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Cohort II 
Murlentamab + Trifluridine/tipiracil 

_____________________________________________________ 

 

Cohort I 
Murlentamab 

N = 13 
Cohort II 

N = 13 

Cohort II 
expansion 

N = 21 
Total 

N = 34 

Screening      

Tumor growth rate (%) [a] N 11 11 6 17 

 Missing values 2 2 15 17 

 Mean ± SD 50.93 ± 36.40 93.40 ± 112.09 57.24 ± 28.67 80.64 ± 91.80 

 Median 42.33 72.48 61.89 71.67 

 Min ; Max -4.7 ; 120.8 4.8 ; 397.8 22.9 ; 89.2 4.8 ; 397.8 

      

C2D28 - End of treatment      

Tumor growth rate (%) [a] N 13 12 20 32 

 Missing values 0 1 1 2 

 Mean ± SD 42.28 ± 26.62 21.31 ± 31.77 4.42 ± 19.21 10.75 ± 25.56 

 Median 46.76 29.01 3.54 6.33 

 Min ; Max 0.0 ; 90.7 -32.5 ; 78.1 -37.2 ; 42.4 -37.2 ; 78.1 

      

TGR difference (%) [b] N 11 10 6 16 

 Missing values 2 3 15 18 

 Mean ± SD -10.55 ± 26.82 -68.96 ± 125.55 -54.09 ± 36.05 -63.38 ± 99.73 

 Median -11.07 -48.36 -60.92 -48.36 

 Min ; Max -59.6 ; 49.1 -393.9 ; 42.6 -95.8 ; -3.0 -393.9 ; 42.6 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS.sas 
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Cohort II 
Murlentamab + Trifluridine/tipiracil 

_____________________________________________________ 

 

Cohort I 
Murlentamab 

N = 13 
Cohort II 

N = 13 

Cohort II 
expansion 

N = 21 
Total 

N = 34 

      

Percentage of variation in TGR (%) [c] N 11 10 6 16 

 Missing values 2 3 15 18 

 Mean ± SD -29.76 ± 61.08 32.41 ± 267.87 -86.04 ± 37.48 -12.01 ± 216.86 

 Median -33.19 -58.76 -101.70 -72.13 

 Min ; Max -122.0 ; 118.2 -224.8 ; 744.6 -108.3 ; -11.9 -224.8 ; 744.6 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.1 Tumor growth rate - EEP set (N = 47)  
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-03 Y Cohort I SCREENING 2018-09-18 RADIOLOGIST 1 56.43 42.33 . . 

     RADIOLOGIST 2 28.23    

   End of treatment 2018-11-15 RADIOLOGIST 1 34.02 42.84 0.51 1.20 

     RADIOLOGIST 2 51.66    

 

01-04 Y Cohort I SCREENING 2018-09-25 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2018-11-26 RADIOLOGIST 1 48.06 53.175 . . 

     RADIOLOGIST 2 58.29    

 

01-06 Y Cohort II SCREENING 2018-10-01 RADIOLOGIST 1 2.25 4.825 . . 

     RADIOLOGIST 2 7.4    

   C2D28 2018-11-29 RADIOLOGIST 1 7.56 9.105 4.28 88.70 

     RADIOLOGIST 2 10.65    

 

01-09 Y Cohort I SCREENING 2018-11-13 RADIOLOGIST 1 7.4 11.37 . . 

     RADIOLOGIST 2 15.34    

   C2D28 2019-01-22 RADIOLOGIST 1 0.67 0.02 -11.35 -99.82 

     RADIOLOGIST 2 -0.63    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-10 Y Cohort I SCREENING 2018-12-13 RADIOLOGIST 3 27.44 85.015 . . 

     RADIOLOGIST 2 142.59    

   C2D28 2019-02-13 RADIOLOGIST 3 55.01 46.76 -38.26 -45.00 

     RADIOLOGIST 2 38.51    

 

01-11 Y Cohort I SCREENING 2018-12-13 RADIOLOGIST 1 31.89 41.55 . . 

     RADIOLOGIST 2 51.21    

   End of treatment 2019-02-12 RADIOLOGIST 1 83.72 90.665 49.12 118.21 

     RADIOLOGIST 2 97.61    

 

01-13 Y Cohort II SCREENING 2018-12-13 RADIOLOGIST 3 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2019-02-11 RADIOLOGIST 3 -29.36 -25.72 . . 

     RADIOLOGIST 2 -22.08    

 

01-14 Y Cohort II 
(Expansion) 

SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-09 RADIOLOGIST 1 3.67 3.81 . . 

     RADIOLOGIST 2 3.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-15 Y Cohort II 
(Expansion) 

SCREENING 2020-02-13 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-16 RADIOLOGIST 1 25.11 28.405 . . 

     RADIOLOGIST 2 31.7    

 

01-18 Y Cohort II 
(Expansion) 

SCREENING 2020-03-25 RADIOLOGIST 1 5.65 22.895 . . 

     RADIOLOGIST 2 40.14    

   C2D28 2020-05-20 RADIOLOGIST 1 -2.98 -1.79 -24.69 -107.82 

     RADIOLOGIST 2 -0.6    

 

01-20 Y Cohort II 
(Expansion) 

SCREENING 2020-03-25 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-06-02 RADIOLOGIST 1 23.86 33.245 . . 

     RADIOLOGIST 2 42.63    

 

02-01 Y Cohort II SCREENING 2018-08-16 RADIOLOGIST 1 -49.79 35.475 . . 

     RADIOLOGIST 2 120.74    

   C2D28 2018-10-18 RADIOLOGIST 1 82.21 78.08 42.61 120.10 

     RADIOLOGIST 2 73.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-06 Y Cohort II SCREENING 2018-08-27 RADIOLOGIST 1 10.12 26.075 . . 

     RADIOLOGIST 2 42.03    

   C2D28 2018-10-25 RADIOLOGIST 1 -25.14 -32.535 -58.61 -224.77 

     RADIOLOGIST 2 -39.93    

 

02-07 Y Cohort II SCREENING 2018-08-30 RADIOLOGIST 1 79.81 76.25 . . 

     RADIOLOGIST 2 72.69    

   End of treatment 2018-10-29 RADIOLOGIST 1 20.51 24.32 -51.93 -68.10 

     RADIOLOGIST 2 28.13    

 

02-08 Y Cohort I SCREENING 2018-08-28 RADIOLOGIST 1 23.99 30.405 . . 

     RADIOLOGIST 2 36.82    

   C2D28 2018-10-25 RADIOLOGIST 1 18.08 20.05 -10.36 -34.06 

     RADIOLOGIST 2 22.02    

 

02-09 Y Cohort II SCREENING 2018-08-20 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2018-10-30 RADIOLOGIST 1 -1.9 -1.22 . . 

     RADIOLOGIST 2 -0.54    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-10 Y Cohort I SCREENING 2018-09-06 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2018-11-12 RADIOLOGIST 1 52.54 52.14 . . 

     RADIOLOGIST 2 51.74    

 

02-12 Y Cohort II SCREENING 2018-12-18 RADIOLOGIST 1 110.87 397.84 . . 

     RADIOLOGIST 2 684.81    

   C2D28 2019-02-19 RADIOLOGIST 1 3 3.895 -393.95 -99.02 

     RADIOLOGIST 2 4.79    

 

02-14 Y Cohort II 
(Expansion) 

SCREENING 2020-01-10 RADIOLOGIST 1 90.99 89.21 . . 

     RADIOLOGIST 2 87.43    

   End of treatment 2020-03-04 RADIOLOGIST 1 -3.07 -6.55 -95.76 -107.34 

     RADIOLOGIST 2 -10.03    

 

02-15 Y Cohort II 
(Expansion) 

SCREENING 2020-01-16 RADIOLOGIST 1 15.63 25.065 . . 

     RADIOLOGIST 2 34.5    

   End of treatment 2020-03-12 RADIOLOGIST 1 20.18 22.09 -2.98 -11.87 

     RADIOLOGIST 2 24    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-16 Y Cohort II 
(Expansion) 

SCREENING 2020-01-16 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-03-19 RADIOLOGIST 1 -11.58 -11.215 . . 

     RADIOLOGIST 2 -10.85    

 

02-19 Y Cohort II 
(Expansion) 

SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-09 RADIOLOGIST 1 -36.76 -37.155 . . 

     RADIOLOGIST 2 -37.55    

 

02-20 Y Cohort II 
(Expansion) 

SCREENING 2020-02-26 RADIOLOGIST 1 42.48 71.665 . . 

     RADIOLOGIST 2 100.85    

   C2D28 2020-04-22 RADIOLOGIST 1 -4.59 -5.93 -77.60 -108.27 

     RADIOLOGIST 2 -7.27    

 

02-21 Y Cohort II 
(Expansion) 

SCREENING 2020-02-25 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-20 RADIOLOGIST 1 -1.46 -1.68 . . 

     RADIOLOGIST 2 -1.9    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-23 Y Cohort II 
(Expansion) 

SCREENING 2020-03-19 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-19 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

 

02-24 Y Cohort II 
(Expansion) 

SCREENING 2020-03-24 RADIOLOGIST 1 47.76 52.115 . . 

     RADIOLOGIST 2 56.47    

   C2D28 2020-05-20 RADIOLOGIST 1 8.43 7.875 -44.24 -84.89 

     RADIOLOGIST 2 7.32    

 

04-01 Y Cohort II SCREENING 2018-07-26 RADIOLOGIST 1 24.51 98.385 . . 

     RADIOLOGIST 2 172.26    

   End of treatment 2018-09-24 RADIOLOGIST 1 33.73 38.905 -59.48 -60.46 

     RADIOLOGIST 2 44.08    

 

04-02 Y Cohort I SCREENING 2018-09-24 RADIOLOGIST 1 42.57 55.35 . . 

     RADIOLOGIST 2 68.13    

   End of treatment 2018-11-19 RADIOLOGIST 1 49.31 47.3 -8.05 -14.54 

     RADIOLOGIST 2 45.29    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-05 Y Cohort II SCREENING 2018-10-22 RADIOLOGIST 1 3.8 5.225 . . 

     RADIOLOGIST 2 6.65    

   C2D28 2018-12-17 RADIOLOGIST 1 31.2 44.13 38.91 744.59 

     RADIOLOGIST 2 57.06    

 

04-06 Y Cohort II 
(Expansion) 

SCREENING 2020-01-15 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-03-31 RADIOLOGIST 1 14.99 15.655 . . 

     RADIOLOGIST 2 16.32    

 

04-07 Y Cohort II 
(Expansion) 

SCREENING 2020-01-22 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-06 RADIOLOGIST 1 -10.8 -12.435 . . 

     RADIOLOGIST 2 -14.07    

 

04-08 Y Cohort II 
(Expansion) 

SCREENING 2020-02-26 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2020-04-27 RADIOLOGIST 1 4.36 4.785 . . 

     RADIOLOGIST 2 5.21    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-09 Y Cohort II 
(Expansion) 

SCREENING 2020-03-03 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2020-05-12 RADIOLOGIST 1 43.57 42.4 . . 

     RADIOLOGIST 2 41.23    

 

04-10 Y Cohort II 
(Expansion) 

SCREENING 2020-02-12 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-12 RADIOLOGIST 1 5.45 2.69 . . 

     RADIOLOGIST 2 -0.07    

 

04-11 Y Cohort II 
(Expansion) 

SCREENING 2020-03-11 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-11 RADIOLOGIST 1 19.51 18.695 . . 

     RADIOLOGIST 2 17.88    

 

04-12 Y Cohort II 
(Expansion) 

SCREENING 2020-03-16 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-18 RADIOLOGIST 1 -25.83 -26.09 . . 

     RADIOLOGIST 2 -26.35    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-02 Y Cohort I SCREENING 2018-08-06 RADIOLOGIST 1 76.61 91.845 . . 

     RADIOLOGIST 2 107.08    

   C2D28 2018-10-04 RADIOLOGIST 1 47.74 76.195 -15.65 -17.04 

     RADIOLOGIST 2 104.65    

 

05-03 Y Cohort I SCREENING 2018-08-14 RADIOLOGIST 1 47.85 51.525 . . 

     RADIOLOGIST 2 55.2    

   C2D28 2018-10-10 RADIOLOGIST 1 34.52 34.425 -17.10 -33.19 

     RADIOLOGIST 2 34.33    

 

05-05 Y Cohort II SCREENING 2018-08-31 RADIOLOGIST 1 78.37 72.48 . . 

     RADIOLOGIST 2 66.59    

   End of treatment 2018-11-06 RADIOLOGIST 1 36.98 40.785 -31.70 -43.73 

     RADIOLOGIST 2 44.59    

 

05-06 Y Cohort II SCREENING 2018-09-14 RADIOLOGIST 1 57.37 55.23 . . 

     RADIOLOGIST 2 53.09    

 

05-07 Y Cohort I SCREENING 2018-09-12 RADIOLOGIST 3 -9.05 -4.73 . . 

     RADIOLOGIST 2 -0.41    

   C2D28 2018-11-12 RADIOLOGIST 3 -3.85 1.04 5.77 -121.99 

     RADIOLOGIST 2 5.93    

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-09 Y Cohort II SCREENING 2018-10-17 RADIOLOGIST 1 198.58 177.175 . . 

     RADIOLOGIST 2 155.77    

   End of treatment 2018-12-20 RADIOLOGIST 1 39.64 42.23 -134.95 -76.16 

     RADIOLOGIST 2 44.82    

 

05-11 Y Cohort I SCREENING 2018-11-26 RADIOLOGIST 3 131.82 120.83 . . 

     RADIOLOGIST 2 109.84    

   End of treatment 2019-01-28 RADIOLOGIST 3 65.97 61.27 -59.56 -49.29 

     RADIOLOGIST 2 56.57    

 

05-12 Y Cohort I SCREENING 2018-12-06 RADIOLOGIST 1 39.74 34.785 . . 

     RADIOLOGIST 3 29.83    

   End of treatment 2019-02-20 RADIOLOGIST 1 29.8 23.715 -11.07 -31.82 

     RADIOLOGIST 3 17.63    

 

05-13 Y Cohort II SCREENING 2018-12-14 RADIOLOGIST 3   . . 

     RADIOLOGIST 2 78.48 78.48   

   C2D28 2019-02-20 RADIOLOGIST 3 33.88 33.69 -44.79 -57.07 

     RADIOLOGIST 2 33.5    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.1 Tumor growth rate - EEP set (N = 47) 

Page 12 of 12 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-15 Y Cohort II 
(Expansion) 

SCREENING 2020-01-29 RADIOLOGIST 1 73.4 82.515 . . 

     RADIOLOGIST 2 91.63    

   C2D28 2020-03-30 RADIOLOGIST 1 0.22 3.26 -79.26 -96.05 

     RADIOLOGIST 2 6.3    

 

05-16 Y Cohort II 
(Expansion) 

SCREENING 2020-02-14 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2020-04-15 RADIOLOGIST 1 7.8 8.375 . . 

     RADIOLOGIST 2 8.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Figure 14.2.2.1.1: Percentage of variation in tumor growth rate - EEP set (N = 47) 

 

 

 
 

 
Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Table 14.2.2.1.17 Tumor growth rate - mITT set (N = 65)  
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Cohort II 
Murlentamab + Trifluridine/tipiracil 

_____________________________________________________ 

 

Cohort I 
Murlentamab 

N = 21 
Cohort II 

N = 18 

Cohort II 
expansion 

N = 26 
Total 

N = 44 

Screening      

Tumor growth rate (%) [a] N 19 15 9 24 

 Missing values 2 3 17 20 

 Mean ± SD 83.42 ± 76.21 94.37 ± 104.92 50.75 ± 24.92 78.01 ± 85.92 

 Median 55.35 72.48 43.39 53.67 

 Min ; Max -4.7 ; 283.4 4.8 ; 397.8 22.9 ; 89.2 4.8 ; 397.8 

      

C2D28 - End of treatment      

Tumor growth rate (%) [a] N 20 16 21 37 

 Missing values 1 2 5 7 

 Mean ± SD 26.63 ± 51.97 23.28 ± 28.08 6.86 ± 21.81 13.96 ± 25.71 

 Median 41.52 23.99 3.81 9.11 

 Min ; Max -100.0 ; 98.7 -32.5 ; 78.1 -37.2 ; 55.7 -37.2 ; 78.1 

      

TGR difference (%) [b] N 18 13 7 20 

 Missing values 3 5 19 24 

 Mean ± SD -51.95 ± 76.85 -62.68 ± 115.26 -44.12 ± 42.16 -56.18 ± 95.05 

 Median -16.38 -44.79 -44.24 -44.52 

 Min ; Max -243.3 ; 49.1 -393.9 ; 42.6 -95.8 ; 15.7 -393.9 ; 42.6 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS.sas 



 
Table 14.2.2.1.17 Tumor growth rate - mITT set (N = 65) 
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Cohort II 
Murlentamab + Trifluridine/tipiracil 

_____________________________________________________ 

 

Cohort I 
Murlentamab 

N = 21 
Cohort II 

N = 18 

Cohort II 
expansion 

N = 26 
Total 

N = 44 

      

Percentage of variation in TGR (%) [c] N 18 13 7 20 

 Missing values 3 5 19 24 

 Mean ± SD -73.03 ± 91.04 46.53 ± 253.38 -68.16 ± 58.39 6.39 ± 211.60 

 Median -47.15 -57.07 -96.05 -64.28 

 Min ; Max -258.3 ; 118.2 -224.8 ; 744.6 -108.3 ; 39.1 -224.8 ; 744.6 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65)  
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-02 N Cohort I SCREENING 2018-09-04 RADIOLOGIST 1 155.33 182.445 . . 

     RADIOLOGIST 2 209.56    

   End of treatment 2018-10-23 RADIOLOGIST 1 55.13 48.205 -134.24 -73.58 

     RADIOLOGIST 2 41.28    

 

01-03 Y Cohort I SCREENING 2018-09-18 RADIOLOGIST 1 56.43 42.33 . . 

     RADIOLOGIST 2 28.23    

   End of treatment 2018-11-15 RADIOLOGIST 1 34.02 42.84 0.51 1.20 

     RADIOLOGIST 2 51.66    

 

01-04 Y Cohort I SCREENING 2018-09-25 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2018-11-26 RADIOLOGIST 1 48.06 53.175 . . 

     RADIOLOGIST 2 58.29    

 

01-05 N Cohort II SCREENING 2018-09-19 RADIOLOGIST 1 162.84 165.505 . . 

     RADIOLOGIST 2 168.17    

   End of treatment 2018-10-08 RADIOLOGIST 1 9.56 21.55 -143.96 -86.98 

     RADIOLOGIST 2 33.54    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-06 Y Cohort II SCREENING 2018-10-01 RADIOLOGIST 1 2.25 4.825 . . 

     RADIOLOGIST 2 7.4    

   C2D28 2018-11-29 RADIOLOGIST 1 7.56 9.105 4.28 88.70 

     RADIOLOGIST 2 10.65    

 

01-07 N Cohort II SCREENING 2018-09-27 RADIOLOGIST 1 26.15 22.095 . . 

     RADIOLOGIST 2 18.04    

   End of treatment 2018-11-27 RADIOLOGIST 1 9.04 22.27 0.18 0.79 

     RADIOLOGIST 2 35.5    

 

01-08 N Cohort I SCREENING 2018-10-29 RADIOLOGIST 1 79.37 283.44 . . 

     RADIOLOGIST 2 487.51    

   End of treatment 2018-12-19 RADIOLOGIST 1 42.47 40.19 -243.25 -85.82 

     RADIOLOGIST 2 37.91    

 

01-09 Y Cohort I SCREENING 2018-11-13 RADIOLOGIST 1 7.4 11.37 . . 

     RADIOLOGIST 2 15.34    

   C2D28 2019-01-22 RADIOLOGIST 1 0.67 0.02 -11.35 -99.82 

     RADIOLOGIST 2 -0.63    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-10 Y Cohort I SCREENING 2018-12-13 RADIOLOGIST 3 27.44 85.015 . . 

     RADIOLOGIST 2 142.59    

   C2D28 2019-02-13 RADIOLOGIST 3 55.01 46.76 -38.26 -45.00 

     RADIOLOGIST 2 38.51    

 

01-11 Y Cohort I SCREENING 2018-12-13 RADIOLOGIST 1 31.89 41.55 . . 

     RADIOLOGIST 2 51.21    

   End of treatment 2019-02-12 RADIOLOGIST 1 83.72 90.665 49.12 118.21 

     RADIOLOGIST 2 97.61    

 

01-12 N Cohort I SCREENING 2019-01-02 RADIOLOGIST 1 25.79 47.74 . . 

     RADIOLOGIST 3 69.69    

   End of treatment 2019-02-22 RADIOLOGIST 1 3.36 3.88 -43.86 -91.87 

     RADIOLOGIST 3 4.4    

 

01-13 Y Cohort II SCREENING 2018-12-13 RADIOLOGIST 3 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2019-02-11 RADIOLOGIST 3 -29.36 -25.72 . . 

     RADIOLOGIST 2 -22.08    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 
 

 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-14 Y Cohort II 
(Expansion) 

SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-09 RADIOLOGIST 1 3.67 3.81 . . 

     RADIOLOGIST 2 3.95    

 

01-15 Y Cohort II 
(Expansion) 

SCREENING 2020-02-13 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-16 RADIOLOGIST 1 25.11 28.405 . . 

     RADIOLOGIST 2 31.7    

 

01-17 N Cohort II 
(Expansion) 

SCREENING 2020-02-25 RADIOLOGIST 1 44.38 40 . . 

     RADIOLOGIST 2 35.62    

   End of treatment 2020-04-30 RADIOLOGIST 1 74.78 55.65 15.65 39.13 

     RADIOLOGIST 2 36.52    

 

01-18 Y Cohort II 
(Expansion) 

SCREENING 2020-03-25 RADIOLOGIST 1 5.65 22.895 . . 

     RADIOLOGIST 2 40.14    

   C2D28 2020-05-20 RADIOLOGIST 1 -2.98 -1.79 -24.69 -107.82 

     RADIOLOGIST 2 -0.6    

 

01-19 N Cohort II 
(Expansion) 

SCREENING 2020-03-23 RADIOLOGIST 1 37.93 29.915 . . 

     RADIOLOGIST 2 21.9    

 

TGR difference = TGR after completion of 2 cycles - TGR at screening visit  

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 



 
Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-20 Y Cohort II 
(Expansion) 

SCREENING 2020-03-25 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-06-02 RADIOLOGIST 1 23.86 33.245 . . 

     RADIOLOGIST 2 42.63    

 

02-01 Y Cohort II SCREENING 2018-08-16 RADIOLOGIST 1 -49.79 35.475 . . 

     RADIOLOGIST 2 120.74    

   C2D28 2018-10-18 RADIOLOGIST 1 82.21 78.08 42.61 120.10 

     RADIOLOGIST 2 73.95    

 

02-03 N Cohort II SCREENING 2018-08-14 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2018-09-27 RADIOLOGIST 1 48.43 49.28 . . 

     RADIOLOGIST 2 50.13    

 

02-05 N Cohort I SCREENING 2018-08-22 RADIOLOGIST 1 163.91 136.87 . . 

     RADIOLOGIST 2 109.83    

   End of treatment 2018-10-09 RADIOLOGIST 1 90.66 98.735 -38.14 -27.86 

     RADIOLOGIST 2 106.81    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-06 Y Cohort II SCREENING 2018-08-27 RADIOLOGIST 1 10.12 26.075 . . 

     RADIOLOGIST 2 42.03    

   C2D28 2018-10-25 RADIOLOGIST 1 -25.14 -32.535 -58.61 -224.77 

     RADIOLOGIST 2 -39.93    

 

02-07 Y Cohort II SCREENING 2018-08-30 RADIOLOGIST 1 79.81 76.25 . . 

     RADIOLOGIST 2 72.69    

   End of treatment 2018-10-29 RADIOLOGIST 1 20.51 24.32 -51.93 -68.10 

     RADIOLOGIST 2 28.13    

 

02-08 Y Cohort I SCREENING 2018-08-28 RADIOLOGIST 1 23.99 30.405 . . 

     RADIOLOGIST 2 36.82    

   C2D28 2018-10-25 RADIOLOGIST 1 18.08 20.05 -10.36 -34.06 

     RADIOLOGIST 2 22.02    

 

02-09 Y Cohort II SCREENING 2018-08-20 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2018-10-30 RADIOLOGIST 1 -1.9 -1.22 . . 

     RADIOLOGIST 2 -0.54    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-10 Y Cohort I SCREENING 2018-09-06 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2018-11-12 RADIOLOGIST 1 52.54 52.14 . . 

     RADIOLOGIST 2 51.74    

 

02-11 N Cohort I SCREENING 2018-10-16 RADIOLOGIST 1 57.5 63.18 . . 

     RADIOLOGIST 2 68.86    

   End of treatment 2018-11-21 RADIOLOGIST 1 -100 -100 -163.18 -258.28 

     RADIOLOGIST 2 -100    

 

02-12 Y Cohort II SCREENING 2018-12-18 RADIOLOGIST 1 110.87 397.84 . . 

     RADIOLOGIST 2 684.81    

   C2D28 2019-02-19 RADIOLOGIST 1 3 3.895 -393.95 -99.02 

     RADIOLOGIST 2 4.79    

 

02-13 N Cohort II 
(Expansion) 

SCREENING 2020-01-03 RADIOLOGIST 1 42.89 43.39 . . 

     RADIOLOGIST 2 43.89    

 

02-14 Y Cohort II 
(Expansion) 

SCREENING 2020-01-10 RADIOLOGIST 1 90.99 89.21 . . 

     RADIOLOGIST 2 87.43    

   End of treatment 2020-03-04 RADIOLOGIST 1 -3.07 -6.55 -95.76 -107.34 

     RADIOLOGIST 2 -10.03    

 

TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 



 
Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-15 Y Cohort II 
(Expansion) 

SCREENING 2020-01-16 RADIOLOGIST 1 15.63 25.065 . . 

     RADIOLOGIST 2 34.5    

   End of treatment 2020-03-12 RADIOLOGIST 1 20.18 22.09 -2.98 -11.87 

     RADIOLOGIST 2 24    

 

02-16 Y Cohort II 
(Expansion) 

SCREENING 2020-01-16 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-03-19 RADIOLOGIST 1 -11.58 -11.215 . . 

     RADIOLOGIST 2 -10.85    

 

02-17 N Cohort II 
(Expansion) 

SCREENING 2020-01-20 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

 

02-19 Y Cohort II 
(Expansion) 

SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-09 RADIOLOGIST 1 -36.76 -37.155 . . 

     RADIOLOGIST 2 -37.55    

 

02-20 Y Cohort II 
(Expansion) 

SCREENING 2020-02-26 RADIOLOGIST 1 42.48 71.665 . . 

     RADIOLOGIST 2 100.85    

   C2D28 2020-04-22 RADIOLOGIST 1 -4.59 -5.93 -77.60 -108.27 

     RADIOLOGIST 2 -7.27    



Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

 

 

TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Page 9 of 15 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-21 Y Cohort II 
(Expansion) 

SCREENING 2020-02-25 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-20 RADIOLOGIST 1 -1.46 -1.68 . . 

     RADIOLOGIST 2 -1.9    

 

02-22 N Cohort II 
(Expansion) 

SCREENING 2020-02-27 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

 

02-23 Y Cohort II 
(Expansion) 

SCREENING 2020-03-19 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-19 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

 

02-24 Y Cohort II 
(Expansion) 

SCREENING 2020-03-24 RADIOLOGIST 1 47.76 52.115 . . 

     RADIOLOGIST 2 56.47    

   C2D28 2020-05-20 RADIOLOGIST 1 8.43 7.875 -44.24 -84.89 

     RADIOLOGIST 2 7.32    

 

03-01 N Cohort I SCREENING 2018-09-21 RADIOLOGIST 1 219.56 222.635 . . 

     RADIOLOGIST 2 225.71    

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 



 
Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-01 Y Cohort II SCREENING 2018-07-26 RADIOLOGIST 1 24.51 98.385 . . 

     RADIOLOGIST 2 172.26    

   End of treatment 2018-09-24 RADIOLOGIST 1 33.73 38.905 -59.48 -60.46 

     RADIOLOGIST 2 44.08    

 

04-02 Y Cohort I SCREENING 2018-09-24 RADIOLOGIST 1 42.57 55.35 . . 

     RADIOLOGIST 2 68.13    

   End of treatment 2018-11-19 RADIOLOGIST 1 49.31 47.3 -8.05 -14.54 

     RADIOLOGIST 2 45.29    

 

04-03 N Cohort I SCREENING 2018-10-17 RADIOLOGIST 1 6.39 6.28 . . 

     RADIOLOGIST 2 6.17    

   End of treatment 2018-11-23 RADIOLOGIST 1 -4.73 -8.035 -14.32 -227.95 

     RADIOLOGIST 2 -11.34    

 

04-04 N Cohort I SCREENING 2018-10-15 RADIOLOGIST 1 33.04 82.1 . . 

     RADIOLOGIST 2 131.16    

   End of treatment 2018-10-25 RADIOLOGIST 1 -100 -100 -182.10 -221.80 

     RADIOLOGIST 2 -100    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Listing 14.2.2.1.3 Tumor growth rate - mITT set (N = 65) 

Page 11 of 15 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-05 Y Cohort II SCREENING 2018-10-22 RADIOLOGIST 1 3.8 5.225 . . 

     RADIOLOGIST 2 6.65    

   C2D28 2018-12-17 RADIOLOGIST 1 31.2 44.13 38.91 744.59 

     RADIOLOGIST 2 57.06    

 

04-06 Y Cohort II 
(Expansion) 

SCREENING 2020-01-15 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-03-31 RADIOLOGIST 1 14.99 15.655 . . 

     RADIOLOGIST 2 16.32    

 

04-07 Y Cohort II 
(Expansion) 

SCREENING 2020-01-22 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-04-06 RADIOLOGIST 1 -10.8 -12.435 . . 

     RADIOLOGIST 2 -14.07    

 

04-08 Y Cohort II 
(Expansion) 

SCREENING 2020-02-26 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2020-04-27 RADIOLOGIST 1 4.36 4.785 . . 

     RADIOLOGIST 2 5.21    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-09 Y Cohort II 
(Expansion) 

SCREENING 2020-03-03 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2020-05-12 RADIOLOGIST 1 43.57 42.4 . . 

     RADIOLOGIST 2 41.23    

 

04-10 Y Cohort II 
(Expansion) 

SCREENING 2020-02-12 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-12 RADIOLOGIST 1 5.45 2.69 . . 

     RADIOLOGIST 2 -0.07    

 

04-11 Y Cohort II 
(Expansion) 

SCREENING 2020-03-11 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-11 RADIOLOGIST 1 19.51 18.695 . . 

     RADIOLOGIST 2 17.88    

 

04-12 Y Cohort II 
(Expansion) 

SCREENING 2020-03-16 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   C2D28 2020-05-18 RADIOLOGIST 1 -25.83 -26.09 . . 

     RADIOLOGIST 2 -26.35    

 

05-01 N Cohort II SCREENING 2018-07-24 RADIOLOGIST 1 191.4 195.43 . . 

     RADIOLOGIST 2 199.46    

 

 

TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-02 Y Cohort I SCREENING 2018-08-06 RADIOLOGIST 1 76.61 91.845 . . 

     RADIOLOGIST 2 107.08    

   C2D28 2018-10-04 RADIOLOGIST 1 47.74 76.195 -15.65 -17.04 

     RADIOLOGIST 2 104.65    

 

05-03 Y Cohort I SCREENING 2018-08-14 RADIOLOGIST 1 47.85 51.525 . . 

     RADIOLOGIST 2 55.2    

   C2D28 2018-10-10 RADIOLOGIST 1 34.52 34.425 -17.10 -33.19 

     RADIOLOGIST 2 34.33    

 

05-05 Y Cohort II SCREENING 2018-08-31 RADIOLOGIST 1 78.37 72.48 . . 

     RADIOLOGIST 2 66.59    

   End of treatment 2018-11-06 RADIOLOGIST 1 36.98 40.785 -31.70 -43.73 

     RADIOLOGIST 2 44.59    

 

05-06 Y Cohort II SCREENING 2018-09-14 RADIOLOGIST 1 57.37 55.23 . . 

     RADIOLOGIST 2 53.09    

 

05-07 Y Cohort I SCREENING 2018-09-12 RADIOLOGIST 3 -9.05 -4.73 . . 

     RADIOLOGIST 2 -0.41    

   C2D28 2018-11-12 RADIOLOGIST 3 -3.85 1.04 5.77 -121.99 

     RADIOLOGIST 2 5.93    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-08 N Cohort II SCREENING 2018-10-02 RADIOLOGIST 1 5.17 5.065 . . 

     RADIOLOGIST 2 4.96    

   C2D28 2018-11-30 RADIOLOGIST 1 20.14 23.655 18.59 367.03 

     RADIOLOGIST 2 27.17    

 

05-09 Y Cohort II SCREENING 2018-10-17 RADIOLOGIST 1 198.58 177.175 . . 

     RADIOLOGIST 2 155.77    

   End of treatment 2018-12-20 RADIOLOGIST 1 39.64 42.23 -134.95 -76.16 

     RADIOLOGIST 2 44.82    

 

05-11 Y Cohort I SCREENING 2018-11-26 RADIOLOGIST 3 131.82 120.83 . . 

     RADIOLOGIST 2 109.84    

   End of treatment 2019-01-28 RADIOLOGIST 3 65.97 61.27 -59.56 -49.29 

     RADIOLOGIST 2 56.57    

 

05-12 Y Cohort I SCREENING 2018-12-06 RADIOLOGIST 1 39.74 34.785 . . 

     RADIOLOGIST 3 29.83    

   End of treatment 2019-02-20 RADIOLOGIST 1 29.8 23.715 -11.07 -31.82 

     RADIOLOGIST 3 17.63    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-13 Y Cohort II SCREENING 2018-12-14 RADIOLOGIST 3   . . 

     RADIOLOGIST 2 78.48 78.48   

   C2D28 2019-02-20 RADIOLOGIST 3 33.88 33.69 -44.79 -57.07 

     RADIOLOGIST 2 33.5    

 

05-15 Y Cohort II 
(Expansion) 

SCREENING 2020-01-29 RADIOLOGIST 1 73.4 82.515 . . 

     RADIOLOGIST 2 91.63    

   C2D28 2020-03-30 RADIOLOGIST 1 0.22 3.26 -79.26 -96.05 

     RADIOLOGIST 2 6.3    

 

05-16 Y Cohort II 
(Expansion) 

SCREENING 2020-02-14 RADIOLOGIST 1 . . . . 

     RADIOLOGIST 2 .    

   End of treatment 2020-04-15 RADIOLOGIST 1 7.8 8.375 . . 

     RADIOLOGIST 2 8.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 



Figure 14.2.2.1.12: Percentage of variation in tumor growth rate - mITT set (N = 65) 

 

 

 
 

 
Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS.sas 

 
 



Table 14.2.2.2.3 Tumor growth rate - EEP set (N = 47)  

 

Page 1 of 2 

 

 
Cohort I 

Murlentamab 
Cohort II 

Murlentamab + Trifluridine/tipiracil 

 

AMHRII membrane 
expression < 20% 

N = 6 

AMHRII membrane 
expression ≥ 20% 

N = 3 

AMHRII membrane 
expression < 20% 

N = 17 

AMHRII membrane 
expression ≥ 20% 

N = 13 

Screening      

Tumor growth rate (%) [a] N 5 3 9 7 

 Missing values 1 0 8 6 

 Mean ± SD 59.76 ± 47.04 34.82 ± 20.91 60.88 ± 54.38 105.78 ± 131.17 

 Median 55.35 41.55 55.23 71.67 

 Min ; Max -4.7 ; 120.8 11.4 ; 51.5 4.8 ; 177.2 25.1 ; 397.8 

      

C2D28 - End of treatment      

Tumor growth rate (%) [a] N 6 3 15 13 

 Missing values 0 0 2 0 

 Mean ± SD 41.89 ± 20.99 41.70 ± 45.76 25.55 ± 23.69 -2.98 ± 20.69 

 Median 47.03 34.43 28.41 -1.68 

 Min ; Max 1.0 ; 61.3 0.0 ; 90.7 -12.4 ; 78.1 -37.2 ; 33.7 

      

TGR difference (%) [b] N 5 3 8 7 

 Missing values 1 0 9 6 

 Mean ± SD -19.92 ± 27.95 6.89 ± 36.68 -27.12 ± 57.97 -102.56 ± 131.76 

 Median -8.05 -11.35 -28.19 -58.61 

 Min ; Max -59.6 ; 5.8 -17.1 ; 49.1 -134.9 ; 42.6 -393.9 ; -3.0 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Table 14.2.2.2.3 Tumor growth rate - EEP set (N = 47) 

Page 2 of 2 

 

 
Cohort I 

Murlentamab 
Cohort II 

Murlentamab + Trifluridine/tipiracil 

 

AMHRII membrane 
expression < 20% 

N = 6 

AMHRII membrane 
expression ≥ 20% 

N = 3 

AMHRII membrane 
expression < 20% 

N = 17 

AMHRII membrane 
expression ≥ 20% 

N = 13 

      

Percentage of variation in TGR (%) [c] N 5 3 8 7 

 Missing values 1 0 9 6 

 Mean ± SD -45.92 ± 47.44 -4.93 ± 111.73 74.64 ± 282.79 -99.03 ± 65.22 

 Median -45.00 -33.19 -52.09 -99.02 

 Min ; Max -122.0 ; 1.2 -99.8 ; 118.2 -107.8 ; 744.6 -224.8 ; -11.9 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47)  
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-03 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-18 RADIOLOGIST 1 56.43 42.33 . . 

      RADIOLOGIST 2 28.23    

    End of treatment 2018-11-15 RADIOLOGIST 1 34.02 42.84 0.51 1.20 

      RADIOLOGIST 2 51.66    

 

01-04 Y Cohort I . SCREENING 2018-09-25 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2018-11-26 RADIOLOGIST 1 48.06 53.175 . . 

      RADIOLOGIST 2 58.29    

 

01-06 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-10-01 RADIOLOGIST 1 2.25 4.825 . . 

      RADIOLOGIST 2 7.4    

    C2D28 2018-11-29 RADIOLOGIST 1 7.56 9.105 4.28 88.70 

      RADIOLOGIST 2 10.65    

 

01-09 Y Cohort I C1 - AMHRII >= 20% SCREENING 2018-11-13 RADIOLOGIST 1 7.4 11.37 . . 

      RADIOLOGIST 2 15.34    

    C2D28 2019-01-22 RADIOLOGIST 1 0.67 0.02 -11.35 -99.82 

      RADIOLOGIST 2 -0.63    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 

Page 2 of 12 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-10 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-12-13 RADIOLOGIST 3 27.44 85.015 . . 

      RADIOLOGIST 2 142.59    

    C2D28 2019-02-13 RADIOLOGIST 3 55.01 46.76 -38.26 -45.00 

      RADIOLOGIST 2 38.51    

 

01-11 Y Cohort I C1 - AMHRII >= 20% SCREENING 2018-12-13 RADIOLOGIST 1 31.89 41.55 . . 

      RADIOLOGIST 2 51.21    

    End of treatment 2019-02-12 RADIOLOGIST 1 83.72 90.665 49.12 118.21 

      RADIOLOGIST 2 97.61    

 

01-13 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-12-13 RADIOLOGIST 3 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2019-02-11 RADIOLOGIST 3 -29.36 -25.72 . . 

      RADIOLOGIST 2 -22.08    

 

01-14 Y Cohort II 
(Expansion) 

. SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-09 RADIOLOGIST 1 3.67 3.81 . . 

      RADIOLOGIST 2 3.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-15 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-13 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-16 RADIOLOGIST 1 25.11 28.405 . . 

      RADIOLOGIST 2 31.7    

 

01-18 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-25 RADIOLOGIST 1 5.65 22.895 . . 

      RADIOLOGIST 2 40.14    

    C2D28 2020-05-20 RADIOLOGIST 1 -2.98 -1.79 -24.69 -107.82 

      RADIOLOGIST 2 -0.6    

 

01-20 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-25 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-06-02 RADIOLOGIST 1 23.86 33.245 . . 

      RADIOLOGIST 2 42.63    

 

02-01 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-08-16 RADIOLOGIST 1 -49.79 35.475 . . 

      RADIOLOGIST 2 120.74    

    C2D28 2018-10-18 RADIOLOGIST 1 82.21 78.08 42.61 120.10 

      RADIOLOGIST 2 73.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-06 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-08-27 RADIOLOGIST 1 10.12 26.075 . . 

      RADIOLOGIST 2 42.03    

    C2D28 2018-10-25 RADIOLOGIST 1 -25.14 -32.535 -58.61 -224.77 

      RADIOLOGIST 2 -39.93    

 

02-07 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-08-30 RADIOLOGIST 1 79.81 76.25 . . 

      RADIOLOGIST 2 72.69    

    End of treatment 2018-10-29 RADIOLOGIST 1 20.51 24.32 -51.93 -68.10 

      RADIOLOGIST 2 28.13    

 

02-08 Y Cohort I . SCREENING 2018-08-28 RADIOLOGIST 1 23.99 30.405 . . 

      RADIOLOGIST 2 36.82    

    C2D28 2018-10-25 RADIOLOGIST 1 18.08 20.05 -10.36 -34.06 

      RADIOLOGIST 2 22.02    

 

02-09 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-08-20 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2018-10-30 RADIOLOGIST 1 -1.9 -1.22 . . 

      RADIOLOGIST 2 -0.54    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-10 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-06 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2018-11-12 RADIOLOGIST 1 52.54 52.14 . . 

      RADIOLOGIST 2 51.74    

 

02-12 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-12-18 RADIOLOGIST 1 110.87 397.84 . . 

      RADIOLOGIST 2 684.81    

    C2D28 2019-02-19 RADIOLOGIST 1 3 3.895 -393.95 -99.02 

      RADIOLOGIST 2 4.79    

 

02-14 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-10 RADIOLOGIST 1 90.99 89.21 . . 

      RADIOLOGIST 2 87.43    

    End of treatment 2020-03-04 RADIOLOGIST 1 -3.07 -6.55 -95.76 -107.34 

      RADIOLOGIST 2 -10.03    

 

02-15 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-16 RADIOLOGIST 1 15.63 25.065 . . 

      RADIOLOGIST 2 34.5    

    End of treatment 2020-03-12 RADIOLOGIST 1 20.18 22.09 -2.98 -11.87 

      RADIOLOGIST 2 24    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-16 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-16 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-03-19 RADIOLOGIST 1 -11.58 -11.215 . . 

      RADIOLOGIST 2 -10.85    

 

02-19 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-09 RADIOLOGIST 1 -36.76 -37.155 . . 

      RADIOLOGIST 2 -37.55    

 

02-20 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-02-26 RADIOLOGIST 1 42.48 71.665 . . 

      RADIOLOGIST 2 100.85    

    C2D28 2020-04-22 RADIOLOGIST 1 -4.59 -5.93 -77.60 -108.27 

      RADIOLOGIST 2 -7.27    

 

02-21 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-02-25 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-20 RADIOLOGIST 1 -1.46 -1.68 . . 

      RADIOLOGIST 2 -1.9    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-23 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-19 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-19 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

 

02-24 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-03-24 RADIOLOGIST 1 47.76 52.115 . . 

      RADIOLOGIST 2 56.47    

    C2D28 2020-05-20 RADIOLOGIST 1 8.43 7.875 -44.24 -84.89 

      RADIOLOGIST 2 7.32    

 

04-01 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-07-26 RADIOLOGIST 1 24.51 98.385 . . 

      RADIOLOGIST 2 172.26    

    End of treatment 2018-09-24 RADIOLOGIST 1 33.73 38.905 -59.48 -60.46 

      RADIOLOGIST 2 44.08    

 

04-02 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-24 RADIOLOGIST 1 42.57 55.35 . . 

      RADIOLOGIST 2 68.13    

    End of treatment 2018-11-19 RADIOLOGIST 1 49.31 47.3 -8.05 -14.54 

      RADIOLOGIST 2 45.29    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-05 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-10-22 RADIOLOGIST 1 3.8 5.225 . . 

      RADIOLOGIST 2 6.65    

    C2D28 2018-12-17 RADIOLOGIST 1 31.2 44.13 38.91 744.59 

      RADIOLOGIST 2 57.06    

 

04-06 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-15 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-03-31 RADIOLOGIST 1 14.99 15.655 . . 

      RADIOLOGIST 2 16.32    

 

04-07 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-01-22 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-06 RADIOLOGIST 1 -10.8 -12.435 . . 

      RADIOLOGIST 2 -14.07    

 

04-08 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-26 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2020-04-27 RADIOLOGIST 1 4.36 4.785 . . 

      RADIOLOGIST 2 5.21    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 

Page 9 of 12 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-09 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-03 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2020-05-12 RADIOLOGIST 1 43.57 42.4 . . 

      RADIOLOGIST 2 41.23    

 

04-10 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-12 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-12 RADIOLOGIST 1 5.45 2.69 . . 

      RADIOLOGIST 2 -0.07    

 

04-11 Y Cohort II 
(Expansion) 

. SCREENING 2020-03-11 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-11 RADIOLOGIST 1 19.51 18.695 . . 

      RADIOLOGIST 2 17.88    

 

04-12 Y Cohort II 
(Expansion) 

. SCREENING 2020-03-16 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-18 RADIOLOGIST 1 -25.83 -26.09 . . 

      RADIOLOGIST 2 -26.35    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-02 Y Cohort I . SCREENING 2018-08-06 RADIOLOGIST 1 76.61 91.845 . . 

      RADIOLOGIST 2 107.08    

    C2D28 2018-10-04 RADIOLOGIST 1 47.74 76.195 -15.65 -17.04 

      RADIOLOGIST 2 104.65    

 

05-03 Y Cohort I C1 - AMHRII >= 20% SCREENING 2018-08-14 RADIOLOGIST 1 47.85 51.525 . . 

      RADIOLOGIST 2 55.2    

    C2D28 2018-10-10 RADIOLOGIST 1 34.52 34.425 -17.10 -33.19 

      RADIOLOGIST 2 34.33    

 

05-05 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-08-31 RADIOLOGIST 1 78.37 72.48 . . 

      RADIOLOGIST 2 66.59    

    End of treatment 2018-11-06 RADIOLOGIST 1 36.98 40.785 -31.70 -43.73 

      RADIOLOGIST 2 44.59    

 

05-06 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-09-14 RADIOLOGIST 1 57.37 55.23 . . 

      RADIOLOGIST 2 53.09    

 

05-07 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-12 RADIOLOGIST 3 -9.05 -4.73 . . 

      RADIOLOGIST 2 -0.41    

    C2D28 2018-11-12 RADIOLOGIST 3 -3.85 1.04 5.77 -121.99 

      RADIOLOGIST 2 5.93    

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-09 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-10-17 RADIOLOGIST 1 198.58 177.175 . . 

      RADIOLOGIST 2 155.77    

    End of treatment 2018-12-20 RADIOLOGIST 1 39.64 42.23 -134.95 -76.16 

      RADIOLOGIST 2 44.82    

 

05-11 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-11-26 RADIOLOGIST 3 131.82 120.83 . . 

      RADIOLOGIST 2 109.84    

    End of treatment 2019-01-28 RADIOLOGIST 3 65.97 61.27 -59.56 -49.29 

      RADIOLOGIST 2 56.57    

 

05-12 Y Cohort I . SCREENING 2018-12-06 RADIOLOGIST 1 39.74 34.785 . . 

      RADIOLOGIST 3 29.83    

    End of treatment 2019-02-20 RADIOLOGIST 1 29.8 23.715 -11.07 -31.82 

      RADIOLOGIST 3 17.63    

 

05-13 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-12-14 RADIOLOGIST 3   . . 

      RADIOLOGIST 2 78.48 78.48   

    C2D28 2019-02-20 RADIOLOGIST 3 33.88 33.69 -44.79 -57.07 

      RADIOLOGIST 2 33.5    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.1 Tumor growth rate - EEP set (N = 47) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-15 Y Cohort II 
(Expansion) 

. SCREENING 2020-01-29 RADIOLOGIST 1 73.4 82.515 . . 

      RADIOLOGIST 2 91.63    

    C2D28 2020-03-30 RADIOLOGIST 1 0.22 3.26 -79.26 -96.05 

      RADIOLOGIST 2 6.3    

 

05-16 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-14 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2020-04-15 RADIOLOGIST 1 7.8 8.375 . . 

      RADIOLOGIST 2 8.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Figure 14.2.2.2.1: Percentage of variation in tumor growth rate - EEP set (N = 47) 

 

 

 
 

 
Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Table 14.2.2.2.17 Tumor growth rate - mITT set (N = 65)  

 

Page 1 of 2 

 

 
Cohort I 

Murlentamab 
Cohort II 

Murlentamab + Trifluridine/tipiracil 

 

AMHRII membrane 
expression < 20% 

N = 12 

AMHRII membrane 
expression ≥ 20% 

N = 4 

AMHRII membrane 
expression < 20% 

N = 24 

AMHRII membrane 
expression ≥ 20% 

N = 16 

Screening      

Tumor growth rate (%) [a] N 11 4 14 9 

 Missing values 1 0 10 7 

 Mean ± SD 92.61 ± 84.28 46.64 ± 29.16 60.03 ± 60.62 105.48 ± 117.63 

 Median 63.18 46.54 37.74 71.67 

 Min ; Max -4.7 ; 283.4 11.4 ; 82.1 4.8 ; 195.4 25.1 ; 397.8 

      

C2D28 - End of treatment      

Tumor growth rate (%) [a] N 12 4 18 15 

 Missing values 0 0 6 1 

 Mean ± SD 27.86 ± 49.71 6.28 ± 80.10 26.93 ± 22.68 2.14 ± 24.02 

 Median 44.80 17.22 26.36 -1.22 

 Min ; Max -100.0 ; 98.7 -100.0 ; 90.7 -12.4 ; 78.1 -37.2 ; 49.3 

      

TGR difference (%) [b] N 11 4 11 8 

 Missing values 1 0 13 8 

 Mean ± SD -66.96 ± 79.49 -40.36 ± 99.13 -16.59 ± 51.93 -107.73 ± 122.86 

 Median -38.26 -14.23 0.18 -68.10 

 Min ; Max -243.3 ; 5.8 -182.1 ; 49.1 -134.9 ; 42.6 -393.9 ; -3.0 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Table 14.2.2.2.17 Tumor growth rate - mITT set (N = 65) 

Page 2 of 2 

 

 
Cohort I 

Murlentamab 
Cohort II 

Murlentamab + Trifluridine/tipiracil 

 

AMHRII membrane 
expression < 20% 

N = 12 

AMHRII membrane 
expression ≥ 20% 

N = 4 

AMHRII membrane 
expression < 20% 

N = 24 

AMHRII membrane 
expression ≥ 20% 

N = 16 

      

Percentage of variation in TGR (%) [c] N 11 4 11 8 

 Missing values 1 0 13 8 

 Mean ± SD -90.45 ± 83.79 -59.15 ± 141.70 91.28 ± 254.74 -97.53 ± 60.53 

 Median -73.58 -66.51 0.79 -93.00 

 Min ; Max -258.3 ; 1.2 -221.8 ; 118.2 -107.8 ; 744.6 -224.8 ; -11.9 

 

 
[a] Tumor growth rate (TGR) : calculated as the mean of the 2 available values at each timepoints 

[b] TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

[c] Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 02SEP2021 14:59 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65)  

 

Page 1 of 15 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-02 N Cohort I C1 - AMHRII < 20% SCREENING 2018-09-04 RADIOLOGIST 1 155.33 182.445 . . 

      RADIOLOGIST 2 209.56    

    End of treatment 2018-10-23 RADIOLOGIST 1 55.13 48.205 -134.24 -73.58 

      RADIOLOGIST 2 41.28    

 

01-03 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-18 RADIOLOGIST 1 56.43 42.33 . . 

      RADIOLOGIST 2 28.23    

    End of treatment 2018-11-15 RADIOLOGIST 1 34.02 42.84 0.51 1.20 

      RADIOLOGIST 2 51.66    

 

01-04 Y Cohort I . SCREENING 2018-09-25 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2018-11-26 RADIOLOGIST 1 48.06 53.175 . . 

      RADIOLOGIST 2 58.29    

 

01-05 N Cohort II C2 - AMHRII >= 20% SCREENING 2018-09-19 RADIOLOGIST 1 162.84 165.505 . . 

      RADIOLOGIST 2 168.17    

    End of treatment 2018-10-08 RADIOLOGIST 1 9.56 21.55 -143.96 -86.98 

      RADIOLOGIST 2 33.54    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 

Page 2 of 15 

 

Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-06 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-10-01 RADIOLOGIST 1 2.25 4.825 . . 

      RADIOLOGIST 2 7.4    

    C2D28 2018-11-29 RADIOLOGIST 1 7.56 9.105 4.28 88.70 

      RADIOLOGIST 2 10.65    

 

01-07 N Cohort II C2 - AMHRII < 20% SCREENING 2018-09-27 RADIOLOGIST 1 26.15 22.095 . . 

      RADIOLOGIST 2 18.04    

    End of treatment 2018-11-27 RADIOLOGIST 1 9.04 22.27 0.18 0.79 

      RADIOLOGIST 2 35.5    

 

01-08 N Cohort I C1 - AMHRII < 20% SCREENING 2018-10-29 RADIOLOGIST 1 79.37 283.44 . . 

      RADIOLOGIST 2 487.51    

    End of treatment 2018-12-19 RADIOLOGIST 1 42.47 40.19 -243.25 -85.82 

      RADIOLOGIST 2 37.91    

 

01-09 Y Cohort I C1 - AMHRII >= 20% SCREENING 2018-11-13 RADIOLOGIST 1 7.4 11.37 . . 

      RADIOLOGIST 2 15.34    

    C2D28 2019-01-22 RADIOLOGIST 1 0.67 0.02 -11.35 -99.82 

      RADIOLOGIST 2 -0.63    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-10 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-12-13 RADIOLOGIST 3 27.44 85.015 . . 

      RADIOLOGIST 2 142.59    

    C2D28 2019-02-13 RADIOLOGIST 3 55.01 46.76 -38.26 -45.00 

      RADIOLOGIST 2 38.51    

 

01-11 Y Cohort I C1 - AMHRII >= 20% SCREENING 2018-12-13 RADIOLOGIST 1 31.89 41.55 . . 

      RADIOLOGIST 2 51.21    

    End of treatment 2019-02-12 RADIOLOGIST 1 83.72 90.665 49.12 118.21 

      RADIOLOGIST 2 97.61    

 

01-12 N Cohort I C1 - AMHRII < 20% SCREENING 2019-01-02 RADIOLOGIST 1 25.79 47.74 . . 

      RADIOLOGIST 3 69.69    

    End of treatment 2019-02-22 RADIOLOGIST 1 3.36 3.88 -43.86 -91.87 

      RADIOLOGIST 3 4.4    

 

01-13 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-12-13 RADIOLOGIST 3 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2019-02-11 RADIOLOGIST 3 -29.36 -25.72 . . 

      RADIOLOGIST 2 -22.08    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 
 

 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-14 Y Cohort II 
(Expansion) 

. SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-09 RADIOLOGIST 1 3.67 3.81 . . 

      RADIOLOGIST 2 3.95    

 

01-15 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-13 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-16 RADIOLOGIST 1 25.11 28.405 . . 

      RADIOLOGIST 2 31.7    

 

01-17 N Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-25 RADIOLOGIST 1 44.38 40 . . 

      RADIOLOGIST 2 35.62    

    End of treatment 2020-04-30 RADIOLOGIST 1 74.78 55.65 15.65 39.13 

      RADIOLOGIST 2 36.52    

 

01-18 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-25 RADIOLOGIST 1 5.65 22.895 . . 

      RADIOLOGIST 2 40.14    

    C2D28 2020-05-20 RADIOLOGIST 1 -2.98 -1.79 -24.69 -107.82 

      RADIOLOGIST 2 -0.6    

 

01-19 N Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-23 RADIOLOGIST 1 37.93 29.915 . . 

      RADIOLOGIST 2 21.9    

 

 

TGR difference = TGR after completion of 2 cycles - TGR at screening visit  



Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

01-20 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-25 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-06-02 RADIOLOGIST 1 23.86 33.245 . . 

      RADIOLOGIST 2 42.63    

 

02-01 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-08-16 RADIOLOGIST 1 -49.79 35.475 . . 

      RADIOLOGIST 2 120.74    

    C2D28 2018-10-18 RADIOLOGIST 1 82.21 78.08 42.61 120.10 

      RADIOLOGIST 2 73.95    

 

02-03 N Cohort II C2 - AMHRII >= 20% SCREENING 2018-08-14 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2018-09-27 RADIOLOGIST 1 48.43 49.28 . . 

      RADIOLOGIST 2 50.13    

 

02-05 N Cohort I C1 - AMHRII < 20% SCREENING 2018-08-22 RADIOLOGIST 1 163.91 136.87 . . 

      RADIOLOGIST 2 109.83    

    End of treatment 2018-10-09 RADIOLOGIST 1 90.66 98.735 -38.14 -27.86 

      RADIOLOGIST 2 106.81    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-06 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-08-27 RADIOLOGIST 1 10.12 26.075 . . 

      RADIOLOGIST 2 42.03    

    C2D28 2018-10-25 RADIOLOGIST 1 -25.14 -32.535 -58.61 -224.77 

      RADIOLOGIST 2 -39.93    

 

02-07 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-08-30 RADIOLOGIST 1 79.81 76.25 . . 

      RADIOLOGIST 2 72.69    

    End of treatment 2018-10-29 RADIOLOGIST 1 20.51 24.32 -51.93 -68.10 

      RADIOLOGIST 2 28.13    

 

02-08 Y Cohort I . SCREENING 2018-08-28 RADIOLOGIST 1 23.99 30.405 . . 

      RADIOLOGIST 2 36.82    

    C2D28 2018-10-25 RADIOLOGIST 1 18.08 20.05 -10.36 -34.06 

      RADIOLOGIST 2 22.02    

 

02-09 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-08-20 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2018-10-30 RADIOLOGIST 1 -1.9 -1.22 . . 

      RADIOLOGIST 2 -0.54    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-10 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-06 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2018-11-12 RADIOLOGIST 1 52.54 52.14 . . 

      RADIOLOGIST 2 51.74    

 

02-11 N Cohort I C1 - AMHRII < 20% SCREENING 2018-10-16 RADIOLOGIST 1 57.5 63.18 . . 

      RADIOLOGIST 2 68.86    

    End of treatment 2018-11-21 RADIOLOGIST 1 -100 -100 -163.18 -258.28 

      RADIOLOGIST 2 -100    

 

02-12 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-12-18 RADIOLOGIST 1 110.87 397.84 . . 

      RADIOLOGIST 2 684.81    

    C2D28 2019-02-19 RADIOLOGIST 1 3 3.895 -393.95 -99.02 

      RADIOLOGIST 2 4.79    

 

02-13 N Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-03 RADIOLOGIST 1 42.89 43.39 . . 

      RADIOLOGIST 2 43.89    

 

02-14 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-10 RADIOLOGIST 1 90.99 89.21 . . 

      RADIOLOGIST 2 87.43    

    End of treatment 2020-03-04 RADIOLOGIST 1 -3.07 -6.55 -95.76 -107.34 

      RADIOLOGIST 2 -10.03    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-15 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-16 RADIOLOGIST 1 15.63 25.065 . . 

      RADIOLOGIST 2 34.5    

    End of treatment 2020-03-12 RADIOLOGIST 1 20.18 22.09 -2.98 -11.87 

      RADIOLOGIST 2 24    

 

02-16 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-16 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-03-19 RADIOLOGIST 1 -11.58 -11.215 . . 

      RADIOLOGIST 2 -10.85    

 

02-17 N Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-01-20 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

 

02-19 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-02-10 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-09 RADIOLOGIST 1 -36.76 -37.155 . . 

      RADIOLOGIST 2 -37.55    

 

02-20 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-02-26 RADIOLOGIST 1 42.48 71.665 . . 

      RADIOLOGIST 2 100.85    

    C2D28 2020-04-22 RADIOLOGIST 1 -4.59 -5.93 -77.60 -108.27 

      RADIOLOGIST 2 -7.27    

 

 



TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

02-21 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-02-25 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-20 RADIOLOGIST 1 -1.46 -1.68 . . 

      RADIOLOGIST 2 -1.9    

 

02-22 N Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-27 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

 

02-23 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-19 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-19 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

 

02-24 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-03-24 RADIOLOGIST 1 47.76 52.115 . . 

      RADIOLOGIST 2 56.47    

    C2D28 2020-05-20 RADIOLOGIST 1 8.43 7.875 -44.24 -84.89 

      RADIOLOGIST 2 7.32    

 

03-01 N Cohort I . SCREENING 2018-09-21 RADIOLOGIST 1 219.56 222.635 . . 

      RADIOLOGIST 2 225.71    

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 



 
Listing 14.2.2.2.3 Tumor growth rate - mITT set (N = 65) 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-01 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-07-26 RADIOLOGIST 1 24.51 98.385 . . 

      RADIOLOGIST 2 172.26    

    End of treatment 2018-09-24 RADIOLOGIST 1 33.73 38.905 -59.48 -60.46 

      RADIOLOGIST 2 44.08    

 

04-02 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-24 RADIOLOGIST 1 42.57 55.35 . . 

      RADIOLOGIST 2 68.13    

    End of treatment 2018-11-19 RADIOLOGIST 1 49.31 47.3 -8.05 -14.54 

      RADIOLOGIST 2 45.29    

 

04-03 N Cohort I C1 - AMHRII < 20% SCREENING 2018-10-17 RADIOLOGIST 1 6.39 6.28 . . 

      RADIOLOGIST 2 6.17    

    End of treatment 2018-11-23 RADIOLOGIST 1 -4.73 -8.035 -14.32 -227.95 

      RADIOLOGIST 2 -11.34    

 

04-04 N Cohort I C1 - AMHRII >= 20% SCREENING 2018-10-15 RADIOLOGIST 1 33.04 82.1 . . 

      RADIOLOGIST 2 131.16    

    End of treatment 2018-10-25 RADIOLOGIST 1 -100 -100 -182.10 -221.80 

      RADIOLOGIST 2 -100    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-05 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-10-22 RADIOLOGIST 1 3.8 5.225 . . 

      RADIOLOGIST 2 6.65    

    C2D28 2018-12-17 RADIOLOGIST 1 31.2 44.13 38.91 744.59 

      RADIOLOGIST 2 57.06    

 

04-06 Y Cohort II 
(Expansion) 

C2 - AMHRII >= 20% SCREENING 2020-01-15 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-03-31 RADIOLOGIST 1 14.99 15.655 . . 

      RADIOLOGIST 2 16.32    

 

04-07 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-01-22 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-04-06 RADIOLOGIST 1 -10.8 -12.435 . . 

      RADIOLOGIST 2 -14.07    

 

04-08 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-26 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2020-04-27 RADIOLOGIST 1 4.36 4.785 . . 

      RADIOLOGIST 2 5.21    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

04-09 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-03-03 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2020-05-12 RADIOLOGIST 1 43.57 42.4 . . 

      RADIOLOGIST 2 41.23    

 

04-10 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-12 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-12 RADIOLOGIST 1 5.45 2.69 . . 

      RADIOLOGIST 2 -0.07    

 

04-11 Y Cohort II 
(Expansion) 

. SCREENING 2020-03-11 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-11 RADIOLOGIST 1 19.51 18.695 . . 

      RADIOLOGIST 2 17.88    

 

04-12 Y Cohort II 
(Expansion) 

. SCREENING 2020-03-16 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    C2D28 2020-05-18 RADIOLOGIST 1 -25.83 -26.09 . . 

      RADIOLOGIST 2 -26.35    

 

05-01 N Cohort II C2 - AMHRII < 20% SCREENING 2018-07-24 RADIOLOGIST 1 191.4 195.43 . . 

      RADIOLOGIST 2 199.46    

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-02 Y Cohort I . SCREENING 2018-08-06 RADIOLOGIST 1 76.61 91.845 . . 

      RADIOLOGIST 2 107.08    

    C2D28 2018-10-04 RADIOLOGIST 1 47.74 76.195 -15.65 -17.04 

      RADIOLOGIST 2 104.65    

 

05-03 Y Cohort I C1 - AMHRII >= 20% SCREENING 2018-08-14 RADIOLOGIST 1 47.85 51.525 . . 

      RADIOLOGIST 2 55.2    

    C2D28 2018-10-10 RADIOLOGIST 1 34.52 34.425 -17.10 -33.19 

      RADIOLOGIST 2 34.33    

 

05-05 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-08-31 RADIOLOGIST 1 78.37 72.48 . . 

      RADIOLOGIST 2 66.59    

    End of treatment 2018-11-06 RADIOLOGIST 1 36.98 40.785 -31.70 -43.73 

      RADIOLOGIST 2 44.59    

 

05-06 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-09-14 RADIOLOGIST 1 57.37 55.23 . . 

      RADIOLOGIST 2 53.09    

 

05-07 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-09-12 RADIOLOGIST 3 -9.05 -4.73 . . 

      RADIOLOGIST 2 -0.41    

    C2D28 2018-11-12 RADIOLOGIST 3 -3.85 1.04 5.77 -121.99 

      RADIOLOGIST 2 5.93    

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-08 N Cohort II C2 - AMHRII < 20% SCREENING 2018-10-02 RADIOLOGIST 1 5.17 5.065 . . 

      RADIOLOGIST 2 4.96    

    C2D28 2018-11-30 RADIOLOGIST 1 20.14 23.655 18.59 367.03 

      RADIOLOGIST 2 27.17    

 

05-09 Y Cohort II C2 - AMHRII < 20% SCREENING 2018-10-17 RADIOLOGIST 1 198.58 177.175 . . 

      RADIOLOGIST 2 155.77    

    End of treatment 2018-12-20 RADIOLOGIST 1 39.64 42.23 -134.95 -76.16 

      RADIOLOGIST 2 44.82    

 

05-11 Y Cohort I C1 - AMHRII < 20% SCREENING 2018-11-26 RADIOLOGIST 3 131.82 120.83 . . 

      RADIOLOGIST 2 109.84    

    End of treatment 2019-01-28 RADIOLOGIST 3 65.97 61.27 -59.56 -49.29 

      RADIOLOGIST 2 56.57    

 

05-12 Y Cohort I . SCREENING 2018-12-06 RADIOLOGIST 1 39.74 34.785 . . 

      RADIOLOGIST 3 29.83    

    End of treatment 2019-02-20 RADIOLOGIST 1 29.8 23.715 -11.07 -31.82 

      RADIOLOGIST 3 17.63    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 
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Site ID - Subject ID 

Efficacy 
Evaluable 

Population Flag Cohort 
AMHRII membrane 

expression Visit 
Date of tumor 

assessment 
Evaluator 
Identifier TGR (%) 

Mean of TGR at visit 
(%) 

TGR difference 
(%) 

Percentage of 
variation in TGR (%) 

05-13 Y Cohort II C2 - AMHRII >= 20% SCREENING 2018-12-14 RADIOLOGIST 3   . . 

      RADIOLOGIST 2 78.48 78.48   

    C2D28 2019-02-20 RADIOLOGIST 3 33.88 33.69 -44.79 -57.07 

      RADIOLOGIST 2 33.5    

 

05-15 Y Cohort II 
(Expansion) 

. SCREENING 2020-01-29 RADIOLOGIST 1 73.4 82.515 . . 

      RADIOLOGIST 2 91.63    

    C2D28 2020-03-30 RADIOLOGIST 1 0.22 3.26 -79.26 -96.05 

      RADIOLOGIST 2 6.3    

 

05-16 Y Cohort II 
(Expansion) 

C2 - AMHRII < 20% SCREENING 2020-02-14 RADIOLOGIST 1 . . . . 

      RADIOLOGIST 2 .    

    End of treatment 2020-04-15 RADIOLOGIST 1 7.8 8.375 . . 

      RADIOLOGIST 2 8.95    

 

 

 
TGR difference = TGR after completion of 2 cycles - TGR at screening visit 

Percentage of variation in TGR = (TGR difference / TGR at screening visit)*100 

Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 



Figure 14.2.2.2.12: Percentage of variation in tumor growth rate - mITT set (N = 65) 

 

 

 
 

 
Extraction date: 02JUL2021 / Generated on 15JUL2021 16:37 / Program: Secondary_Efficacy_PFS_OS_AMHRII.sas 

 
 


