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1  

2016 28 6 2
 

 

 

 
  

 
 

1 350 mg
3 30  
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2  
programmed cell death-1

PD-1 G4 IgG4
 

PD-1 CD28 T
T B T

PD-1 PD-1 PD-L1
PD-L2 Immunol Rev 2010; 

236: 219-42 PD-L1 PD-L2
Nat Rev Immunol 2008; 8: 467-77 PD-1/PD-1

T
 

PD-1 PD-1 PD-1
T
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3  

 
 

 
 R2810-ONC-1622 2 A C  

PD-L1 *1

A 60
C 50 *2 350 mg 3

350 mg 3 *3

 
RECIST ver.1.1

A C 60.0 90%
48.6, 71.4 %*4 42.0 90% 30.5, 53.5 % *5 C

28% A
 

*1 50% PD-L1  
*2 EGFR ALK

c-ros oncogene 1 ROS1  
*3  

 3 4
 

 3
4 3  

*4 PD-L1 50% 10 50
 

*5 A 2023 9 5 C 2023 10 18
 

 
 R2810-ONC-1624  

PD-L1 *1 *2710
350 mg 3 356 *3

354
 

OS 2
1 1  

*1 50% PD-L1  
*2 EGFR ALK ROS1  
*3  

 3 4 6
 

 3
4 6 3  

 3 1 1
1 8 4 6  
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1 R2810-ONC-1624 2020 3 1

356 354
OS

% 108 30.3 141 39.8

95% 22.1 17.7, 14.3 11.7, 19.2

*1

95% 0.676 0.525, 0.870

p *2 0.0022*3

*1 Cox
*2 0.00255
*3 OS

1 OS 2 Kaplan-Meier
R2810-ONC-1624 ITT 2020 3 1
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R2810-ONC-16113 2
*1466

350 mg 3 *2  312
*2  154

OS 2 2 2
  

*1 EGFR ALK ROS1
*2

3 4

3
4 3

2 R2810-ONC-16113 2 2021 6 14
 
312

 
154

OS
% 132 42.3 82 53.2

95% 21.9 15.5, 13.0 11.9, 16.1

*1

95% 0.706 0.534, 0.933

p *2 0.0140
*1 Cox  
*2 0.01631

2 OS 2 Kaplan-Meier
R2810-ONC-16113 ITT 2021 6 14
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PD-L1  
R2810-ONC-16113 2

PD-L1 * PD-L1
 

PD-L1 1% OS
3 3 PD-L1

 
* PD-L1  

 
3 PD-L1 OS 2  

R2810-ONC-16113 2 2021 6 14  

PD-L1    95%  
 

*1 
95%

 p *2 

1%  
  95 12.8 9.6, 16.5  1.006 

0.633, 1.600  

0.0959 

  44 14.2 9.1, 18.0  
1%

50%  
  114  21.9 15.9,  0.518 

0.323, 0.830    61 12.1 8.3,  

50%  
  103  17.9 15.3,  0.613 

0.367, 1.024    49 13.8 9.3,  
*1 Cox   
*2 PD-L1 PD-L1 Cox
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3 2
R2810-ONC-16113 2

1% 1% 50% 50%
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 R2810-ONC-1622 2 A C  

A 59/60 98.3%
55/60 91.7% 5%

 
 

4 5% R2810-ONC-1622 2 A  
 

 
%  

60  

 
 Grades Grades 3/4 Grade 5 

 55 91.7  18 30.0  0 
 32 53.3  2 3.3  0 

 14 23.3  0 0 
 10 16.7  0 0 

 6 10.0  1 1.7  0 
 5 8.3  0 0 

 5 8.3  2 3.3  0 
 3 5.0  0 0 

 19 31.7  1 1.7  0 
 19 31.7  1 1.7  0 

 15 25.0  2 3.3  0 
 6 10.0  1 1.7  0 
 6 10.0  0 0 

 5 8.3  0 0 
 15 25.0  3 5.0  0 

 12 20.0  3 5.0  0 
 13 21.7  0 0 

 9 15.0  0 0 
 3 5.0  0 0 

 13 21.7  1 1.7  0 
 7 11.7  0 0 

 3 5.0  0 0 
 10 16.7  1 1.7  0 

 4 6.7  0 0 
 3 5.0  0 0 

 3 5.0  0 0 
 8 13.3  4 6.7  0 

 5 8.3  1 1.7  0 
 6 10.0  0 0 
 4 6.7  0 0 

 5 8.3  0 0 
 3 5.0  0 0 

 5 8.3  2 3.3  0 
 3 5.0  2 3.3  0 

 
infusion reaction 20 33.3% 2 3.3% 1 1.7%

4 6.7%
13 21.7% 1 2 3.3%

2 3.3% 1 1.7% 4 6.7%
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12 20.0% 1 1.7%

 
 

C 100%
100% 5%

 
 

5 5% R2810-ONC-1622 2 C  
 

 %  
50  

 
 Grades Grades3/4 Grade5 

 50 100  31 62.0  1 2.0  
 35 70.0  3 6.0  0 

 11 22.0  0 0 
 7 14.0  0 0 

 6 12.0  0 0 
 5 10.0  0 0 

 5 10.0  1 2.0  0 
 4 8.0  2 4.0  0 

 26 52.0  4 8.0  0 
 15 30.0  0 0 
 13 26.0  1 2.0  0 
 7 14.0  2 4.0  0 

 7 14.0  0 0 
 3 6.0  0 0 

 3 6.0  0 0 
 24 48.0  13 26.0  0 

 13 26.0  10 20.0  0 
 9 18.0  2 4.0  0 
 6 12.0  3 6.0  0 

 4 8.0  2 4.0  0 

 4 8.0  2 4.0  0 

 3 6.0  0 0 
 22 44.0  10 20.0  0 

 20 40.0  5 10.0  0 
 3 6.0  2 4.0  0 
 3 6.0  3 6.0  0 

 20 40.0  2 4.0  0 
 10 20.0  0 0 

 5 10.0  0 0 
 4 8.0  1 2.0  0 

 19 38.0  4 8.0  0 
 13 26.0  3 6.0  0 

 3 6.0  0 0 
 3 6.0  1 2.0  0 

 16 32.0  0 0 
 8 16.0  0 0 
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 %  
50  

 
 Grades Grades3/4 Grade5 

 4 8.0  0 0 
 3 6.0  0 0 

 12 24.0  1 2.0  1 2.0  
 5 10.0  0 1 2.0  

 3 6.0  0 0 
 10 20.0  1 2.0  0 

 8 16.0  0 0 
 3 6.0  0 0 

 9 18.0  5 10.0  0 
 4 8.0  2 4.0  0 

 6 12.0  2 4.0  0 
 6 12.0  2 4.0  0 

 5 10.0  1 2.0  0 
 4 8.0  1 2.0  0 

 
infusion reaction 3 6.0% 2 4.0% 2 4.0%

3 6.0%
5 10.0% 2 4.0%
12 24.0% 1 2.0%

2 4.0% 6 12.0% 1
2.0% 1

 
 

 
 R2810-ONC-1624  

313/355 88.2% 322/342 94.2%
204/355 57.5%

303/342 88.6% 5%
 

 

6 5% R2810-ONC-1624  

  
355  

 
342  

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

 204 57.5  41 11.5  9 2.5  303 88.6  127 37.1  7 2.0  
 69 19.4  5 1.4  0 104 30.4  2 0.6  0 

 22 6.2  0 0 11 3.2  0 0 
 18 5.1  3 0.8  0 8 2.3  0 0 

 58 16.3  10 2.8  0 109 31.9  35 10.2  0 

 22 6.2  5 1.4  0 12 3.5  1 0.3  0 
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355  

 
342  

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

 21 5.9  3 0.8  0 12 3.5  0 0 

 41 11.5  7 2.0  0 86 25.1  14 4.1  0 
 18 5.1  1 0.3  0 49 14.3  1 0.3  0 
 32 9.0  0 0 3 0.9  0 0 

 20 5.6  0 0 0 0 0 
 29 8.2  4 1.1  0 189 55.3  89 26.0  0 

 18 5.1  2 0.6  0 152 44.4  51 14.9  0 

 
infusion reaction 23 6.5% 6 1.7%

1 0.3% 2 0.6% 1 0.3% 2
0.6% 4 1.1%

32 9.0% 5 1.4%
6 1.7% 8

2.3% 13 3.7% 1 0.3%
1 0.3% 1 0.3% 1

 
 

 R2810-ONC-16113 2  
/ 299/312 95.8% / 144/153

94.1% 275/312
88.1% 129/153 84.3% 5%

 
 

7 5% R2810-ONC-16113 2  
 

 
  
312  

  
153  

 
 Grades Grades3/4 Grade5 Grades Grades3/4 Grade5 

 275 88.1  86 27.6  4 1.3  129 84.3  27 17.6  1 0.7  
 161 51.6  45 14.4  0 68 44.4  20 13.1  0 

 127 40.7  30 9.6  0 52 34.0  10 6.5  0 
 45 14.4  17 5.4  0 19 12.4  9 5.9  0 
 39 12.5  7 2.2  0 19 12.4  1 0.7  0 
 18 5.8  3 1.0  0 10 6.5  2 1.3  0 

 142 45.5  3 1.0  0 75 49.0  0 0 
 114 36.5  0 0 65 42.5  0 0 

 16 5.1  1 0.3  0 4 2.6  0 0 
 132 42.3  27 8.7  0 47 30.7  5 3.3  0 
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312  

  
153  

 
 Grades Grades3/4 Grade5 Grades Grades3/4 Grade5 

 45 14.4  6 1.9  0 19 12.4  1 0.7  0 

 39 12.5  1 0.3  0 15 9.8  1 0.7  0 

 27 8.7  0 0 7 4.6  0 0 
 23 7.4  10 3.2  0 5 3.3  2 1.3  0 
 21 6.7  0 0 6 3.9  0 0 

 18 5.8  1 0.3  0 4 2.6  0 0 
 18 5.8  0 0 5 3.3  0 0 

 16 5.1  3 1.0  0 6 3.9  0 0 
 16 5.1  0 0 6 3.9  0 0 

 14 4.5  0 0 10 6.5  0 0 

 118 37.8  6 1.9  1 0.3  39 25.5  0 1 0.7  
 71 22.8  0 0 25 16.3  0 0 
 33 10.6  0 0 14 9.2  0 0 
 28 9.0  0 0 12 7.8  0 0 
 26 8.3  3 1.0  0 4 2.6  0 0 

 104 33.3  11 3.5  0 40 26.1  3 2.0  0 
 42 13.5  1 0.3  0 16 10.5  0 0 

 33 10.6  2 0.6  0 12 7.8  0 0 
 18 5.8  0 0 4 2.6  0 0 

 17 5.4  3 1.0  0 4 2.6  1 0.7  0 
 78 25.0  1 0.3  0 34 22.2  0 0 

 28 9.0  0 0 15 9.8  0 0 
 17 5.4  0 0 6 3.9  0 0 

 65 20.8  6 1.9  2 0.6  23 15.0  2 1.3  0 

 28 9.0  2 0.6  0 10 6.5  1 0.7  0 
 26 8.3  3 1.0  0 9 5.9  1 0.7  0 

 53 17.0  3 1.0  0 26 17.0  1 0.7  0 
 29 9.3  1 0.3  0 11 7.2  0 0 
 8 2.6  0 0 8 5.2  0 0 

 36 11.5  1 0.3  0 5 3.3  0 0 
 24 7.7  1 0.3  0 3 2.0  0 0 
 16 5.1  0 0 2 1.3  0 0 

 35 11.2  0 0 8 5.2  0 0 
 27 8.7  0 0 8 5.2  0 0 

 
/ infusion reaction 7 2.2% 3 1.0%

3 1.0% 2 0.6%
8 2.6%

36 11.5% 1 1 0.3% 3 1.0%
69 22.1% 10 3.2%

13 4.2% 1 0.3% 1 0.3%
1 0.3% 4 1.3%
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4  

RMP
 

 
  
-1 1 5  
1  

 
2    
3  

 
4  1
2 3  

5   
 

-2 

 
 

 2 5
2

 
 2 4

3  
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-1  

24
CT

 
 

-2  

 
 

-3  
infusion reaction

1

 
  



17 
 

5  
 

  
 EGFR ALK ROS1

PD-L1 PD-L1 50% *

 
* PD-L1 IHC 22C3 pharmDx

 

 
 

 
 

EGFR ALK
ROS1

 
 

 R2810-ONC-16113 2 PD-L1 *

 p7 8
PD-L1

PD-L1 1%
 

* OptiView PD-L1 SP263
PD-L1 IHC 22C3 pharmDx PD-L1

 
 

 
 

  
 PD-L1 PD-L1 50%
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 ECOG Performance Status 3-4 1  

  

 
1 ECOG Performance Status PS  

Score  
0  

1  
 

2 50%  
3 50%  
4  
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6  
 

 
 

 
  

 

 
 

X
CT

 
 

AST ALT -GTP ALP
 

 
TSH

T3  T4 ACTH  
 1

1

 
 

 
 infusion reaction infusion reaction

 
 

 
 R2810-ONC-1624 9 R2810-ONC-16113

2 54 9 12

 



 

 
 

 
 
 
 
 
 
 

 

 

  
 
 
 
 
 
 
 
 
 
 
 

 

 
 

  



 
1 

 
 

      
    

       
     

     
   

 
 

  



 
2 

  

2016 28 6 2
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4 

   

 

 

 

R2810-ONC-1676  

 

 

 
 

 
 



 
5 
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R2810-ONC-1676  

265/300 88.3% 265/290 91.4%

170/300 56.7% 236/290

81.4% 5%

 
 

1 5% R2810-ONC-1676  

 
 

 
 

%  

 

300  

 

290  

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

 170 (56.7) 44 (14.7) 0 236 (81.4) 115 (39.7) 2 (0.7) 

       

 28 (9.3) 0 0 87 (30.0) 3 (1.0) 0 

 20 (6.7) 1 (0.3) 0 27 (9.3) 3 (1.0) 0 

 17 (5.7) 0 0 53 (18.3) 4 (1.4) 0 

 8 (2.7) 1 (0.3) 0 22 (7.6) 3 (1.0) 0 

 5 (1.7) 0 0 23 (7.9) 0 0 

       

 32 (10.7) 2 (0.7) 0 39 (13.4) 3 (1.0) 0 

 22 (7.3) 2 (0.7) 0 33 (11.4) 2 (0.7) 0 

 8 (2.7) 1 (0.3) 0 29 (10.0) 0 0 

       

 15 (5.0) 0 0 9 (3.1) 0 0 

 15 (5.0) 3 (1.0) 0 14 (4.8) 0 0 

       

 22 (7.3) 11 (3.7) 0 106 (36.6) 62 (21.4) 0 

 6 (2.0) 3 (1.0) 0 43 (14.8) 25 (8.6) 0 

 1 (0.3) 0 0 16 (5.5) 9 (3.1) 0 

       

 8 (2.7) 2 (0.7) 0 15 (5.2) 1 (0.3) 0 

 0 0 0 26 (9.0) 12 (4.1) 0 

       

 22 (7.3) 0 0 28 (9.7) 1 (0.3) 0 
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%  

 

300  

 

290  

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

 17 (5.7) 0 0 3 (1.0) 0 0 

       

 18 (6.0) 1 (0.3) 0 0 0 0 

 

infusion reaction 20 6.7% 3 1.0%

1 0.3% 2 0.7% 4

1.3% 24 8.0%

5 1.7% 24 8.0%

25 8.3% 5 1.7% 2

0.7%
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 ECOG Performance Status 3-4 1  

 

 

 

  

 
1  

Score  
0  

1  
 

2 50%  
3 50%  
4  
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X

CT  

 
AST ALT -GTP Al-P

 

 
TSH T3

T4 ACTH  

 1

1

 

 
 

 infusion reaction infusion reaction

 

 
 

 R2810-ONC-1676 24 6

12

 

 


