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 5% ONO-4538-15  
 

 
MedDRA/J ver.18.1  
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1 5.9%  2 11.8%

1 5.9% 1 5.9% 3 17.6%
3 17.6% infusion reaction 1 5.9%

1

 
 

  

5%
 

 

 5% CA209205 All Treated Subjects  
 

 
MedDRA/J ver.18.1  

 
 

   
    

     
   0 

    
    

    
    
    
    
    

    
    
    

    
    

    
ALT    0 
AST    0 

   0 
    

  0 0 
    

  0 0 
    

  0 0 
   0 

 
15 6.2%  19 7.8%

6 2.5% 22 9.1% 5 2.1%
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28 11.5% 40 16.5% 4 1.6%
1 0.4% 3 1.2% 1 0.4%

infusion reaction 38 15.6% 2 0.8% 2 0.8%
1

 
 
  

5%

 
 

 5% NCCH1606  
 

 
MedDRA/J ver.22.1  

 
 

  
   
   

   
AST    

   
   
   

   
   

ALT    
   

   
   

   
   

 3 (11.5) 0 
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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

 
 



10 
 

4  

  
 

 
 

 
 

 
 

 
 

 
 

  
 

 
 

 
 

 
 

 
 

 
 

  
 

 
 

 
 

 
 

 
 

 
 

  
 

 
 

 
 

 
 

 
 

 
 

/kg   
 

 
 

 
 

 
 

 
 

 
 

  



11 
 

 

 
 

  
  

(1) 

 
(2)  
(3) 

 
(4) 

 
(5)  
 

 

 
 

 

 

 

 

 
 

 
  

 
 



12 
 

  
 

 
 

 

 
 

 

 
 

  



13 
 

 
 

  
 

 
 

 
 

 
 

  
  

 
 

 
 

  
 

 
 

  
 

 
 

 
  
  
 1  

 

 
1  

  
  

  
 

  
  
  

 



14 
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 



15 
 

 
 

 
 



 
 

 
 
 

 
 

 

 
 
 
 
 

 
 

  



1 
 

 
 
1.      
2.    
3.      
4.     
5.    
6.   
  



2 
 

 

 

 

 

 
 

 

 
 

 
  

 
 

 

 
 



3 
 

 

 

 

 

 
 

 
  



4 
 

 

 
 

 
 ONO-4538-41 Clin Cancer Res 2019; 25: 5485-92  

 
 

 ONO-4538-48/CA209743  
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ONO-4538-41  

32/34 94.1%
23/34 67.6% 5%  

 

1 5% ONO-4538-41  
 

 
MedDRA/J ver.19.0  

%  
34  

Grade  Grade 3-4 Grade 5 
       

            
       

            
       

       
        
        

            
        

        
        

            
       

       
        

            
       

            
        

            
        

        
 

2 5.9% 1 2.9% 4 11.8%
2 5.9% 2 5.9% 1 1 2.9%

infusion reaction
 

 
 

ONO-4538-48/CA209743  
N+I 299/300 99.7% 277/284 97.5%

N+I 240/300 80.0%
233/284 82.0% 5%
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2 5% ONO-4538-48/CA209743  
 

 %  
 N+I   

 300  284  
 (MedDRA/J ver. 22.1) Grade Grade 3-4 Grade 5 Grade Grade 3-4 Grade 5 

 240 ( 80.0) 91 ( 30.3) 1 (  0.3) 233 ( 82.0) 91 ( 32.0) 1 (  0.4) 

       
   49 ( 16.3) 3 (  1.0) 0 1 (  0.4) 0 0 
   43 ( 14.3) 3 (  1.0) 0 15 (  5.3) 0 0 
   16 (  5.3) 1 (  0.3) 0 2 (  0.7) 0 0 

       
   62 ( 20.7) 10 (  3.3) 0 21 (  7.4) 2 (  0.7) 0 
   30 ( 10.0) 1 (  0.3) 0 104 ( 36.6) 7 (  2.5) 0 
   12 (  4.0) 0 0 42 ( 14.8) 1 (  0.4) 0 
   8 (  2.7) 0 0 41 ( 14.4) 6 (  2.1) 0 

 
      

   41 ( 13.7) 3 (  1.0) 0 55 ( 19.4) 5 (  1.8) 0 
   25 (  8.3) 0 0 44 ( 15.5) 12 (  4.2) 0 
   16 (  5.3) 0 0 5 (  1.8) 1 (  0.4) 0 

       
   20 (  6.7) 13 (  4.3) 0 1 (  0.4) 1 (  0.4) 0 
   17 (  5.7) 7 (  2.3) 0 1 (  0.4) 0 0 
  

 
16 (  5.3) 5 (  1.7) 0 2 (  0.7) 0 0 

       
   32 ( 10.7) 0 0 0 0 0 

       
   22 (  7.3) 1 (  0.3) 0 0 0 0 
   15 (  5.0) 0 0 3 (  1.1) 0 0 

       
   29 (  9.7) 2 (  0.7) 0 50 ( 17.6) 2 (  0.7) 0 

       
   24 (  8.0) 3 (  1.0) 0 2 (  0.7) 0 0 

       
   3 (  1.0) 0 0 19 (  6.7) 0 0 

       
   6 (  2.0) 1 (  0.3) 0 102 ( 35.9) 32 ( 11.3) 0 
   2 (  0.7) 2 (  0.7) 0 71 ( 25.0) 43 ( 15.1) 0 
   2 (  0.7) 2 (  0.7) 0 26 (  9.2) 10 (  3.5) 0 
   0 0 0 22 (  7.7) 8 (  2.8) 0 

 

N+I 43 14.3% 36 12.0%
infusion reaction36 12.0% 34 11.3% 22 7.3%

20 6.7% 19 6.3%
15 5.0% 12 4.0% 10 3.3%
7 2.3% 6 2.0% 4 1.3% 3 1.0%

2 0.7% 2 0.7% 2 0.7%
2 0.7% 1 0.3% 1 0.3%
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Cmax,ss

Cmax,ss

Cmax,ss

3 mg/kg 240 mg 2 480 mg
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5% , 95% Q2W 2 Q4W 4 Cmax Cmind28

28 Cavgd28 28 Cmax,ss

Cmin,ss Cavg,ss

  
 
 
  



10 
 

 

 
 

  
-   

(1) 
 

(2)  
(3) 

 
(4) 

 
(5)  
 

 

 
 

 

 

 

 

 
  

 
 
 
 
 
 



11 
 

  
 

 
 

 

 
 

 

 
 
  



12 
 

 
 

  
  
 

 
 

 
 

  
  

 
 

 
 

  
 

 
 

  
 

 
 

 
  
  
 1  

  

 
1  

  
  

  
 

  
  
  

 



13 
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 



14 
 

 
 

  
 

 


