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ONO-4538-21 CA209238

B/C * 906 28

453 453

3 mg/kg 2

95% NE

NE NE NE 16.56 NE

0.65 97.56% 0.51 0.83

p<0.0001 log-rank ] 2017 6 12

* AJCC American Joint Committee on Cancer 7

%

%

** AJCC American Joint Committee on Cancer 8
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MedDRA/J ver.16.0  
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MedDRA/J ver.16.0  

 

 

   
  

    
    

    
    

    
    

 

1 2.9% 1 2.9% 4

11.4% 5 14.3% 2 5.7% 8

22.9% 1 2.9% 1 2.9% 1

2.9% infusion reaction 1

 

 

 

 
 

 

 
 

MedDRA/J ver.18.0  

%  
24  

Grade Grade 3-4 Grade 5 

  18 75.0  2 8.3  0 

    
  6 25.0  0 0 

    
 2 8.3  0 0 

    
  4 16.7  0 0 
    

 2 8.3  0 0 
    

 2 8.3  0 0 
    

 2 8.3  0 0 
    

  5 20.8  0 0 
  5 20.8  0 0 

 2 8.3  0 0 

 

2 8.3% 1 4.2%

1 4.2% 7 29.2%
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infusion reaction 1

 

 

 

 
 

 

 
 

MedDRA/J ver.17.0  

 

 
 

 
 

      

 153 74.3  24 11.7  0 155 75.6   36 17.6  0 

       
 0 0 0  23 11.2   9 4.4  0 
 0 0 0  21 10.2  10 4.9  0 

       
  22 10.7  0 0  25 12.2  0 0 
  33 16.0  2 1.0  0  32 15.6   1 0.5  0 
  34 16.5  0 0  85 41.5  0 0 
 13 6.3  1 0.5  0  43 21.0   1 0.5  0 

 
  21 10.2  0 0  25 12.2   1 0.5  0 

  41 19.9  0 0  30 14.6   2 1.0  0 
 15 7.3  0 0 10 4.9   1 0.5  0 

       
 11 5.3  0 0 19 9.3  0 0 

       
 12 5.8  0 0  3 1.5  0 0 

       
  9 4.4  0 0 14 6.8  0 0 

       
 13 6.3  0 0  4 2.0  0 0 

  3 1.5  0 0 11 5.4  0 0 
  35 17.0  1 0.5  0 11 5.4  0 0 

  31 15.0  1 0.5  0  6 2.9  0 0 
  22 10.7  0 0  1 0.5  0 0 

 

3 1.5% 6 2.9%

28 13.6% 7 3.4%

4 1.9% 4 1.9% 13 6.3%

infusion reaction 15 7.3% 1 1 0.5% 3 1.5%

1 0.5%
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MedDRA/J ver.17.1  

 

 
 

 
 

      

 199 74.3  33 12.3  0  85 83.3   35 34.3  0 

       
 18 6.7  3 1.1  0 24 23.5  5 4.9  0 

  1 0.4  0 0 8 7.8  2 2.0  0 
 0 0 0 20 19.6  16 15.7  0 
  1 0.4  1 0.4  0 12 11.8  6 5.9  0 

       
 18 6.7  0 0 0 0 0 

       
 11 4.1  0 0 15 14.7  1 1.0  0 
  42 15.7  1 0.4  0 16 15.7  2 2.0  0 
  33 12.3  0 0 39 38.2  2 2.0  0 
 12 4.5  1 0.4  0 21 20.6  3 2.9  0 

 
 14 5.2  0 0 7 6.9  0 0 

  82 30.6  3 1.1  0 41 40.2  4 3.9  0 
       

  4 1.5  1 0.4  0 9 8.8  0 0 
       

ALT  14 5.2  3 1.1  0 1 1.0  0 0 
AST  15 5.6  2 0.7  0 2 2.0  0 0 

 0 0 0 7 6.9  3 2.9  0 
 1 0.4  0 0 8 7.8  3 2.9  0 
 3 1.1  0 0 8 7.8  2 2.0  0 

       
 18 6.7  0 0 17 16.7  0  

       
 15 5.6  0 0 13 12.7  1 1.0  0 
 11 4.1  0 0 8 7.8  0 0 

       
  1 0.4  0 0 10 9.8  1 1.0  0 

  3 1.1  0 0 10 9.8  0 0 
        

 13 4.9  0 0 8 7.8  0  
       

  2 0.7  0 0 28 27.5  0 0 
  51 19.0  0 0 2 2.0  0 0 

  34 12.7  1 0.4  0 5 4.9  0 0 
 16 6.0  0 0 2 2.0  0 0 

 24 9.0  0 0 0 0 0 

 

8 3.0% 4 1.5%

33 12.3% 22 8.2%

5 1.9% 23 8.6% 1 0.4% infusion reaction 
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10 3.7% 1 0.4% 2 0.7% 3

1.1% 1

 

 

 

 
 

 

 
 

MedDRA/J ver.20.0  

%  
30  

Grade Grade 3-4 Grade 5 

 30 100  23 76.7  0 

    
 2 6.7  0 0 

    
 2 6.7  0 0 
  7 23.3  0 0 

 2 6.7  2 6.7  0 
    

  5 16.7  1 3.3  0 
 16 53.3  1 3.3  0 

 2 6.7  0 0 
  4 13.3  0 0 

  3 10.0  0 0 
  6 20.0  1 3.3  0 

    
  5 16.7  0 0 

  7 23.3  1 3.3  0 
 2 6.7  0 0 

 12 40.0  1 3.3  0 
    
  7 23.3   4 13.3  0 

 2 6.7  0 0 
    

ALT  11 36.7   3 10.0  0 
  5 16.7  1 3.3  0 

AST  11 36.7  2 6.7  0 
GTP   5 16.7   3 10.0  0 

 12 40.0   7 23.3  0 
 2 6.7  0 0 

  4 13.3  0 0 
    

 2 6.7  0 0 
 2 6.7  1 3.3  0 
  5 16.7   4 13.3  0 

  8 26.7  1 3.3  0 
    

  5 16.7  0 0 
    
 2 6.7  0 0 

  5 16.7  1 3.3  0 
    

 2 6.7  0 0 
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MedDRA/J ver.20.0  

%  
30  

Grade Grade 3-4 Grade 5 
 2 6.7  0 0 

    
 10 33.3  0 0 

 18 60.0  2 6.7  0 
  4 13.3  1 3.3  0 

 

9 30.0% 14 46.7% 7 23.3%

3 10.0% 3 10.0% 3 10.0%

2 6.7% 1 3.3% 2 6.7%

1 3.3% 1

infusion reaction

 

 

 

 
 

 

 
 

MedDRA/J ver.19.0  

 

 
 

 
 

 
 

         

   0   0   1 0.3  
          

          
  51 16.3   1 0.3    32 10.2  0  14 4.5  0  

 23 7.3   5 1.6    2 0.6   2 0.6   12 3.9  5 1.6   
          

 28 8.9   1 0.3   18 5.8  0  28 9.0   2 0.6   
  40 12.8  26 8.3    7 2.2   3 1.0    35 11.3  24 7.7   

 12 3.8  0  19 6.1  0  17 5.5  0  
 142 45.4  30 9.6    67 21.4   9 2.9   105 33.8  18 5.8   

 19 6.1  0  13 4.2  0   7 2.3  0  
  88 28.1   7 2.2    41 13.1  0   51 16.4   2 0.6   
  50 16.0   8 2.6   22 7.0   1 0.3   24 7.7   1 0.3   

 
      1 0.3      

          
      3 1.0      
  60 19.2   2 0.6   21 6.7  0  21 6.8   1 0.3   

          
  59 18.8  27 8.6     3 1.0     5 1.6   

 23 7.3   9 2.9     5 1.6     4 1.3   
  51 16.3  19 6.1     3 1.0     2 0.6   
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MedDRA/J ver.19.0  

 

 
 

 
 

 
 

         
  43 13.7   34 10.9    12 3.8    12 3.9   

 19 6.1  0  10 3.2  0   4 1.3   1 0.3   
          

  60 19.2   4 1.3    36 11.5  0   41 13.2   1 0.3   
 

  42 13.4   1 0.3   29 9.3   1 0.3   21 6.8  0  
 17 5.4   1 0.3   15 4.8   1 0.3    9 2.9  0  

          
 17 5.4  0  15 4.8  0  11 3.5  0  

 14 4.5  0  18 5.8  0   9 2.9  0  
  34 10.9   2 0.6   24 7.7  0  25 8.0   1 0.3   

 
 24 7.7  0  20 6.4   2 0.6   15 4.8  0  

  36 11.5   3 1.0   20 6.4   1 0.3   12 3.9  0  
 21 6.7   3 1.0    4 1.3   1 0.3    5 1.6   1 0.3   

 
 15 4.8  0  17 5.4  0  11 3.5  0  
 112 35.8   6 1.9    67 21.4   1 0.3   113 36.3   1 0.3   

  91 29.1  10 3.2    72 23.0   1 0.3    68 21.9   5 1.6   
  38 12.1   6 1.9   14 4.5   2 0.6    38 12.2   1 0.3   

 27 8.6  0 0 28 8.9   1 0.3  0 16 5.1  0  

 

86 27.5% 102

32.6% 87 27.8% 21 6.7% 25

8.0% 60 19.2% 21 6.7%

27 8.6% 14 4.5% 3 1.0%

2 0.6% infusion reaction 13 4.2% 3 1.0% 3 1.0%

50 16.0% 14 4.5% 2 0.6%

1

66 21.1% 24 7.7%

47 15.0% 3 1.0% 5 1.6%

16 5.1% 8 2.6% 3 1.0%

3 1.0% 3 1.0% infusion reaction 14 4.5%

2 0.6% 28 8.9% 2 0.6%

1 0.3% 1
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ONO-4538-21 CA209238  

438/452 96.9% 446/453 98.5%

385/452 85.2%

434/453 95.8% 5%

 
 

7 5% ONO-4538-21/CA209238  

 
 

MedDRA/J ver.20.0  

%  

 
452  

 
453  

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

                                                                                                                              385   ( 85.2)   65   ( 14.4)  0   434  ( 95.8)   208  ( 45.9)  0  

                                                                                                                             
                                                                                                                               57  ( 12.6)   1  (  0.2)  0   49  ( 10.8)   2  (  0.4)  0  
                                                                                                                               35  (  7.7)   1  (  0.2)  0   19  (  4.2)   1  (  0.2)  0  

                                                                                                                                         
                                                                                                                               110  ( 24.3)   7  (  1.5)  0   208  ( 45.9)   43  (  9.5)  0  
                                                                                                                               68  ( 15.0)   1  (  0.2)  0   91  ( 20.1)   0       0  
                                                                                                                               29  (  6.4)   0       0   46  ( 10.2)   1  (  0.2)  0  

                                                                                                                               12  (  2.7)   1  (  0.2)  0   44  (  9.7)   2  (  0.4)  0  
   24  (  5.3)   0       0   14  (  3.1)   0       0  
   9  (  2.0)   3  (  0.7)  0   45  (  9.9)   34  (  7.5)  0  

                                                                                                                             
                                                                                                                               57  ( 12.6)   1  (  0.2)  0   53  ( 11.7)   4  (  0.9)  0  
                                                                                                                               156  ( 34.5)   2  (  0.4)  0   149  ( 32.9)   4  (  0.9)  0  
                                                                                                                               7  (  1.5)   0       0   54  ( 11.9)   2  (  0.4)  0  

                                                                                                                                         
                                                                                                                               30  (  6.6)   19  (  4.2)  0   26  (  5.7)   16  (  3.5)  0  

 ALT   28  (  6.2)   5  (  1.1)  0   66  ( 14.6)   26  (  5.7)  0  

 AST   25  (  5.5)   2  (  0.4)  0   60  ( 13.2)   19  (  4.2)  0  

   25  (  5.5)   9  (  2.0)  0   14  (  3.1)   5  (  1.1)  0  

                                                                                                                                         
                                                                                                                               18  (  4.0)   0       0   39  (  8.6)   1  (  0.2)  0  

                                                                                                                                               
                                                                                                                               44  (  9.7)   1  (  0.2)  0   79  ( 17.4)   7  (  1.5)  0  

                                                                                                                             
                                                                                                                               24  (  5.3)   0       0   50  ( 11.0)   9  (  2.0)  0  
                                                                                                                               105  ( 23.2)   0       0   152  ( 33.6)   5  (  1.1)  0  
                                                                                                                               90  ( 19.9)   5  (  1.1)  0   133  ( 29.4)   14  (  3.1)  0  

                                                                                                                             
                               15  (  3.3)   2  (  0.4)  0   24  (  5.3)   0       0  

                                                                                                                                         
                               49  ( 10.8)   1  (  0.2)  0   31  (  6.8)   2  (  0.4)  0  
                               36  (  8.0)   1  (  0.2)  0   18  (  4.0)   1  (  0.2)  0  
                               7  (  1.5)   2  (  0.4)  0   48  ( 10.6)   11  (  2.4)  0  

 

11 2.4% 48

10.6% 40 8.8% 91 20.1% 83

18.4% 6 1.3% 6 1.3%

8 1.8% infusion reaction11 2.4% 21 4.6%

5 1.1% 1 1 0.2% 3 0.7%

2 0.4% 3 0.7%
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229/264 86.7%

142/264 53.8%

 

8 5% CA20976K  
  

   
   

       

       

       
       
       

       
       

       
       

       
       

       
       

       
       

       
       

       
       

       
       

       
       

       

 

89 17.0% 68

13.0% 59 11.3% 44 8.4% infusion reaction 31

5.9% 11 2.1% 10 1.9%

9 1.7% 8 1.5% 8 1.5%

8 1.5% 6 1.1% 6 1.1% 6

1.1% 3 0.6% 3 0.6% 3 0.6%

1 0.2% 1
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2 Weber J.S. et al. Lancet Oncol. 16 375 2015 CA209037  
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480 mg

4

480 mg 4

Cavg,ss 240 mg 2 Cavg,ss

480 mg 4

Cmax,ss 240 mg 2

Cmax,ss

10 mg/kg 2

Cmax,ss

3 mg/kg 240 mg 2

480 mg 4
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 1  

 

 2  

 

 

CA209067

PD-L1

7p

PD-L1 * PD-L1 1%

 

PD-L1 IHC 28-8 pharmDx

 

 

 

 

 

 

 

 

 

 

 

 

 
1  AJCC American Joint Committee on Cancer 7  

2  AJCC American Joint Committee on Cancer 8  
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