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821 63 410 411
3 mg/kg 2

OS 95%
25.00 21.75 NE* 19.55 17.64

23.06
0.73 98.52% 0.57 0.93 p=0.0018 log-rank 2015

6 18  
 

 
1 OS Kaplan-Meier ONO-4538-03/CA209025  
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63 37 26 OS 95%
27.37 23.62 NE NE NE NE
1.50 95% 0.49 4.54  

*  
 

 
2 OS Kaplan-Meier  

ONO-4538-03/CA209025  
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*1 1,096

72
*2 550 546

International Metastatic RCC 
Database Consortium IMDC *3 Intermediate Poor

425 422 OS
95% NE 28.16 NE
25.95 22.08 NE

0.63 99.8% 0.44 0.89 p<0.0001
log-rank 2017 8 7  

*1  

1

VEGF VEGF

6  

*2 3 mg/kg 1 mg/kg 3 4

3 mg/kg 2

30  

*3 Favorable 1 2

Intermediate 3 Poor  

1 Karnofsky 80%

10 mg/dl

 

 
3 OS Kaplan-Meier ONO-4538-16/CA209214  

Intermediate Poor  
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4 OS Kaplan-Meier ONO-4538-16/CA209214  
Favorable  
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*1  

1 VEGF VEGF
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*2 1 240 mg 2 40 mg 1 1  
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397/406 97.8% 386/397 97.2%
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19 4.7% 1 0.2%  56
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13.8% 10 2.5% 1 1 0.2%
46 11.3% 1 0.2% 34 8.4% 55

13.5% 28 6.9% 6
1.5% infusion reaction 21 5.2% 4 1.0%

2 0.5% 1 0.2% 1 0.2%
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136 24.9% 98

17.9% 147 26.9% 46 8.4%
35 6.4% 36 6.6% 20 3.7%

24 4.4% 32 5.9% 1 5 0.9%
7 1.3% 1 0.2% 2 0.4% infusion 

reaction 22 4.0% 2 0.4% 1 0.2% 2 0.4%
 102 18.6% 7 1.3% 2

0.4%

 
 

 
319/320 99.7% 317/320

99.1%
309/320 96.6% 298/320 93.1%



13 
 

5%  
 

  
 

 
MedDRA/J ver.22.1  

 
 

 
 

 
      

       
 

       
       
       
       

 
       
       

 
       
       

       
       

       
       

       
 

       
       

       
       
 

       
 

       
       

       
       

       
       

       
       
       

       
       

       
 

       
       

       
       

 
       
       

 
       

       
 

       
 

       
       

 
       



14 
 

 
 

MedDRA/J ver.22.1  

 
 

 
 

 
      

       
       

       
       

       
 
       

 
42.2%

128 40.0% 115 35.9% 57 17.8%
37 11.6% 31 9.7%

22 6.9% 17 5.3% 15 4.7%
12 3.8% Infusion reaction 8 2.5% 8 2.5% 7

2.2% 2 0.6% 1 0.3% 1
0.3% 1 0.3% 1 0.3% 1 0.3%

1 0.3% 1
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