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1.  P2 

2.  P3 

3.  P5 

4.  P7 

5.  P9 

6.  P10 
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1  

2016 28 6 2

 

 

 

 

 

120 mg 500 mg

 

  

 

1 1500 mg 3

4 60

1 1500 mg 4 60

30 kg 1

20 mg/kg  

 

 

 

 

70 90 mg/m2 1 1

3 1  
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1 1 300 400 mg/m2

4 1

 

 

 

 

1 60 100 mg/m2 5

3 1  

 

 

3  P5  
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2  

120 mg 500 mg

programmed cell death ligand 1 PD-L1

G1κ IgG1κ  

CD274 PD-L1

T B T CD279 PD-1

CD80 B7-1 Annu Rev Immunol 

2008; 26: 677-704 Blood 2010; 116: 1291-8 PD-L1

Nat Med 2002; 8: 793-800 J Immunol 2003; 170: 1257-66

PD-L1 PD-1 T

 

PD-L1 PD-L1 PD-1

T
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3  

 

 

 

III CASPIAN  

*1 WHO/ECOG Performance Status 0 1

537

*2268

*3269 34 18 16

 

OS 95%

336 13.0 11.5 14.8 10.3

9.3 11.2

0.73 0.591 0.909 p=0.0047 log-rank 0.0178

2019 3 11  

*1 30 kg American Joint Committee on Cancer 7 IV

T3 4  

*2 1500 mg AUC 5 6 75 80 mg/m2

1 80 100 mg/m2 1 2 3 3

4 1500 mg 4  

*3 AUC 5 6 75 80 mg/m2 1

80 100 mg/m2 1 2 3 3 6

 

 

1 OS Kaplan-Meier CASPIAN   
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III CASPIAN  

260/265 98.1% 258/266 97.0%

156/265 58.9% Grade 5 1/265 0.4%

5%  
 

1 5% CASPIAN  

 /  

(MedDRA/J ver. 21.1) 

 

265  

Grade Grade 3-4 Grade 5 

 156 (58.9) 40 (15.1) 1 (0.4) 

   

 

    21 (7.9) 2 (0.8) 0 

    21 (7.9) 9 (3.4) 0 

    

    21 (7.9) 0 0 

    23 (8.7) 0 0 

    

    21 (7.9) 0 0 

    

    14 (5.3) 2 (0.8) 0 

    32 (12.1) 0 0 

    

    20 (7.5) 1 (0.4) 0 

    16 (6.0) 0 0 

 

7 2.6% 1 0.4%

2 0.8% 14 5.3% 23 8.7%

25 9.4% 2 0.8% 1 2 0.8%

infusion reaction 3 1.1% 2 0.8%
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RMP

 

 

  

-1 1 5  

(1) 

 

(2)  

(3) 

 

(4) 1 2

 

(5)  
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-1  

24

CT

 

 

-2  

 

 

-3  

infusion reaction

1
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� WHO Performance Status 3-4 1  

 

 

 

 

                              

1 WHO Performance Status (PS) 

Grade  

0  

1 

0  

2 50%  

3 50%  

4  

  



10 
 

6  

 

 

 

 

  

� 

X

CT

 

� infusion reaction 2 infusion 

reaction

infusion reaction

 

� 

TSH T3

T4 ACTH

 

� 

 

� 

 

� AST GOT ALT GPT γ-GTP

 

� 

 

� 1

1

 

 CASPIAN 12 6 8
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120 mg 500 mg  
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1.  P2 

2.  P3 

3.  P4 

4.  P8 

5.  P10 

6.  P12 
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1   

2016 28 6 2

 

 

 

 

 

120 mg 500 mg

 

 

 

 1 10 mg/kg

2 60

12  
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2  

120 mg 500 mg

programmed cell death ligand 1 PD-L1

G1κ IgG1κ  

CD274 PD-L1

T B T CD279 PD-1

CD80 B7-1 Annu Rev Immunol 

2008; 26: 677-704 Blood 2010; 116: 1291-8 PD-L1

Nat Med 2002; 8: 793-800 J Immunol 2003; 170: 1257-66

PD-L1 PD-1 T

 

PD-L1 PD-L1 PD-1

T
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3  

 

 

 

PACIFIC  

2

WHO Performance Status 0

1 713 476 237 112 72

40 42 10 mg/kg

2

95%

16.8 13.0 18.1 5.6 4.6 7.8

0.52 0.42 0.65

p<0.0001 log-rank 2017 2 13  

 

1 PFS Kaplan-Meier  

 

OS 95%

1 299 NE* 34.7 NE

28.7 22.9 NE

0.68 0.53 0.87 p=0.00251 log-rank

0.00274 2018 3 22  

*  



5 
 

 

2 OS Kaplan-Meier  

 

112 72 40 PFS 95%

NE 10.9 NE 7.2 2.0 18.6

0.49 95% 0.26 0.89 2017 2 13 OS

95% NE NE NE NE NE NE

0.96 95% 0.48 1.92 2018 3 22

 

 

  

3 PFS OS Kaplan-Meier  

PFS OS  
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PD-L1  

PACIFIC

PD-L1 PD-L1

PD-L1

 

PFS OS PD-L1

4 PD-L1

1% PD-L1 1% OS Kaplan-Meier

5  

PD-L1  

 

 

4 PACIFIC PD-L1 PFS OS  

PFS OS  

 

 

 

5 PACIFIC PD-L1 OS Kaplan-Meier  

PD-L1 1% PD-L1 1%  
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PACIFIC  

460/475 96.8% 222/234 94.9%

322/475

67.8% 125/234 53.4% Grade 5

7/475 1.5% 3/234 1.3% 5%

 

1 5%

 /   (%) 

(MedDRA/J ver 19.1)  (475 )  (234 ) 

 Grade Grade 3/4 Grade 5 Grade Grade 3/4 Grade 5 

 322 (67.8) 56 (11.8) 7 (1.5) 125 (53.4) 10 (4.3) 3 (1.3) 

 

    30 (6.3) 0 0 3 (1.3) 0 0 

    50 (10.5) 1 (0.2) 0 1 (0.4) 0 0 

 

    46 (9.7) 2 (0.4) 0 19 (8.1) 2 (0.9) 0 

    26 (5.5) 0 0 14 (6.0) 0 0 

 

    28 (5.9) 3 (0.6) 0 15 (6.4) 0 0 

    62 (13.1) 1 (0.2) 0 26 (11.1) 0 0 

 

    27 (5.7) 0 0 7 (3.0) 1 (0.4) 0 

 

    25 (5.3) 0 0 4 (1.7) 0 0 

    28 (5.9) 3 (0.6) 0 8 (3.4) 0 0 

    43 (9.1) 6 (1.3) 4 (0.8) 8 (3.4) 2 (0.9) 2 (0.9) 

 

    33 (6.9) 0 0 5 (2.1) 0 0 

    37 (7.8) 1 (0.2) 0 13 (5.6) 0 0 

 

66 13.9%

50 10.5% 33 6.9% 20 4.2%

infusion reaction8 1.7% 2 0.4% 2 0.4%

1 0.2% 1 1 0.2% 1 0.2%
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RMP

 

 

  

-1 1 5  

(1) 

 

(2)  

(3) 

 

(4) 1 2

 

(5)  
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2
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3
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24

CT
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-3  

infusion reaction

1
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5  

 

  

� 

Stage  

 

 

 

�  

�  

�  

�  

 

 PACIFIC

PFS OS

PD-L1

P6 PD-L1

PD-L1 1%

 

PD-L1  OptiView PD-

L1(SP263) PD-L1 IHC 22C3 pharmDx

PD-L1 IHC 28-8 pharmDx PD-L1

 

 

 

� Marianne J Ratcliffe et al. Clin Cancer Res 2017; 3: 3585-91 

� Antonio Marchetti et al. : J Thorac Oncol 2017; 12: 1654-63 

� Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11 
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� Grade 2

 

� WHO Performance Status 2-4 1  
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� 

 

� 

 

 

 

 

 

 

 

 

 

 

                              

1 WHO Performance Status (PS) 

Grade  

0  

1 

0  

2 50%  

3 50%  

4  
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 PD-L1 PD-L1

 

  

� 

X

CT

 

� infusion reaction 2 infusion 

reaction

infusion reaction

 

� 

TSH T3

T4 ACTH

 

� 

 

� 

 

� AST GOT ALT GPT γ-GTP

 

� 

 

� 1

1
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