age group 2 

<75 138/151 (91.4%) 0.26 [0.16;0.56] 

>=75 32/36 (88.9%) 0.10 [0.07;0.20] 

Sex 

Male 88/98 (89.8%) 0.25 [0.13;0.56] 

Female 82/89 (92.1%) 0.16 [0.13;0.33] 

Geographic region 

North America 86/95 (90.5%) 0.16 [0.10;0.53] 

Europe 64/71 (90.1%) 0.23 [0.13;0.43] 

Asia 12/12 (100.0%) 0.26 [0.07;1.64] 

Other 8/9 (88.9%) 0.56 [0.07;10.15] 

Race 

White 106/116 (91.4%) 0.21 [0.10;0.53] 

Other 28/29 (96.6%) 0.26 [0.13;0.95] 

Renal function 

CrCl <= 60 mL/min 59/65 (90.8%) 0.16 [0.10;0.26] 

CrCl > 60 mL/min 111/122 (91.0%) 0.30 [0.13;0.53] 

Liver function 

Normal 139/155 (89.7%) 0.23 [0.16;0.53] 

Impaired 31/32 (96.9%) 0.10 [0.07;0.30] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 160/174 (92.0%) 0.20 [0.13;0.33] 

No 10/13 (76.9%) 0.72 [0.10;5.82] 

Penta refractory 

Yes 75/85 (88.2%) 0.23 [0.13;0.43] 

No 95/102 (93.1%) 0.21 [0.13;0.56] 

ECOG 

0 55/65 (84.6%) 0.30 [0.13;1.18] 

1-2 115/122 (94.3%) 0.18 [0.13;0.33] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 110 (58.8%) 

Number of censored cases, n (%) 77 (41.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.41 (0.03) 

   25th percentile 0.10 [NE;NE] 

   Median [95% CI] 0.16 [0.10;0.36] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 110/187 (58.8%) 0.16 [0.10;0.36] 

Baseline cytogenetics 

Standard Risk 72/125 (57.6%) 0.16 [0.10;NE] 

High-Risk 29/44 (65.9%) 0.13 [0.07;0.82] 

Baseline bone marrow plasma cells 

<50% 80/133 (60.2%) 0.16 [0.10;0.36] 

>=50% 24/37 (64.9%) 0.10 [0.07;NE] 

Prior stem cell transplant 

Yes 86/140 (61.4%) 0.16 [0.10;0.30] 

No 24/47 (51.1%) 0.36 [0.10;NE] 

Disease Stage 

1-2 86/143 (60.1%) 0.13 [0.10;0.36] 

3 18/34 (52.9%) 0.31 [0.16;NE] 

Number of prior lines 

<=5 58/96 (60.4%) 0.16 [0.10;0.36] 

> 5 52/91 (57.1%) 0.20 [0.10;NE] 

Type of myeloma 

IgG 62/106 (58.5%) 0.20 [0.10;NE] 

non-IgG 18/29 (62.1%) 0.20 [0.10;NE] 

Light chain only 23/34 (67.6%) 0.10 [0.07;0.30] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 44/71 (62.0%) 0.20 [0.10;0.56] 

>=65 66/116 (56.9%) 0.16 [0.10;NE] 

Age group 2 

<75 93/151 (61.6%) 0.16 [0.10;0.30] 

>=75 17/36 (47.2%) NYR [0.10;NE] 

Sex 

Male 54/98 (55.1%) 0.18 [0.13;NE] 

Female 56/89 (62.9%) 0.13 [0.10;0.36] 

Geographic region 

North America 60/95 (63.2%) 0.10 [0.07;0.23] 

Europe 36/71 (50.7%) 0.82 [0.16;NE] 

Asia 7/12 (58.3%) 0.12 [0.07;NE] 

Other 7/9 (77.8%) 0.10 [0.03;NE] 

Race 

White 69/116 (59.5%) 0.18 [0.10;0.82] 

Other 17/29 (58.6%) 0.10 [0.07;NE] 

Renal function 

CrCl <= 60 mL/min 41/65 (63.1%) 0.16 [0.10;0.82] 

CrCl > 60 mL/min 69/122 (56.6%) 0.20 [0.10;NE] 

Liver function 

Normal 93/155 (60.0%) 0.16 [0.10;0.30] 

Impaired 17/32 (53.1%) 0.34 [0.07;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 103/174 (59.2%) 0.16 [0.10;0.33] 

No 7/13 (53.8%) 0.36 [0.10;NE] 

Penta refractory 

Yes 45/85 (52.9%) 0.33 [0.13;NE] 

No 65/102 (63.7%) 0.10 [0.10;0.23] 

ECOG 

0 38/65 (58.5%) 0.26 [0.10;NE] 

1-2 72/122 (59.0%) 0.15 [0.10;0.82] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.10.1. Analysis of adverse events - Adverse Event of Special Interest: Cytokine Release Syndrome (CRS) - Serious Adverse Events - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 23 (12.3%) 

Number of censored cases, n (%) 164 (87.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.40 (0.11) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 23/187 (12.3%) NC 

Baseline cytogenetics 

Standard Risk 11/125 (8.8%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 6/34 (17.6%) NC 

Number of prior lines 

<=5 14/96 (14.6%) NC 

> 5 9/91 (9.9%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 5/29 (17.2%) NC 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/71 (11.3%) NC 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 17/151 (11.3%) NC 

>=75 6/36 (16.7%) NC 

Sex 

Male 11/98 (11.2%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 15/95 (15.8%) NC 

Europe 4/71 (5.6%) NC 

Asia 2/12 (16.7%) NYR [0.20;NE] 

Other 2/9 (22.2%) NYR [0.16;NE] 

Race 

White 16/116 (13.8%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NC 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 21/155 (13.5%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.10.2. Analysis of adverse events - Adverse Event of Special Interest: Cytokine Release Syndrome (CRS) - Serious Adverse Events - by subgroups - 

Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 22/174 (12.6%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 16/122 (13.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.11.1. Analysis of adverse events - Adverse Event of Special Interest: Cytokine Release Syndrome (CRS) - Severe (grade >=3) Adverse Events - Safety 

Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 1 (0.5%) 

Number of censored cases, n (%) 186 (99.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.10 (.) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.1.11.2. Analysis of adverse events - Adverse Event of Special Interest: Cytokine Release Syndrome (CRS) - Severe (grade >=3) Adverse Events - by 

subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 1/187 (0.5%) NC 

Baseline cytogenetics 

Standard Risk 1/125 (0.8%) NC 

High-Risk 0/44 (0.0%) NC 

Baseline bone marrow plasma cells 

<50% 1/133 (0.8%) NC 

>=50% 0/37 (0.0%) NC 

Prior stem cell transplant 

Yes 1/140 (0.7%) NC 

No 0/47 (0.0%) NC 

Disease Stage 

1-2 1/143 (0.7%) NC 

3 0/34 (0.0%) NC 

Number of prior lines 

<=5 0/96 (0.0%) NC 

> 5 1/91 (1.1%) NC 

Type of myeloma 

IgG 1/106 (0.9%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.11.2. Analysis of adverse events - Adverse Event of Special Interest: Cytokine Release Syndrome (CRS) - Severe (grade >=3) Adverse Events - by 

subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 0/71 (0.0%) NC 

>=65 1/116 (0.9%) NC 

Age group 2 

<75 1/151 (0.7%) NC 

>=75 0/36 (0.0%) NC 

Sex 

Male 0/98 (0.0%) NC 

Female 1/89 (1.1%) NC 

Geographic region 

North America 1/95 (1.1%) NC 

Europe 0/71 (0.0%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 1/116 (0.9%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 0/65 (0.0%) NC 

CrCl > 60 mL/min 1/122 (0.8%) NC 

Liver function 

Normal 1/155 (0.6%) NC 

Impaired 0/32 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.11.2. Analysis of adverse events - Adverse Event of Special Interest: Cytokine Release Syndrome (CRS) - Severe (grade >=3) Adverse Events - by 

subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 1/174 (0.6%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 1/85 (1.2%) NC 

No 0/102 (0.0%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 0/122 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.1.12.1. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 8 (4.3%) 

Number of censored cases, n (%) 179 (95.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.79 (0.01) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.1.12.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - by 

subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 8/187 (4.3%) NC 

Baseline cytogenetics 

Standard Risk 5/125 (4.0%) NC 

High-Risk 1/44 (2.3%) NC 

Baseline bone marrow plasma cells 

<50% 5/133 (3.8%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 5/140 (3.6%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 5/143 (3.5%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 5/96 (5.2%) NC 

> 5 3/91 (3.3%) NC 

Type of myeloma 

IgG 4/106 (3.8%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.12.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - by 

subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 2/71 (2.8%) NC 

>=65 6/116 (5.2%) NC 

Age group 2 

<75 6/151 (4.0%) NC 

>=75 2/36 (5.6%) NC 

Sex 

Male 3/98 (3.1%) NC 

Female 5/89 (5.6%) NC 

Geographic region 

North America 5/95 (5.3%) NC 

Europe 2/71 (2.8%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.10;NE] 

Race 

White 6/116 (5.2%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 4/122 (3.3%) NC 

Liver function 

Normal 5/155 (3.2%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.1.12.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - by 

subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 7/174 (4.0%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 3/85 (3.5%) NC 

No 5/102 (4.9%) NC 

ECOG 

0 2/65 (3.1%) NC 

1-2 6/122 (4.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.1.13.1. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Serious 

Adverse Events - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 2 (1.1%) 

Number of censored cases, n (%) 185 (98.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.46 (0.00) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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Adverse Events - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 2/187 (1.1%) NC 

Baseline cytogenetics 

Standard Risk 1/125 (0.8%) NC 

High-Risk 0/44 (0.0%) NC 

Baseline bone marrow plasma cells 

<50% 0/133 (0.0%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 1/140 (0.7%) NC 

No 1/47 (2.1%) NC 

Disease Stage 

1-2 0/143 (0.0%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 1/96 (1.0%) NC 

> 5 1/91 (1.1%) NC 

Type of myeloma 

IgG 1/106 (0.9%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 1/116 (0.9%) NC 

Age group 2 

<75 1/151 (0.7%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 0/98 (0.0%) NC 

Female 2/89 (2.2%) NC 

Geographic region 

North America 1/95 (1.1%) NC 

Europe 1/71 (1.4%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 2/116 (1.7%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 1/65 (1.5%) NC 

CrCl > 60 mL/min 1/122 (0.8%) NC 

Liver function 

Normal 1/155 (0.6%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.13.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Serious 

Adverse Events - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 2/174 (1.1%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 1/85 (1.2%) NC 

No 1/102 (1.0%) NC 

ECOG 

0 0/65 (0.0%) NC 

1-2 2/122 (1.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.14.1. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Severe 

(grade >=3) Adverse Events - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 2 (1.1%) 

Number of censored cases, n (%) 185 (98.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.46 (0.00) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.1.14.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Severe 

(grade >=3) Adverse Events - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 2/187 (1.1%) NC 

Baseline cytogenetics 

Standard Risk 1/125 (0.8%) NC 

High-Risk 0/44 (0.0%) NC 

Baseline bone marrow plasma cells 

<50% 0/133 (0.0%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 1/140 (0.7%) NC 

No 1/47 (2.1%) NC 

Disease Stage 

1-2 0/143 (0.0%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 1/96 (1.0%) NC 

> 5 1/91 (1.1%) NC 

Type of myeloma 

IgG 1/106 (0.9%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.14.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Severe 

(grade >=3) Adverse Events - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 1/116 (0.9%) NC 

Age group 2 

<75 1/151 (0.7%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 0/98 (0.0%) NC 

Female 2/89 (2.2%) NC 

Geographic region 

North America 1/95 (1.1%) NC 

Europe 1/71 (1.4%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 2/116 (1.7%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 1/65 (1.5%) NC 

CrCl > 60 mL/min 1/122 (0.8%) NC 

Liver function 

Normal 1/155 (0.6%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.14.2. Analysis of adverse events - Adverse Event of Special Interest: Immune effector Cell-Associated Neurotoxicity Syndrome (ICANS) - Severe 

(grade >=3) Adverse Events - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 2/174 (1.1%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 1/85 (1.2%) NC 

No 1/102 (1.0%) NC 

ECOG 

0 0/65 (0.0%) NC 

1-2 2/122 (1.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.15.1. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 39 (20.9%) 

Number of censored cases, n (%) 148 (79.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.57 (0.57) 

   25th percentile 7.80 [4.07;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.1.15.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 39/187 (20.9%) NC 

Baseline cytogenetics 

Standard Risk 27/125 (21.6%) NC 

High-Risk 7/44 (15.9%) NYR [10.25;NE] 

Baseline bone marrow plasma cells 

<50% 29/133 (21.8%) NC 

>=50% 7/37 (18.9%) NYR [10.25;NE] 

Prior stem cell transplant 

Yes 27/140 (19.3%) NC 

No 12/47 (25.5%) NYR [5.82;NE] 

Disease Stage 

1-2 34/143 (23.8%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 20/96 (20.8%) NC 

> 5 19/91 (20.9%) NYR [11.99;NE] 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 9/29 (31.0%) NYR [4.07;NE] 

Light chain only 8/34 (23.5%) NYR [10.25;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 29/116 (25.0%) NYR [17.54;NE] 

Age group 2 

<75 31/151 (20.5%) NC 

>=75 8/36 (22.2%) NYR [5.82;NE] 

Sex 

Male 23/98 (23.5%) NYR [11.99;NE] 

Female 16/89 (18.0%) NC 

Geographic region 

North America 18/95 (18.9%) NC 

Europe 18/71 (25.4%) NYR [10.45;NE] 

Asia 1/12 (8.3%) NYR [4.67;NE] 

Other 2/9 (22.2%) NYR [0.13;NE] 

Race 

White 25/116 (21.6%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NYR [10.45;NE] 

CrCl > 60 mL/min 28/122 (23.0%) NC 

Liver function 

Normal 33/155 (21.3%) NC 

Impaired 6/32 (18.8%) NYR [7.82;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.15.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 35/174 (20.1%) NC 

No 4/13 (30.8%) NYR [1.68;NE] 

Penta refractory 

Yes 17/85 (20.0%) NC 

No 22/102 (21.6%) NC 

ECOG 

0 14/65 (21.5%) NC 

1-2 25/122 (20.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.16.1. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Serious Adverse Events - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 2 (1.1%) 

Number of censored cases, n (%) 185 (98.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 1.94 (0.00) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.1.16.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Serious Adverse Events - by subgroups - Safety 

Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 2/187 (1.1%) NC 

Baseline cytogenetics 

Standard Risk 2/125 (1.6%) NC 

High-Risk 0/44 (0.0%) NC 

Baseline bone marrow plasma cells 

<50% 1/133 (0.8%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 1/140 (0.7%) NC 

No 1/47 (2.1%) NC 

Disease Stage 

1-2 2/143 (1.4%) NC 

3 0/34 (0.0%) NC 

Number of prior lines 

<=5 1/96 (1.0%) NC 

> 5 1/91 (1.1%) NC 

Type of myeloma 

IgG 2/106 (1.9%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 0/71 (0.0%) NC 

>=65 2/116 (1.7%) NC 

Age group 2 

<75 1/151 (0.7%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 1/98 (1.0%) NC 

Female 1/89 (1.1%) NC 

Geographic region 

North America 1/95 (1.1%) NC 

Europe 1/71 (1.4%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 1/116 (0.9%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 1/65 (1.5%) NC 

CrCl > 60 mL/min 1/122 (0.8%) NC 

Liver function 

Normal 1/155 (0.6%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.16.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Serious Adverse Events - by subgroups - Safety 

Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 1/174 (0.6%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 0/85 (0.0%) NC 

No 2/102 (2.0%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 1/122 (0.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.17.1. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Severe (grade >=3) Adverse Events - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 3 (1.6%) 

Number of censored cases, n (%) 184 (98.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.99 (0.05) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.1.17.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Severe (grade >=3) Adverse Events - by subgroups 

- Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 3/187 (1.6%) NC 

Baseline cytogenetics 

Standard Risk 3/125 (2.4%) NC 

High-Risk 0/44 (0.0%) NC 

Baseline bone marrow plasma cells 

<50% 2/133 (1.5%) NC 

>=50% 0/37 (0.0%) NC 

Prior stem cell transplant 

Yes 2/140 (1.4%) NC 

No 1/47 (2.1%) NC 

Disease Stage 

1-2 2/143 (1.4%) NC 

3 0/34 (0.0%) NC 

Number of prior lines 

<=5 3/96 (3.1%) NC 

> 5 0/91 (0.0%) NC 

Type of myeloma 

IgG 2/106 (1.9%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.17.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Severe (grade >=3) Adverse Events - by subgroups 

- Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 0/71 (0.0%) NC 

>=65 3/116 (2.6%) NC 

Age group 2 

<75 2/151 (1.3%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 2/98 (2.0%) NC 

Female 1/89 (1.1%) NC 

Geographic region 

North America 0/95 (0.0%) NC 

Europe 3/71 (4.2%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 0/116 (0.0%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 1/65 (1.5%) NC 

CrCl > 60 mL/min 2/122 (1.6%) NC 

Liver function 

Normal 3/155 (1.9%) NC 

Impaired 0/32 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.1.17.2. Analysis of adverse events - Adverse Event of Special Interest: Any Peripheral neuropathy - Severe (grade >=3) Adverse Events - by subgroups 

- Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 3/174 (1.7%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 1/85 (1.2%) NC 

No 2/102 (2.0%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 2/122 (1.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.1.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Blood and lymphatic system disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 138 (73.8%) 

Number of censored cases, n (%) 49 (26.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 3.18 (0.33) 

   25th percentile 0.10 [0.07;0.10] 

   Median [95% CI] 0.49 [0.16;0.82] 

   75th percentile 6.00 [3.71;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 249 of 663 

 TABLE 1003.6.2.1.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.1.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Blood and lymphatic system disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 138/187 (73.8%) 0.49 [0.16;0.82] 

Baseline cytogenetics 

Standard Risk 92/125 (73.6%) 0.56 [0.13;1.18] 

High-Risk 32/44 (72.7%) 0.51 [0.20;2.37] 

Baseline bone marrow plasma cells 

<50% 99/133 (74.4%) 0.72 [0.16;1.18] 

>=50% 26/37 (70.3%) 0.10 [0.10;0.76] 

Prior stem cell transplant 

Yes 105/140 (75.0%) 0.54 [0.16;0.99] 

No 33/47 (70.2%) 0.26 [0.10;1.18] 

Disease Stage 

1-2 102/143 (71.3%) 0.72 [0.16;1.18] 

3 28/34 (82.4%) 0.23 [0.10;0.72] 

Number of prior lines 

<=5 71/96 (74.0%) 0.33 [0.13;1.18] 

> 5 67/91 (73.6%) 0.62 [0.16;1.02] 

Type of myeloma 

IgG 83/106 (78.3%) 0.21 [0.13;0.72] 

non-IgG 20/29 (69.0%) 0.72 [0.13;4.27] 

Light chain only 22/34 (64.7%) 2.37 [0.26;7.43] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 55/71 (77.5%) 0.20 [0.13;0.72] 

>=65 83/116 (71.6%) 0.72 [0.16;1.54] 

Age group 2 

<75 110/151 (72.8%) 0.72 [0.23;1.28] 

>=75 28/36 (77.8%) 0.10 [0.10;0.43] 

Sex 

Male 73/98 (74.5%) 0.51 [0.13;1.15] 

Female 65/89 (73.0%) 0.49 [0.13;1.18] 

Geographic region 

North America 67/95 (70.5%) 0.69 [0.13;1.61] 

Europe 57/71 (80.3%) 0.20 [0.13;1.02] 

Asia 7/12 (58.3%) 2.92 [0.26;NE] 

Other 7/9 (77.8%) 0.16 [0.07;3.71] 

Race 

White 86/116 (74.1%) 0.66 [0.13;1.02] 

Other 18/29 (62.1%) 1.18 [0.16;NE] 

Renal function 

CrCl <= 60 mL/min 48/65 (73.8%) 0.23 [0.10;1.15] 

CrCl > 60 mL/min 90/122 (73.8%) 0.54 [0.13;1.18] 

Liver function 

Normal 110/155 (71.0%) 0.69 [0.16;1.18] 

Impaired 28/32 (87.5%) 0.13 [0.10;0.72] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 130/174 (74.7%) 0.41 [0.13;0.79] 

No 8/13 (61.5%) 1.45 [0.10;NE] 

Penta refractory 

Yes 64/85 (75.3%) 0.26 [0.13;0.72] 

No 74/102 (72.5%) 0.71 [0.13;1.61] 

ECOG 

0 44/65 (67.7%) 1.18 [0.13;4.44] 

1-2 94/122 (77.0%) 0.35 [0.13;0.72] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 100 (53.5%) 

Number of censored cases, n (%) 87 (46.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 5.38 (0.38) 

   25th percentile 0.10 [0.10;0.30] 

   Median [95% CI] 3.71 [0.95;10.87] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 100/187 (53.5%) 3.71 [0.95;10.87] 

Baseline cytogenetics 

Standard Risk 66/125 (52.8%) 4.27 [1.02;NE] 

High-Risk 22/44 (50.0%) 6.05 [0.53;NE] 

Baseline bone marrow plasma cells 

<50% 69/133 (51.9%) 6.05 [1.18;NE] 

>=50% 21/37 (56.8%) 0.30 [0.10;NE] 

Prior stem cell transplant 

Yes 75/140 (53.6%) 3.71 [0.79;NE] 

No 25/47 (53.2%) 6.47 [0.26;NE] 

Disease Stage 

1-2 72/143 (50.3%) 6.11 [1.22;NE] 

3 25/34 (73.5%) 0.44 [0.10;1.15] 

Number of prior lines 

<=5 50/96 (52.1%) 4.63 [0.72;NE] 

> 5 50/91 (54.9%) 1.81 [0.72;NE] 

Type of myeloma 

IgG 65/106 (61.3%) 1.08 [0.69;6.11] 

non-IgG 13/29 (44.8%) 10.87 [0.49;NE] 

Light chain only 12/34 (35.3%) NYR [1.02;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 40/71 (56.3%) 1.81 [0.30;NE] 

>=65 60/116 (51.7%) 4.27 [0.95;NE] 

Age group 2 

<75 77/151 (51.0%) 6.05 [1.15;NE] 

>=75 23/36 (63.9%) 0.56 [0.10;6.87] 

Sex 

Male 49/98 (50.0%) 6.05 [1.02;NE] 

Female 51/89 (57.3%) 1.61 [0.49;10.87] 

Geographic region 

North America 50/95 (52.6%) 3.71 [0.72;NE] 

Europe 44/71 (62.0%) 1.15 [0.46;6.47] 

Asia 2/12 (16.7%) NYR [1.81;NE] 

Other 4/9 (44.4%) NYR [0.07;NE] 

Race 

White 65/116 (56.0%) 1.22 [0.72;NE] 

Other 10/29 (34.5%) NYR [3.71;NE] 

Renal function 

CrCl <= 60 mL/min 43/65 (66.2%) 0.72 [0.20;2.23] 

CrCl > 60 mL/min 57/122 (46.7%) 10.87 [2.99;NE] 

Liver function 

Normal 82/155 (52.9%) 4.27 [0.95;NE] 

Impaired 18/32 (56.3%) 1.22 [0.13;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 94/174 (54.0%) 3.71 [0.95;10.87] 

No 6/13 (46.2%) NYR [0.10;NE] 

Penta refractory 

Yes 44/85 (51.8%) 6.87 [0.72;NE] 

No 56/102 (54.9%) 4.27 [0.95;NE] 

ECOG 

0 29/65 (44.6%) NYR [1.18;NE] 

1-2 71/122 (58.2%) 1.61 [0.72;6.11] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 28 (15.0%) 

Number of censored cases, n (%) 159 (85.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 2.42 (0.07) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 28/187 (15.0%) NC 

Baseline cytogenetics 

Standard Risk 20/125 (16.0%) NC 

High-Risk 4/44 (9.1%) NC 

Baseline bone marrow plasma cells 

<50% 24/133 (18.0%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 20/140 (14.3%) NC 

No 8/47 (17.0%) NC 

Disease Stage 

1-2 21/143 (14.7%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 14/96 (14.6%) NC 

> 5 14/91 (15.4%) NC 

Type of myeloma 

IgG 15/106 (14.2%) NC 

non-IgG 6/29 (20.7%) NC 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/71 (11.3%) NC 

>=65 20/116 (17.2%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 9/36 (25.0%) NC 

Sex 

Male 17/98 (17.3%) NC 

Female 11/89 (12.4%) NC 

Geographic region 

North America 10/95 (10.5%) NC 

Europe 18/71 (25.4%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 12/116 (10.3%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 19/122 (15.6%) NC 

Liver function 

Normal 22/155 (14.2%) NC 

Impaired 6/32 (18.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 27/174 (15.5%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 13/85 (15.3%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 11/65 (16.9%) NC 

1-2 17/122 (13.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 58 (31.0%) 

Number of censored cases, n (%) 129 (69.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.60 (0.65) 

   25th percentile 2.80 [1.91;6.14] 

   Median [95% CI] NYR [9.23;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 58/187 (31.0%) NYR [9.23;NE] 

Baseline cytogenetics 

Standard Risk 44/125 (35.2%) 17.64 [7.43;NE] 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 44/133 (33.1%) NYR [7.43;NE] 

>=50% 8/37 (21.6%) NYR [17.64;NE] 

Prior stem cell transplant 

Yes 45/140 (32.1%) 17.64 [8.31;NE] 

No 13/47 (27.7%) NYR [6.14;NE] 

Disease Stage 

1-2 49/143 (34.3%) NYR [6.60;NE] 

3 5/34 (14.7%) 14.55 [7.43;NE] 

Number of prior lines 

<=5 34/96 (35.4%) NYR [6.60;NE] 

> 5 24/91 (26.4%) 17.64 [6.51;NE] 

Type of myeloma 

IgG 36/106 (34.0%) 17.64 [9.23;NE] 

non-IgG 5/29 (17.2%) NC 

Light chain only 11/34 (32.4%) 9.26 [6.14;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 21/71 (29.6%) NYR [9.23;NE] 

>=65 37/116 (31.9%) NYR [6.60;NE] 

Age group 2 

<75 50/151 (33.1%) NYR [8.31;NE] 

>=75 8/36 (22.2%) 14.55 [6.60;NE] 

Sex 

Male 31/98 (31.6%) 17.64 [6.51;NE] 

Female 27/89 (30.3%) NYR [9.26;NE] 

Geographic region 

North America 25/95 (26.3%) NYR [14.55;NE] 

Europe 25/71 (35.2%) 9.23 [4.44;NE] 

Asia 4/12 (33.3%) NYR [0.72;NE] 

Other 4/9 (44.4%) 6.51 [0.26;NE] 

Race 

White 37/116 (31.9%) NYR [6.60;NE] 

Other 7/29 (24.1%) NYR [17.64;NE] 

Renal function 

CrCl <= 60 mL/min 15/65 (23.1%) 17.64 [14.55;NE] 

CrCl > 60 mL/min 43/122 (35.2%) NYR [6.14;NE] 

Liver function 

Normal 51/155 (32.9%) 17.64 [9.23;NE] 

Impaired 7/32 (21.9%) NYR [5.13;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 54/174 (31.0%) NYR [9.23;NE] 

No 4/13 (30.8%) NYR [1.91;NE] 

Penta refractory 

Yes 28/85 (32.9%) 9.23 [4.67;NE] 

No 30/102 (29.4%) NYR [14.55;NE] 

ECOG 

0 23/65 (35.4%) NYR [5.13;NE] 

1-2 35/122 (28.7%) 17.64 [9.26;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 41 (21.9%) 

Number of censored cases, n (%) 146 (78.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.67 (0.35) 

   25th percentile 9.20 [3.68;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 41/187 (21.9%) NC 

Baseline cytogenetics 

Standard Risk 27/125 (21.6%) NC 

High-Risk 11/44 (25.0%) NC 

Baseline bone marrow plasma cells 

<50% 31/133 (23.3%) NC 

>=50% 8/37 (21.6%) NC 

Prior stem cell transplant 

Yes 33/140 (23.6%) NC 

No 8/47 (17.0%) NYR [12.16;NE] 

Disease Stage 

1-2 29/143 (20.3%) NC 

3 8/34 (23.5%) NYR [7.39;NE] 

Number of prior lines 

<=5 21/96 (21.9%) NC 

> 5 20/91 (22.0%) NC 

Type of myeloma 

IgG 24/106 (22.6%) NC 

non-IgG 8/29 (27.6%) NYR [7.52;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 21/71 (29.6%) NC 

>=65 20/116 (17.2%) NC 

Age group 2 

<75 34/151 (22.5%) NC 

>=75 7/36 (19.4%) NYR [6.90;NE] 

Sex 

Male 26/98 (26.5%) NC 

Female 15/89 (16.9%) NC 

Geographic region 

North America 11/95 (11.6%) NC 

Europe 25/71 (35.2%) NYR [7.52;NE] 

Asia 2/12 (16.7%) NYR [0.49;NE] 

Other 3/9 (33.3%) NYR [0.07;NE] 

Race 

White 16/116 (13.8%) NC 

Other 5/29 (17.2%) NC 

Renal function 

CrCl <= 60 mL/min 13/65 (20.0%) NC 

CrCl > 60 mL/min 28/122 (23.0%) NC 

Liver function 

Normal 33/155 (21.3%) NC 

Impaired 8/32 (25.0%) NYR [7.39;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 40/174 (23.0%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 22/85 (25.9%) NC 

No 19/102 (18.6%) NC 

ECOG 

0 18/65 (27.7%) NC 

1-2 23/122 (18.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 40 (21.4%) 

Number of censored cases, n (%) 147 (78.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.74 (0.54) 

   25th percentile 10.50 [2.69;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 40/187 (21.4%) NC 

Baseline cytogenetics 

Standard Risk 30/125 (24.0%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 27/133 (20.3%) NC 

>=50% 10/37 (27.0%) NC 

Prior stem cell transplant 

Yes 29/140 (20.7%) NC 

No 11/47 (23.4%) NC 

Disease Stage 

1-2 30/143 (21.0%) NC 

3 7/34 (20.6%) NC 

Number of prior lines 

<=5 19/96 (19.8%) NC 

> 5 21/91 (23.1%) NC 

Type of myeloma 

IgG 22/106 (20.8%) NC 

non-IgG 6/29 (20.7%) NC 

Light chain only 11/34 (32.4%) NYR [8.97;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 15/71 (21.1%) NC 

>=65 25/116 (21.6%) NC 

Age group 2 

<75 33/151 (21.9%) NC 

>=75 7/36 (19.4%) NYR [8.25;NE] 

Sex 

Male 20/98 (20.4%) NC 

Female 20/89 (22.5%) NC 

Geographic region 

North America 28/95 (29.5%) NYR [17.51;NE] 

Europe 7/71 (9.9%) NC 

Asia 3/12 (25.0%) NYR [0.76;NE] 

Other 2/9 (22.2%) NYR [0.13;NE] 

Race 

White 28/116 (24.1%) NC 

Other 7/29 (24.1%) NC 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NC 

CrCl > 60 mL/min 29/122 (23.8%) NC 

Liver function 

Normal 32/155 (20.6%) NC 

Impaired 8/32 (25.0%) NYR [8.57;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 36/174 (20.7%) NC 

No 4/13 (30.8%) NYR [0.72;NE] 

Penta refractory 

Yes 21/85 (24.7%) NC 

No 19/102 (18.6%) NC 

ECOG 

0 14/65 (21.5%) NC 

1-2 26/122 (21.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 272 of 663 

 TABLE 1003.6.2.7.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.7.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Eye disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 35 (18.7%) 

Number of censored cases, n (%) 152 (81.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.36 (0.45) 

   25th percentile 15.20 [6.70;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 35/187 (18.7%) NC 

Baseline cytogenetics 

Standard Risk 24/125 (19.2%) NC 

High-Risk 9/44 (20.5%) NYR [15.24;NE] 

Baseline bone marrow plasma cells 

<50% 23/133 (17.3%) NC 

>=50% 12/37 (32.4%) 15.24 [2.60;NE] 

Prior stem cell transplant 

Yes 28/140 (20.0%) NC 

No 7/47 (14.9%) NC 

Disease Stage 

1-2 32/143 (22.4%) NC 

3 1/34 (2.9%) NC 

Number of prior lines 

<=5 18/96 (18.8%) NC 

> 5 17/91 (18.7%) NC 

Type of myeloma 

IgG 21/106 (19.8%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 12/34 (35.3%) NYR [4.37;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 13/71 (18.3%) NC 

>=65 22/116 (19.0%) NC 

Age group 2 

<75 29/151 (19.2%) NC 

>=75 6/36 (16.7%) NYR [6.70;NE] 

Sex 

Male 17/98 (17.3%) NC 

Female 18/89 (20.2%) NC 

Geographic region 

North America 22/95 (23.2%) NC 

Europe 5/71 (7.0%) NC 

Asia 3/12 (25.0%) NYR [0.20;NE] 

Other 5/9 (55.6%) 3.81 [0.33;9.72] 

Race 

White 25/116 (21.6%) NC 

Other 6/29 (20.7%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 26/122 (21.3%) NC 

Liver function 

Normal 31/155 (20.0%) NC 

Impaired 4/32 (12.5%) NYR [10.68;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 32/174 (18.4%) NC 

No 3/13 (23.1%) NYR [0.92;NE] 

Penta refractory 

Yes 15/85 (17.6%) NYR [15.24;NE] 

No 20/102 (19.6%) NC 

ECOG 

0 10/65 (15.4%) NC 

1-2 25/122 (20.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 129 (69.0%) 

Number of censored cases, n (%) 58 (31.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 3.96 (0.39) 

   25th percentile 0.20 [0.13;0.33] 

   Median [95% CI] 1.41 [0.82;2.33] 

   75th percentile 6.50 [4.80;12.42] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 129/187 (69.0%) 1.41 [0.82;2.33] 

Baseline cytogenetics 

Standard Risk 88/125 (70.4%) 1.41 [0.76;2.79] 

High-Risk 28/44 (63.6%) 2.07 [0.36;5.29] 

Baseline bone marrow plasma cells 

<50% 97/133 (72.9%) 0.99 [0.56;1.97] 

>=50% 20/37 (54.1%) 6.01 [1.41;9.56] 

Prior stem cell transplant 

Yes 96/140 (68.6%) 1.41 [0.76;2.46] 

No 33/47 (70.2%) 1.41 [0.36;3.58] 

Disease Stage 

1-2 102/143 (71.3%) 1.25 [0.56;2.33] 

3 19/34 (55.9%) 2.23 [0.95;6.47] 

Number of prior lines 

<=5 69/96 (71.9%) 2.07 [0.99;3.58] 

> 5 60/91 (65.9%) 1.02 [0.39;2.79] 

Type of myeloma 

IgG 77/106 (72.6%) 1.31 [0.76;2.23] 

non-IgG 21/29 (72.4%) 0.79 [0.30;2.79] 

Light chain only 22/34 (64.7%) 1.87 [0.30;8.15] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 278 of 663 

 TABLE 1003.6.2.8.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.8.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Gastrointestinal disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 49/71 (69.0%) 0.99 [0.43;2.33] 

>=65 80/116 (69.0%) 1.71 [0.76;3.32] 

Age group 2 

<75 105/151 (69.5%) 1.38 [0.76;2.33] 

>=75 24/36 (66.7%) 1.81 [0.33;6.18] 

Sex 

Male 63/98 (64.3%) 1.41 [0.59;2.46] 

Female 66/89 (74.2%) 1.41 [0.76;3.58] 

Geographic region 

North America 69/95 (72.6%) 1.02 [0.33;1.97] 

Europe 47/71 (66.2%) 2.07 [0.99;4.24] 

Asia 5/12 (41.7%) 9.56 [0.23;NE] 

Other 8/9 (88.9%) 0.26 [0.07;6.60] 

Race 

White 84/116 (72.4%) 1.00 [0.49;2.07] 

Other 14/29 (48.3%) 9.56 [0.23;NE] 

Renal function 

CrCl <= 60 mL/min 39/65 (60.0%) 2.07 [1.02;6.47] 

CrCl > 60 mL/min 90/122 (73.8%) 1.22 [0.59;2.07] 

Liver function 

Normal 112/155 (72.3%) 1.18 [0.69;1.97] 

Impaired 17/32 (53.1%) 4.17 [0.76;9.56] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 120/174 (69.0%) 1.41 [0.82;2.33] 

No 9/13 (69.2%) 1.41 [0.13;NE] 

Penta refractory 

Yes 54/85 (63.5%) 1.54 [0.43;4.24] 

No 75/102 (73.5%) 1.38 [0.79;2.46] 

ECOG 

0 47/65 (72.3%) 0.82 [0.33;3.68] 

1-2 82/122 (67.2%) 1.71 [0.99;3.09] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 30 (16.0%) 

Number of censored cases, n (%) 157 (84.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 14.75 (0.48) 

   25th percentile NYR [15.90;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 30/187 (16.0%) NC 

Baseline cytogenetics 

Standard Risk 19/125 (15.2%) NC 

High-Risk 6/44 (13.6%) NC 

Baseline bone marrow plasma cells 

<50% 24/133 (18.0%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 26/140 (18.6%) NC 

No 4/47 (8.5%) NYR [17.51;NE] 

Disease Stage 

1-2 24/143 (16.8%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 15/96 (15.6%) NC 

> 5 15/91 (16.5%) NC 

Type of myeloma 

IgG 16/106 (15.1%) NC 

non-IgG 6/29 (20.7%) NYR [17.51;NE] 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 15/71 (21.1%) NC 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 25/151 (16.6%) NC 

>=75 5/36 (13.9%) NC 

Sex 

Male 13/98 (13.3%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 15/95 (15.8%) NC 

Europe 13/71 (18.3%) NC 

Asia 2/12 (16.7%) NYR [17.51;NE] 

Other 0/9 (0.0%) NC 

Race 

White 19/116 (16.4%) NC 

Other 4/29 (13.8%) NYR [17.51;NE] 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NYR [17.51;NE] 

CrCl > 60 mL/min 22/122 (18.0%) NC 

Liver function 

Normal 27/155 (17.4%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 29/174 (16.7%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 11/85 (12.9%) NC 

No 19/102 (18.6%) NC 

ECOG 

0 10/65 (15.4%) NC 

1-2 20/122 (16.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 72 (38.5%) 

Number of censored cases, n (%) 115 (61.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.06 (0.68) 

   25th percentile 2.20 [1.02;4.01] 

   Median [95% CI] 10.48 [6.05;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 72/187 (38.5%) 10.48 [6.05;NE] 

Baseline cytogenetics 

Standard Risk 52/125 (41.6%) 10.48 [6.01;NE] 

High-Risk 14/44 (31.8%) NYR [3.19;NE] 

Baseline bone marrow plasma cells 

<50% 56/133 (42.1%) 9.69 [5.49;NE] 

>=50% 9/37 (24.3%) NYR [3.19;NE] 

Prior stem cell transplant 

Yes 53/140 (37.9%) 10.48 [6.01;NE] 

No 19/47 (40.4%) 6.47 [4.01;NE] 

Disease Stage 

1-2 57/143 (39.9%) 12.16 [6.05;NE] 

3 11/34 (32.4%) NYR [2.07;NE] 

Number of prior lines 

<=5 42/96 (43.8%) 8.15 [4.86;17.68] 

> 5 30/91 (33.0%) 13.83 [6.11;NE] 

Type of myeloma 

IgG 42/106 (39.6%) 9.69 [4.86;NE] 

non-IgG 10/29 (34.5%) 17.68 [2.79;NE] 

Light chain only 15/34 (44.1%) 10.48 [6.01;13.83] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 24/71 (33.8%) NYR [4.80;NE] 

>=65 48/116 (41.4%) 6.47 [6.01;13.63] 

Age group 2 

<75 56/151 (37.1%) 13.63 [6.01;NE] 

>=75 16/36 (44.4%) 6.05 [1.81;10.48] 

Sex 

Male 39/98 (39.8%) 8.15 [5.49;NE] 

Female 33/89 (37.1%) 12.42 [6.11;NE] 

Geographic region 

North America 41/95 (43.2%) 6.11 [4.80;NE] 

Europe 26/71 (36.6%) 9.69 [4.86;NE] 

Asia 2/12 (16.7%) NYR [17.68;NE] 

Other 3/9 (33.3%) NYR [0.13;NE] 

Race 

White 45/116 (38.8%) 6.18 [5.59;NE] 

Other 9/29 (31.0%) NYR [4.80;NE] 

Renal function 

CrCl <= 60 mL/min 22/65 (33.8%) 13.83 [6.47;NE] 

CrCl > 60 mL/min 50/122 (41.0%) 6.18 [4.86;NE] 

Liver function 

Normal 65/155 (41.9%) 9.69 [6.01;17.68] 

Impaired 7/32 (21.9%) NYR [3.32;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 65/174 (37.4%) 12.42 [6.05;NE] 

No 7/13 (53.8%) 12.16 [0.23;12.16] 

Penta refractory 

Yes 29/85 (34.1%) 9.69 [4.24;NE] 

No 43/102 (42.2%) 12.16 [6.01;NE] 

ECOG 

0 27/65 (41.5%) 6.47 [4.24;NE] 

1-2 45/122 (36.9%) 10.48 [6.05;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 41 (21.9%) 

Number of censored cases, n (%) 146 (78.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.83 (0.57) 

   25th percentile 11.20 [3.58;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 41/187 (21.9%) NC 

Baseline cytogenetics 

Standard Risk 29/125 (23.2%) NC 

High-Risk 12/44 (27.3%) NYR [4.76;NE] 

Baseline bone marrow plasma cells 

<50% 30/133 (22.6%) NC 

>=50% 7/37 (18.9%) NYR [10.15;NE] 

Prior stem cell transplant 

Yes 29/140 (20.7%) NC 

No 12/47 (25.5%) 17.84 [17.84;NE] 

Disease Stage 

1-2 34/143 (23.8%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 26/96 (27.1%) NYR [17.84;NE] 

> 5 15/91 (16.5%) NC 

Type of myeloma 

IgG 22/106 (20.8%) NC 

non-IgG 8/29 (27.6%) NYR [3.84;NE] 

Light chain only 8/34 (23.5%) NYR [11.20;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 16/71 (22.5%) NC 

>=65 25/116 (21.6%) NYR [17.84;NE] 

Age group 2 

<75 35/151 (23.2%) NC 

>=75 6/36 (16.7%) NYR [11.20;NE] 

Sex 

Male 20/98 (20.4%) NC 

Female 21/89 (23.6%) NYR [17.84;NE] 

Geographic region 

North America 25/95 (26.3%) NC 

Europe 13/71 (18.3%) NC 

Asia 2/12 (16.7%) NYR [17.84;NE] 

Other 1/9 (11.1%) NYR [10.15;NE] 

Race 

White 29/116 (25.0%) NC 

Other 5/29 (17.2%) NYR [17.84;NE] 

Renal function 

CrCl <= 60 mL/min 12/65 (18.5%) NYR [17.84;NE] 

CrCl > 60 mL/min 29/122 (23.8%) NC 

Liver function 

Normal 35/155 (22.6%) NC 

Impaired 6/32 (18.8%) NYR [10.15;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 39/174 (22.4%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 11/85 (12.9%) NC 

No 30/102 (29.4%) NYR [17.84;NE] 

ECOG 

0 8/65 (12.3%) NC 

1-2 33/122 (27.0%) NYR [17.84;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 28 (15.0%) 

Number of censored cases, n (%) 159 (85.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.11 (0.37) 

   25th percentile NYR [12.06;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 28/187 (15.0%) NC 

Baseline cytogenetics 

Standard Risk 21/125 (16.8%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 21/133 (15.8%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 11/47 (23.4%) NYR [12.09;NE] 

Disease Stage 

1-2 21/143 (14.7%) NC 

3 5/34 (14.7%) NYR [4.76;NE] 

Number of prior lines 

<=5 11/96 (11.5%) NC 

> 5 17/91 (18.7%) NC 

Type of myeloma 

IgG 15/106 (14.2%) NC 

non-IgG 7/29 (24.1%) NYR [12.09;NE] 

Light chain only 4/34 (11.8%) NYR [14.13;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 9/71 (12.7%) NC 

>=65 19/116 (16.4%) NC 

Age group 2 

<75 23/151 (15.2%) NC 

>=75 5/36 (13.9%) 14.13 [14.13;NE] 

Sex 

Male 9/98 (9.2%) NC 

Female 19/89 (21.3%) NC 

Geographic region 

North America 17/95 (17.9%) NC 

Europe 7/71 (9.9%) NC 

Asia 3/12 (25.0%) NYR [1.31;NE] 

Other 1/9 (11.1%) NYR [0.26;NE] 

Race 

White 18/116 (15.5%) NC 

Other 5/29 (17.2%) NYR [12.09;NE] 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NYR [14.13;NE] 

CrCl > 60 mL/min 17/122 (13.9%) NC 

Liver function 

Normal 27/155 (17.4%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 28/174 (16.1%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 13/85 (15.3%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 5/65 (7.7%) NC 

1-2 23/122 (18.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 146 (78.1%) 

Number of censored cases, n (%) 41 (21.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 2.44 (0.31) 

   25th percentile 0.10 [0.10;0.13] 

   Median [95% CI] 0.36 [0.23;0.59] 

   75th percentile 2.40 [1.12;5.68] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 146/187 (78.1%) 0.36 [0.23;0.59] 

Baseline cytogenetics 

Standard Risk 99/125 (79.2%) 0.33 [0.23;0.59] 

High-Risk 35/44 (79.5%) 0.25 [0.10;0.82] 

Baseline bone marrow plasma cells 

<50% 107/133 (80.5%) 0.30 [0.20;0.56] 

>=50% 27/37 (73.0%) 0.53 [0.16;1.12] 

Prior stem cell transplant 

Yes 111/140 (79.3%) 0.34 [0.23;0.69] 

No 35/47 (74.5%) 0.46 [0.16;0.89] 

Disease Stage 

1-2 112/143 (78.3%) 0.33 [0.23;0.56] 

3 26/34 (76.5%) 0.94 [0.16;2.37] 

Number of prior lines 

<=5 80/96 (83.3%) 0.31 [0.16;0.72] 

> 5 66/91 (72.5%) 0.46 [0.26;0.82] 

Type of myeloma 

IgG 84/106 (79.2%) 0.49 [0.26;0.72] 

non-IgG 21/29 (72.4%) 0.26 [0.10;2.04] 

Light chain only 29/34 (85.3%) 0.15 [0.10;0.26] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 57/71 (80.3%) 0.33 [0.13;0.69] 

>=65 89/116 (76.7%) 0.39 [0.23;0.72] 

Age group 2 

<75 117/151 (77.5%) 0.33 [0.23;0.62] 

>=75 29/36 (80.6%) 0.46 [0.16;1.54] 

Sex 

Male 78/98 (79.6%) 0.38 [0.23;0.59] 

Female 68/89 (76.4%) 0.33 [0.20;0.89] 

Geographic region 

North America 76/95 (80.0%) 0.26 [0.16;0.49] 

Europe 53/71 (74.6%) 0.89 [0.43;1.08] 

Asia 10/12 (83.3%) 0.12 [0.07;0.33] 

Other 7/9 (77.8%) 0.26 [0.07;NE] 

Race 

White 90/116 (77.6%) 0.30 [0.20;0.56] 

Other 20/29 (69.0%) 0.20 [0.13;8.31] 

Renal function 

CrCl <= 60 mL/min 47/65 (72.3%) 0.46 [0.16;1.08] 

CrCl > 60 mL/min 99/122 (81.1%) 0.33 [0.23;0.59] 

Liver function 

Normal 123/155 (79.4%) 0.30 [0.20;0.59] 

Impaired 23/32 (71.9%) 0.59 [0.16;4.17] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 137/174 (78.7%) 0.38 [0.23;0.59] 

No 9/13 (69.2%) 0.26 [0.07;NE] 

Penta refractory 

Yes 67/85 (78.8%) 0.33 [0.13;0.72] 

No 79/102 (77.5%) 0.46 [0.23;0.89] 

ECOG 

0 51/65 (78.5%) 0.33 [0.20;0.92] 

1-2 95/122 (77.9%) 0.39 [0.23;0.72] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 34 (18.2%) 

Number of censored cases, n (%) 153 (81.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.54 (0.42) 

   25th percentile NYR [3.68;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 34/187 (18.2%) NC 

Baseline cytogenetics 

Standard Risk 23/125 (18.4%) NC 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 27/133 (20.3%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 23/140 (16.4%) NC 

No 11/47 (23.4%) NYR [10.61;NE] 

Disease Stage 

1-2 22/143 (15.4%) NC 

3 9/34 (26.5%) 10.61 [2.99;NE] 

Number of prior lines 

<=5 26/96 (27.1%) NC 

> 5 8/91 (8.8%) NC 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 7/34 (20.6%) NYR [14.19;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 11/71 (15.5%) NC 

>=65 23/116 (19.8%) NC 

Age group 2 

<75 23/151 (15.2%) NC 

>=75 11/36 (30.6%) 14.19 [2.99;NE] 

Sex 

Male 16/98 (16.3%) NC 

Female 18/89 (20.2%) NC 

Geographic region 

North America 7/95 (7.4%) NC 

Europe 27/71 (38.0%) 4.70 [2.99;NE] 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 13/116 (11.2%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 15/65 (23.1%) NYR [10.61;NE] 

CrCl > 60 mL/min 19/122 (15.6%) NC 

Liver function 

Normal 30/155 (19.4%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 34/174 (19.5%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 15/85 (17.6%) NC 

No 19/102 (18.6%) NC 

ECOG 

0 16/65 (24.6%) NC 

1-2 18/122 (14.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 55 (29.4%) 

Number of censored cases, n (%) 132 (70.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 16.60 (0.85) 

   25th percentile 2.20 [0.89;13.90] 

   Median [95% CI] 23.95 [23.95;NE] 

   75th percentile NYR [23.95;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 55/187 (29.4%) 23.95 [23.95;NE] 

Baseline cytogenetics 

Standard Risk 34/125 (27.2%) 23.95 [23.95;NE] 

High-Risk 15/44 (34.1%) 13.90 [8.41;NE] 

Baseline bone marrow plasma cells 

<50% 40/133 (30.1%) 23.95 [23.95;NE] 

>=50% 12/37 (32.4%) NYR [13.90;NE] 

Prior stem cell transplant 

Yes 39/140 (27.9%) 23.95 [23.95;NE] 

No 16/47 (34.0%) NYR [8.41;NE] 

Disease Stage 

1-2 42/143 (29.4%) NC 

3 9/34 (26.5%) 14.13 [14.13;NE] 

Number of prior lines 

<=5 32/96 (33.3%) 23.95 [13.90;NE] 

> 5 23/91 (25.3%) NC 

Type of myeloma 

IgG 30/106 (28.3%) NC 

non-IgG 7/29 (24.1%) NC 

Light chain only 15/34 (44.1%) 13.90 [1.77;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 18/71 (25.4%) NYR [13.90;NE] 

>=65 37/116 (31.9%) 23.95 [23.95;NE] 

Age group 2 

<75 39/151 (25.8%) 23.95 [23.95;NE] 

>=75 16/36 (44.4%) 11.33 [0.72;NE] 

Sex 

Male 28/98 (28.6%) 23.95 [NE;NE] 

Female 27/89 (30.3%) NC 

Geographic region 

North America 44/95 (46.3%) 13.90 [2.17;NE] 

Europe 6/71 (8.5%) NC 

Asia 2/12 (16.7%) NYR [0.10;NE] 

Other 3/9 (33.3%) NYR [0.16;NE] 

Race 

White 46/116 (39.7%) 23.95 [11.33;NE] 

Other 7/29 (24.1%) NYR [8.31;NE] 

Renal function 

CrCl <= 60 mL/min 16/65 (24.6%) NYR [14.13;NE] 

CrCl > 60 mL/min 39/122 (32.0%) 23.95 [23.95;NE] 

Liver function 

Normal 47/155 (30.3%) 23.95 [NE;NE] 

Impaired 8/32 (25.0%) NYR [14.13;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 307 of 663 

 TABLE 1003.6.2.15.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.15.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Fatigue - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 52/174 (29.9%) 23.95 [23.95;NE] 

No 3/13 (23.1%) NYR [1.41;NE] 

Penta refractory 

Yes 23/85 (27.1%) NYR [13.90;NE] 

No 32/102 (31.4%) 23.95 [23.95;NE] 

ECOG 

0 15/65 (23.1%) NC 

1-2 40/122 (32.8%) 23.95 [13.90;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 41 (21.9%) 

Number of censored cases, n (%) 146 (78.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.13 (0.43) 

   25th percentile NYR [0.62;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 309 of 663 

 TABLE 1003.6.2.16.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.16.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Injection site reaction - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 41/187 (21.9%) NC 

Baseline cytogenetics 

Standard Risk 27/125 (21.6%) NC 

High-Risk 10/44 (22.7%) NC 

Baseline bone marrow plasma cells 

<50% 33/133 (24.8%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 31/140 (22.1%) NC 

No 10/47 (21.3%) NC 

Disease Stage 

1-2 31/143 (21.7%) NC 

3 7/34 (20.6%) NC 

Number of prior lines 

<=5 22/96 (22.9%) NC 

> 5 19/91 (20.9%) NC 

Type of myeloma 

IgG 27/106 (25.5%) NC 

non-IgG 8/29 (27.6%) NC 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 19/71 (26.8%) NYR [14.13;NE] 

>=65 22/116 (19.0%) NC 

Age group 2 

<75 35/151 (23.2%) NC 

>=75 6/36 (16.7%) NC 

Sex 

Male 24/98 (24.5%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 25/95 (26.3%) NC 

Europe 9/71 (12.7%) NC 

Asia 5/12 (41.7%) NYR [0.10;NE] 

Other 2/9 (22.2%) NYR [0.07;NE] 

Race 

White 27/116 (23.3%) NC 

Other 10/29 (34.5%) NYR [0.62;NE] 

Renal function 

CrCl <= 60 mL/min 12/65 (18.5%) NC 

CrCl > 60 mL/min 29/122 (23.8%) NC 

Liver function 

Normal 35/155 (22.6%) NC 

Impaired 6/32 (18.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 37/174 (21.3%) NC 

No 4/13 (30.8%) NYR [0.10;NE] 

Penta refractory 

Yes 17/85 (20.0%) NC 

No 24/102 (23.5%) NC 

ECOG 

0 16/65 (24.6%) NC 

1-2 25/122 (20.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 24 (12.8%) 

Number of censored cases, n (%) 163 (87.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.76 (0.40) 

   25th percentile NYR [13.44;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 24/187 (12.8%) NC 

Baseline cytogenetics 

Standard Risk 20/125 (16.0%) NC 

High-Risk 4/44 (9.1%) NYR [13.44;NE] 

Baseline bone marrow plasma cells 

<50% 18/133 (13.5%) NC 

>=50% 5/37 (13.5%) NYR [13.44;NE] 

Prior stem cell transplant 

Yes 18/140 (12.9%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 21/143 (14.7%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 13/96 (13.5%) NC 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 6/71 (8.5%) NC 

>=65 18/116 (15.5%) NC 

Age group 2 

<75 21/151 (13.9%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 8/98 (8.2%) NC 

Female 16/89 (18.0%) NC 

Geographic region 

North America 13/95 (13.7%) NC 

Europe 7/71 (9.9%) NYR [15.70;NE] 

Asia 1/12 (8.3%) NYR [1.87;NE] 

Other 3/9 (33.3%) 13.44 [0.10;NE] 

Race 

White 15/116 (12.9%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 17/122 (13.9%) NC 

Liver function 

Normal 20/155 (12.9%) NC 

Impaired 4/32 (12.5%) NYR [15.70;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 21/174 (12.1%) NC 

No 3/13 (23.1%) 14.57 [8.15;NE] 

Penta refractory 

Yes 10/85 (11.8%) NC 

No 14/102 (13.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 17/122 (13.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 316 of 663 

 TABLE 1003.6.2.18.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.18.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Pyrexia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 51 (27.3%) 

Number of censored cases, n (%) 136 (72.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.44 (0.56) 

   25th percentile 8.60 [2.50;11.96] 

   Median [95% CI] NYR [15.05;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 51/187 (27.3%) NYR [15.05;NE] 

Baseline cytogenetics 

Standard Risk 39/125 (31.2%) 17.05 [11.96;NE] 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 42/133 (31.6%) NYR [12.09;NE] 

>=50% 6/37 (16.2%) NYR [10.02;NE] 

Prior stem cell transplant 

Yes 34/140 (24.3%) NC 

No 17/47 (36.2%) 12.55 [6.87;17.05] 

Disease Stage 

1-2 38/143 (26.6%) NYR [17.05;NE] 

3 9/34 (26.5%) 12.55 [3.68;12.55] 

Number of prior lines 

<=5 25/96 (26.0%) NYR [12.55;NE] 

> 5 26/91 (28.6%) NYR [12.09;NE] 

Type of myeloma 

IgG 27/106 (25.5%) NYR [12.55;NE] 

non-IgG 10/29 (34.5%) 15.05 [10.87;NE] 

Light chain only 9/34 (26.5%) NYR [11.96;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 20/71 (28.2%) NYR [12.12;NE] 

>=65 31/116 (26.7%) NYR [12.09;NE] 

Age group 2 

<75 43/151 (28.5%) NYR [15.05;NE] 

>=75 8/36 (22.2%) 12.55 [12.09;NE] 

Sex 

Male 22/98 (22.4%) NYR [12.55;NE] 

Female 29/89 (32.6%) 17.05 [10.87;NE] 

Geographic region 

North America 25/95 (26.3%) NYR [11.96;NE] 

Europe 19/71 (26.8%) NYR [11.63;NE] 

Asia 5/12 (41.7%) 17.05 [1.02;NE] 

Other 2/9 (22.2%) NYR [1.58;NE] 

Race 

White 30/116 (25.9%) NYR [16.13;NE] 

Other 8/29 (27.6%) NYR [15.05;NE] 

Renal function 

CrCl <= 60 mL/min 16/65 (24.6%) NYR [12.55;NE] 

CrCl > 60 mL/min 35/122 (28.7%) NYR [12.09;NE] 

Liver function 

Normal 44/155 (28.4%) NYR [15.05;NE] 

Impaired 7/32 (21.9%) NYR [8.61;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 49/174 (28.2%) NYR [12.55;NE] 

No 2/13 (15.4%) NYR [11.96;NE] 

Penta refractory 

Yes 21/85 (24.7%) NYR [7.59;NE] 

No 30/102 (29.4%) NYR [15.05;NE] 

ECOG 

0 18/65 (27.7%) NYR [12.09;NE] 

1-2 33/122 (27.0%) NYR [11.96;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 115 (61.5%) 

Number of censored cases, n (%) 72 (38.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 2.04 (0.17) 

   25th percentile 0.10 [NE;NE] 

   Median [95% CI] 0.16 [0.10;0.36] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 115/187 (61.5%) 0.16 [0.10;0.36] 

Baseline cytogenetics 

Standard Risk 75/125 (60.0%) 0.16 [0.10;1.87] 

High-Risk 30/44 (68.2%) 0.13 [0.07;0.82] 

Baseline bone marrow plasma cells 

<50% 82/133 (61.7%) 0.16 [0.10;0.36] 

>=50% 25/37 (67.6%) 0.10 [0.07;1.97] 

Prior stem cell transplant 

Yes 90/140 (64.3%) 0.16 [0.10;0.30] 

No 25/47 (53.2%) 0.36 [0.10;NE] 

Disease Stage 

1-2 91/143 (63.6%) 0.13 [0.10;0.36] 

3 18/34 (52.9%) 0.31 [0.16;NE] 

Number of prior lines 

<=5 60/96 (62.5%) 0.16 [0.10;0.36] 

> 5 55/91 (60.4%) 0.20 [0.10;4.63] 

Type of myeloma 

IgG 66/106 (62.3%) 0.20 [0.10;0.49] 

non-IgG 19/29 (65.5%) 0.20 [0.10;4.96] 

Light chain only 23/34 (67.6%) 0.10 [0.07;0.30] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 46/71 (64.8%) 0.20 [0.10;0.49] 

>=65 69/116 (59.5%) 0.16 [0.10;1.97] 

Age group 2 

<75 97/151 (64.2%) 0.16 [0.10;0.30] 

>=75 18/36 (50.0%) 1.87 [0.10;NE] 

Sex 

Male 58/98 (59.2%) 0.18 [0.13;4.63] 

Female 57/89 (64.0%) 0.13 [0.10;0.36] 

Geographic region 

North America 63/95 (66.3%) 0.10 [0.07;0.23] 

Europe 38/71 (53.5%) 0.56 [0.16;NE] 

Asia 7/12 (58.3%) 0.12 [0.07;NE] 

Other 7/9 (77.8%) 0.10 [0.03;NE] 

Race 

White 73/116 (62.9%) 0.18 [0.10;0.82] 

Other 17/29 (58.6%) 0.10 [0.07;NE] 

Renal function 

CrCl <= 60 mL/min 42/65 (64.6%) 0.16 [0.10;0.82] 

CrCl > 60 mL/min 73/122 (59.8%) 0.20 [0.10;1.97] 

Liver function 

Normal 97/155 (62.6%) 0.16 [0.10;0.30] 

Impaired 18/32 (56.3%) 0.34 [0.07;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 108/174 (62.1%) 0.16 [0.10;0.33] 

No 7/13 (53.8%) 0.36 [0.10;NE] 

Penta refractory 

Yes 46/85 (54.1%) 0.33 [0.13;NE] 

No 69/102 (67.6%) 0.10 [0.10;0.23] 

ECOG 

0 40/65 (61.5%) 0.26 [0.10;4.96] 

1-2 75/122 (61.5%) 0.15 [0.10;0.82] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.20.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Cytokine release syndrome - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 110 (58.8%) 

Number of censored cases, n (%) 77 (41.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.41 (0.03) 

   25th percentile 0.10 [NE;NE] 

   Median [95% CI] 0.16 [0.10;0.36] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 110/187 (58.8%) 0.16 [0.10;0.36] 

Baseline cytogenetics 

Standard Risk 72/125 (57.6%) 0.16 [0.10;NE] 

High-Risk 29/44 (65.9%) 0.13 [0.07;0.82] 

Baseline bone marrow plasma cells 

<50% 80/133 (60.2%) 0.16 [0.10;0.36] 

>=50% 24/37 (64.9%) 0.10 [0.07;NE] 

Prior stem cell transplant 

Yes 86/140 (61.4%) 0.16 [0.10;0.30] 

No 24/47 (51.1%) 0.36 [0.10;NE] 

Disease Stage 

1-2 86/143 (60.1%) 0.13 [0.10;0.36] 

3 18/34 (52.9%) 0.31 [0.16;NE] 

Number of prior lines 

<=5 58/96 (60.4%) 0.16 [0.10;0.36] 

> 5 52/91 (57.1%) 0.20 [0.10;NE] 

Type of myeloma 

IgG 62/106 (58.5%) 0.20 [0.10;NE] 

non-IgG 18/29 (62.1%) 0.20 [0.10;NE] 

Light chain only 23/34 (67.6%) 0.10 [0.07;0.30] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 44/71 (62.0%) 0.20 [0.10;0.56] 

>=65 66/116 (56.9%) 0.16 [0.10;NE] 

Age group 2 

<75 93/151 (61.6%) 0.16 [0.10;0.30] 

>=75 17/36 (47.2%) NYR [0.10;NE] 

Sex 

Male 54/98 (55.1%) 0.18 [0.13;NE] 

Female 56/89 (62.9%) 0.13 [0.10;0.36] 

Geographic region 

North America 60/95 (63.2%) 0.10 [0.07;0.23] 

Europe 36/71 (50.7%) 0.82 [0.16;NE] 

Asia 7/12 (58.3%) 0.12 [0.07;NE] 

Other 7/9 (77.8%) 0.10 [0.03;NE] 

Race 

White 69/116 (59.5%) 0.18 [0.10;0.82] 

Other 17/29 (58.6%) 0.10 [0.07;NE] 

Renal function 

CrCl <= 60 mL/min 41/65 (63.1%) 0.16 [0.10;0.82] 

CrCl > 60 mL/min 69/122 (56.6%) 0.20 [0.10;NE] 

Liver function 

Normal 93/155 (60.0%) 0.16 [0.10;0.30] 

Impaired 17/32 (53.1%) 0.34 [0.07;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 103/174 (59.2%) 0.16 [0.10;0.33] 

No 7/13 (53.8%) 0.36 [0.10;NE] 

Penta refractory 

Yes 45/85 (52.9%) 0.33 [0.13;NE] 

No 65/102 (63.7%) 0.10 [0.10;0.23] 

ECOG 

0 38/65 (58.5%) 0.26 [0.10;NE] 

1-2 72/122 (59.0%) 0.15 [0.10;0.82] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.21.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Hypogammaglobulinaemia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 19 (10.2%) 

Number of censored cases, n (%) 168 (89.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.42 (0.21) 

   25th percentile NYR [10.22;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 19/187 (10.2%) NC 

Baseline cytogenetics 

Standard Risk 13/125 (10.4%) NC 

High-Risk 4/44 (9.1%) NC 

Baseline bone marrow plasma cells 

<50% 13/133 (9.8%) NC 

>=50% 5/37 (13.5%) NYR [10.22;NE] 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 1/34 (2.9%) NYR [5.52;NE] 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 10/91 (11.0%) NC 

Type of myeloma 

IgG 13/106 (12.3%) NC 

non-IgG 4/29 (13.8%) NYR [4.96;NE] 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/71 (11.3%) NC 

>=65 11/116 (9.5%) NC 

Age group 2 

<75 18/151 (11.9%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 11/98 (11.2%) NC 

Female 8/89 (9.0%) NC 

Geographic region 

North America 10/95 (10.5%) NC 

Europe 5/71 (7.0%) NC 

Asia 3/12 (25.0%) NYR [2.37;NE] 

Other 1/9 (11.1%) NYR [10.22;NE] 

Race 

White 9/116 (7.8%) NC 

Other 6/29 (20.7%) NYR [4.67;NE] 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 15/122 (12.3%) NC 

Liver function 

Normal 13/155 (8.4%) NC 

Impaired 6/32 (18.8%) NYR [5.52;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 18/174 (10.3%) NC 

No 1/13 (7.7%) NYR [4.63;NE] 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.22.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Infections and infestations - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 133 (71.1%) 

Number of censored cases, n (%) 54 (28.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.38 (0.40) 

   25th percentile 0.80 [0.46;0.99] 

   Median [95% CI] 2.53 [1.94;3.48] 

   75th percentile 6.90 [4.80;9.07] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 133/187 (71.1%) 2.53 [1.94;3.48] 

Baseline cytogenetics 

Standard Risk 89/125 (71.2%) 3.25 [2.17;4.37] 

High-Risk 31/44 (70.5%) 2.37 [0.82;3.32] 

Baseline bone marrow plasma cells 

<50% 95/133 (71.4%) 2.60 [1.94;3.71] 

>=50% 27/37 (73.0%) 1.64 [0.46;4.17] 

Prior stem cell transplant 

Yes 99/140 (70.7%) 2.46 [1.84;3.48] 

No 34/47 (72.3%) 3.48 [0.95;5.22] 

Disease Stage 

1-2 102/143 (71.3%) 2.60 [1.94;3.71] 

3 24/34 (70.6%) 1.23 [0.43;4.80] 

Number of prior lines 

<=5 68/96 (70.8%) 2.92 [1.97;4.21] 

> 5 65/91 (71.4%) 2.37 [1.48;3.32] 

Type of myeloma 

IgG 78/106 (73.6%) 2.40 [1.64;3.48] 

non-IgG 17/29 (58.6%) 3.98 [0.85;9.69] 

Light chain only 29/34 (85.3%) 2.20 [0.99;4.50] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 54/71 (76.1%) 1.87 [0.92;3.71] 

>=65 79/116 (68.1%) 2.92 [2.10;4.17] 

Age group 2 

<75 111/151 (73.5%) 2.37 [1.61;3.32] 

>=75 22/36 (61.1%) 4.17 [1.81;8.28] 

Sex 

Male 66/98 (67.3%) 2.46 [1.61;4.21] 

Female 67/89 (75.3%) 2.79 [1.58;3.78] 

Geographic region 

North America 68/95 (71.6%) 2.79 [1.87;5.22] 

Europe 53/71 (74.6%) 1.58 [0.99;3.48] 

Asia 8/12 (66.7%) 3.98 [1.64;13.63] 

Other 4/9 (44.4%) 3.48 [0.07;3.78] 

Race 

White 85/116 (73.3%) 2.40 [1.58;3.48] 

Other 18/29 (62.1%) 3.98 [2.20;9.69] 

Renal function 

CrCl <= 60 mL/min 41/65 (63.1%) 4.17 [2.17;6.51] 

CrCl > 60 mL/min 92/122 (75.4%) 2.20 [1.35;2.79] 

Liver function 

Normal 110/155 (71.0%) 2.60 [1.84;3.78] 

Impaired 23/32 (71.9%) 2.37 [0.79;3.48] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 125/174 (71.8%) 2.46 [1.87;3.48] 

No 8/13 (61.5%) 4.17 [0.79;6.93] 

Penta refractory 

Yes 55/85 (64.7%) 2.40 [0.99;4.50] 

No 78/102 (76.5%) 2.60 [1.94;3.98] 

ECOG 

0 43/65 (66.2%) 2.92 [1.94;5.06] 

1-2 90/122 (73.8%) 2.40 [1.15;3.48] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.23.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT COVID-19 pneumonia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 26 (13.9%) 

Number of censored cases, n (%) 161 (86.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.36 (0.38) 

   25th percentile 14.40 [7.82;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 26/187 (13.9%) NC 

Baseline cytogenetics 

Standard Risk 18/125 (14.4%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 20/133 (15.0%) NC 

>=50% 5/37 (13.5%) NYR [6.51;NE] 

Prior stem cell transplant 

Yes 18/140 (12.9%) NC 

No 8/47 (17.0%) NYR [7.95;NE] 

Disease Stage 

1-2 21/143 (14.7%) NC 

3 4/34 (11.8%) NYR [4.17;NE] 

Number of prior lines 

<=5 16/96 (16.7%) NC 

> 5 10/91 (11.0%) NC 

Type of myeloma 

IgG 15/106 (14.2%) NC 

non-IgG 3/29 (10.3%) NYR [10.91;NE] 

Light chain only 6/34 (17.6%) NYR [14.36;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 16/116 (13.8%) NC 

Age group 2 

<75 21/151 (13.9%) NC 

>=75 5/36 (13.9%) NYR [6.83;NE] 

Sex 

Male 7/98 (7.1%) NC 

Female 19/89 (21.3%) NYR [14.36;NE] 

Geographic region 

North America 14/95 (14.7%) NC 

Europe 11/71 (15.5%) NYR [9.86;NE] 

Asia 1/12 (8.3%) NYR [14.09;NE] 

Other 0/9 (0.0%) NC 

Race 

White 15/116 (12.9%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 17/122 (13.9%) NC 

Liver function 

Normal 20/155 (12.9%) NC 

Impaired 6/32 (18.8%) NYR [10.91;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.23.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT COVID-19 pneumonia - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 26/174 (14.9%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 17/102 (16.7%) NC 

ECOG 

0 10/65 (15.4%) NC 

1-2 16/122 (13.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.24.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Pneumonia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 30 (16.0%) 

Number of censored cases, n (%) 157 (84.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.94 (0.48) 

   25th percentile 11.70 [7.52;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.24.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Pneumonia - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 30/187 (16.0%) NC 

Baseline cytogenetics 

Standard Risk 22/125 (17.6%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 24/133 (18.0%) NC 

>=50% 6/37 (16.2%) NYR [4.17;NE] 

Prior stem cell transplant 

Yes 21/140 (15.0%) NC 

No 9/47 (19.1%) NYR [11.27;NE] 

Disease Stage 

1-2 24/143 (16.8%) NC 

3 4/34 (11.8%) NYR [11.27;NE] 

Number of prior lines 

<=5 19/96 (19.8%) NYR [16.79;NE] 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 7/34 (20.6%) NYR [14.42;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.24.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Pneumonia - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 20/116 (17.2%) NC 

Age group 2 

<75 24/151 (15.9%) NC 

>=75 6/36 (16.7%) NYR [11.27;NE] 

Sex 

Male 13/98 (13.3%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 12/95 (12.6%) NC 

Europe 15/71 (21.1%) NYR [11.47;NE] 

Asia 1/12 (8.3%) NYR [14.42;NE] 

Other 2/9 (22.2%) NYR [3.48;NE] 

Race 

White 21/116 (18.1%) NC 

Other 2/29 (6.9%) NYR [14.42;NE] 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 23/122 (18.9%) NC 

Liver function 

Normal 27/155 (17.4%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.24.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Pneumonia - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 29/174 (16.7%) NC 

No 1/13 (7.7%) NYR [4.17;NE] 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 22/102 (21.6%) NC 

ECOG 

0 9/65 (13.8%) NC 

1-2 21/122 (17.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.25.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Sinusitis - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 20 (10.7%) 

Number of censored cases, n (%) 167 (89.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.22 (0.32) 

   25th percentile NYR [8.87;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.25.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Sinusitis - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 20/187 (10.7%) NC 

Baseline cytogenetics 

Standard Risk 12/125 (9.6%) NC 

High-Risk 7/44 (15.9%) NYR [13.04;NE] 

Baseline bone marrow plasma cells 

<50% 17/133 (12.8%) NC 

>=50% 3/37 (8.1%) NYR [13.04;NE] 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 18/143 (12.6%) NC 

3 0/34 (0.0%) NC 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 9/106 (8.5%) NC 

non-IgG 6/29 (20.7%) NYR [6.47;NE] 

Light chain only 5/34 (14.7%) NYR [13.04;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.25.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Sinusitis - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 12/71 (16.9%) NYR [13.04;NE] 

>=65 8/116 (6.9%) NC 

Age group 2 

<75 17/151 (11.3%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 13/98 (13.3%) NC 

Female 7/89 (7.9%) NC 

Geographic region 

North America 15/95 (15.8%) NYR [13.63;NE] 

Europe 4/71 (5.6%) NC 

Asia 1/12 (8.3%) NYR [4.76;NE] 

Other 0/9 (0.0%) NC 

Race 

White 13/116 (11.2%) NC 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 3/65 (4.6%) NC 

CrCl > 60 mL/min 17/122 (13.9%) NC 

Liver function 

Normal 18/155 (11.6%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.25.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Sinusitis - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 20/174 (11.5%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 10/85 (11.8%) NYR [13.04;NE] 

No 10/102 (9.8%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 12/122 (9.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.26.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Upper respiratory tract infection - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 28 (15.0%) 

Number of censored cases, n (%) 159 (85.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 16.90 (0.64) 

   25th percentile 16.10 [8.54;NE] 

   Median [95% CI] 20.50 [20.50;NE] 

   75th percentile NYR [20.50;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.26.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Upper respiratory tract infection - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 28/187 (15.0%) 20.50 [20.50;NE] 

Baseline cytogenetics 

Standard Risk 17/125 (13.6%) NYR [20.50;NE] 

High-Risk 8/44 (18.2%) NYR [9.72;NE] 

Baseline bone marrow plasma cells 

<50% 22/133 (16.5%) 20.50 [20.50;NE] 

>=50% 4/37 (10.8%) NYR [15.24;NE] 

Prior stem cell transplant 

Yes 23/140 (16.4%) 20.50 [20.50;NE] 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 26/143 (18.2%) 20.50 [20.50;NE] 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 17/96 (17.7%) 20.50 [20.50;NE] 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 16/106 (15.1%) NC 

non-IgG 6/29 (20.7%) NYR [7.26;NE] 

Light chain only 5/34 (14.7%) 20.50 [15.24;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.26.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Upper respiratory tract infection - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 14/71 (19.7%) NYR [16.13;NE] 

>=65 14/116 (12.1%) 20.50 [20.50;NE] 

Age group 2 

<75 26/151 (17.2%) 20.50 [20.50;NE] 

>=75 2/36 (5.6%) NC 

Sex 

Male 13/98 (13.3%) NC 

Female 15/89 (16.9%) 20.50 [20.50;NE] 

Geographic region 

North America 17/95 (17.9%) 20.50 [20.50;NE] 

Europe 8/71 (11.3%) NC 

Asia 3/12 (25.0%) NYR [2.20;NE] 

Other 0/9 (0.0%) NC 

Race 

White 20/116 (17.2%) 20.50 [20.50;NE] 

Other 8/29 (27.6%) NYR [3.78;NE] 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 24/122 (19.7%) 20.50 [20.50;NE] 

Liver function 

Normal 23/155 (14.8%) NC 

Impaired 5/32 (15.6%) 20.50 [NE;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.26.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Upper respiratory tract infection - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 27/174 (15.5%) 20.50 [20.50;NE] 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 24/102 (23.5%) 20.50 [20.50;NE] 

ECOG 

0 12/65 (18.5%) NYR [16.13;NE] 

1-2 16/122 (13.1%) 20.50 [20.50;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.27.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Urinary tract infection - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 20 (10.7%) 

Number of censored cases, n (%) 167 (89.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 15.05 (0.45) 

   25th percentile NYR [10.97;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.27.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Urinary tract infection - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 20/187 (10.7%) NC 

Baseline cytogenetics 

Standard Risk 14/125 (11.2%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 17/133 (12.8%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 4/47 (8.5%) NC 

Disease Stage 

1-2 14/143 (9.8%) NC 

3 6/34 (17.6%) NYR [8.48;NE] 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 4/34 (11.8%) NYR [17.08;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.27.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Urinary tract infection - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 15/151 (9.9%) NC 

>=75 5/36 (13.9%) NYR [8.48;NE] 

Sex 

Male 2/98 (2.0%) NC 

Female 18/89 (20.2%) NYR [17.08;NE] 

Geographic region 

North America 10/95 (10.5%) NC 

Europe 9/71 (12.7%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [7.43;NE] 

Race 

White 14/116 (12.1%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NYR [17.08;NE] 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 15/155 (9.7%) NC 

Impaired 5/32 (15.6%) NYR [9.69;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.27.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Urinary tract infection - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 19/174 (10.9%) NC 

No 1/13 (7.7%) NYR [7.43;NE] 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 6/65 (9.2%) NC 

1-2 14/122 (11.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.28.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Injury, poisoning and procedural complications - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 42 (22.5%) 

Number of censored cases, n (%) 145 (77.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.86 (0.45) 

   25th percentile 10.30 [4.21;12.22] 

   Median [95% CI] NYR [15.11;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.28.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Injury, poisoning and procedural complications - by subgroups - 

Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 42/187 (22.5%) NYR [15.11;NE] 

Baseline cytogenetics 

Standard Risk 31/125 (24.8%) NYR [12.22;NE] 

High-Risk 8/44 (18.2%) NC 

Baseline bone marrow plasma cells 

<50% 32/133 (24.1%) NYR [13.14;NE] 

>=50% 9/37 (24.3%) NYR [3.75;NE] 

Prior stem cell transplant 

Yes 30/140 (21.4%) NC 

No 12/47 (25.5%) 13.14 [11.17;NE] 

Disease Stage 

1-2 33/143 (23.1%) NYR [15.11;NE] 

3 5/34 (14.7%) NYR [8.38;NE] 

Number of prior lines 

<=5 22/96 (22.9%) NYR [13.14;NE] 

> 5 20/91 (22.0%) NYR [11.43;NE] 

Type of myeloma 

IgG 17/106 (16.0%) NC 

non-IgG 11/29 (37.9%) 11.17 [4.21;NE] 

Light chain only 11/34 (32.4%) 15.11 [7.89;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 12/71 (16.9%) NYR [13.14;NE] 

>=65 30/116 (25.9%) NYR [11.43;NE] 

Age group 2 

<75 32/151 (21.2%) NC 

>=75 10/36 (27.8%) 11.43 [8.38;NE] 

Sex 

Male 24/98 (24.5%) NYR [11.43;NE] 

Female 18/89 (20.2%) NYR [12.22;NE] 

Geographic region 

North America 22/95 (23.2%) NYR [11.96;NE] 

Europe 13/71 (18.3%) NC 

Asia 3/12 (25.0%) NYR [11.17;NE] 

Other 4/9 (44.4%) 13.14 [0.03;NE] 

Race 

White 26/116 (22.4%) NYR [15.11;NE] 

Other 7/29 (24.1%) NYR [11.17;NE] 

Renal function 

CrCl <= 60 mL/min 19/65 (29.2%) 12.22 [10.32;NE] 

CrCl > 60 mL/min 23/122 (18.9%) NC 

Liver function 

Normal 35/155 (22.6%) NYR [15.11;NE] 

Impaired 7/32 (21.9%) NYR [10.15;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 37/174 (21.3%) NC 

No 5/13 (38.5%) NYR [0.36;NE] 

Penta refractory 

Yes 15/85 (17.6%) NYR [12.22;NE] 

No 27/102 (26.5%) NYR [13.14;NE] 

ECOG 

0 8/65 (12.3%) NC 

1-2 34/122 (27.9%) 15.11 [11.43;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 22 (11.8%) 

Number of censored cases, n (%) 165 (88.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.40 (0.36) 

   25th percentile NYR [11.43;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 22/187 (11.8%) NC 

Baseline cytogenetics 

Standard Risk 15/125 (12.0%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 6/37 (16.2%) NYR [10.15;NE] 

Prior stem cell transplant 

Yes 14/140 (10.0%) NC 

No 8/47 (17.0%) NYR [11.17;NE] 

Disease Stage 

1-2 16/143 (11.2%) NC 

3 3/34 (8.8%) NYR [8.57;NE] 

Number of prior lines 

<=5 12/96 (12.5%) NC 

> 5 10/91 (11.0%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 6/29 (20.7%) NYR [11.17;NE] 

Light chain only 3/34 (8.8%) NYR [15.11;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 3/71 (4.2%) NC 

>=65 19/116 (16.4%) NC 

Age group 2 

<75 17/151 (11.3%) NC 

>=75 5/36 (13.9%) NYR [8.57;NE] 

Sex 

Male 13/98 (13.3%) NC 

Female 9/89 (10.1%) NC 

Geographic region 

North America 10/95 (10.5%) NC 

Europe 8/71 (11.3%) NC 

Asia 2/12 (16.7%) NYR [11.17;NE] 

Other 2/9 (22.2%) NYR [0.03;NE] 

Race 

White 11/116 (9.5%) NC 

Other 5/29 (17.2%) NYR [11.43;NE] 

Renal function 

CrCl <= 60 mL/min 10/65 (15.4%) NYR [15.11;NE] 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 18/155 (11.6%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 363 of 663 

 TABLE 1003.6.2.29.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.29.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Fall - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 18/174 (10.3%) NC 

No 4/13 (30.8%) NYR [1.91;NE] 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 4/65 (6.2%) NC 

1-2 18/122 (14.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 119 (63.6%) 

Number of censored cases, n (%) 68 (36.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.95 (0.49) 

   25th percentile 0.20 [0.10;0.33] 

   Median [95% CI] 1.97 [1.25;3.48] 

   75th percentile 9.90 [5.13;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 119/187 (63.6%) 1.97 [1.25;3.48] 

Baseline cytogenetics 

Standard Risk 75/125 (60.0%) 2.83 [1.48;5.09] 

High-Risk 33/44 (75.0%) 0.90 [0.23;3.25] 

Baseline bone marrow plasma cells 

<50% 87/133 (65.4%) 1.97 [0.99;3.71] 

>=50% 23/37 (62.2%) 1.97 [0.46;3.48] 

Prior stem cell transplant 

Yes 89/140 (63.6%) 2.69 [1.08;3.75] 

No 30/47 (63.8%) 1.97 [0.53;3.48] 

Disease Stage 

1-2 96/143 (67.1%) 1.71 [0.95;3.25] 

3 18/34 (52.9%) 3.55 [0.72;6.28] 

Number of prior lines 

<=5 61/96 (63.5%) 2.79 [1.25;3.75] 

> 5 58/91 (63.7%) 1.61 [0.69;3.78] 

Type of myeloma 

IgG 73/106 (68.9%) 1.48 [0.69;2.69] 

non-IgG 15/29 (51.7%) 3.25 [0.85;NE] 

Light chain only 24/34 (70.6%) 3.25 [0.30;6.01] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 44/71 (62.0%) 3.38 [0.99;5.09] 

>=65 75/116 (64.7%) 1.61 [0.72;3.25] 

Age group 2 

<75 95/151 (62.9%) 2.69 [1.48;3.71] 

>=75 24/36 (66.7%) 1.00 [0.20;4.07] 

Sex 

Male 64/98 (65.3%) 1.84 [0.95;3.25] 

Female 55/89 (61.8%) 2.79 [0.76;4.90] 

Geographic region 

North America 76/95 (80.0%) 0.85 [0.26;1.51] 

Europe 32/71 (45.1%) 6.28 [3.02;NE] 

Asia 9/12 (75.0%) 0.89 [0.07;14.36] 

Other 2/9 (22.2%) NYR [0.99;NE] 

Race 

White 80/116 (69.0%) 1.25 [0.53;3.25] 

Other 23/29 (79.3%) 0.95 [0.16;1.97] 

Renal function 

CrCl <= 60 mL/min 39/65 (60.0%) 3.25 [0.72;6.01] 

CrCl > 60 mL/min 80/122 (65.6%) 1.97 [0.99;3.48] 

Liver function 

Normal 98/155 (63.2%) 2.79 [1.51;3.71] 

Impaired 21/32 (65.6%) 0.69 [0.10;12.22] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 111/174 (63.8%) 1.97 [1.12;3.48] 

No 8/13 (61.5%) 8.77 [0.13;NE] 

Penta refractory 

Yes 49/85 (57.6%) 3.38 [0.95;4.73] 

No 70/102 (68.6%) 1.51 [0.85;3.02] 

ECOG 

0 38/65 (58.5%) 3.55 [1.38;9.86] 

1-2 81/122 (66.4%) 1.54 [0.76;3.25] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 28 (15.0%) 

Number of censored cases, n (%) 159 (85.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.83 (0.44) 

   25th percentile NYR [12.16;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 28/187 (15.0%) NC 

Baseline cytogenetics 

Standard Risk 19/125 (15.2%) NC 

High-Risk 4/44 (9.1%) NC 

Baseline bone marrow plasma cells 

<50% 22/133 (16.5%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 22/140 (15.7%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 23/143 (16.1%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 15/96 (15.6%) NC 

> 5 13/91 (14.3%) NC 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 4/29 (13.8%) NYR [10.61;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 12/71 (16.9%) NC 

>=65 16/116 (13.8%) NC 

Age group 2 

<75 22/151 (14.6%) NC 

>=75 6/36 (16.7%) NYR [12.16;NE] 

Sex 

Male 14/98 (14.3%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 22/95 (23.2%) NC 

Europe 5/71 (7.0%) NC 

Asia 1/12 (8.3%) NC 

Other 0/9 (0.0%) NC 

Race 

White 21/116 (18.1%) NC 

Other 5/29 (17.2%) NC 

Renal function 

CrCl <= 60 mL/min 6/65 (9.2%) NC 

CrCl > 60 mL/min 22/122 (18.0%) NC 

Liver function 

Normal 21/155 (13.5%) NC 

Impaired 7/32 (21.9%) NYR [16.23;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 26/174 (14.9%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 20/102 (19.6%) NC 

ECOG 

0 11/65 (16.9%) NC 

1-2 17/122 (13.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 27 (14.4%) 

Number of censored cases, n (%) 160 (85.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.49 (0.31) 

   25th percentile NYR [12.16;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 27/187 (14.4%) NC 

Baseline cytogenetics 

Standard Risk 17/125 (13.6%) NC 

High-Risk 6/44 (13.6%) NC 

Baseline bone marrow plasma cells 

<50% 21/133 (15.8%) NC 

>=50% 5/37 (13.5%) NC 

Prior stem cell transplant 

Yes 20/140 (14.3%) NC 

No 7/47 (14.9%) NC 

Disease Stage 

1-2 22/143 (15.4%) NC 

3 3/34 (8.8%) NYR [4.50;NE] 

Number of prior lines 

<=5 15/96 (15.6%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 18/106 (17.0%) NC 

non-IgG 5/29 (17.2%) NYR [10.61;NE] 

Light chain only 3/34 (8.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 9/71 (12.7%) NC 

>=65 18/116 (15.5%) NC 

Age group 2 

<75 21/151 (13.9%) NC 

>=75 6/36 (16.7%) NYR [12.16;NE] 

Sex 

Male 13/98 (13.3%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 22/95 (23.2%) NC 

Europe 5/71 (7.0%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 19/116 (16.4%) NC 

Other 5/29 (17.2%) NC 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 22/122 (18.0%) NC 

Liver function 

Normal 19/155 (12.3%) NC 

Impaired 8/32 (25.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 25/174 (14.4%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 20/102 (19.6%) NC 

ECOG 

0 12/65 (18.5%) NC 

1-2 15/122 (12.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 20 (10.7%) 

Number of censored cases, n (%) 167 (89.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.56 (0.37) 

   25th percentile NYR [15.21;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.33.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Blood creatinine increased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 20/187 (10.7%) NC 

Baseline cytogenetics 

Standard Risk 12/125 (9.6%) NC 

High-Risk 6/44 (13.6%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 16/143 (11.2%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 8/96 (8.3%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 10/106 (9.4%) NC 

non-IgG 3/29 (10.3%) NYR [15.21;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.33.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Blood creatinine increased - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 14/151 (9.3%) NC 

>=75 6/36 (16.7%) NYR [10.38;NE] 

Sex 

Male 14/98 (14.3%) NC 

Female 6/89 (6.7%) NC 

Geographic region 

North America 13/95 (13.7%) NC 

Europe 6/71 (8.5%) NC 

Asia 1/12 (8.3%) NC 

Other 0/9 (0.0%) NC 

Race 

White 14/116 (12.1%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 11/122 (9.0%) NC 

Liver function 

Normal 19/155 (12.3%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.33.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Blood creatinine increased - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 19/174 (10.9%) NC 

No 1/13 (7.7%) NYR [2.83;NE] 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 11/102 (10.8%) NC 

ECOG 

0 6/65 (9.2%) NC 

1-2 14/122 (11.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.34.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Lymphocyte count decreased - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 28 (15.0%) 

Number of censored cases, n (%) 159 (85.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 14.29 (0.44) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.34.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Lymphocyte count decreased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 28/187 (15.0%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 20/133 (15.0%) NC 

>=50% 5/37 (13.5%) NC 

Prior stem cell transplant 

Yes 20/140 (14.3%) NC 

No 8/47 (17.0%) NYR [16.69;NE] 

Disease Stage 

1-2 20/143 (14.0%) NC 

3 8/34 (23.5%) NC 

Number of prior lines 

<=5 12/96 (12.5%) NC 

> 5 16/91 (17.6%) NC 

Type of myeloma 

IgG 18/106 (17.0%) NC 

non-IgG 4/29 (13.8%) NYR [16.69;NE] 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.34.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Lymphocyte count decreased - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 7/71 (9.9%) NC 

>=65 21/116 (18.1%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 9/36 (25.0%) NC 

Sex 

Male 14/98 (14.3%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 16/95 (16.8%) NC 

Europe 8/71 (11.3%) NC 

Asia 4/12 (33.3%) NYR [0.13;NE] 

Other 0/9 (0.0%) NC 

Race 

White 21/116 (18.1%) NC 

Other 6/29 (20.7%) NYR [16.69;NE] 

Renal function 

CrCl <= 60 mL/min 15/65 (23.1%) NYR [16.69;NE] 

CrCl > 60 mL/min 13/122 (10.7%) NC 

Liver function 

Normal 23/155 (14.8%) NC 

Impaired 5/32 (15.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.34.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Lymphocyte count decreased - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 27/174 (15.5%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 13/85 (15.3%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 21/122 (17.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.35.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Neutrophil count decreased - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 30 (16.0%) 

Number of censored cases, n (%) 157 (84.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.94 (0.42) 

   25th percentile NYR [5.98;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.35.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Neutrophil count decreased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 30/187 (16.0%) NC 

Baseline cytogenetics 

Standard Risk 17/125 (13.6%) NC 

High-Risk 11/44 (25.0%) NC 

Baseline bone marrow plasma cells 

<50% 22/133 (16.5%) NC 

>=50% 8/37 (21.6%) NYR [10.28;NE] 

Prior stem cell transplant 

Yes 25/140 (17.9%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 25/143 (17.5%) NC 

3 5/34 (14.7%) NC 

Number of prior lines 

<=5 16/96 (16.7%) NC 

> 5 14/91 (15.4%) NC 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 7/34 (20.6%) NYR [14.36;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.35.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Neutrophil count decreased - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 15/71 (21.1%) NYR [14.36;NE] 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 26/151 (17.2%) NC 

>=75 4/36 (11.1%) NC 

Sex 

Male 13/98 (13.3%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 20/95 (21.1%) NC 

Europe 3/71 (4.2%) NC 

Asia 7/12 (58.3%) 3.02 [0.33;NE] 

Other 0/9 (0.0%) NC 

Race 

White 16/116 (13.8%) NC 

Other 14/29 (48.3%) 6.60 [2.66;NE] 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NC 

CrCl > 60 mL/min 19/122 (15.6%) NC 

Liver function 

Normal 27/155 (17.4%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.35.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Neutrophil count decreased - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 30/174 (17.2%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 13/85 (15.3%) NC 

No 17/102 (16.7%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 22/122 (18.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.36.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Platelet count decreased - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 27 (14.4%) 

Number of censored cases, n (%) 160 (85.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.27 (0.41) 

   25th percentile NYR [15.47;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.36.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Platelet count decreased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 27/187 (14.4%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 17/133 (12.8%) NC 

>=50% 6/37 (16.2%) NYR [15.47;NE] 

Prior stem cell transplant 

Yes 21/140 (15.0%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 24/143 (16.8%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 10/96 (10.4%) NC 

> 5 17/91 (18.7%) NC 

Type of myeloma 

IgG 18/106 (17.0%) NC 

non-IgG 5/29 (17.2%) NYR [15.47;NE] 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.36.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Platelet count decreased - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 9/71 (12.7%) NC 

>=65 18/116 (15.5%) NC 

Age group 2 

<75 21/151 (13.9%) NC 

>=75 6/36 (16.7%) NC 

Sex 

Male 12/98 (12.2%) NC 

Female 15/89 (16.9%) NC 

Geographic region 

North America 18/95 (18.9%) NC 

Europe 5/71 (7.0%) NC 

Asia 4/12 (33.3%) NYR [0.26;NE] 

Other 0/9 (0.0%) NC 

Race 

White 19/116 (16.4%) NC 

Other 8/29 (27.6%) NYR [10.15;NE] 

Renal function 

CrCl <= 60 mL/min 14/65 (21.5%) NC 

CrCl > 60 mL/min 13/122 (10.7%) NC 

Liver function 

Normal 22/155 (14.2%) NC 

Impaired 5/32 (15.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.36.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Platelet count decreased - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 23/174 (13.2%) NC 

No 4/13 (30.8%) NYR [0.13;NE] 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 20/102 (19.6%) NC 

ECOG 

0 6/65 (9.2%) NC 

1-2 21/122 (17.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.37.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT SARS-CoV-2 test positive - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 40 (21.4%) 

Number of censored cases, n (%) 147 (78.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.67 (0.43) 

   25th percentile 6.30 [4.27;9.86] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.37.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT SARS-CoV-2 test positive - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 40/187 (21.4%) NC 

Baseline cytogenetics 

Standard Risk 26/125 (20.8%) NC 

High-Risk 10/44 (22.7%) NYR [5.98;NE] 

Baseline bone marrow plasma cells 

<50% 30/133 (22.6%) NYR [13.80;NE] 

>=50% 9/37 (24.3%) NYR [3.71;NE] 

Prior stem cell transplant 

Yes 30/140 (21.4%) NC 

No 10/47 (21.3%) NYR [6.47;NE] 

Disease Stage 

1-2 31/143 (21.7%) NC 

3 6/34 (17.6%) NYR [3.55;NE] 

Number of prior lines 

<=5 22/96 (22.9%) NC 

> 5 18/91 (19.8%) NYR [9.82;NE] 

Type of myeloma 

IgG 24/106 (22.6%) NYR [12.22;NE] 

non-IgG 4/29 (13.8%) NYR [7.16;NE] 

Light chain only 10/34 (29.4%) NYR [4.86;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 18/71 (25.4%) NYR [7.16;NE] 

>=65 22/116 (19.0%) NC 

Age group 2 

<75 33/151 (21.9%) NC 

>=75 7/36 (19.4%) NYR [6.01;NE] 

Sex 

Male 18/98 (18.4%) NYR [12.22;NE] 

Female 22/89 (24.7%) NYR [13.80;NE] 

Geographic region 

North America 23/95 (24.2%) NYR [13.80;NE] 

Europe 16/71 (22.5%) NYR [6.83;NE] 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [9.86;NE] 

Race 

White 25/116 (21.6%) NYR [13.80;NE] 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 10/65 (15.4%) NC 

CrCl > 60 mL/min 30/122 (24.6%) NYR [12.22;NE] 

Liver function 

Normal 31/155 (20.0%) NC 

Impaired 9/32 (28.1%) 13.80 [6.34;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.37.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT SARS-CoV-2 test positive - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 38/174 (21.8%) NC 

No 2/13 (15.4%) NYR [3.71;NE] 

Penta refractory 

Yes 17/85 (20.0%) NYR [6.83;NE] 

No 23/102 (22.5%) NC 

ECOG 

0 14/65 (21.5%) NYR [9.86;NE] 

1-2 26/122 (21.3%) NYR [13.80;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.38.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Weight decreased - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 20 (10.7%) 

Number of censored cases, n (%) 167 (89.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.94 (0.22) 

   25th percentile NYR [10.38;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.38.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Weight decreased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 20/187 (10.7%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 18/133 (13.5%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 4/47 (8.5%) NC 

Disease Stage 

1-2 16/143 (11.2%) NC 

3 2/34 (5.9%) NYR [5.88;NE] 

Number of prior lines 

<=5 11/96 (11.5%) NC 

> 5 9/91 (9.9%) NC 

Type of myeloma 

IgG 7/106 (6.6%) NC 

non-IgG 4/29 (13.8%) NYR [10.71;NE] 

Light chain only 9/34 (26.5%) NYR [6.01;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.38.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Weight decreased - by subgroups - Safety Set 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 9/71 (12.7%) NC 

>=65 11/116 (9.5%) NC 

Age group 2 

<75 15/151 (9.9%) NC 

>=75 5/36 (13.9%) NYR [10.38;NE] 

Sex 

Male 8/98 (8.2%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 16/95 (16.8%) NC 

Europe 3/71 (4.2%) NC 

Asia 1/12 (8.3%) NYR [10.71;NE] 

Other 0/9 (0.0%) NC 

Race 

White 15/116 (12.9%) NC 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 13/122 (10.7%) NC 

Liver function 

Normal 17/155 (11.0%) NC 

Impaired 3/32 (9.4%) NYR [10.87;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.38.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Weight decreased - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 18/174 (10.3%) NC 

No 2/13 (15.4%) NYR [5.88;NE] 

Penta refractory 

Yes 5/85 (5.9%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 12/122 (9.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.39.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT White blood cell count decreased - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 20 (10.7%) 

Number of censored cases, n (%) 167 (89.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.16 (0.30) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.39.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT White blood cell count decreased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 20/187 (10.7%) NC 

Baseline cytogenetics 

Standard Risk 10/125 (8.0%) NC 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 11/133 (8.3%) NC 

>=50% 6/37 (16.2%) NC 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 4/47 (8.5%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 15/106 (14.2%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 9/71 (12.7%) NC 

>=65 11/116 (9.5%) NC 

Age group 2 

<75 16/151 (10.6%) NC 

>=75 4/36 (11.1%) NC 

Sex 

Male 8/98 (8.2%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 14/95 (14.7%) NC 

Europe 2/71 (2.8%) NC 

Asia 4/12 (33.3%) NYR [0.16;NE] 

Other 0/9 (0.0%) NC 

Race 

White 11/116 (9.5%) NC 

Other 9/29 (31.0%) NYR [1.84;NE] 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 11/122 (9.0%) NC 

Liver function 

Normal 17/155 (11.0%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.39.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT White blood cell count decreased - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 19/174 (10.9%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 4/65 (6.2%) NC 

1-2 16/122 (13.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.40.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Metabolism and nutrition disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 111 (59.4%) 

Number of censored cases, n (%) 76 (40.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.09 (0.53) 

   25th percentile 0.30 [0.10;0.46] 

   Median [95% CI] 2.53 [1.02;4.27] 

   75th percentile NYR [11.56;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.40.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Metabolism and nutrition disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 111/187 (59.4%) 2.53 [1.02;4.27] 

Baseline cytogenetics 

Standard Risk 74/125 (59.2%) 2.14 [0.99;5.65] 

High-Risk 28/44 (63.6%) 1.77 [0.39;7.89] 

Baseline bone marrow plasma cells 

<50% 80/133 (60.2%) 2.83 [1.18;5.65] 

>=50% 25/37 (67.6%) 0.72 [0.26;1.97] 

Prior stem cell transplant 

Yes 83/140 (59.3%) 2.79 [1.45;4.40] 

No 28/47 (59.6%) 0.92 [0.26;NE] 

Disease Stage 

1-2 87/143 (60.8%) 2.79 [0.95;4.40] 

3 16/34 (47.1%) 4.37 [0.95;NE] 

Number of prior lines 

<=5 57/96 (59.4%) 2.79 [1.22;5.65] 

> 5 54/91 (59.3%) 2.14 [0.49;6.01] 

Type of myeloma 

IgG 63/106 (59.4%) 2.53 [0.92;5.65] 

non-IgG 18/29 (62.1%) 1.97 [0.46;NE] 

Light chain only 20/34 (58.8%) 4.40 [0.53;11.56] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.40.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Metabolism and nutrition disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 44/71 (62.0%) 2.10 [0.79;4.40] 

>=65 67/116 (57.8%) 2.83 [0.92;6.24] 

Age group 2 

<75 94/151 (62.3%) 2.33 [0.99;4.27] 

>=75 17/36 (47.2%) 2.99 [0.56;NE] 

Sex 

Male 57/98 (58.2%) 2.53 [0.92;7.66] 

Female 54/89 (60.7%) 2.79 [0.72;6.01] 

Geographic region 

North America 69/95 (72.6%) 0.95 [0.33;2.33] 

Europe 33/71 (46.5%) 4.37 [2.10;NE] 

Asia 5/12 (41.7%) NYR [0.16;NE] 

Other 4/9 (44.4%) NYR [0.03;NE] 

Race 

White 78/116 (67.2%) 1.68 [0.59;2.99] 

Other 18/29 (62.1%) 1.97 [0.10;15.05] 

Renal function 

CrCl <= 60 mL/min 37/65 (56.9%) 2.53 [0.92;11.56] 

CrCl > 60 mL/min 74/122 (60.7%) 2.33 [0.92;4.27] 

Liver function 

Normal 90/155 (58.1%) 2.83 [1.22;5.65] 

Impaired 21/32 (65.6%) 0.59 [0.10;4.37] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 106/174 (60.9%) 2.10 [0.95;3.55] 

No 5/13 (38.5%) 7.66 [0.13;NE] 

Penta refractory 

Yes 49/85 (57.6%) 2.10 [0.49;4.40] 

No 62/102 (60.8%) 2.79 [1.18;6.24] 

ECOG 

0 36/65 (55.4%) 4.37 [0.99;15.05] 

1-2 75/122 (61.5%) 2.10 [0.89;3.55] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.41.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Decreased appetite - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 52 (27.8%) 

Number of censored cases, n (%) 135 (72.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.37 (0.38) 

   25th percentile 2.90 [1.68;5.22] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.41.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Decreased appetite - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 52/187 (27.8%) NC 

Baseline cytogenetics 

Standard Risk 38/125 (30.4%) NC 

High-Risk 11/44 (25.0%) NYR [11.56;NE] 

Baseline bone marrow plasma cells 

<50% 43/133 (32.3%) NYR [11.56;NE] 

>=50% 8/37 (21.6%) NC 

Prior stem cell transplant 

Yes 39/140 (27.9%) NC 

No 13/47 (27.7%) NC 

Disease Stage 

1-2 40/143 (28.0%) NC 

3 7/34 (20.6%) NYR [4.37;NE] 

Number of prior lines 

<=5 29/96 (30.2%) NYR [11.56;NE] 

> 5 23/91 (25.3%) NC 

Type of myeloma 

IgG 30/106 (28.3%) NC 

non-IgG 7/29 (24.1%) NYR [2.92;NE] 

Light chain only 12/34 (35.3%) NYR [5.22;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.41.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Decreased appetite - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 17/71 (23.9%) NC 

>=65 35/116 (30.2%) NYR [11.56;NE] 

Age group 2 

<75 39/151 (25.8%) NC 

>=75 13/36 (36.1%) NYR [2.23;NE] 

Sex 

Male 26/98 (26.5%) NYR [11.56;NE] 

Female 26/89 (29.2%) NC 

Geographic region 

North America 40/95 (42.1%) 11.56 [3.55;NE] 

Europe 10/71 (14.1%) NC 

Asia 2/12 (16.7%) NYR [0.46;NE] 

Other 0/9 (0.0%) NC 

Race 

White 37/116 (31.9%) NYR [11.56;NE] 

Other 9/29 (31.0%) NYR [2.33;NE] 

Renal function 

CrCl <= 60 mL/min 17/65 (26.2%) NYR [7.75;NE] 

CrCl > 60 mL/min 35/122 (28.7%) NC 

Liver function 

Normal 45/155 (29.0%) NC 

Impaired 7/32 (21.9%) NYR [4.37;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.41.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Decreased appetite - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 50/174 (28.7%) NC 

No 2/13 (15.4%) NYR [4.27;NE] 

Penta refractory 

Yes 20/85 (23.5%) NYR [11.56;NE] 

No 32/102 (31.4%) NC 

ECOG 

0 16/65 (24.6%) NC 

1-2 36/122 (29.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.42.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Hypokalaemia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 43 (23.0%) 

Number of censored cases, n (%) 144 (77.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.43 (0.58) 

   25th percentile 7.90 [4.44;17.64] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.42.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Hypokalaemia - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 43/187 (23.0%) NC 

Baseline cytogenetics 

Standard Risk 32/125 (25.6%) NYR [17.64;NE] 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 33/133 (24.8%) NYR [17.64;NE] 

>=50% 8/37 (21.6%) NYR [7.16;NE] 

Prior stem cell transplant 

Yes 29/140 (20.7%) NC 

No 14/47 (29.8%) 17.64 [15.05;NE] 

Disease Stage 

1-2 40/143 (28.0%) NYR [17.64;NE] 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 26/96 (27.1%) NYR [15.05;NE] 

> 5 17/91 (18.7%) NC 

Type of myeloma 

IgG 28/106 (26.4%) NC 

non-IgG 7/29 (24.1%) NYR [3.71;NE] 

Light chain only 7/34 (20.6%) NYR [12.88;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 14/71 (19.7%) NC 

>=65 29/116 (25.0%) NYR [17.64;NE] 

Age group 2 

<75 37/151 (24.5%) NC 

>=75 6/36 (16.7%) NYR [7.16;NE] 

Sex 

Male 16/98 (16.3%) NC 

Female 27/89 (30.3%) NYR [14.29;NE] 

Geographic region 

North America 24/95 (25.3%) NYR [14.29;NE] 

Europe 14/71 (19.7%) NC 

Asia 3/12 (25.0%) NYR [15.05;NE] 

Other 2/9 (22.2%) NYR [0.07;NE] 

Race 

White 28/116 (24.1%) NC 

Other 9/29 (31.0%) 17.64 [3.71;NE] 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NYR [17.64;NE] 

CrCl > 60 mL/min 32/122 (26.2%) NC 

Liver function 

Normal 35/155 (22.6%) NC 

Impaired 8/32 (25.0%) NYR [8.57;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 42/174 (24.1%) NYR [17.64;NE] 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 15/85 (17.6%) NC 

No 28/102 (27.5%) NYR [15.05;NE] 

ECOG 

0 16/65 (24.6%) NYR [15.05;NE] 

1-2 27/122 (22.1%) NYR [17.64;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 19 (10.2%) 

Number of censored cases, n (%) 168 (89.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.24 (0.24) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 19/187 (10.2%) NC 

Baseline cytogenetics 

Standard Risk 13/125 (10.4%) NC 

High-Risk 4/44 (9.1%) NC 

Baseline bone marrow plasma cells 

<50% 11/133 (8.3%) NC 

>=50% 6/37 (16.2%) NC 

Prior stem cell transplant 

Yes 13/140 (9.3%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 7/96 (7.3%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 6/71 (8.5%) NC 

>=65 13/116 (11.2%) NC 

Age group 2 

<75 15/151 (9.9%) NC 

>=75 4/36 (11.1%) NYR [7.13;NE] 

Sex 

Male 10/98 (10.2%) NC 

Female 9/89 (10.1%) NC 

Geographic region 

North America 15/95 (15.8%) NC 

Europe 3/71 (4.2%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.16;NE] 

Race 

White 14/116 (12.1%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 15/155 (9.7%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 18/174 (10.3%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 5/85 (5.9%) NC 

No 14/102 (13.7%) NC 

ECOG 

0 5/65 (7.7%) NC 

1-2 14/122 (11.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 420 of 663 

 TABLE 1003.6.2.44.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.44.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Hyponatraemia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 22 (11.8%) 

Number of censored cases, n (%) 165 (88.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.99 (0.40) 

   25th percentile NYR [11.63;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 22/187 (11.8%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 3/37 (8.1%) NYR [15.90;NE] 

Prior stem cell transplant 

Yes 19/140 (13.6%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 19/143 (13.3%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 10/96 (10.4%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 5/29 (17.2%) NYR [10.87;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 14/71 (19.7%) NYR [15.90;NE] 

>=65 8/116 (6.9%) NC 

Age group 2 

<75 21/151 (13.9%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 9/98 (9.2%) NC 

Female 13/89 (14.6%) NC 

Geographic region 

North America 18/95 (18.9%) NC 

Europe 3/71 (4.2%) NC 

Asia 1/12 (8.3%) NYR [11.63;NE] 

Other 0/9 (0.0%) NC 

Race 

White 16/116 (13.8%) NC 

Other 4/29 (13.8%) NYR [15.90;NE] 

Renal function 

CrCl <= 60 mL/min 6/65 (9.2%) NYR [15.90;NE] 

CrCl > 60 mL/min 16/122 (13.1%) NC 

Liver function 

Normal 16/155 (10.3%) NC 

Impaired 6/32 (18.8%) NYR [10.87;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 20/174 (11.5%) NC 

No 2/13 (15.4%) NYR [7.66;NE] 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 14/122 (11.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 98 (52.4%) 

Number of censored cases, n (%) 89 (47.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.75 (0.58) 

   25th percentile 0.70 [0.23;1.05] 

   Median [95% CI] 5.72 [2.50;11.33] 

   75th percentile NYR [16.13;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 98/187 (52.4%) 5.72 [2.50;11.33] 

Baseline cytogenetics 

Standard Risk 73/125 (58.4%) 3.38 [2.10;9.23] 

High-Risk 16/44 (36.4%) 13.11 [5.32;NE] 

Baseline bone marrow plasma cells 

<50% 77/133 (57.9%) 3.48 [2.30;8.12] 

>=50% 15/37 (40.5%) NYR [1.18;NE] 

Prior stem cell transplant 

Yes 73/140 (52.1%) 5.32 [2.50;11.33] 

No 25/47 (53.2%) 5.72 [1.35;NE] 

Disease Stage 

1-2 75/143 (52.4%) 6.70 [2.43;13.11] 

3 16/34 (47.1%) 4.83 [1.18;NE] 

Number of prior lines 

<=5 47/96 (49.0%) 9.23 [2.99;13.11] 

> 5 51/91 (56.0%) 2.79 [1.25;8.12] 

Type of myeloma 

IgG 56/106 (52.8%) 5.72 [2.43;11.99] 

non-IgG 16/29 (55.2%) 2.50 [0.39;NE] 

Light chain only 18/34 (52.9%) 6.70 [0.99;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 36/71 (50.7%) 6.70 [1.87;15.64] 

>=65 62/116 (53.4%) 4.83 [2.30;11.99] 

Age group 2 

<75 79/151 (52.3%) 6.01 [2.33;11.47] 

>=75 19/36 (52.8%) 4.83 [2.30;11.99] 

Sex 

Male 47/98 (48.0%) 4.24 [2.30;NE] 

Female 51/89 (57.3%) 6.70 [2.10;11.47] 

Geographic region 

North America 59/95 (62.1%) 2.43 [1.25;6.70] 

Europe 30/71 (42.3%) 11.47 [4.83;NE] 

Asia 3/12 (25.0%) NYR [4.24;NE] 

Other 6/9 (66.7%) 0.72 [0.03;NE] 

Race 

White 62/116 (53.4%) 4.83 [2.10;13.11] 

Other 14/29 (48.3%) 5.32 [1.84;NE] 

Renal function 

CrCl <= 60 mL/min 38/65 (58.5%) 3.38 [0.72;11.33] 

CrCl > 60 mL/min 60/122 (49.2%) 6.93 [2.79;16.13] 

Liver function 

Normal 85/155 (54.8%) 5.32 [2.33;11.10] 

Impaired 13/32 (40.6%) NYR [1.02;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 90/174 (51.7%) 6.01 [2.79;11.33] 

No 8/13 (61.5%) 1.22 [0.23;NE] 

Penta refractory 

Yes 41/85 (48.2%) 6.70 [1.84;NE] 

No 57/102 (55.9%) 5.32 [2.30;11.47] 

ECOG 

0 33/65 (50.8%) 7.13 [1.18;NE] 

1-2 65/122 (53.3%) 4.83 [2.33;11.10] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 33 (17.6%) 

Number of censored cases, n (%) 154 (82.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.64 (0.35) 

   25th percentile 12.90 [9.99;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 33/187 (17.6%) NC 

Baseline cytogenetics 

Standard Risk 25/125 (20.0%) NC 

High-Risk 5/44 (11.4%) NYR [13.11;NE] 

Baseline bone marrow plasma cells 

<50% 30/133 (22.6%) NYR [13.67;NE] 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 27/140 (19.3%) NC 

No 6/47 (12.8%) NYR [13.11;NE] 

Disease Stage 

1-2 22/143 (15.4%) NC 

3 6/34 (17.6%) NYR [12.48;NE] 

Number of prior lines 

<=5 17/96 (17.7%) NC 

> 5 16/91 (17.6%) NC 

Type of myeloma 

IgG 17/106 (16.0%) NC 

non-IgG 5/29 (17.2%) NC 

Light chain only 10/34 (29.4%) NYR [9.23;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 23/116 (19.8%) NC 

Age group 2 

<75 24/151 (15.9%) NC 

>=75 9/36 (25.0%) 12.48 [11.33;NE] 

Sex 

Male 15/98 (15.3%) NC 

Female 18/89 (20.2%) NYR [13.67;NE] 

Geographic region 

North America 22/95 (23.2%) NYR [12.91;NE] 

Europe 10/71 (14.1%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.16;NE] 

Race 

White 24/116 (20.7%) NYR [13.67;NE] 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 14/65 (21.5%) NYR [12.48;NE] 

CrCl > 60 mL/min 19/122 (15.6%) NC 

Liver function 

Normal 27/155 (17.4%) NC 

Impaired 6/32 (18.8%) NYR [7.43;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 31/174 (17.8%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 14/85 (16.5%) NC 

No 19/102 (18.6%) NC 

ECOG 

0 12/65 (18.5%) NC 

1-2 21/122 (17.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 23 (12.3%) 

Number of censored cases, n (%) 164 (87.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 14.33 (0.41) 

   25th percentile NYR [16.13;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 23/187 (12.3%) NC 

Baseline cytogenetics 

Standard Risk 19/125 (15.2%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 17/133 (12.8%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 7/47 (14.9%) NYR [16.26;NE] 

Disease Stage 

1-2 19/143 (13.3%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 8/96 (8.3%) NC 

> 5 15/91 (16.5%) NC 

Type of myeloma 

IgG 13/106 (12.3%) NC 

non-IgG 4/29 (13.8%) NYR [16.13;NE] 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 13/71 (18.3%) NYR [16.26;NE] 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 22/151 (14.6%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 15/98 (15.3%) NC 

Female 8/89 (9.0%) NC 

Geographic region 

North America 14/95 (14.7%) NC 

Europe 5/71 (7.0%) NC 

Asia 1/12 (8.3%) NYR [4.24;NE] 

Other 3/9 (33.3%) 16.26 [0.07;NE] 

Race 

White 16/116 (13.8%) NC 

Other 3/29 (10.3%) NYR [16.13;NE] 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 18/122 (14.8%) NC 

Liver function 

Normal 20/155 (12.9%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 435 of 663 

 TABLE 1003.6.2.47.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.47.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Back pain - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 20/174 (11.5%) NC 

No 3/13 (23.1%) NYR [1.25;NE] 

Penta refractory 

Yes 10/85 (11.8%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 9/65 (13.8%) NC 

1-2 14/122 (11.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 22 (11.8%) 

Number of censored cases, n (%) 165 (88.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.79 (0.39) 

   25th percentile NYR [13.11;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 22/187 (11.8%) NC 

Baseline cytogenetics 

Standard Risk 17/125 (13.6%) NC 

High-Risk 3/44 (6.8%) NYR [13.11;NE] 

Baseline bone marrow plasma cells 

<50% 19/133 (14.3%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 18/143 (12.6%) NC 

3 4/34 (11.8%) NC 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 13/91 (14.3%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 12/116 (10.3%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 3/36 (8.3%) NYR [13.11;NE] 

Sex 

Male 8/98 (8.2%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 20/95 (21.1%) NC 

Europe 2/71 (2.8%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 20/116 (17.2%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 15/122 (12.3%) NC 

Liver function 

Normal 16/155 (10.3%) NC 

Impaired 6/32 (18.8%) NYR [8.12;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 20/174 (11.5%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 11/65 (16.9%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 102 (54.5%) 

Number of censored cases, n (%) 85 (45.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.50 (0.64) 

   25th percentile 0.30 [0.13;0.82] 

   Median [95% CI] 4.40 [2.33;6.77] 

   75th percentile NYR [11.99;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 102/187 (54.5%) 4.40 [2.33;6.77] 

Baseline cytogenetics 

Standard Risk 70/125 (56.0%) 4.67 [1.84;7.26] 

High-Risk 23/44 (52.3%) 4.07 [0.82;NE] 

Baseline bone marrow plasma cells 

<50% 74/133 (55.6%) 4.27 [1.94;6.77] 

>=50% 19/37 (51.4%) 7.26 [0.46;NE] 

Prior stem cell transplant 

Yes 71/140 (50.7%) 5.06 [3.35;10.45] 

No 31/47 (66.0%) 1.91 [1.08;5.82] 

Disease Stage 

1-2 77/143 (53.8%) 4.67 [2.20;8.57] 

3 16/34 (47.1%) 11.10 [1.77;NE] 

Number of prior lines 

<=5 55/96 (57.3%) 3.25 [1.18;7.26] 

> 5 47/91 (51.6%) 5.82 [2.43;10.45] 

Type of myeloma 

IgG 59/106 (55.7%) 4.99 [1.77;10.45] 

non-IgG 17/29 (58.6%) 4.07 [0.82;5.06] 

Light chain only 20/34 (58.8%) 2.20 [0.23;11.99] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 41/71 (57.7%) 4.07 [0.53;6.77] 

>=65 61/116 (52.6%) 4.67 [2.20;11.10] 

Age group 2 

<75 83/151 (55.0%) 4.40 [2.14;6.90] 

>=75 19/36 (52.8%) 5.82 [1.38;11.10] 

Sex 

Male 48/98 (49.0%) 5.06 [3.25;11.99] 

Female 54/89 (60.7%) 3.06 [0.76;6.90] 

Geographic region 

North America 62/95 (65.3%) 2.20 [0.56;4.96] 

Europe 29/71 (40.8%) 11.10 [3.25;NE] 

Asia 6/12 (50.0%) 4.67 [0.10;NE] 

Other 5/9 (55.6%) 0.16 [0.03;NE] 

Race 

White 67/116 (57.8%) 4.04 [1.18;6.90] 

Other 16/29 (55.2%) 4.67 [0.13;NE] 

Renal function 

CrCl <= 60 mL/min 31/65 (47.7%) 5.06 [3.25;11.10] 

CrCl > 60 mL/min 71/122 (58.2%) 4.04 [1.18;6.05] 

Liver function 

Normal 88/155 (56.8%) 4.07 [1.91;6.05] 

Impaired 14/32 (43.8%) 11.99 [0.95;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 95/174 (54.6%) 4.67 [2.43;6.77] 

No 7/13 (53.8%) 1.91 [0.07;NE] 

Penta refractory 

Yes 41/85 (48.2%) 4.96 [2.14;NE] 

No 61/102 (59.8%) 4.40 [1.84;6.90] 

ECOG 

0 32/65 (49.2%) 7.26 [4.04;NE] 

1-2 70/122 (57.4%) 3.25 [1.18;5.82] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 36 (19.3%) 

Number of censored cases, n (%) 151 (80.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.94 (0.35) 

   25th percentile NYR [4.96;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 445 of 663 

 TABLE 1003.6.2.50.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.50.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Headache - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 36/187 (19.3%) NC 

Baseline cytogenetics 

Standard Risk 25/125 (20.0%) NC 

High-Risk 8/44 (18.2%) NYR [11.56;NE] 

Baseline bone marrow plasma cells 

<50% 26/133 (19.5%) NC 

>=50% 7/37 (18.9%) NYR [9.30;NE] 

Prior stem cell transplant 

Yes 28/140 (20.0%) NC 

No 8/47 (17.0%) NYR [12.16;NE] 

Disease Stage 

1-2 30/143 (21.0%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 22/96 (22.9%) NC 

> 5 14/91 (15.4%) NC 

Type of myeloma 

IgG 21/106 (19.8%) NC 

non-IgG 6/29 (20.7%) NC 

Light chain only 8/34 (23.5%) NYR [12.16;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 19/71 (26.8%) NC 

>=65 17/116 (14.7%) NC 

Age group 2 

<75 34/151 (22.5%) NC 

>=75 2/36 (5.6%) NYR [12.16;NE] 

Sex 

Male 18/98 (18.4%) NC 

Female 18/89 (20.2%) NC 

Geographic region 

North America 26/95 (27.4%) NC 

Europe 6/71 (8.5%) NC 

Asia 2/12 (16.7%) NYR [0.10;NE] 

Other 2/9 (22.2%) NYR [0.10;NE] 

Race 

White 22/116 (19.0%) NC 

Other 8/29 (27.6%) NYR [9.30;NE] 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 31/122 (25.4%) NC 

Liver function 

Normal 31/155 (20.0%) NC 

Impaired 5/32 (15.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 34/174 (19.5%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 14/85 (16.5%) NC 

No 22/102 (21.6%) NC 

ECOG 

0 13/65 (20.0%) NC 

1-2 23/122 (18.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 50 (26.7%) 

Number of censored cases, n (%) 137 (73.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 7.85 (0.33) 

   25th percentile 3.60 [0.76;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 50/187 (26.7%) NC 

Baseline cytogenetics 

Standard Risk 31/125 (24.8%) NC 

High-Risk 15/44 (34.1%) NYR [4.67;NE] 

Baseline bone marrow plasma cells 

<50% 35/133 (26.3%) NC 

>=50% 12/37 (32.4%) NYR [4.67;NE] 

Prior stem cell transplant 

Yes 37/140 (26.4%) NC 

No 13/47 (27.7%) NYR [8.44;NE] 

Disease Stage 

1-2 40/143 (28.0%) NC 

3 8/34 (23.5%) NC 

Number of prior lines 

<=5 22/96 (22.9%) NC 

> 5 28/91 (30.8%) NC 

Type of myeloma 

IgG 34/106 (32.1%) NC 

non-IgG 7/29 (24.1%) NYR [7.39;NE] 

Light chain only 7/34 (20.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 16/71 (22.5%) NC 

>=65 34/116 (29.3%) NC 

Age group 2 

<75 39/151 (25.8%) NC 

>=75 11/36 (30.6%) NYR [4.70;NE] 

Sex 

Male 27/98 (27.6%) NC 

Female 23/89 (25.8%) NC 

Geographic region 

North America 33/95 (34.7%) NC 

Europe 11/71 (15.5%) NC 

Asia 1/12 (8.3%) NC 

Other 5/9 (55.6%) 4.67 [0.03;NE] 

Race 

White 40/116 (34.5%) NC 

Other 5/29 (17.2%) NC 

Renal function 

CrCl <= 60 mL/min 16/65 (24.6%) NC 

CrCl > 60 mL/min 34/122 (27.9%) NC 

Liver function 

Normal 40/155 (25.8%) NC 

Impaired 10/32 (31.3%) NYR [0.95;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 47/174 (27.0%) NC 

No 3/13 (23.1%) NYR [2.60;NE] 

Penta refractory 

Yes 26/85 (30.6%) NC 

No 24/102 (23.5%) NC 

ECOG 

0 12/65 (18.5%) NC 

1-2 38/122 (31.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.52.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Insomnia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 26 (13.9%) 

Number of censored cases, n (%) 161 (86.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.95 (0.29) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.52.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Insomnia - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 26/187 (13.9%) NC 

Baseline cytogenetics 

Standard Risk 19/125 (15.2%) NC 

High-Risk 6/44 (13.6%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 8/37 (21.6%) NC 

Prior stem cell transplant 

Yes 19/140 (13.6%) NC 

No 7/47 (14.9%) NC 

Disease Stage 

1-2 22/143 (15.4%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 13/96 (13.5%) NC 

> 5 13/91 (14.3%) NC 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.52.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Insomnia - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 16/116 (13.8%) NC 

Age group 2 

<75 23/151 (15.2%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 16/98 (16.3%) NC 

Female 10/89 (11.2%) NC 

Geographic region 

North America 20/95 (21.1%) NC 

Europe 3/71 (4.2%) NC 

Asia 1/12 (8.3%) NC 

Other 2/9 (22.2%) NYR [0.03;NE] 

Race 

White 20/116 (17.2%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NC 

CrCl > 60 mL/min 18/122 (14.8%) NC 

Liver function 

Normal 20/155 (12.9%) NC 

Impaired 6/32 (18.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.52.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Insomnia - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 25/174 (14.4%) NC 

No 1/13 (7.7%) NYR [2.60;NE] 

Penta refractory 

Yes 13/85 (15.3%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 18/122 (14.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.53.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Renal and urinary disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 38 (20.3%) 

Number of censored cases, n (%) 149 (79.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.85 (0.35) 

   25th percentile 12.20 [4.40;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.53.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Renal and urinary disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 38/187 (20.3%) NC 

Baseline cytogenetics 

Standard Risk 25/125 (20.0%) NC 

High-Risk 8/44 (18.2%) NC 

Baseline bone marrow plasma cells 

<50% 30/133 (22.6%) NC 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 30/140 (21.4%) NC 

No 8/47 (17.0%) NYR [12.16;NE] 

Disease Stage 

1-2 22/143 (15.4%) NC 

3 11/34 (32.4%) 9.00 [4.21;NE] 

Number of prior lines 

<=5 17/96 (17.7%) NC 

> 5 21/91 (23.1%) NC 

Type of myeloma 

IgG 19/106 (17.9%) NC 

non-IgG 9/29 (31.0%) NYR [8.31;NE] 

Light chain only 7/34 (20.6%) NYR [12.16;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.53.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Renal and urinary disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 12/71 (16.9%) NC 

>=65 26/116 (22.4%) NC 

Age group 2 

<75 32/151 (21.2%) NC 

>=75 6/36 (16.7%) NYR [12.16;NE] 

Sex 

Male 24/98 (24.5%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 16/95 (16.8%) NC 

Europe 17/71 (23.9%) NC 

Asia 1/12 (8.3%) NC 

Other 4/9 (44.4%) NYR [0.13;NE] 

Race 

White 22/116 (19.0%) NC 

Other 6/29 (20.7%) NC 

Renal function 

CrCl <= 60 mL/min 19/65 (29.2%) NYR [9.00;NE] 

CrCl > 60 mL/min 19/122 (15.6%) NC 

Liver function 

Normal 32/155 (20.6%) NC 

Impaired 6/32 (18.8%) NYR [9.00;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.53.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Renal and urinary disorders - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 34/174 (19.5%) NC 

No 4/13 (30.8%) NYR [1.08;NE] 

Penta refractory 

Yes 19/85 (22.4%) NC 

No 19/102 (18.6%) NC 

ECOG 

0 12/65 (18.5%) NC 

1-2 26/122 (21.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.54.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Respiratory, thoracic and mediastinal disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 91 (48.7%) 

Number of censored cases, n (%) 96 (51.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.41 (0.65) 

   25th percentile 1.40 [1.02;1.84] 

   Median [95% CI] 6.01 [4.63;8.28] 

   75th percentile 17.80 [15.24;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.54.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Respiratory, thoracic and mediastinal disorders - by subgroups - 

Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 91/187 (48.7%) 6.01 [4.63;8.28] 

Baseline cytogenetics 

Standard Risk 65/125 (52.0%) 6.47 [3.68;9.92] 

High-Risk 18/44 (40.9%) 5.59 [2.14;NE] 

Baseline bone marrow plasma cells 

<50% 70/133 (52.6%) 6.01 [3.45;8.28] 

>=50% 15/37 (40.5%) 5.59 [2.33;NE] 

Prior stem cell transplant 

Yes 68/140 (48.6%) 5.59 [3.71;9.92] 

No 23/47 (48.9%) 7.13 [3.45;16.13] 

Disease Stage 

1-2 71/143 (49.7%) 6.47 [4.63;13.24] 

3 14/34 (41.2%) 3.68 [1.68;NE] 

Number of prior lines 

<=5 45/96 (46.9%) 7.82 [3.88;16.00] 

> 5 46/91 (50.5%) 5.59 [2.14;7.20] 

Type of myeloma 

IgG 51/106 (48.1%) 7.13 [2.99;16.13] 

non-IgG 12/29 (41.4%) 6.80 [3.88;17.77] 

Light chain only 22/34 (64.7%) 4.73 [1.18;6.47] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.54.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Respiratory, thoracic and mediastinal disorders - by subgroups - 

Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 33/71 (46.5%) 6.80 [3.45;15.24] 

>=65 58/116 (50.0%) 6.01 [3.71;11.01] 

Age group 2 

<75 74/151 (49.0%) 5.59 [3.68;11.01] 

>=75 17/36 (47.2%) 6.47 [4.63;16.13] 

Sex 

Male 48/98 (49.0%) 6.01 [3.68;7.82] 

Female 43/89 (48.3%) 6.47 [3.45;16.00] 

Geographic region 

North America 61/95 (64.2%) 3.19 [1.71;6.01] 

Europe 23/71 (32.4%) 13.24 [5.59;NE] 

Asia 3/12 (25.0%) NYR [8.28;NE] 

Other 4/9 (44.4%) 2.14 [0.07;NE] 

Race 

White 67/116 (57.8%) 3.68 [2.14;6.01] 

Other 11/29 (37.9%) 16.00 [6.01;NE] 

Renal function 

CrCl <= 60 mL/min 27/65 (41.5%) 7.82 [3.88;17.77] 

CrCl > 60 mL/min 64/122 (52.5%) 5.59 [3.19;7.20] 

Liver function 

Normal 78/155 (50.3%) 6.01 [3.88;8.28] 

Impaired 13/32 (40.6%) 9.92 [2.99;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.54.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Respiratory, thoracic and mediastinal disorders - by subgroups - 

Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 82/174 (47.1%) 6.47 [4.73;9.92] 

No 9/13 (69.2%) 1.58 [0.39;NE] 

Penta refractory 

Yes 38/85 (44.7%) 5.59 [3.68;7.82] 

No 53/102 (52.0%) 6.80 [3.19;15.24] 

ECOG 

0 26/65 (40.0%) 8.28 [5.59;NE] 

1-2 65/122 (53.3%) 4.73 [2.33;7.82] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 1003.6.2.55.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.55.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Cough - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 43 (23.0%) 

Number of censored cases, n (%) 144 (77.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.28 (0.52) 

   25th percentile 7.70 [4.73;15.24] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.55.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Cough - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 43/187 (23.0%) NC 

Baseline cytogenetics 

Standard Risk 32/125 (25.6%) NYR [16.07;NE] 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 33/133 (24.8%) NYR [15.24;NE] 

>=50% 7/37 (18.9%) NYR [7.66;NE] 

Prior stem cell transplant 

Yes 35/140 (25.0%) NYR [16.07;NE] 

No 8/47 (17.0%) NYR [11.04;NE] 

Disease Stage 

1-2 33/143 (23.1%) NC 

3 6/34 (17.6%) NYR [3.68;NE] 

Number of prior lines 

<=5 24/96 (25.0%) NYR [15.24;NE] 

> 5 19/91 (20.9%) NYR [13.24;NE] 

Type of myeloma 

IgG 23/106 (21.7%) NC 

non-IgG 5/29 (17.2%) NYR [16.07;NE] 

Light chain only 14/34 (41.2%) 11.04 [6.34;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.55.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Cough - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 18/71 (25.4%) NYR [15.24;NE] 

>=65 25/116 (21.6%) NYR [16.07;NE] 

Age group 2 

<75 37/151 (24.5%) NC 

>=75 6/36 (16.7%) NYR [7.82;NE] 

Sex 

Male 25/98 (25.5%) NYR [11.04;NE] 

Female 18/89 (20.2%) NC 

Geographic region 

North America 31/95 (32.6%) 16.07 [7.66;NE] 

Europe 9/71 (12.7%) NC 

Asia 1/12 (8.3%) NC 

Other 2/9 (22.2%) NYR [0.33;NE] 

Race 

White 35/116 (30.2%) NYR [7.66;NE] 

Other 3/29 (10.3%) NYR [16.07;NE] 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NYR [16.07;NE] 

CrCl > 60 mL/min 32/122 (26.2%) NYR [15.24;NE] 

Liver function 

Normal 35/155 (22.6%) NC 

Impaired 8/32 (25.0%) NYR [3.68;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.55.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Cough - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 41/174 (23.6%) NYR [16.07;NE] 

No 2/13 (15.4%) NYR [1.58;NE] 

Penta refractory 

Yes 16/85 (18.8%) NYR [7.66;NE] 

No 27/102 (26.5%) NYR [16.07;NE] 

ECOG 

0 15/65 (23.1%) NYR [15.24;NE] 

1-2 28/122 (23.0%) NYR [16.07;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.56.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Dyspnoea - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 26 (13.9%) 

Number of censored cases, n (%) 161 (86.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.30 (0.37) 

   25th percentile NYR [12.12;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.56.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Dyspnoea - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 26/187 (13.9%) NC 

Baseline cytogenetics 

Standard Risk 21/125 (16.8%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 20/133 (15.0%) NC 

>=50% 5/37 (13.5%) NYR [14.13;NE] 

Prior stem cell transplant 

Yes 20/140 (14.3%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 6/34 (17.6%) NYR [14.13;NE] 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 17/91 (18.7%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 5/29 (17.2%) NYR [9.92;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.56.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Dyspnoea - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 16/116 (13.8%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 7/36 (19.4%) NYR [6.01;NE] 

Sex 

Male 13/98 (13.3%) NC 

Female 13/89 (14.6%) NC 

Geographic region 

North America 21/95 (22.1%) NC 

Europe 5/71 (7.0%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 20/116 (17.2%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 12/65 (18.5%) NYR [14.13;NE] 

CrCl > 60 mL/min 14/122 (11.5%) NC 

Liver function 

Normal 19/155 (12.3%) NC 

Impaired 7/32 (21.9%) NYR [9.92;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 22/174 (12.6%) NC 

No 4/13 (30.8%) NYR [0.39;NE] 

Penta refractory 

Yes 12/85 (14.1%) NYR [14.19;NE] 

No 14/102 (13.7%) NC 

ECOG 

0 6/65 (9.2%) NC 

1-2 20/122 (16.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 23 (12.3%) 

Number of censored cases, n (%) 164 (87.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 14.11 (0.40) 

   25th percentile 14.10 [11.01;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 23/187 (12.3%) NC 

Baseline cytogenetics 

Standard Risk 19/125 (15.2%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 17/133 (12.8%) NC 

>=50% 5/37 (13.5%) NYR [14.13;NE] 

Prior stem cell transplant 

Yes 18/140 (12.9%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 18/143 (12.6%) NC 

3 4/34 (11.8%) 14.13 [5.82;NE] 

Number of prior lines 

<=5 13/96 (13.5%) NC 

> 5 10/91 (11.0%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 2/29 (6.9%) NYR [16.07;NE] 

Light chain only 10/34 (29.4%) 13.31 [10.18;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 9/71 (12.7%) NC 

>=65 14/116 (12.1%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 4/36 (11.1%) NYR [7.13;NE] 

Sex 

Male 11/98 (11.2%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 21/95 (22.1%) NYR [12.98;NE] 

Europe 2/71 (2.8%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 20/116 (17.2%) NYR [13.31;NE] 

Other 3/29 (10.3%) NYR [16.07;NE] 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NYR [14.13;NE] 

CrCl > 60 mL/min 15/122 (12.3%) NC 

Liver function 

Normal 21/155 (13.5%) NC 

Impaired 2/32 (6.3%) NYR [14.13;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 21/174 (12.1%) NC 

No 2/13 (15.4%) NYR [5.82;NE] 

Penta refractory 

Yes 7/85 (8.2%) NYR [14.13;NE] 

No 16/102 (15.7%) NC 

ECOG 

0 4/65 (6.2%) NC 

1-2 19/122 (15.6%) NYR [16.07;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 84 (44.9%) 

Number of censored cases, n (%) 103 (55.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.51 (0.62) 

   25th percentile 0.80 [0.49;1.18] 

   Median [95% CI] 7.98 [3.09;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 84/187 (44.9%) 7.98 [3.09;NE] 

Baseline cytogenetics 

Standard Risk 60/125 (48.0%) 6.47 [2.33;16.16] 

High-Risk 17/44 (38.6%) 8.84 [1.45;NE] 

Baseline bone marrow plasma cells 

<50% 63/133 (47.4%) 6.47 [2.33;NE] 

>=50% 15/37 (40.5%) 8.84 [1.41;NE] 

Prior stem cell transplant 

Yes 68/140 (48.6%) 6.47 [3.02;16.16] 

No 16/47 (34.0%) NYR [3.19;NE] 

Disease Stage 

1-2 73/143 (51.0%) 5.52 [1.41;11.76] 

3 6/34 (17.6%) NC 

Number of prior lines 

<=5 43/96 (44.8%) 8.71 [3.02;NE] 

> 5 41/91 (45.1%) 5.52 [1.45;NE] 

Type of myeloma 

IgG 48/106 (45.3%) 6.47 [3.09;NE] 

non-IgG 12/29 (41.4%) NYR [0.72;NE] 

Light chain only 18/34 (52.9%) 7.98 [1.22;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 35/71 (49.3%) 8.71 [1.35;NE] 

>=65 49/116 (42.2%) 7.98 [3.09;NE] 

Age group 2 

<75 74/151 (49.0%) 6.47 [2.33;16.16] 

>=75 10/36 (27.8%) NYR [4.17;NE] 

Sex 

Male 43/98 (43.9%) 8.71 [3.02;NE] 

Female 41/89 (46.1%) 6.47 [2.33;NE] 

Geographic region 

North America 56/95 (58.9%) 1.41 [1.08;5.52] 

Europe 17/71 (23.9%) NYR [16.16;NE] 

Asia 6/12 (50.0%) 3.19 [1.08;NE] 

Other 5/9 (55.6%) 1.15 [0.03;NE] 

Race 

White 54/116 (46.6%) 5.52 [1.68;NE] 

Other 17/29 (58.6%) 2.33 [0.72;NE] 

Renal function 

CrCl <= 60 mL/min 21/65 (32.3%) NYR [5.52;NE] 

CrCl > 60 mL/min 63/122 (51.6%) 4.17 [1.68;8.84] 

Liver function 

Normal 72/155 (46.5%) 6.47 [2.33;NE] 

Impaired 12/32 (37.5%) 16.16 [3.09;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 479 of 663 

 TABLE 1003.6.2.58.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.58.2. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - SOC Skin and subcutaneous tissue disorders - by subgroups - Safety 

Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 76/174 (43.7%) 8.71 [3.19;NE] 

No 8/13 (61.5%) 3.09 [0.72;NE] 

Penta refractory 

Yes 27/85 (31.8%) NYR [8.84;NE] 

No 57/102 (55.9%) 3.09 [1.25;7.98] 

ECOG 

0 37/65 (56.9%) 2.33 [0.92;11.76] 

1-2 47/122 (38.5%) NYR [4.17;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 480 of 663 

 TABLE 1003.6.2.59.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.59.1. Analysis of adverse events - Treatment Emergent Adverse Event (TEAE) - PT Dry skin - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 28 (15.0%) 

Number of censored cases, n (%) 159 (85.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 17.06 (0.54) 

   25th percentile 20.00 [13.60;NE] 

   Median [95% CI] NYR [20.04;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 28/187 (15.0%) NYR [20.04;NE] 

Baseline cytogenetics 

Standard Risk 20/125 (16.0%) NYR [20.04;NE] 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 21/133 (15.8%) NYR [18.69;NE] 

>=50% 6/37 (16.2%) NC 

Prior stem cell transplant 

Yes 25/140 (17.9%) NYR [20.04;NE] 

No 3/47 (6.4%) 18.69 [18.69;NE] 

Disease Stage 

1-2 24/143 (16.8%) NYR [18.69;NE] 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 15/96 (15.6%) 20.04 [18.69;NE] 

> 5 13/91 (14.3%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 5/29 (17.2%) 18.69 [18.69;NE] 

Light chain only 9/34 (26.5%) 20.04 [9.72;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 13/71 (18.3%) NC 

>=65 15/116 (12.9%) 20.04 [18.69;NE] 

Age group 2 

<75 26/151 (17.2%) NYR [20.04;NE] 

>=75 2/36 (5.6%) NC 

Sex 

Male 13/98 (13.3%) NYR [20.04;NE] 

Female 15/89 (16.9%) NYR [18.69;NE] 

Geographic region 

North America 26/95 (27.4%) 20.04 [20.04;NE] 

Europe 0/71 (0.0%) NC 

Asia 2/12 (16.7%) 18.69 [18.69;NE] 

Other 0/9 (0.0%) NC 

Race 

White 19/116 (16.4%) NYR [20.04;NE] 

Other 9/29 (31.0%) 18.69 [18.69;NE] 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) 18.69 [18.69;NE] 

CrCl > 60 mL/min 19/122 (15.6%) NYR [20.04;NE] 

Liver function 

Normal 27/155 (17.4%) 20.04 [18.69;NE] 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 27/174 (15.5%) NYR [20.04;NE] 

No 1/13 (7.7%) NYR [9.72;NE] 

Penta refractory 

Yes 10/85 (11.8%) NC 

No 18/102 (17.6%) NYR [20.04;NE] 

ECOG 

0 10/65 (15.4%) NC 

1-2 18/122 (14.8%) 20.04 [18.69;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 19 (10.2%) 

Number of censored cases, n (%) 168 (89.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.76 (0.29) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 19/187 (10.2%) NC 

Baseline cytogenetics 

Standard Risk 14/125 (11.2%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 15/133 (11.3%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 15/143 (10.5%) NC 

3 3/34 (8.8%) NYR [3.55;NE] 

Number of prior lines 

<=5 12/96 (12.5%) NC 

> 5 7/91 (7.7%) NC 

Type of myeloma 

IgG 9/106 (8.5%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 4/71 (5.6%) NC 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 17/151 (11.3%) NC 

>=75 2/36 (5.6%) NC 

Sex 

Male 12/98 (12.2%) NC 

Female 7/89 (7.9%) NC 

Geographic region 

North America 12/95 (12.6%) NC 

Europe 6/71 (8.5%) NC 

Asia 1/12 (8.3%) NYR [8.71;NE] 

Other 0/9 (0.0%) NC 

Race 

White 13/116 (11.2%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 17/155 (11.0%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 17/174 (9.8%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 10/102 (9.8%) NC 

ECOG 

0 9/65 (13.8%) NC 

1-2 10/122 (8.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 43 (23.0%) 

Number of censored cases, n (%) 144 (77.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.02 (0.30) 

   25th percentile 7.00 [4.27;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 43/187 (23.0%) NC 

Baseline cytogenetics 

Standard Risk 31/125 (24.8%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 32/133 (24.1%) NC 

>=50% 8/37 (21.6%) NYR [6.51;NE] 

Prior stem cell transplant 

Yes 28/140 (20.0%) NC 

No 15/47 (31.9%) NYR [10.15;NE] 

Disease Stage 

1-2 33/143 (23.1%) NC 

3 5/34 (14.7%) NC 

Number of prior lines 

<=5 24/96 (25.0%) NC 

> 5 19/91 (20.9%) NC 

Type of myeloma 

IgG 28/106 (26.4%) NC 

non-IgG 5/29 (17.2%) NYR [5.03;NE] 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 17/71 (23.9%) NC 

>=65 26/116 (22.4%) NC 

Age group 2 

<75 32/151 (21.2%) NC 

>=75 11/36 (30.6%) NYR [6.51;NE] 

Sex 

Male 23/98 (23.5%) NC 

Female 20/89 (22.5%) NC 

Geographic region 

North America 25/95 (26.3%) NC 

Europe 14/71 (19.7%) NC 

Asia 1/12 (8.3%) NYR [10.15;NE] 

Other 3/9 (33.3%) NYR [0.10;NE] 

Race 

White 28/116 (24.1%) NC 

Other 6/29 (20.7%) NC 

Renal function 

CrCl <= 60 mL/min 16/65 (24.6%) NYR [8.31;NE] 

CrCl > 60 mL/min 27/122 (22.1%) NC 

Liver function 

Normal 39/155 (25.2%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 37/174 (21.3%) NC 

No 6/13 (46.2%) 6.97 [0.10;NE] 

Penta refractory 

Yes 17/85 (20.0%) NC 

No 26/102 (25.5%) NC 

ECOG 

0 12/65 (18.5%) NC 

1-2 31/122 (25.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.62.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Blood and lymphatic system disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 16 (8.6%) 

Number of censored cases, n (%) 171 (91.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.23 (0.24) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 16/187 (8.6%) NC 

Baseline cytogenetics 

Standard Risk 9/125 (7.2%) NC 

High-Risk 4/44 (9.1%) NC 

Baseline bone marrow plasma cells 

<50% 13/133 (9.8%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 9/140 (6.4%) NC 

No 7/47 (14.9%) NYR [12.16;NE] 

Disease Stage 

1-2 10/143 (7.0%) NC 

3 5/34 (14.7%) NYR [6.11;NE] 

Number of prior lines 

<=5 11/96 (11.5%) NC 

> 5 5/91 (5.5%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 3/34 (8.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 6/71 (8.5%) NC 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 13/151 (8.6%) NC 

>=75 3/36 (8.3%) NYR [12.16;NE] 

Sex 

Male 8/98 (8.2%) NC 

Female 8/89 (9.0%) NC 

Geographic region 

North America 4/95 (4.2%) NC 

Europe 12/71 (16.9%) NYR [12.16;NE] 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 9/116 (7.8%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 6/65 (9.2%) NC 

CrCl > 60 mL/min 10/122 (8.2%) NC 

Liver function 

Normal 15/155 (9.7%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 13/174 (7.5%) NC 

No 3/13 (23.1%) NYR [1.64;NE] 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 8/102 (7.8%) NC 

ECOG 

0 5/65 (7.7%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 25 (13.4%) 

Number of censored cases, n (%) 162 (86.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 15.02 (0.44) 

   25th percentile NYR [17.28;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 25/187 (13.4%) NC 

Baseline cytogenetics 

Standard Risk 19/125 (15.2%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 21/133 (15.8%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 18/140 (12.9%) NC 

No 7/47 (14.9%) NYR [13.27;NE] 

Disease Stage 

1-2 20/143 (14.0%) NC 

3 5/34 (14.7%) NYR [5.52;NE] 

Number of prior lines 

<=5 13/96 (13.5%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 5/29 (17.2%) NYR [17.28;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 11/71 (15.5%) NC 

>=65 14/116 (12.1%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 6/36 (16.7%) NYR [13.27;NE] 

Sex 

Male 11/98 (11.2%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 12/71 (16.9%) NC 

Asia 1/12 (8.3%) NYR [17.28;NE] 

Other 4/9 (44.4%) NYR [0.30;NE] 

Race 

White 17/116 (14.7%) NC 

Other 1/29 (3.4%) NYR [17.28;NE] 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 18/122 (14.8%) NC 

Liver function 

Normal 20/155 (12.9%) NC 

Impaired 5/32 (15.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.63.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC General disorders and administration site conditions - by 

subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 25/174 (14.4%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 16/85 (18.8%) NC 

No 9/102 (8.8%) NC 

ECOG 

0 8/65 (12.3%) NC 

1-2 17/122 (13.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.64.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - PT Disease progression - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 10 (5.3%) 

Number of censored cases, n (%) 177 (94.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 1.99 (0.02) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.64.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - PT Disease progression - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 10/187 (5.3%) NC 

Baseline cytogenetics 

Standard Risk 7/125 (5.6%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 6/133 (4.5%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 10/140 (7.1%) NC 

No 0/47 (0.0%) NC 

Disease Stage 

1-2 8/143 (5.6%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 2/96 (2.1%) NC 

> 5 8/91 (8.8%) NC 

Type of myeloma 

IgG 5/106 (4.7%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 7/71 (9.9%) NC 

>=65 3/116 (2.6%) NC 

Age group 2 

<75 9/151 (6.0%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 6/98 (6.1%) NC 

Female 4/89 (4.5%) NC 

Geographic region 

North America 3/95 (3.2%) NC 

Europe 3/71 (4.2%) NC 

Asia 0/12 (0.0%) NC 

Other 4/9 (44.4%) NYR [0.30;NE] 

Race 

White 9/116 (7.8%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 2/65 (3.1%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 7/155 (4.5%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 3/102 (2.9%) NC 

ECOG 

0 5/65 (7.7%) NC 

1-2 5/122 (4.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 23 (12.3%) 

Number of censored cases, n (%) 164 (87.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.40 (0.11) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 23/187 (12.3%) NC 

Baseline cytogenetics 

Standard Risk 11/125 (8.8%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 6/34 (17.6%) NC 

Number of prior lines 

<=5 14/96 (14.6%) NC 

> 5 9/91 (9.9%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 5/29 (17.2%) NC 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/71 (11.3%) NC 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 17/151 (11.3%) NC 

>=75 6/36 (16.7%) NC 

Sex 

Male 11/98 (11.2%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 15/95 (15.8%) NC 

Europe 4/71 (5.6%) NC 

Asia 2/12 (16.7%) NYR [0.20;NE] 

Other 2/9 (22.2%) NYR [0.16;NE] 

Race 

White 16/116 (13.8%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NC 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 21/155 (13.5%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.65.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Immune system disorders - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 22/174 (12.6%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 16/122 (13.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.66.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - PT Cytokine release syndrome - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 23 (12.3%) 

Number of censored cases, n (%) 164 (87.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.40 (0.11) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 23/187 (12.3%) NC 

Baseline cytogenetics 

Standard Risk 11/125 (8.8%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 16/133 (12.0%) NC 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 6/47 (12.8%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 6/34 (17.6%) NC 

Number of prior lines 

<=5 14/96 (14.6%) NC 

> 5 9/91 (9.9%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 5/29 (17.2%) NC 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 8/71 (11.3%) NC 

>=65 15/116 (12.9%) NC 

Age group 2 

<75 17/151 (11.3%) NC 

>=75 6/36 (16.7%) NC 

Sex 

Male 11/98 (11.2%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 15/95 (15.8%) NC 

Europe 4/71 (5.6%) NC 

Asia 2/12 (16.7%) NYR [0.20;NE] 

Other 2/9 (22.2%) NYR [0.16;NE] 

Race 

White 16/116 (13.8%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NC 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 21/155 (13.5%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 22/174 (12.6%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 16/122 (13.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 90 (48.1%) 

Number of censored cases, n (%) 97 (51.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.74 (0.55) 

   25th percentile 3.30 [2.17;4.21] 

   Median [95% CI] 7.95 [5.26;10.91] 

   75th percentile 14.80 [12.98;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 90/187 (48.1%) 7.95 [5.26;10.91] 

Baseline cytogenetics 

Standard Risk 65/125 (52.0%) 7.82 [5.13;9.86] 

High-Risk 15/44 (34.1%) 14.16 [4.34;NE] 

Baseline bone marrow plasma cells 

<50% 66/133 (49.6%) 8.48 [5.82;12.09] 

>=50% 18/37 (48.6%) 4.90 [2.79;14.23] 

Prior stem cell transplant 

Yes 68/140 (48.6%) 7.56 [5.06;12.09] 

No 22/47 (46.8%) 8.38 [4.90;12.16] 

Disease Stage 

1-2 70/143 (49.0%) 7.95 [5.22;12.09] 

3 14/34 (41.2%) 6.83 [4.17;14.23] 

Number of prior lines 

<=5 48/96 (50.0%) 8.48 [4.50;13.77] 

> 5 42/91 (46.2%) 7.56 [5.22;11.01] 

Type of myeloma 

IgG 56/106 (52.8%) 7.95 [5.06;9.86] 

non-IgG 9/29 (31.0%) 12.09 [3.94;NE] 

Light chain only 22/34 (64.7%) 6.05 [3.71;12.16] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 36/71 (50.7%) 9.33 [5.13;13.67] 

>=65 54/116 (46.6%) 6.51 [4.90;11.01] 

Age group 2 

<75 75/151 (49.7%) 7.95 [4.90;12.09] 

>=75 15/36 (41.7%) 6.83 [5.42;12.16] 

Sex 

Male 48/98 (49.0%) 6.93 [4.60;9.86] 

Female 42/89 (47.2%) 8.48 [5.22;12.98] 

Geographic region 

North America 39/95 (41.1%) 9.33 [6.51;14.23] 

Europe 43/71 (60.6%) 4.60 [4.17;6.83] 

Asia 5/12 (41.7%) 14.75 [2.79;NE] 

Other 3/9 (33.3%) 13.39 [3.48;NE] 

Race 

White 55/116 (47.4%) 7.56 [5.22;11.01] 

Other 10/29 (34.5%) 14.75 [5.13;NE] 

Renal function 

CrCl <= 60 mL/min 30/65 (46.2%) 6.93 [4.60;9.33] 

CrCl > 60 mL/min 60/122 (49.2%) 9.13 [5.06;12.16] 

Liver function 

Normal 76/155 (49.0%) 8.38 [5.82;11.01] 

Impaired 14/32 (43.8%) 5.06 [3.25;14.23] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 85/174 (48.9%) 8.38 [5.22;11.01] 

No 5/13 (38.5%) 5.42 [2.10;NE] 

Penta refractory 

Yes 33/85 (38.8%) 6.83 [4.57;9.86] 

No 57/102 (55.9%) 8.51 [5.42;12.16] 

ECOG 

0 29/65 (44.6%) 11.01 [6.51;14.49] 

1-2 61/122 (50.0%) 6.05 [4.57;8.51] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 24 (12.8%) 

Number of censored cases, n (%) 163 (87.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.77 (0.39) 

   25th percentile NYR [7.95;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 24/187 (12.8%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 18/133 (13.5%) NC 

>=50% 5/37 (13.5%) NYR [6.51;NE] 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 8/47 (17.0%) NYR [7.95;NE] 

Disease Stage 

1-2 19/143 (13.3%) NC 

3 4/34 (11.8%) NYR [4.17;NE] 

Number of prior lines 

<=5 15/96 (15.6%) NC 

> 5 9/91 (9.9%) NC 

Type of myeloma 

IgG 14/106 (13.2%) NC 

non-IgG 3/29 (10.3%) NYR [10.91;NE] 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 14/116 (12.1%) NC 

Age group 2 

<75 19/151 (12.6%) NC 

>=75 5/36 (13.9%) NYR [6.83;NE] 

Sex 

Male 7/98 (7.1%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 13/95 (13.7%) NC 

Europe 10/71 (14.1%) NYR [9.86;NE] 

Asia 1/12 (8.3%) NYR [14.75;NE] 

Other 0/9 (0.0%) NC 

Race 

White 14/116 (12.1%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NC 

CrCl > 60 mL/min 16/122 (13.1%) NC 

Liver function 

Normal 19/155 (12.3%) NC 

Impaired 5/32 (15.6%) NYR [10.91;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 24/174 (13.8%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 9/65 (13.8%) NC 

1-2 15/122 (12.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 18 (9.6%) 

Number of censored cases, n (%) 169 (90.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 15.15 (0.39) 

   25th percentile NYR [11.66;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 18/187 (9.6%) NC 

Baseline cytogenetics 

Standard Risk 13/125 (10.4%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 14/133 (10.5%) NC 

>=50% 4/37 (10.8%) NYR [7.20;NE] 

Prior stem cell transplant 

Yes 14/140 (10.0%) NC 

No 4/47 (8.5%) NC 

Disease Stage 

1-2 14/143 (9.8%) NC 

3 3/34 (8.8%) NYR [11.27;NE] 

Number of prior lines 

<=5 12/96 (12.5%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 10/106 (9.4%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 6/71 (8.5%) NC 

>=65 12/116 (10.3%) NC 

Age group 2 

<75 16/151 (10.6%) NC 

>=75 2/36 (5.6%) NYR [11.27;NE] 

Sex 

Male 8/98 (8.2%) NC 

Female 10/89 (11.2%) NC 

Geographic region 

North America 7/95 (7.4%) NC 

Europe 10/71 (14.1%) NYR [16.23;NE] 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [3.48;NE] 

Race 

White 13/116 (11.2%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 14/122 (11.5%) NC 

Liver function 

Normal 17/155 (11.0%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 18/174 (10.3%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 14/102 (13.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 10 (5.3%) 

Number of censored cases, n (%) 177 (94.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.55 (0.21) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 10/187 (5.3%) NC 

Baseline cytogenetics 

Standard Risk 6/125 (4.8%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 7/133 (5.3%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 8/140 (5.7%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 2/34 (5.9%) NYR [5.42;NE] 

Number of prior lines 

<=5 4/96 (4.2%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 5/106 (4.7%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 3/34 (8.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 4/71 (5.6%) NC 

>=65 6/116 (5.2%) NC 

Age group 2 

<75 5/151 (3.3%) NC 

>=75 5/36 (13.9%) NYR [12.16;NE] 

Sex 

Male 6/98 (6.1%) NC 

Female 4/89 (4.5%) NC 

Geographic region 

North America 6/95 (6.3%) NC 

Europe 4/71 (5.6%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 7/116 (6.0%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 6/122 (4.9%) NC 

Liver function 

Normal 9/155 (5.8%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 6/102 (5.9%) NC 

ECOG 

0 6/65 (9.2%) NC 

1-2 4/122 (3.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 1003.6.2.71.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.71.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Metabolism and nutrition disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 10 (5.3%) 

Number of censored cases, n (%) 177 (94.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.09 (0.19) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.71.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Metabolism and nutrition disorders - by subgroups - 

Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 10/187 (5.3%) NC 

Baseline cytogenetics 

Standard Risk 3/125 (2.4%) NC 

High-Risk 3/44 (6.8%) NYR [9.76;NE] 

Baseline bone marrow plasma cells 

<50% 9/133 (6.8%) NC 

>=50% 0/37 (0.0%) NC 

Prior stem cell transplant 

Yes 6/140 (4.3%) NC 

No 4/47 (8.5%) NYR [12.62;NE] 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 2/34 (5.9%) NYR [11.53;NE] 

Number of prior lines 

<=5 4/96 (4.2%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 7/106 (6.6%) NC 

non-IgG 2/29 (6.9%) NYR [12.62;NE] 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.71.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Metabolism and nutrition disorders - by subgroups - 

Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 4/71 (5.6%) NC 

>=65 6/116 (5.2%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 2/36 (5.6%) NYR [9.76;NE] 

Sex 

Male 5/98 (5.1%) NC 

Female 5/89 (5.6%) NC 

Geographic region 

North America 5/95 (5.3%) NC 

Europe 4/71 (5.6%) NC 

Asia 1/12 (8.3%) NYR [12.62;NE] 

Other 0/9 (0.0%) NC 

Race 

White 5/116 (4.3%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 5/122 (4.1%) NC 

Liver function 

Normal 8/155 (5.2%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.71.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Metabolism and nutrition disorders - by subgroups - 

Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 3/85 (3.5%) NC 

No 7/102 (6.9%) NC 

ECOG 

0 2/65 (3.1%) NC 

1-2 8/122 (6.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 1003.6.2.72.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.72.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Musculoskeletal and connective tissue disorders - Safety 

Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 11 (5.9%) 

Number of censored cases, n (%) 176 (94.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.39 (0.23) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 533 of 663 

 TABLE 1003.6.2.72.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.72.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Musculoskeletal and connective tissue disorders - by 

subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 11/187 (5.9%) NC 

Baseline cytogenetics 

Standard Risk 4/125 (3.2%) NC 

High-Risk 5/44 (11.4%) NYR [13.11;NE] 

Baseline bone marrow plasma cells 

<50% 9/133 (6.8%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 6/140 (4.3%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 7/96 (7.3%) NC 

> 5 4/91 (4.4%) NC 

Type of myeloma 

IgG 8/106 (7.5%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.72.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Musculoskeletal and connective tissue disorders - by 

subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 3/151 (2.0%) NC 

>=75 8/36 (22.2%) NYR [13.11;NE] 

Sex 

Male 3/98 (3.1%) NC 

Female 8/89 (9.0%) NC 

Geographic region 

North America 6/95 (6.3%) NC 

Europe 5/71 (7.0%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 8/116 (6.9%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 6/122 (4.9%) NC 

Liver function 

Normal 9/155 (5.8%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.72.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Musculoskeletal and connective tissue disorders - by 

subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 3/85 (3.5%) NC 

No 8/102 (7.8%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 10/122 (8.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 1003.6.2.73.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.73.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 11 (5.9%) 

Number of censored cases, n (%) 176 (94.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.88 (0.07) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.73.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 11/187 (5.9%) NC 

Baseline cytogenetics 

Standard Risk 7/125 (5.6%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 7/133 (5.3%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 9/140 (6.4%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 9/143 (6.3%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 5/96 (5.2%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 5/106 (4.7%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.73.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 6/116 (5.2%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 5/98 (5.1%) NC 

Female 6/89 (6.7%) NC 

Geographic region 

North America 4/95 (4.2%) NC 

Europe 5/71 (7.0%) NC 

Asia 0/12 (0.0%) NC 

Other 2/9 (22.2%) NYR [0.03;NE] 

Race 

White 7/116 (6.0%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 2/65 (3.1%) NC 

CrCl > 60 mL/min 9/122 (7.4%) NC 

Liver function 

Normal 8/155 (5.2%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.73.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Neoplasms benign, malignant and unspecified (incl cysts 

and polyps) - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 11/174 (6.3%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 3/102 (2.9%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 8/122 (6.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 1003.6.2.74.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.74.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Nervous system disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 12 (6.4%) 

Number of censored cases, n (%) 175 (93.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 16.42 (0.34) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.74.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Nervous system disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 12/187 (6.4%) NC 

Baseline cytogenetics 

Standard Risk 8/125 (6.4%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 6/133 (4.5%) NC 

>=50% 5/37 (13.5%) NC 

Prior stem cell transplant 

Yes 7/140 (5.0%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 4/96 (4.2%) NC 

> 5 8/91 (8.8%) NC 

Type of myeloma 

IgG 7/106 (6.6%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 2/34 (5.9%) NYR [17.51;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.74.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Nervous system disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 7/116 (6.0%) NC 

Age group 2 

<75 10/151 (6.6%) NC 

>=75 2/36 (5.6%) NC 

Sex 

Male 6/98 (6.1%) NC 

Female 6/89 (6.7%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 4/71 (5.6%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 8/116 (6.9%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 8/155 (5.2%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.74.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Nervous system disorders - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 11/174 (6.3%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 8/102 (7.8%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 1003.6.2.75.1 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.75.1. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Respiratory, thoracic and mediastinal disorders - Safety 

Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 12 (6.4%) 

Number of censored cases, n (%) 175 (93.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.34 (0.24) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.75.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Respiratory, thoracic and mediastinal disorders - by 

subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 12/187 (6.4%) NC 

Baseline cytogenetics 

Standard Risk 12/125 (9.6%) NC 

High-Risk 0/44 (0.0%) NC 

Baseline bone marrow plasma cells 

<50% 9/133 (6.8%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 6/140 (4.3%) NC 

No 6/47 (12.8%) NYR [13.08;NE] 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 5/34 (14.7%) NYR [13.08;NE] 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 9/106 (8.5%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.75.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Respiratory, thoracic and mediastinal disorders - by 

subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 11/116 (9.5%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 4/36 (11.1%) NYR [13.08;NE] 

Sex 

Male 7/98 (7.1%) NC 

Female 5/89 (5.6%) NC 

Geographic region 

North America 7/95 (7.4%) NC 

Europe 5/71 (7.0%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 7/116 (6.0%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 7/65 (10.8%) NC 

CrCl > 60 mL/min 5/122 (4.1%) NC 

Liver function 

Normal 9/155 (5.8%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 547 of 663 

 TABLE 1003.6.2.75.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.75.2. Analysis of adverse events - Treatment Emergent Serious Adverse Events [SAE] - SOC Respiratory, thoracic and mediastinal disorders - by 

subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 2/13 (15.4%) NYR [4.24;NE] 

Penta refractory 

Yes 6/85 (7.1%) NC 

No 6/102 (5.9%) NC 

ECOG 

0 0/65 (0.0%) NC 

1-2 12/122 (9.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.76.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Blood and lymphatic system disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 122 (65.2%) 

Number of censored cases, n (%) 65 (34.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.32 (0.37) 

   25th percentile 0.10 [0.10;0.16] 

   Median [95% CI] 1.22 [0.72;2.40] 

   75th percentile NYR [7.43;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 



 

 
Study: C1071003 Final Page 549 of 663 

 TABLE 1003.6.2.76.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.76.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Blood and lymphatic system disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 122/187 (65.2%) 1.22 [0.72;2.40] 

Baseline cytogenetics 

Standard Risk 81/125 (64.8%) 1.54 [0.72;4.63] 

High-Risk 27/44 (61.4%) 1.68 [0.26;7.43] 

Baseline bone marrow plasma cells 

<50% 90/133 (67.7%) 1.45 [0.72;3.71] 

>=50% 21/37 (56.8%) 0.76 [0.10;NE] 

Prior stem cell transplant 

Yes 95/140 (67.9%) 1.10 [0.56;2.10] 

No 27/47 (57.4%) 4.67 [0.33;6.51] 

Disease Stage 

1-2 89/143 (62.2%) 2.10 [0.82;4.63] 

3 26/34 (76.5%) 0.51 [0.20;1.68] 

Number of prior lines 

<=5 63/96 (65.6%) 1.23 [0.26;4.27] 

> 5 59/91 (64.8%) 1.22 [0.72;4.67] 

Type of myeloma 

IgG 71/106 (67.0%) 0.79 [0.33;2.10] 

non-IgG 17/29 (58.6%) 2.33 [0.13;NE] 

Light chain only 22/34 (64.7%) 5.55 [0.79;7.43] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 48/71 (67.6%) 0.72 [0.20;3.71] 

>=65 74/116 (63.8%) 1.68 [0.76;4.44] 

Age group 2 

<75 98/151 (64.9%) 1.61 [0.76;3.71] 

>=75 24/36 (66.7%) 0.25 [0.10;6.14] 

Sex 

Male 64/98 (65.3%) 1.45 [0.56;4.44] 

Female 58/89 (65.2%) 1.18 [0.33;3.71] 

Geographic region 

North America 55/95 (57.9%) 3.71 [0.79;8.31] 

Europe 55/71 (77.5%) 0.53 [0.23;1.18] 

Asia 6/12 (50.0%) 4.67 [0.26;NE] 

Other 6/9 (66.7%) 3.71 [0.07;NE] 

Race 

White 78/116 (67.2%) 1.22 [0.72;4.27] 

Other 12/29 (41.4%) NYR [0.72;NE] 

Renal function 

CrCl <= 60 mL/min 44/65 (67.7%) 0.72 [0.20;2.20] 

CrCl > 60 mL/min 78/122 (63.9%) 1.68 [0.79;4.90] 

Liver function 

Normal 100/155 (64.5%) 1.28 [0.72;3.71] 

Impaired 22/32 (68.8%) 0.61 [0.13;5.55] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 115/174 (66.1%) 1.18 [0.62;2.37] 

No 7/13 (53.8%) 4.44 [0.23;NE] 

Penta refractory 

Yes 58/85 (68.2%) 0.76 [0.26;2.07] 

No 64/102 (62.7%) 2.20 [0.72;6.51] 

ECOG 

0 40/65 (61.5%) 2.20 [0.56;7.43] 

1-2 82/122 (67.2%) 0.85 [0.53;2.40] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.77.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Anaemia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 79 (42.2%) 

Number of censored cases, n (%) 108 (57.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.81 (0.38) 

   25th percentile 0.70 [0.23;1.02] 

   Median [95% CI] NYR [7.43;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 79/187 (42.2%) NYR [7.43;NE] 

Baseline cytogenetics 

Standard Risk 50/125 (40.0%) NYR [9.17;NE] 

High-Risk 19/44 (43.2%) NYR [0.82;NE] 

Baseline bone marrow plasma cells 

<50% 55/133 (41.4%) NYR [7.43;NE] 

>=50% 16/37 (43.2%) NYR [0.26;NE] 

Prior stem cell transplant 

Yes 62/140 (44.3%) NYR [4.27;NE] 

No 17/47 (36.2%) NYR [6.87;NE] 

Disease Stage 

1-2 54/143 (37.8%) NYR [9.17;NE] 

3 23/34 (67.6%) 0.72 [0.23;4.96] 

Number of prior lines 

<=5 39/96 (40.6%) NYR [4.96;NE] 

> 5 40/91 (44.0%) NYR [2.20;NE] 

Type of myeloma 

IgG 52/106 (49.1%) 9.17 [1.61;NE] 

non-IgG 11/29 (37.9%) NYR [3.19;NE] 

Light chain only 9/34 (26.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 36/71 (50.7%) 9.17 [0.79;NE] 

>=65 43/116 (37.1%) NYR [7.43;NE] 

Age group 2 

<75 63/151 (41.7%) NYR [7.43;NE] 

>=75 16/36 (44.4%) 11.07 [0.49;NE] 

Sex 

Male 39/98 (39.8%) NYR [6.18;NE] 

Female 40/89 (44.9%) 11.07 [3.71;NE] 

Geographic region 

North America 37/95 (38.9%) NYR [6.18;NE] 

Europe 37/71 (52.1%) 7.43 [1.02;NE] 

Asia 2/12 (16.7%) NYR [1.81;NE] 

Other 3/9 (33.3%) NYR [0.07;NE] 

Race 

White 52/116 (44.8%) NYR [3.19;NE] 

Other 7/29 (24.1%) NYR [6.18;NE] 

Renal function 

CrCl <= 60 mL/min 36/65 (55.4%) 4.27 [0.72;NE] 

CrCl > 60 mL/min 43/122 (35.2%) NC 

Liver function 

Normal 67/155 (43.2%) NYR [6.18;NE] 

Impaired 12/32 (37.5%) NYR [1.61;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 75/174 (43.1%) NYR [6.87;NE] 

No 4/13 (30.8%) NYR [0.79;NE] 

Penta refractory 

Yes 37/85 (43.5%) NYR [1.48;NE] 

No 42/102 (41.2%) NYR [7.43;NE] 

ECOG 

0 24/65 (36.9%) NYR [10.87;NE] 

1-2 55/122 (45.1%) NYR [4.27;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.78.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Leukopenia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 11 (5.9%) 

Number of censored cases, n (%) 176 (94.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.50 (0.21) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.78.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Leukopenia - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 11/187 (5.9%) NC 

Baseline cytogenetics 

Standard Risk 6/125 (4.8%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 10/133 (7.5%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 8/140 (5.7%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 5/91 (5.5%) NC 

Type of myeloma 

IgG 6/106 (5.7%) NC 

non-IgG 0/29 (0.0%) NC 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 7/151 (4.6%) NC 

>=75 4/36 (11.1%) NYR [12.16;NE] 

Sex 

Male 6/98 (6.1%) NC 

Female 5/89 (5.6%) NC 

Geographic region 

North America 4/95 (4.2%) NC 

Europe 6/71 (8.5%) NC 

Asia 1/12 (8.3%) NC 

Other 0/9 (0.0%) NC 

Race 

White 5/116 (4.3%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 7/122 (5.7%) NC 

Liver function 

Normal 10/155 (6.5%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.78.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Leukopenia - by subgroups - Safety Set 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 11/174 (6.3%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 6/85 (7.1%) NC 

No 5/102 (4.9%) NC 

ECOG 

0 4/65 (6.2%) NC 

1-2 7/122 (5.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.79.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Lymphopenia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 24 (12.8%) 

Number of censored cases, n (%) 163 (87.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 0.51 (0.01) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 24/187 (12.8%) NC 

Baseline cytogenetics 

Standard Risk 18/125 (14.4%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 21/133 (15.8%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 16/140 (11.4%) NC 

No 8/47 (17.0%) NC 

Disease Stage 

1-2 17/143 (11.9%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 12/96 (12.5%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 12/106 (11.3%) NC 

non-IgG 5/29 (17.2%) NC 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 7/71 (9.9%) NC 

>=65 17/116 (14.7%) NC 

Age group 2 

<75 15/151 (9.9%) NC 

>=75 9/36 (25.0%) NC 

Sex 

Male 15/98 (15.3%) NC 

Female 9/89 (10.1%) NC 

Geographic region 

North America 9/95 (9.5%) NC 

Europe 15/71 (21.1%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 10/116 (8.6%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NC 

CrCl > 60 mL/min 16/122 (13.1%) NC 

Liver function 

Normal 19/155 (12.3%) NC 

Impaired 5/32 (15.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 23/174 (13.2%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 11/85 (12.9%) NC 

No 13/102 (12.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 17/122 (13.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 55 (29.4%) 

Number of censored cases, n (%) 132 (70.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.99 (0.51) 

   25th percentile 3.70 [2.10;6.51] 

   Median [95% CI] NYR [9.23;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 55/187 (29.4%) NYR [9.23;NE] 

Baseline cytogenetics 

Standard Risk 42/125 (33.6%) NYR [7.43;NE] 

High-Risk 8/44 (18.2%) NC 

Baseline bone marrow plasma cells 

<50% 42/133 (31.6%) NYR [7.43;NE] 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 42/140 (30.0%) NYR [9.23;NE] 

No 13/47 (27.7%) NYR [6.14;NE] 

Disease Stage 

1-2 46/143 (32.2%) NYR [6.97;NE] 

3 5/34 (14.7%) 14.55 [7.43;NE] 

Number of prior lines 

<=5 33/96 (34.4%) NYR [7.43;NE] 

> 5 22/91 (24.2%) NYR [6.97;NE] 

Type of myeloma 

IgG 33/106 (31.1%) NYR [9.23;NE] 

non-IgG 5/29 (17.2%) NC 

Light chain only 11/34 (32.4%) 9.26 [6.14;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 19/71 (26.8%) NYR [9.23;NE] 

>=65 36/116 (31.0%) NYR [6.97;NE] 

Age group 2 

<75 47/151 (31.1%) NYR [8.31;NE] 

>=75 8/36 (22.2%) 14.55 [6.60;NE] 

Sex 

Male 29/98 (29.6%) NYR [6.51;NE] 

Female 26/89 (29.2%) NYR [9.26;NE] 

Geographic region 

North America 23/95 (24.2%) NYR [14.55;NE] 

Europe 24/71 (33.8%) 9.23 [4.44;NE] 

Asia 4/12 (33.3%) NYR [0.72;NE] 

Other 4/9 (44.4%) 6.51 [0.26;NE] 

Race 

White 36/116 (31.0%) NYR [6.97;NE] 

Other 5/29 (17.2%) NC 

Renal function 

CrCl <= 60 mL/min 14/65 (21.5%) NYR [14.55;NE] 

CrCl > 60 mL/min 41/122 (33.6%) NYR [6.51;NE] 

Liver function 

Normal 48/155 (31.0%) NYR [9.23;NE] 

Impaired 7/32 (21.9%) NYR [5.55;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 



 

 
Study: C1071003 Final Page 567 of 663 

 TABLE 1003.6.2.80.2 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.80.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Neutropenia - by subgroups - Safety Set 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 51/174 (29.3%) NYR [9.23;NE] 

No 4/13 (30.8%) NYR [1.91;NE] 

Penta refractory 

Yes 26/85 (30.6%) 9.23 [4.67;NE] 

No 29/102 (28.4%) NYR [14.55;NE] 

ECOG 

0 22/65 (33.8%) NYR [5.55;NE] 

1-2 33/122 (27.0%) NYR [9.26;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 35 (18.7%) 

Number of censored cases, n (%) 152 (81.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 10.06 (0.33) 

   25th percentile NYR [9.00;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 35/187 (18.7%) NC 

Baseline cytogenetics 

Standard Risk 23/125 (18.4%) NC 

High-Risk 9/44 (20.5%) NC 

Baseline bone marrow plasma cells 

<50% 26/133 (19.5%) NC 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 28/140 (20.0%) NC 

No 7/47 (14.9%) NYR [12.16;NE] 

Disease Stage 

1-2 25/143 (17.5%) NC 

3 8/34 (23.5%) NYR [9.00;NE] 

Number of prior lines 

<=5 19/96 (19.8%) NC 

> 5 16/91 (17.6%) NC 

Type of myeloma 

IgG 21/106 (19.8%) NC 

non-IgG 5/29 (17.2%) NC 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 19/71 (26.8%) NC 

>=65 16/116 (13.8%) NC 

Age group 2 

<75 28/151 (18.5%) NC 

>=75 7/36 (19.4%) NYR [6.90;NE] 

Sex 

Male 20/98 (20.4%) NC 

Female 15/89 (16.9%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 22/71 (31.0%) NYR [9.13;NE] 

Asia 2/12 (16.7%) NYR [0.49;NE] 

Other 3/9 (33.3%) NYR [0.07;NE] 

Race 

White 14/116 (12.1%) NC 

Other 4/29 (13.8%) NC 

Renal function 

CrCl <= 60 mL/min 12/65 (18.5%) NC 

CrCl > 60 mL/min 23/122 (18.9%) NC 

Liver function 

Normal 29/155 (18.7%) NC 

Impaired 6/32 (18.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 34/174 (19.5%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 20/85 (23.5%) NC 

No 15/102 (14.7%) NC 

ECOG 

0 15/65 (23.1%) NC 

1-2 20/122 (16.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 35 (18.7%) 

Number of censored cases, n (%) 152 (81.3%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 16.77 (0.63) 

   25th percentile 20.80 [5.78;NE] 

   Median [95% CI] NYR [20.83;NE] 

   75th percentile NYR [20.83;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 35/187 (18.7%) NYR [20.83;NE] 

Baseline cytogenetics 

Standard Risk 27/125 (21.6%) NYR [20.83;NE] 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 26/133 (19.5%) NYR [20.83;NE] 

>=50% 7/37 (18.9%) NC 

Prior stem cell transplant 

Yes 26/140 (18.6%) NYR [20.83;NE] 

No 9/47 (19.1%) NYR [12.55;NE] 

Disease Stage 

1-2 27/143 (18.9%) NYR [20.83;NE] 

3 8/34 (23.5%) 13.27 [5.06;NE] 

Number of prior lines 

<=5 21/96 (21.9%) NC 

> 5 14/91 (15.4%) 20.83 [NE;NE] 

Type of myeloma 

IgG 21/106 (19.8%) 20.83 [20.83;NE] 

non-IgG 5/29 (17.2%) NC 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 16/71 (22.5%) NC 

>=65 19/116 (16.4%) NYR [20.83;NE] 

Age group 2 

<75 27/151 (17.9%) NYR [20.83;NE] 

>=75 8/36 (22.2%) 13.27 [5.78;NE] 

Sex 

Male 19/98 (19.4%) 20.83 [20.83;NE] 

Female 16/89 (18.0%) NC 

Geographic region 

North America 13/95 (13.7%) NYR [20.83;NE] 

Europe 18/71 (25.4%) NYR [12.55;NE] 

Asia 0/12 (0.0%) NC 

Other 4/9 (44.4%) NYR [0.30;NE] 

Race 

White 20/116 (17.2%) NYR [20.83;NE] 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NC 

CrCl > 60 mL/min 24/122 (19.7%) NYR [20.83;NE] 

Liver function 

Normal 29/155 (18.7%) NC 

Impaired 6/32 (18.8%) 20.83 [20.83;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 34/174 (19.5%) NYR [20.83;NE] 

No 1/13 (7.7%) NYR [7.75;NE] 

Penta refractory 

Yes 21/85 (24.7%) NYR [12.55;NE] 

No 14/102 (13.7%) NYR [20.83;NE] 

ECOG 

0 10/65 (15.4%) 20.83 [20.83;NE] 

1-2 25/122 (20.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.83.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Disease progression - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 10 (5.3%) 

Number of censored cases, n (%) 177 (94.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 1.99 (0.02) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 10/187 (5.3%) NC 

Baseline cytogenetics 

Standard Risk 7/125 (5.6%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 6/133 (4.5%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 10/140 (7.1%) NC 

No 0/47 (0.0%) NC 

Disease Stage 

1-2 8/143 (5.6%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 2/96 (2.1%) NC 

> 5 8/91 (8.8%) NC 

Type of myeloma 

IgG 5/106 (4.7%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 7/71 (9.9%) NC 

>=65 3/116 (2.6%) NC 

Age group 2 

<75 9/151 (6.0%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 6/98 (6.1%) NC 

Female 4/89 (4.5%) NC 

Geographic region 

North America 3/95 (3.2%) NC 

Europe 3/71 (4.2%) NC 

Asia 0/12 (0.0%) NC 

Other 4/9 (44.4%) NYR [0.30;NE] 

Race 

White 9/116 (7.8%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 2/65 (3.1%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 7/155 (4.5%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 3/102 (2.9%) NC 

ECOG 

0 5/65 (7.7%) NC 

1-2 5/122 (4.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.84.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Infections and infestations - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 84 (44.9%) 

Number of censored cases, n (%) 103 (55.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 9.37 (0.55) 

   25th percentile 3.50 [2.17;4.57] 

   Median [95% CI] 9.33 [6.83;12.25] 

   75th percentile NYR [14.16;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 84/187 (44.9%) 9.33 [6.83;12.25] 

Baseline cytogenetics 

Standard Risk 58/125 (46.4%) 9.33 [6.83;12.25] 

High-Risk 15/44 (34.1%) 14.16 [4.50;NE] 

Baseline bone marrow plasma cells 

<50% 62/133 (46.6%) 9.86 [6.93;12.98] 

>=50% 17/37 (45.9%) 6.51 [2.99;NE] 

Prior stem cell transplant 

Yes 63/140 (45.0%) 10.15 [6.05;13.67] 

No 21/47 (44.7%) 8.38 [4.90;12.16] 

Disease Stage 

1-2 64/143 (44.8%) 9.82 [6.93;13.60] 

3 14/34 (41.2%) 6.83 [4.17;14.23] 

Number of prior lines 

<=5 46/96 (47.9%) 9.82 [5.26;14.16] 

> 5 38/91 (41.8%) 9.33 [5.22;12.25] 

Type of myeloma 

IgG 53/106 (50.0%) 9.13 [5.26;13.60] 

non-IgG 8/29 (27.6%) 12.09 [3.94;NE] 

Light chain only 19/34 (55.9%) 7.56 [4.34;13.67] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 33/71 (46.5%) 9.86 [7.95;14.52] 

>=65 51/116 (44.0%) 8.38 [5.06;12.16] 

Age group 2 

<75 70/151 (46.4%) 9.86 [6.05;13.67] 

>=75 14/36 (38.9%) 8.48 [5.22;12.98] 

Sex 

Male 46/98 (46.9%) 8.51 [6.05;12.25] 

Female 38/89 (42.7%) 10.91 [5.26;14.49] 

Geographic region 

North America 36/95 (37.9%) 12.09 [7.95;NE] 

Europe 42/71 (59.2%) 4.60 [4.17;6.83] 

Asia 3/12 (25.0%) NYR [2.79;NE] 

Other 3/9 (33.3%) 13.39 [10.15;NE] 

Race 

White 53/116 (45.7%) 9.13 [6.05;13.60] 

Other 8/29 (27.6%) 14.75 [9.33;NE] 

Renal function 

CrCl <= 60 mL/min 25/65 (38.5%) 8.51 [6.51;14.23] 

CrCl > 60 mL/min 59/122 (48.4%) 9.86 [5.22;13.60] 

Liver function 

Normal 70/155 (45.2%) 9.33 [6.93;12.98] 

Impaired 14/32 (43.8%) 10.15 [2.17;14.23] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 80/174 (46.0%) 9.82 [6.83;12.25] 

No 4/13 (30.8%) 6.93 [2.10;NE] 

Penta refractory 

Yes 30/85 (35.3%) 8.38 [5.06;14.16] 

No 54/102 (52.9%) 9.82 [6.51;12.98] 

ECOG 

0 26/65 (40.0%) 12.09 [8.48;14.75] 

1-2 58/122 (47.5%) 7.56 [4.60;12.98] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.85.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT COVID-19 pneumonia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 24 (12.8%) 

Number of censored cases, n (%) 163 (87.2%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.76 (0.39) 

   25th percentile NYR [7.95;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.85.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT COVID-19 pneumonia - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 24/187 (12.8%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 18/133 (13.5%) NC 

>=50% 5/37 (13.5%) NYR [6.51;NE] 

Prior stem cell transplant 

Yes 17/140 (12.1%) NC 

No 7/47 (14.9%) NYR [14.75;NE] 

Disease Stage 

1-2 19/143 (13.3%) NC 

3 4/34 (11.8%) NYR [4.17;NE] 

Number of prior lines 

<=5 15/96 (15.6%) NC 

> 5 9/91 (9.9%) NC 

Type of myeloma 

IgG 15/106 (14.2%) NC 

non-IgG 3/29 (10.3%) NYR [10.91;NE] 

Light chain only 4/34 (11.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.85.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT COVID-19 pneumonia - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 10/71 (14.1%) NC 

>=65 14/116 (12.1%) NC 

Age group 2 

<75 20/151 (13.2%) NC 

>=75 4/36 (11.1%) NYR [6.83;NE] 

Sex 

Male 7/98 (7.1%) NC 

Female 17/89 (19.1%) NC 

Geographic region 

North America 12/95 (12.6%) NC 

Europe 11/71 (15.5%) NYR [9.86;NE] 

Asia 1/12 (8.3%) NYR [14.75;NE] 

Other 0/9 (0.0%) NC 

Race 

White 13/116 (11.2%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 15/122 (12.3%) NC 

Liver function 

Normal 19/155 (12.3%) NC 

Impaired 5/32 (15.6%) NYR [10.91;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.85.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT COVID-19 pneumonia - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 24/174 (13.8%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 16/102 (15.7%) NC 

ECOG 

0 10/65 (15.4%) NC 

1-2 14/122 (11.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.86.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Pneumonia - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 16 (8.6%) 

Number of censored cases, n (%) 171 (91.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 15.36 (0.37) 

   25th percentile NYR [16.23;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.86.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Pneumonia - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 16/187 (8.6%) NC 

Baseline cytogenetics 

Standard Risk 11/125 (8.8%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 13/133 (9.8%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 13/140 (9.3%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 12/143 (8.4%) NC 

3 3/34 (8.8%) NYR [11.27;NE] 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 7/91 (7.7%) NC 

Type of myeloma 

IgG 10/106 (9.4%) NC 

non-IgG 1/29 (3.4%) NYR [11.66;NE] 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.86.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Pneumonia - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 11/116 (9.5%) NC 

Age group 2 

<75 14/151 (9.3%) NC 

>=75 2/36 (5.6%) NYR [11.27;NE] 

Sex 

Male 9/98 (9.2%) NC 

Female 7/89 (7.9%) NC 

Geographic region 

North America 7/95 (7.4%) NC 

Europe 9/71 (12.7%) NYR [16.23;NE] 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 13/116 (11.2%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 3/65 (4.6%) NC 

CrCl > 60 mL/min 13/122 (10.7%) NC 

Liver function 

Normal 16/155 (10.3%) NC 

Impaired 0/32 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.86.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Pneumonia - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 16/174 (9.2%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 12/102 (11.8%) NC 

ECOG 

0 6/65 (9.2%) NC 

1-2 10/122 (8.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.87.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Sepsis - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 10 (5.3%) 

Number of censored cases, n (%) 177 (94.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.58 (0.17) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.87.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Sepsis - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 10/187 (5.3%) NC 

Baseline cytogenetics 

Standard Risk 8/125 (6.4%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 7/133 (5.3%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 5/140 (3.6%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 8/143 (5.6%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 4/96 (4.2%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 6/106 (5.7%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.87.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Sepsis - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 0/71 (0.0%) NC 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 7/151 (4.6%) NC 

>=75 3/36 (8.3%) NYR [8.61;NE] 

Sex 

Male 8/98 (8.2%) NC 

Female 2/89 (2.2%) NC 

Geographic region 

North America 6/95 (6.3%) NC 

Europe 4/71 (5.6%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 7/116 (6.0%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 4/65 (6.2%) NC 

CrCl > 60 mL/min 6/122 (4.9%) NC 

Liver function 

Normal 8/155 (5.2%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.87.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Sepsis - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 9/174 (5.2%) NC 

No 1/13 (7.7%) NYR [12.06;NE] 

Penta refractory 

Yes 5/85 (5.9%) NC 

No 5/102 (4.9%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 7/122 (5.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.88.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Investigations - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 75 (40.1%) 

Number of censored cases, n (%) 112 (59.9%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 8.59 (0.52) 

   25th percentile 1.40 [0.53;2.79] 

   Median [95% CI] 14.36 [5.52;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.88.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Investigations - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 75/187 (40.1%) 14.36 [5.52;NE] 

Baseline cytogenetics 

Standard Risk 44/125 (35.2%) NYR [6.60;NE] 

High-Risk 22/44 (50.0%) 5.16 [0.76;NE] 

Baseline bone marrow plasma cells 

<50% 53/133 (39.8%) NYR [5.13;NE] 

>=50% 18/37 (48.6%) 6.51 [1.08;NE] 

Prior stem cell transplant 

Yes 56/140 (40.0%) NYR [5.52;NE] 

No 19/47 (40.4%) 10.74 [3.25;NE] 

Disease Stage 

1-2 59/143 (41.3%) NYR [5.13;NE] 

3 14/34 (41.2%) 5.52 [2.53;NE] 

Number of prior lines 

<=5 36/96 (37.5%) NYR [5.52;NE] 

> 5 39/91 (42.9%) 12.16 [4.01;NE] 

Type of myeloma 

IgG 48/106 (45.3%) 6.47 [2.83;NE] 

non-IgG 10/29 (34.5%) NYR [3.02;NE] 

Light chain only 13/34 (38.2%) NYR [4.50;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.88.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Investigations - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 26/71 (36.6%) NYR [5.16;NE] 

>=65 49/116 (42.2%) 12.16 [4.27;NE] 

Age group 2 

<75 59/151 (39.1%) NYR [5.52;NE] 

>=75 16/36 (44.4%) 6.51 [0.95;NE] 

Sex 

Male 37/98 (37.8%) NYR [4.70;NE] 

Female 38/89 (42.7%) 6.60 [4.50;NE] 

Geographic region 

North America 46/95 (48.4%) 6.51 [2.83;NE] 

Europe 20/71 (28.2%) NYR [6.28;NE] 

Asia 8/12 (66.7%) 1.64 [0.07;NE] 

Other 1/9 (11.1%) NYR [0.99;NE] 

Race 

White 47/116 (40.5%) NYR [4.01;NE] 

Other 19/29 (65.5%) 2.79 [0.66;10.74] 

Renal function 

CrCl <= 60 mL/min 29/65 (44.6%) 6.28 [3.25;NE] 

CrCl > 60 mL/min 46/122 (37.7%) NYR [6.47;NE] 

Liver function 

Normal 60/155 (38.7%) 14.36 [6.28;NE] 

Impaired 15/32 (46.9%) 5.52 [0.53;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.88.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Investigations - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 71/174 (40.8%) 14.36 [5.52;NE] 

No 4/13 (30.8%) NYR [0.46;NE] 

Penta refractory 

Yes 29/85 (34.1%) NYR [4.70;NE] 

No 46/102 (45.1%) 12.16 [4.27;NE] 

ECOG 

0 22/65 (33.8%) NYR [6.51;NE] 

1-2 53/122 (43.4%) 6.60 [3.75;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.89.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Lymphocyte count decreased - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 27 (14.4%) 

Number of censored cases, n (%) 160 (85.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 15.16 (0.45) 

   25th percentile NYR [17.61;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.89.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Lymphocyte count decreased - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 27/187 (14.4%) NC 

Baseline cytogenetics 

Standard Risk 16/125 (12.8%) NC 

High-Risk 7/44 (15.9%) NC 

Baseline bone marrow plasma cells 

<50% 20/133 (15.0%) NC 

>=50% 5/37 (13.5%) NC 

Prior stem cell transplant 

Yes 19/140 (13.6%) NC 

No 8/47 (17.0%) NYR [17.61;NE] 

Disease Stage 

1-2 19/143 (13.3%) NC 

3 8/34 (23.5%) NC 

Number of prior lines 

<=5 12/96 (12.5%) NC 

> 5 15/91 (16.5%) NC 

Type of myeloma 

IgG 17/106 (16.0%) NC 

non-IgG 4/29 (13.8%) NYR [17.61;NE] 

Light chain only 6/34 (17.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.89.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Lymphocyte count decreased - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 6/71 (8.5%) NC 

>=65 21/116 (18.1%) NC 

Age group 2 

<75 18/151 (11.9%) NC 

>=75 9/36 (25.0%) NC 

Sex 

Male 13/98 (13.3%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 15/95 (15.8%) NC 

Europe 8/71 (11.3%) NC 

Asia 4/12 (33.3%) NYR [0.13;NE] 

Other 0/9 (0.0%) NC 

Race 

White 20/116 (17.2%) NC 

Other 6/29 (20.7%) NYR [17.61;NE] 

Renal function 

CrCl <= 60 mL/min 15/65 (23.1%) NYR [17.61;NE] 

CrCl > 60 mL/min 12/122 (9.8%) NC 

Liver function 

Normal 22/155 (14.2%) NC 

Impaired 5/32 (15.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 26/174 (14.9%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 13/85 (15.3%) NC 

No 14/102 (13.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 20/122 (16.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 27 (14.4%) 

Number of censored cases, n (%) 160 (85.6%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.19 (0.40) 

   25th percentile NYR [6.60;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 27/187 (14.4%) NC 

Baseline cytogenetics 

Standard Risk 17/125 (13.6%) NC 

High-Risk 10/44 (22.7%) NC 

Baseline bone marrow plasma cells 

<50% 19/133 (14.3%) NC 

>=50% 8/37 (21.6%) NYR [5.19;NE] 

Prior stem cell transplant 

Yes 22/140 (15.7%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 22/143 (15.4%) NC 

3 5/34 (14.7%) NC 

Number of prior lines 

<=5 15/96 (15.6%) NC 

> 5 12/91 (13.2%) NC 

Type of myeloma 

IgG 18/106 (17.0%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 5/34 (14.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 13/71 (18.3%) NC 

>=65 14/116 (12.1%) NC 

Age group 2 

<75 23/151 (15.2%) NC 

>=75 4/36 (11.1%) NC 

Sex 

Male 13/98 (13.3%) NC 

Female 14/89 (15.7%) NC 

Geographic region 

North America 18/95 (18.9%) NC 

Europe 2/71 (2.8%) NC 

Asia 7/12 (58.3%) 3.02 [0.33;NE] 

Other 0/9 (0.0%) NC 

Race 

White 13/116 (11.2%) NC 

Other 14/29 (48.3%) 6.60 [2.79;NE] 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NYR [10.28;NE] 

CrCl > 60 mL/min 16/122 (13.1%) NC 

Liver function 

Normal 24/155 (15.5%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 27/174 (15.5%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 10/85 (11.8%) NC 

No 17/102 (16.7%) NC 

ECOG 

0 7/65 (10.8%) NC 

1-2 20/122 (16.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 14 (7.5%) 

Number of censored cases, n (%) 173 (92.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.09 (0.12) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 14/187 (7.5%) NC 

Baseline cytogenetics 

Standard Risk 7/125 (5.6%) NC 

High-Risk 5/44 (11.4%) NC 

Baseline bone marrow plasma cells 

<50% 8/133 (6.0%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 12/140 (8.6%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 12/143 (8.4%) NC 

3 2/34 (5.9%) NYR [6.51;NE] 

Number of prior lines 

<=5 3/96 (3.1%) NC 

> 5 11/91 (12.1%) NC 

Type of myeloma 

IgG 10/106 (9.4%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 4/71 (5.6%) NC 

>=65 10/116 (8.6%) NC 

Age group 2 

<75 11/151 (7.3%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 5/98 (5.1%) NC 

Female 9/89 (10.1%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 4/71 (5.6%) NC 

Asia 2/12 (16.7%) NYR [0.26;NE] 

Other 0/9 (0.0%) NC 

Race 

White 12/116 (10.3%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 6/65 (9.2%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 10/155 (6.5%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 12/174 (6.9%) NC 

No 2/13 (15.4%) NYR [4.01;NE] 

Penta refractory 

Yes 5/85 (5.9%) NC 

No 9/102 (8.8%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 13 (7.0%) 

Number of censored cases, n (%) 174 (93.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.71 (0.24) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 13/187 (7.0%) NC 

Baseline cytogenetics 

Standard Risk 5/125 (4.0%) NC 

High-Risk 6/44 (13.6%) NC 

Baseline bone marrow plasma cells 

<50% 7/133 (5.3%) NC 

>=50% 5/37 (13.5%) NC 

Prior stem cell transplant 

Yes 11/140 (7.9%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 10/143 (7.0%) NC 

3 3/34 (8.8%) NC 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 7/91 (7.7%) NC 

Type of myeloma 

IgG 10/106 (9.4%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 6/71 (8.5%) NC 

>=65 7/116 (6.0%) NC 

Age group 2 

<75 10/151 (6.6%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 5/98 (5.1%) NC 

Female 8/89 (9.0%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 2/71 (2.8%) NC 

Asia 3/12 (25.0%) NYR [0.16;NE] 

Other 0/9 (0.0%) NC 

Race 

White 8/116 (6.9%) NC 

Other 5/29 (17.2%) NC 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 10/155 (6.5%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 12/174 (6.9%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 6/85 (7.1%) NC 

No 7/102 (6.9%) NC 

ECOG 

0 4/65 (6.2%) NC 

1-2 9/122 (7.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 42 (22.5%) 

Number of censored cases, n (%) 145 (77.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.75 (0.46) 

   25th percentile 8.60 [4.70;15.05] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 42/187 (22.5%) NC 

Baseline cytogenetics 

Standard Risk 26/125 (20.8%) NC 

High-Risk 11/44 (25.0%) NYR [8.31;NE] 

Baseline bone marrow plasma cells 

<50% 35/133 (26.3%) NYR [12.09;NE] 

>=50% 5/37 (13.5%) NC 

Prior stem cell transplant 

Yes 29/140 (20.7%) NC 

No 13/47 (27.7%) 15.05 [9.76;NE] 

Disease Stage 

1-2 33/143 (23.1%) NC 

3 7/34 (20.6%) NYR [11.53;NE] 

Number of prior lines 

<=5 21/96 (21.9%) NC 

> 5 21/91 (23.1%) NC 

Type of myeloma 

IgG 30/106 (28.3%) NYR [15.05;NE] 

non-IgG 8/29 (27.6%) NYR [9.76;NE] 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 16/71 (22.5%) NYR [15.05;NE] 

>=65 26/116 (22.4%) NC 

Age group 2 

<75 36/151 (23.8%) NC 

>=75 6/36 (16.7%) NYR [9.76;NE] 

Sex 

Male 19/98 (19.4%) NC 

Female 23/89 (25.8%) NYR [12.09;NE] 

Geographic region 

North America 21/95 (22.1%) NC 

Europe 18/71 (25.4%) NYR [9.76;NE] 

Asia 3/12 (25.0%) NYR [12.09;NE] 

Other 0/9 (0.0%) NC 

Race 

White 26/116 (22.4%) NC 

Other 7/29 (24.1%) NYR [12.09;NE] 

Renal function 

CrCl <= 60 mL/min 11/65 (16.9%) NYR [12.09;NE] 

CrCl > 60 mL/min 31/122 (25.4%) NC 

Liver function 

Normal 33/155 (21.3%) NC 

Impaired 9/32 (28.1%) NYR [8.61;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 41/174 (23.6%) NC 

No 1/13 (7.7%) NYR [4.27;NE] 

Penta refractory 

Yes 16/85 (18.8%) NC 

No 26/102 (25.5%) NC 

ECOG 

0 15/65 (23.1%) NYR [11.53;NE] 

1-2 27/122 (22.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 16 (8.6%) 

Number of censored cases, n (%) 171 (91.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 13.68 (0.35) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 16/187 (8.6%) NC 

Baseline cytogenetics 

Standard Risk 14/125 (11.2%) NC 

High-Risk 1/44 (2.3%) NC 

Baseline bone marrow plasma cells 

<50% 15/133 (11.3%) NC 

>=50% 1/37 (2.7%) NC 

Prior stem cell transplant 

Yes 11/140 (7.9%) NC 

No 5/47 (10.6%) NYR [15.05;NE] 

Disease Stage 

1-2 16/143 (11.2%) NC 

3 0/34 (0.0%) NC 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 7/91 (7.7%) NC 

Type of myeloma 

IgG 15/106 (14.2%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 0/34 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 11/116 (9.5%) NC 

Age group 2 

<75 15/151 (9.9%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 4/98 (4.1%) NC 

Female 12/89 (13.5%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 7/71 (9.9%) NC 

Asia 1/12 (8.3%) NYR [15.05;NE] 

Other 0/9 (0.0%) NC 

Race 

White 10/116 (8.6%) NC 

Other 2/29 (6.9%) NYR [15.05;NE] 

Renal function 

CrCl <= 60 mL/min 3/65 (4.6%) NC 

CrCl > 60 mL/min 13/122 (10.7%) NC 

Liver function 

Normal 12/155 (7.7%) NC 

Impaired 4/32 (12.5%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.94.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Hypokalaemia - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 16/174 (9.2%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 12/102 (11.8%) NC 

ECOG 

0 9/65 (13.8%) NC 

1-2 7/122 (5.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.95.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Musculoskeletal and connective tissue disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 16 (8.6%) 

Number of censored cases, n (%) 171 (91.4%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.09 (0.26) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.95.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Musculoskeletal and connective tissue disorders - by subgroups - 

Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 16/187 (8.6%) NC 

Baseline cytogenetics 

Standard Risk 10/125 (8.0%) NC 

High-Risk 4/44 (9.1%) NYR [13.11;NE] 

Baseline bone marrow plasma cells 

<50% 11/133 (8.3%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 11/140 (7.9%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 11/143 (7.7%) NC 

3 5/34 (14.7%) NC 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 10/91 (11.0%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.95.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Musculoskeletal and connective tissue disorders - by subgroups - 

Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 7/71 (9.9%) NC 

>=65 9/116 (7.8%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 8/36 (22.2%) NYR [13.11;NE] 

Sex 

Male 7/98 (7.1%) NC 

Female 9/89 (10.1%) NC 

Geographic region 

North America 7/95 (7.4%) NC 

Europe 9/71 (12.7%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 11/116 (9.5%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 6/65 (9.2%) NC 

CrCl > 60 mL/min 10/122 (8.2%) NC 

Liver function 

Normal 13/155 (8.4%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.95.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Musculoskeletal and connective tissue disorders - by subgroups - 

Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 15/174 (8.6%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 9/102 (8.8%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 13/122 (10.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.96.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Neoplasms benign, malignant and unspecified (incl cysts and 

polyps) - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 10 (5.3%) 

Number of censored cases, n (%) 177 (94.7%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 3.12 (0.04) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.96.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Neoplasms benign, malignant and unspecified (incl cysts and 

polyps) - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 10/187 (5.3%) NC 

Baseline cytogenetics 

Standard Risk 6/125 (4.8%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 7/133 (5.3%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 8/140 (5.7%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 8/143 (5.6%) NC 

3 2/34 (5.9%) NC 

Number of prior lines 

<=5 4/96 (4.2%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 3/106 (2.8%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 1/34 (2.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.96.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Neoplasms benign, malignant and unspecified (incl cysts and 

polyps) - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 4/71 (5.6%) NC 

>=65 6/116 (5.2%) NC 

Age group 2 

<75 7/151 (4.6%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 4/98 (4.1%) NC 

Female 6/89 (6.7%) NC 

Geographic region 

North America 5/95 (5.3%) NC 

Europe 5/71 (7.0%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 6/116 (5.2%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 2/65 (3.1%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 7/155 (4.5%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.96.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Neoplasms benign, malignant and unspecified (incl cysts and 

polyps) - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 10/174 (5.7%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 2/102 (2.0%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 9/122 (7.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.97.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Nervous system disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 14 (7.5%) 

Number of censored cases, n (%) 173 (92.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 16.20 (0.36) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.97.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Nervous system disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 14/187 (7.5%) NC 

Baseline cytogenetics 

Standard Risk 9/125 (7.2%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 7/133 (5.3%) NC 

>=50% 6/37 (16.2%) NC 

Prior stem cell transplant 

Yes 9/140 (6.4%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 8/143 (5.6%) NC 

3 4/34 (11.8%) NC 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 8/91 (8.8%) NC 

Type of myeloma 

IgG 8/106 (7.5%) NC 

non-IgG 3/29 (10.3%) NC 

Light chain only 2/34 (5.9%) NYR [17.51;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.97.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Nervous system disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 9/116 (7.8%) NC 

Age group 2 

<75 11/151 (7.3%) NC 

>=75 3/36 (8.3%) NC 

Sex 

Male 5/98 (5.1%) NC 

Female 9/89 (10.1%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 6/71 (8.5%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 9/116 (7.8%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 5/65 (7.7%) NC 

CrCl > 60 mL/min 9/122 (7.4%) NC 

Liver function 

Normal 11/155 (7.1%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.97.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Nervous system disorders - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 13/174 (7.5%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 10/102 (9.8%) NC 

ECOG 

0 1/65 (1.5%) NC 

1-2 13/122 (10.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.98.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Renal and urinary disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 11 (5.9%) 

Number of censored cases, n (%) 176 (94.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 14.44 (0.27) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.98.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Renal and urinary disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 11/187 (5.9%) NC 

Baseline cytogenetics 

Standard Risk 5/125 (4.0%) NC 

High-Risk 4/44 (9.1%) NC 

Baseline bone marrow plasma cells 

<50% 8/133 (6.0%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 9/140 (6.4%) NC 

No 2/47 (4.3%) NC 

Disease Stage 

1-2 3/143 (2.1%) NC 

3 5/34 (14.7%) NYR [9.00;NE] 

Number of prior lines 

<=5 8/96 (8.3%) NC 

> 5 3/91 (3.3%) NC 

Type of myeloma 

IgG 5/106 (4.7%) NC 

non-IgG 2/29 (6.9%) NYR [15.28;NE] 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.98.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Renal and urinary disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 2/71 (2.8%) NC 

>=65 9/116 (7.8%) NC 

Age group 2 

<75 10/151 (6.6%) NC 

>=75 1/36 (2.8%) NC 

Sex 

Male 9/98 (9.2%) NC 

Female 2/89 (2.2%) NC 

Geographic region 

North America 2/95 (2.1%) NC 

Europe 8/71 (11.3%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.76;NE] 

Race 

White 3/116 (2.6%) NC 

Other 2/29 (6.9%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 2/122 (1.6%) NC 

Liver function 

Normal 10/155 (6.5%) NC 

Impaired 1/32 (3.1%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.98.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Renal and urinary disorders - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 9/174 (5.2%) NC 

No 2/13 (15.4%) NC 

Penta refractory 

Yes 8/85 (9.4%) NC 

No 3/102 (2.9%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 8/122 (6.6%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.99.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Respiratory, thoracic and mediastinal disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 19 (10.2%) 

Number of censored cases, n (%) 168 (89.8%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 12.97 (0.29) 

   25th percentile NYR [13.08;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.99.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Respiratory, thoracic and mediastinal disorders - by subgroups - 

Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 19/187 (10.2%) NC 

Baseline cytogenetics 

Standard Risk 17/125 (13.6%) NC 

High-Risk 1/44 (2.3%) NC 

Baseline bone marrow plasma cells 

<50% 15/133 (11.3%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 12/140 (8.6%) NC 

No 7/47 (14.9%) NYR [12.68;NE] 

Disease Stage 

1-2 11/143 (7.7%) NC 

3 6/34 (17.6%) NYR [5.82;NE] 

Number of prior lines 

<=5 9/96 (9.4%) NC 

> 5 10/91 (11.0%) NC 

Type of myeloma 

IgG 11/106 (10.4%) NC 

non-IgG 2/29 (6.9%) NYR [11.53;NE] 

Light chain only 4/34 (11.8%) NYR [14.19;NE] 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.99.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Respiratory, thoracic and mediastinal disorders - by subgroups - 

Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 3/71 (4.2%) NC 

>=65 16/116 (13.8%) NC 

Age group 2 

<75 11/151 (7.3%) NC 

>=75 8/36 (22.2%) 14.19 [13.08;NE] 

Sex 

Male 12/98 (12.2%) NC 

Female 7/89 (7.9%) NC 

Geographic region 

North America 9/95 (9.5%) NC 

Europe 9/71 (12.7%) NYR [13.08;NE] 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.07;NE] 

Race 

White 12/116 (10.3%) NC 

Other 1/29 (3.4%) NC 

Renal function 

CrCl <= 60 mL/min 10/65 (15.4%) NYR [14.19;NE] 

CrCl > 60 mL/min 9/122 (7.4%) NC 

Liver function 

Normal 17/155 (11.0%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.99.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Respiratory, thoracic and mediastinal disorders - by subgroups - 

Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 15/174 (8.6%) NC 

No 4/13 (30.8%) 6.93 [4.24;NE] 

Penta refractory 

Yes 9/85 (10.6%) NC 

No 10/102 (9.8%) NC 

ECOG 

0 2/65 (3.1%) NC 

1-2 17/122 (13.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.100.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Vascular disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 14 (7.5%) 

Number of censored cases, n (%) 173 (92.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 6.52 (0.13) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.100.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Vascular disorders - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 14/187 (7.5%) NC 

Baseline cytogenetics 

Standard Risk 9/125 (7.2%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 12/133 (9.0%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 9/140 (6.4%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 7/143 (4.9%) NC 

3 4/34 (11.8%) NC 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 8/91 (8.8%) NC 

Type of myeloma 

IgG 8/106 (7.5%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 3/34 (8.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.100.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Vascular disorders - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 13/116 (11.2%) NC 

Age group 2 

<75 9/151 (6.0%) NC 

>=75 5/36 (13.9%) NC 

Sex 

Male 8/98 (8.2%) NC 

Female 6/89 (6.7%) NC 

Geographic region 

North America 9/95 (9.5%) NC 

Europe 4/71 (5.6%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.10;NE] 

Race 

White 8/116 (6.9%) NC 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 5/122 (4.1%) NC 

Liver function 

Normal 14/155 (9.0%) NC 

Impaired 0/32 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.100.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - SOC Vascular disorders - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 12/174 (6.9%) NC 

No 2/13 (15.4%) NYR [6.97;NE] 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 7/102 (6.9%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 11/122 (9.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.101.1. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Hypertension - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 13 (7.0%) 

Number of censored cases, n (%) 174 (93.0%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 4.42 (0.08) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.101.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Hypertension - by subgroups - Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 13/187 (7.0%) NC 

Baseline cytogenetics 

Standard Risk 8/125 (6.4%) NC 

High-Risk 3/44 (6.8%) NC 

Baseline bone marrow plasma cells 

<50% 11/133 (8.3%) NC 

>=50% 2/37 (5.4%) NC 

Prior stem cell transplant 

Yes 8/140 (5.7%) NC 

No 5/47 (10.6%) NC 

Disease Stage 

1-2 6/143 (4.2%) NC 

3 4/34 (11.8%) NC 

Number of prior lines 

<=5 6/96 (6.3%) NC 

> 5 7/91 (7.7%) NC 

Type of myeloma 

IgG 8/106 (7.5%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 2/34 (5.9%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.101.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Hypertension - by subgroups - Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 1/71 (1.4%) NC 

>=65 12/116 (10.3%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 5/36 (13.9%) NC 

Sex 

Male 7/98 (7.1%) NC 

Female 6/89 (6.7%) NC 

Geographic region 

North America 8/95 (8.4%) NC 

Europe 4/71 (5.6%) NC 

Asia 0/12 (0.0%) NC 

Other 1/9 (11.1%) NYR [0.10;NE] 

Race 

White 7/116 (6.0%) NC 

Other 3/29 (10.3%) NC 

Renal function 

CrCl <= 60 mL/min 8/65 (12.3%) NC 

CrCl > 60 mL/min 5/122 (4.1%) NC 

Liver function 

Normal 13/155 (8.4%) NC 

Impaired 0/32 (0.0%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.101.2. Analysis of adverse events - Treatment Emergent Severe AE [grade >=3] - PT Hypertension - by subgroups - Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 12/174 (6.9%) NC 

No 1/13 (7.7%) NC 

Penta refractory 

Yes 7/85 (8.2%) NC 

No 6/102 (5.9%) NC 

ECOG 

0 3/65 (4.6%) NC 

1-2 10/122 (8.2%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.102.1. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Infections and infestations - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 14 (7.5%) 

Number of censored cases, n (%) 173 (92.5%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 14.34 (0.30) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.102.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Infections and infestations - by subgroups 

- Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 14/187 (7.5%) NC 

Baseline cytogenetics 

Standard Risk 9/125 (7.2%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 9/133 (6.8%) NC 

>=50% 3/37 (8.1%) NC 

Prior stem cell transplant 

Yes 9/140 (6.4%) NC 

No 5/47 (10.6%) NYR [12.16;NE] 

Disease Stage 

1-2 10/143 (7.0%) NC 

3 0/34 (0.0%) NC 

Number of prior lines 

<=5 8/96 (8.3%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 8/106 (7.5%) NC 

non-IgG 1/29 (3.4%) NC 

Light chain only 3/34 (8.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.102.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Infections and infestations - by subgroups 

- Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 5/71 (7.0%) NC 

>=65 9/116 (7.8%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 6/36 (16.7%) NYR [8.54;NE] 

Sex 

Male 9/98 (9.2%) NC 

Female 5/89 (5.6%) NC 

Geographic region 

North America 4/95 (4.2%) NC 

Europe 10/71 (14.1%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 6/116 (5.2%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 9/65 (13.8%) NC 

CrCl > 60 mL/min 5/122 (4.1%) NC 

Liver function 

Normal 12/155 (7.7%) NC 

Impaired 2/32 (6.3%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.102.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Infections and infestations - by subgroups 

- Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 14/174 (8.0%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 4/85 (4.7%) NC 

No 10/102 (9.8%) NC 

ECOG 

0 2/65 (3.1%) NC 

1-2 12/122 (9.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Elranatamab  (PF-06863135) - 20230416 datacut 

 Table 6.2.103.1. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Nervous system disorders - Safety Set 

Table page 1 of 1. 

 

Parameter 

PF-06863135 

(N=187) 

  

n 187 

Number of subjects with events, n (%) 11 (5.9%) 

Number of censored cases, n (%) 176 (94.1%) 

Kaplan-Meier estimates (Months)  

   Mean (SE) 11.56 (0.19) 

   25th percentile NYR [NE;NE] 

   Median [95% CI] NYR [NE;NE] 

   75th percentile NYR [NE;NE] 

  

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NE: Not Estimable; NYR: (Median) Not Yet Reached. 

Kaplan-Meier estimates were calculated using an unstratified product-limit estimator survival model, using the Brookmeyer and Crowley Method for the median 

confidence interval. 
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 Table 6.2.103.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Nervous system disorders - by subgroups - 

Safety Set 

Table page 1 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Safety Set 

Overall 11/187 (5.9%) NC 

Baseline cytogenetics 

Standard Risk 6/125 (4.8%) NC 

High-Risk 2/44 (4.5%) NC 

Baseline bone marrow plasma cells 

<50% 6/133 (4.5%) NC 

>=50% 4/37 (10.8%) NC 

Prior stem cell transplant 

Yes 8/140 (5.7%) NC 

No 3/47 (6.4%) NC 

Disease Stage 

1-2 5/143 (3.5%) NC 

3 5/34 (14.7%) NYR [11.10;NE] 

Number of prior lines 

<=5 5/96 (5.2%) NC 

> 5 6/91 (6.6%) NC 

Type of myeloma 

IgG 6/106 (5.7%) NC 

non-IgG 2/29 (6.9%) NC 

Light chain only 3/34 (8.8%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.103.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Nervous system disorders - by subgroups - 

Safety Set 

Table page 2 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Age group 1 

<65 3/71 (4.2%) NC 

>=65 8/116 (6.9%) NC 

Age group 2 

<75 8/151 (5.3%) NC 

>=75 3/36 (8.3%) NYR [11.10;NE] 

Sex 

Male 4/98 (4.1%) NC 

Female 7/89 (7.9%) NC 

Geographic region 

North America 4/95 (4.2%) NC 

Europe 7/71 (9.9%) NC 

Asia 0/12 (0.0%) NC 

Other 0/9 (0.0%) NC 

Race 

White 8/116 (6.9%) NC 

Other 0/29 (0.0%) NC 

Renal function 

CrCl <= 60 mL/min 3/65 (4.6%) NC 

CrCl > 60 mL/min 8/122 (6.6%) NC 

Liver function 

Normal 8/155 (5.2%) NC 

Impaired 3/32 (9.4%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 Table 6.2.103.2. Analysis of adverse events - Treatment Emergent leading to study treatment discontinuation - SOC Nervous system disorders - by subgroups - 

Safety Set 

Table page 3 of 3. 

 

 

PF-06863135 

(N=187) 

Subgroup Level 

Events / subjects 

nEVENT/n (%) 

Median 

[95% CI][1] 

(Months) 

Refractory to last therapy 

Yes 11/174 (6.3%) NC 

No 0/13 (0.0%) NC 

Penta refractory 

Yes 5/85 (5.9%) NC 

No 6/102 (5.9%) NC 

ECOG 

0 4/65 (6.2%) NC 

1-2 7/122 (5.7%) NC 

 

N: Number of participants; n: Number of subjects with data for analysis; CI: Confidence Interval; NC: Not Calculated; NE: Not Estimable; NYR: (Median) Not 

Yet Reached. 

[1] Median and 95% CI were calculated using an unstratified product-limit estimator survival model with the Brookmeyer and Crowley Method. 
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 TABLE 6.3. Treatment Emergent Adverse Events leading to study drug discontinuation, overall and by SOC/PT - Safety Set 

Table page 1 of 2. 

 

System Organ Class (SOC) 

   Preferred Term (PT) 

PF-06863135 

N=187 

Overall 42 ( 22.5%) 

INFECTIONS AND INFESTATIONS 14 (  7.5%) 

     Septic shock 4 (  2.1%) 

     COVID-19 pneumonia 3 (  1.6%) 

     Sepsis 2 (  1.1%) 

     Adenoviral hepatitis 1 (  0.5%) 

     Adenovirus infection 1 (  0.5%) 

     Bronchopulmonary aspergillosis 1 (  0.5%) 

     Cytomegalovirus infection reactivation 1 (  0.5%) 

     Klebsiella sepsis 1 (  0.5%) 

     Pneumonia adenoviral 1 (  0.5%) 

     Pneumonia cytomegaloviral 1 (  0.5%) 

     Pneumonia pseudomonal 1 (  0.5%) 

NERVOUS SYSTEM DISORDERS 11 (  5.9%) 

     Peripheral sensory neuropathy 3 (  1.6%) 

     Immune effector cell-associated neurotoxicity syndrome 2 (  1.1%) 

     Peripheral motor neuropathy 2 (  1.1%) 

     Cognitive disorder 1 (  0.5%) 

     Depressed level of consciousness 1 (  0.5%) 

     Guillain-Barre syndrome 1 (  0.5%) 

     Metabolic encephalopathy 1 (  0.5%) 

     Peripheral sensorimotor neuropathy 1 (  0.5%) 

     Polyneuropathy 1 (  0.5%) 

     Spinal cord compression 1 (  0.5%) 

INVESTIGATIONS 5 (  2.7%) 

     Neutrophil count decreased 2 (  1.1%) 

     Blood alkaline phosphatase increased 1 (  0.5%) 

     Gamma-glutamyltransferase increased 1 (  0.5%) 

     Platelet count decreased 1 (  0.5%) 

     Weight decreased 1 (  0.5%) 

     White blood cell count decreased 1 (  0.5%) 

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 4 (  2.1%) 

     Disease progression 2 (  1.1%) 

     Fatigue 1 (  0.5%) 

 

Notes: 

Adverse events included are from the period between the date of first dose of study drug to the earliest of the date of last dose of study drug +30 days, 

date of withdrawal of consent by subject, date of death, or date of data cutoff.  

PT: Preferred Term; SOC: System Organ Class. 



 

 
Study: C1071003 Version Final Post hoc statistical analysis  

 Page 661 of 663 

 TABLE 1003.6.3 

 Elranatamab  (PF-06863135) - 20230416 datacut 

 TABLE 6.3. Treatment Emergent Adverse Events leading to study drug discontinuation, overall and by SOC/PT - Safety Set 

Table page 2 of 2. 

 

System Organ Class (SOC) 

   Preferred Term (PT) 

PF-06863135 

N=187 

     Pain 1 (  0.5%) 

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 4 (  2.1%) 

     Acute respiratory distress syndrome 2 (  1.1%) 

     Dyspnoea 1 (  0.5%) 

     Pulmonary embolism 1 (  0.5%) 

     Respiratory tract inflammation 1 (  0.5%) 

CARDIAC DISORDERS 3 (  1.6%) 

     Cardiac arrest 1 (  0.5%) 

     Cardiogenic shock 1 (  0.5%) 

     Cardiopulmonary failure 1 (  0.5%) 

METABOLISM AND NUTRITION DISORDERS 3 (  1.6%) 

     Decreased appetite 1 (  0.5%) 

     Hypercalcaemia 1 (  0.5%) 

     Hyperproteinaemia 1 (  0.5%) 

BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (  1.1%) 

     Febrile neutropenia 1 (  0.5%) 

     Neutropenia 1 (  0.5%) 

IMMUNE SYSTEM DISORDERS 1 (  0.5%) 

     Cytokine release syndrome 1 (  0.5%) 

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 1 (  0.5%) 

     Sarcopenia 1 (  0.5%) 

PSYCHIATRIC DISORDERS 1 (  0.5%) 

     Delirium 1 (  0.5%) 

RENAL AND URINARY DISORDERS 1 (  0.5%) 

     Acute kidney injury 1 (  0.5%) 

 

Notes: 

Adverse events included are from the period between the date of first dose of study drug to the earliest of the date of last dose of study drug +30 days, 

date of withdrawal of consent by subject, date of death, or date of data cutoff.  

PT: Preferred Term; SOC: System Organ Class. 
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FIGURE  

 Elranatamab  (PF-06863135) - 20230416 datacut total population 

 Figures - Kaplan-Meier curves 
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FIGURE  

 Elranatamab  (PF-06863135) - 20230416 datacut total population 

 Figures - Analysis of change from baseline 
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