


 

 

 

 

 

200 mg

 

 



1 

 

1  P2 

2  P3 

3  P4 

4  P7 

5  P9 

6  P10 

 

  



2 

1

2016 28 6 2

 

 

 

 

 

200 mg

 

 

1 10 

mg/kg 2 1  
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2

200 mg

programmed cell death ligand 

1 PD-L1 IgG1  

PD-L1 T

B T CD279 PD-1

CD80 B7-1 Ann 

NY Acad Sci 2011; 1217: 45-59 PD-L1 Int 

Immunol 2007; 19: 813-24 PD-L1 PD-1

T

PD-L1 Clin 

Cancer Res. 2008 Aug 1;14(15):4800-8  

PD-L1 PD-L1 PD-1

T
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3

 

 

 

III B9991001  

4 6

700 73

Best Supportive Care BSC BSC

*1 BSC 2019

10 21 PD-L1

PD-L1 *2 OS

BSC BSC  

*1 10 mg/kg 2  

*2 PD-L1  

� 25%  

� 1% 25%  

� 1% 100%  

 

1 B9991001  

  PD-L1  

BSC 

n=350  

BSC 

n=350  

BSC 

n=189  

BSC 

n=169  

OS  

95%CI  

21.4 

18.9, 26.1  

14.3 

12.9, 17.9  

NE 

20.3, NE  

17.1 

13.5, 23.7  

 

95%CI  

0.69 

0.56, 0.86  

0.56 

0.40, 0.79  

p * 0.0005 0.0003 

BSC Best Supportive Care CI NE *

log-rank  
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1 OS Kaplan-Meier B9991001  

PD-L1  

 

  

BSC

BSC

At risk

BSC

BSC

BSC

BSC

At risk

BSC

BSC
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III B9991001  

BSC 337/344 98.0% BSC 268/345 77.7%

266/344

77.3% 4/345 1.2% 5%

 

 

2 5% B9991001  

 

MedDRA v22.1/J v22.1  

%  

BSC  

344  

BSC  

345  

Grade Grade 3-4 Grade 5 Grade Grade 3-4 Grade 5 

 266 (77.3) 56 (16.3) 1 (0.3) 4 (1.2) 0 0 

 

 34 (9.9) 0 0 0 0 0 

 33 (9.6) 1 (0.3) 0 0 0 0 

 24 (7.0) 0 0 0 0 0 

 23 (6.7) 0 0 0 0 0 

 

 47 (13.7) 1 (0.3) 0 0 0 0 

 25 (7.3) 1 (0.3) 0 0 0 0 

 18 (5.2) 0 0 0 0 0 

 

 35 (10.2) 0 0 0 0 0 

 24 (7.0) 1 (0.3) 0 0 0 0 

 

 23 (6.7) 1 (0.3) 0 0 0 0 

 

 36 (10.5) 1 (0.3) 0 0 0 0 

 21 (6.1) 0 0 0 0 0 

 

 35 (10.2) 3 (0.9) 0 0 0 0 

 

BSC 12 3.5% 3 0.9%

18 5.2% 5 1.5% 48 14.0%

4 1.2% 6 1.7%

7 2.0% 2 0.6% infusion reaction 69 20.1%

1
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-1  

24

CT

 

 

-2  

 

 

-3  

1

infusion reaction
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� 

 

 

 

 

�  

 

 

  

�   

� 

  

� 

 

� ECOG Performance Status 2-4 1  

 

 

 

 

 

1  ECOG  Performance Status PS   

Score    

0    

1  
  

  

2   50%   

3   50%   

4    
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6

 

 

 

 

  

� 

X

CT

 

� 

AST ALT γ-GTP

 

� 

TSH T3 T4 ACTH

 

� 

 

� 1 1

1

 

� infusion reaction

infusion reaction

2

infusion reaction

infusion reaction

 

� 

 

� 
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