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1.     P2 

2.    P3 

3.   P5 
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1.  

RMP  

14 2 3 6 5

RMP

6 5  

 

 

 

 

  

 

 

 

 

1

200 mg 3 1 400 mg 6 30

 

 

 

1 200 mg 3 1 400 mg 6

30

1 200 

mg 3 1 400 mg 6 30

3

2 15 6

1 8  
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-1 1 5  

(1) 
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(4) 1 2
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-1  

24

CT
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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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1.     P2 

2.   P3 

3.     P4 

4.    P18 

5.   P20 

6.  P21 
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1  

2016 28 6 2

 

 

 

 

 

  

100 mg

 

 

1

200 mg 3 1 400 mg 6 30

12  

MSD  
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2  

100 mg

PD-1 programmed cell death-1 PD-L1 PD-

L2 IgG4  

PD-1 T

PD-1 T

PD-1

PD-L1

T

PD-L1

 

PD-L1 PD-1 PD-L1

 

PD-1 PD-L1 PD-L2

T
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3  

 

 

 

b KEYNOTE-041  

2 42

37 2 mg/kg 3 Q3W

RECIST 1.1 CR

PR 24% 95% 12 41

10%  

 

KEYNOTE-002  

2 

mg/kg Q3W 10 mg/kg Q3W

ICC

OS

PFS PFS  
 

1 KEYNOTE-002  

 2 mg/kg 

Q3W 

180  

10 mg/kg 

Q3W 

181  

 

 

179  

OS 

 

95%CI  

13.4 

11.0, 16.4  

14.7 

11.3, 19.5  

11.0 

8.9, 13.8  
*2 

95%CI  

P *3 

0.86 

0.67, 1.10  

0.1173 

0.74 

0.57, 0.96  

0.0106 

 

 

PFS*1 

 

95%CI  

2.9 

2.8, 3.8  

2.9 

2.8, 4.7  

2.7 

2.5, 2.8  
*2 

95%CI  

P *3 

0.57 

0.45, 0.73  

0.0001 

0.50 

0.39, 0.64  

0.0001 

 

 

CI *1 RECIST 1.1

*2 Cox *3  
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1  OS Kaplan-Meier KEYNOTE-002  

 

 

 
 

2  PFS Kaplan-Meier KEYNOTE-002  
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KEYNOTE-006  

1

10 mg/kg Q3W

10 mg/kg 2 Q2W

OS PFS OS PFS

 
 

2 KEYNOTE-006  

 10 mg/kg 

Q3W 

277  

10 mg/kg 

Q2W 

279  

 

 

278  

OS*1 

 

95%CI  

NE 

NE, NE  

NE 

NE, NE  

NE 

13, NE  
*2 

95%CI  

P *3 

0.69 

0.52, 0.90  

0.00358 

0.63 

0.47, 0.83  

0.00052 

 

 

PFS*4 5 

 

95%CI  

4.1 

2.9, 6.9  

5.5 

3.4, 6.9  

2.8 

2.8, 2.9  
*2 

95%CI  

P *3 

0.58 

0.47, 0.72  

0.00001 

0.58 

0.46, 0.72  

0.00001 

 

 

CI NE *1 2015 3 3 *2

Cox *3 *4 RECIST

1.1 *5

2014 9 3  
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3 OS Kaplan-Meier KEYNOTE-006  

 

 

 

 

4  PFS Kaplan-Meier KEYNOTE-006  
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KEYNOTE-054  
1 15

200 mg Q3W

RFS

RFS  

 

3 KEYNOTE-054  

 200 mg 

Q3W 

514  

 

 

505  

RFS*1 

 

95%CI  

NE 

NE, NE  

20.4 

16.2, NE  
*2 

98%CI  

P *3 

0.57 

0.43, 0.74  

<0.0001 
− 

CI NE *1 2017 10 2 *2

Cox *3 Q3W 3

 

 

 

5 RFS Kaplan-Meier KEYNOTE-054  

  

 
1 AJCC American Joint Committee on Cancer 7 A

1 mm  
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KEYNOTE-716  

B C 2 3

200mg Q3W

RFS

RFS  

 

4 KEYNOTE-716  

 200 mg 

Q3W 

487  

 

 

489  

RFS*1 

 

95%CI  

NE 

22.6, NE  

NE 

NE, NE  

1 RFS %  

95% CI  

90.5 

87.1, 93.0  

83.1 

79.0, 86.5  

*2 

95%CI  

P *3 

0.65 

0.46, 0.92  

0.00658 

− 

CI NE *1 1 2020 12 4

*2 Cox *3 Q3W 3

 

 

 

6 RFS Kaplan-Meier KEYNOTE-716  

  

 
2 AJCC American Joint Committee on Cancer 8  
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b KEYNOTE-041  

41/42 97.6%

34/42 81.0% 5%

 
 

5 5% KEYNOTE-041  

SOC: System Organ Class  

PT: Preferred Term  

MedDRA ver.20.1  

%  

2 mg/kg Q3W  

42  

Grade Grade 3-4 Grade 5 

 34 (81.0) 7 (16.7) 2 (4.8) 

 

 4 (9.5) 0 0 

 

 3 (7.1) 0 0 

 

 5 (11.9) 0 0 

 

AST  3 (7.1) 0 0 

 3 (7.1) 0 0 

 

 6 (14.3) 0 0 

 6 (14.3) 0 0 

 3 (7.1) 0 0 

 

1 2.4% 2 4.8% 3

7.1% 2 4.8% 6 14.3% infusion 

reaction 1 2.4% 1 2.4%

1

 

 

KEYNOTE-002  

2 mg/kg Q3W 172/178 96.6% 10 mg/kg Q3W 178/179 99.4%

ICC 167/171 97.7%

121/178 68.0% 133/179 74.3% 138/171 80.7%

5%  
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6 5% KEYNOTE-002  

SOC: System 

Organ Class  

PT: Preferred Term  

MedDRA ver.18.0  

%  

2 mg/kg Q3W  

178  

10 mg/kg Q3W  

179  

ICC  

171  

Grade 
Grade 

 3-4 
Grade 5 Grade 

Grade 

 3-4 
Grade 5 Grade 

Grade 

3-4 
Grade 5 

 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) 0 

 

 5 (2.8) 1 (0.6) 0 7 (3.9) 0 0 35 (20.5) 9 (5.3) 0 

 0 0 0 0 (0.0) 0 0 14 (8.2) 6 (3.5) 0 

 1 (0.6) 0 0 1 (0.6) 0 0 14 (8.2) 6 (3.5) 0 

 2 (1.1) 0 0 1 (0.6) 1 (0.6) 0 16 (9.4) 4 (2.3) 0 

 

 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0 

 

 5 (2.8) 0 0 9 (5.0) 0 0 14 (8.2) 0 0 

 15 (8.4) 0 0 19 (10.6) 2 (1.1) 0 14 (8.2) 3 (1.8) 0 

 8 (4.5) 0 0 16 (8.9) 1 (0.6) 0 56 (32.7) 4 (2.3) 0 

 2 (1.1) 1 (0.6) 0 10 (5.6) 1 (0.6) 0 26 (15.2) 4 (2.3) 0 

 

 6 (3.4) 1 (0.6) 0 8 (4.5) 1 (0.6) 0 10 (5.8) 1 (0.6) 0 

 40 (22.5) 2 (1.1) 0 52 (29.1) 1 (0.6) 0 62 (36.3) 8 (4.7) 0 

 6 (3.4) 0 0 11 (6.1) 0 0 8 (4.7) 1 (0.6) 0 

 

 0 0 0 1 (0.6) 0 0 13 (7.6) 5 (2.9) 0 

 

 8 (4.5) 0 0 17 (9.5) 2 (1.1) 0 26 (15.2) 0 0 

 

 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) 0 9 (5.3) 1 (0.6) 0 

 9 (5.1) 2 (1.1) 0 7 (3.9) 0 0 10 (5.8) 1 (0.6) 0 

 

 2 (1.1) 0 0 0 0 0 14 (8.2) 2 (1.2) 0 

 1 (0.6) 0 0 2 (1.1) 0 0 11 (6.4) 0 0 

 

 5 (2.8) 0 0 1 (0.6) 0 0 35 (20.5) 1 (0.6) 0 

 9 (5.1) 0 0 9 (5.0) 0 0 2 (1.2) 0 0 

 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0 

 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0 

 5 (2.8) 1 (0.6) 0 10 (5.6) 1 (0.6) 0 0 0 0 

 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0 

 

2 mg/kg Q3W 10 mg/kg Q3W 1

0.6% 4 2.2% 1 0.6% 6 3.4%

2 1.1% 0 13 7.3%

15 8.4% 1 0.6% 1 0.6%

1 0.6% 3 1.7% 14 7.9% 15

8.4% infusion reaction 2 1.1% 3 1.7%

1 0.6% 1 0.6% 1 0.6%

0 0 1 0.6% 0 1 0.6%
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0 2 1.1% 1

 

 

KEYNOTE-006  

10 mg/kg Q3W 264/277 95.3% 10 mg/kg Q2W 275/278 98.9%

IPI 239/256 93.4%

202/277 72.9% 221/278 79.5% 187/256 73.0%

5%  
 

7 5% KEYNOTE-006  

SOC: System 

Organ Class  

PT: PreferredTerm  

MedDRAver.18.0  

%  

10mg/kgQ3W  

277  

10mg/kgQ2W  

278  

IPI  

256  

Grade 
Grade 

3-4 
Grade 5 Grade 

Grade 

3-4 
Grade 5 Grade 

Grade 

3-4 
Grade 5 

 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4) 

 

 7 (2.5) 0 0 17 (6.1) 0 0 6 (2.3) 1 (0.4) 0 

 21 (7.6) 0 0 25 (9.0) 1 (0.4) 0 2 (0.8) 0 0 

 

 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0 

 8 (2.9) 5 (1.8) 0 4 (1.4) 4 (1.4) 0 19 (7.4) 16 (6.3) 0 

 40 (14.4) 3 (1.1) 0 47 (16.9) 7 (2.5) 0 58 (22.7) 8 (3.1) 0 

 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0 

 31 (11.2) 1 (0.4) 0 28 (10.1) 0 0 22 (8.6) 1 (0.4) 0 

 5 (1.8) 0 0 10 (3.6) 1 (0.4) 0 14 (5.5) 0 0 

 

 31 (11.2) 0 0 32 (11.5) 1 (0.4) 0 16 (6.3) 2 (0.8) 0 

 53 (19.1) 1 (0.4) 0 58 (20.9) 0 0 39 (15.2) 3 (1.2) 0 

 

AST  6 (2.2) 1 (0.4) 0 14 (5.0) 0 0 6 (2.3) 2 (0.8) 0 

 

 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0 

 

 32 (11.6) 1 (0.4) 0 26 (9.4) 0 0 13 (5.1) 2 (0.8) 0 

 6 (2.2) 0 0 19 (6.8) 1 (0.4) 0 5 (2.0) 1 (0.4) 0 

 

 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (0.4) 0 

 37 (13.4) 0 0 41 (14.7) 0 0 37 (14.5) 2 (0.8) 0 

 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0 

 

10 mg/kg Q3W 10 mg/kg Q2W 4

1.4% 1 0.4% 10 3.6% 13 4.7%

2 0.7% 0 14 5.1%

23 8.3% 2 0.7% 1 0.4%

1 0.4% 1 0.4% 28 10.1% 33
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11.9% 1 0.4% 2 0.7% infusion reaction 7 2.5%

5 1.8% 1 1 0.4% 0

0 1 0.4% 1 0.4% 1 0.4%

1 0.4% 0 0 1 0.4%

3 1.1% 1 0.4%

 

 

KEYNOTE-054  

475/509 93.3% 453/502 90.2%

396/509

77.8% 332/502 66.1%

5%  
 

8 5% KEYNOTE-054  

SOC:

SystemOrganClass  

PT: PreferredTerm  

MedDRAver.20.1  

%  

 

509  

 

502  

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

 396 (77.8) 74 (14.5) 1 (0.2) 332 (66.1) 17 (3.4) 0 

 

 49 (9.6) 1 (0.2) 0 4 (0.8) 0 0 

 73 (14.3) 0 0 13 (2.6) 0 0 

 

 94 (18.5) 4 (0.8) 0 82 (16.3) 3 (0.6) 0 

 58 (11.4) 0 0 43 (8.6) 0 0 

 

 48 (9.4) 0 0 34 (6.8) 0 0 

 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0 

 

ALT  26 (5.1) 3 (0.6) 0 16 (3.2) 1 (0.2) 0 

 

 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0 

 26 (5.1) 0 0 15 (3.0) 0 0 

 

 37 (7.3) 0 0 33 (6.6) 1 (0.2) 0 

 

 27 (5.3) 1 (0.2) 0 14 (2.8) 0 0 

 

 85 (16.7) 0 0 49 (9.8) 0 0 

 49 (9.6) 0 0 32 (6.4) 0 0 

 

15 2.9% 23 4.5%

46 9.0% 2 0.4%

11 2.2% 105 20.6% 5 1.0%
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1 5 1.0% 2 0.4% 1 0.2%

2 0.4% 1 0.2% 1 0.2% infusion 

reaction 2 0.4%

 

 

KEYNOTE-716  

461/483 95.4% 444/486 91.4%

400/483

82.8% 316/486 65.0%

5%  

 
9 5% KEYNOTE-716  

SOC: System 

Organ Class  

PT: Preferred Term  

MedDRA ver.24.0  

%  

 

483  

 

486  

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

400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9) 0 

48 (9.9) 1 (0.2) 0 6 (1.2) 0 0 

75 (15.5) 0 0 14 (2.9) 0 0 

90 (18.6) 5 (1.0) 0 55 (11.3) 1 (0.2) 0 

38 (7.9) 0 0 33 (6.8) 0 0 

45 (9.3) 1 (0.2) 0 44 (9.1) 0 0 

102 (21.1) 1 (0.2) 0 88 (18.1) 0 0 

ALT 38 (7.9) 4 (0.8) 0 23 (4.7) 1 (0.2) 0 

AST 30 (6.2) 1 (0.2) 0 12 (2.5) 2 (0.4) 0 

 

78 (16.1) 2 (0.4) 0 39 (8.0) 0 0 

32 (6.6) 2 (0.4) 0 17 (3.5) 0 0 

117 (24.2) 3 (0.6) 0 51 (10.5) 0 0 

76 (15.7) 7 (1.4) 0 36 (7.4) 1 (0.2) 0 

35 (7.2) 2 (0.4) 0 8 (1.6) 0 0 

 

8 1.7% 22

4.6%

1 0.2% 4 0.8%

59 12.2% 101
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20.9% 12 2.5% 12 2.5% 1

2 0.4% 3 0.6%

1 0.2% 5 1.0% 2 0.4%

1 0.2% infusion reaction 2 0.4%

1 0.2%
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� KEYNOTE-002

KEYNOTE-006 2 mg/kg Q3W 10 mg/kg Q2W 10 mg/kg Q3W

 

� 200 mg Q3W

AUCss,6wk 6 - 10% , 90%

mg day/mL 2.16 1.45, 3.04 mg day/mL 2 mg/kg Q3W

AUCss,6wk 1.32 0.722, 2.06 mg day/mL 10 mg/kg Q3W AUCss,6wk

7.49 4.32, 11.3 mg day/mL  

� 2 

mg/kg Q3W 10 mg/kg Q2W 10 mg/kg Q3W AUCss,6wk

 

� 200 mg

Q3W 400 mg 6 Q6W 10 mg/kg 2

Q2W

400 mg Q6W

Cavg,ss 200 mg Q3W Cavg,ss

400 mg Q6W

Cmax,ss 200 mg Q3W

Cmax,ss

10 mg/kg Q2W

Cmax,ss

400 mg Q6W Ⅰ KEYNOTE-555

200 mg Q3W 400 mg Q6W
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10  

 
Cmax 

µg/mL  

Cavg 

µg/mL  

Cmin 

µg/mL  

Cmax,ss 

µg/mL  

Cavg,ss 

µg/mL  

Cmin,ss 

µg/mL  

200 mg Q3W† 
59.1 

58.5, 59.7  

27.9 

27.7, 28.1  

18.1 

17.8, 18.3  

92.8 

91.7, 94.1  

50.4 

49.8, 51.0  

30.9 

30.5, 31.4  

400 mg Q6W† 
123 

122, 124  

32.4 

32.0, 32.7  

10.6 

10.4, 10.8  

148 

146, 149  

50.7 

50.1, 51.3  

20.3 

19.8, 20.9  

400 mg Q6W 

 

136.0‡ 

135.6, 136.4  
NA 

14.9§ 

14.4, 15.4  
NA NA NA 

10 mg/kg Q2W† 
220 

218, 223  

144 

143, 145  

119 

117, 121  

428 

424, 433  

279 

276, 282  

197 

193, 200  

† n 2,993 100 2.5% , 97.5% Cmax

Cavg Cmin 2 

Cmax,ss Cavg,ss Cmin,ss

 

‡ 56 95%  

§ 41 95%  

NA  
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4  

RMP

 

 

  

-1 1 5  

(1) 

 

(2)  

(3) 

 

(4) 1 2

3  

(5)  

 

-2

 

 

� 2 5

2

 

� 2 5
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-1  

24

CT

 

 

-2  

 

 

-3  

1

infusion reaction
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5  

 

  

�  

� B C 2 Ⅲ

 

BRAF BRAF

 

 

 

 

�  

 

 

 

 

�  

 

 

 

�  

� 

 

� 

 

�  

�  

� ECOG Performance Status 3-4 3  

 

  

 
3  ECOG Performance Status PS  

Score  

0  

1 
 

 

2 50%  

3 50%  

4  
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6  

 

 

 

 

  

� 

X

CT

 

� infusion reaction infusion reaction

 

� 

TSH

T3 T4 ACTH  

� 

AST ALT

γ-GTP Al-P  

� 

 

� 

 

� 

 

� 1 1

1

 

 

3 1 6

 

 

12 6



22 
 

12

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



1 

 

 
1.  P2 

2.  P3 

3.  P4 

4.  P14 

5.  P16 

6.  P17 



2 

1. 

2016 28 6 2

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 100 mg

 

  

 

1 200 mg 3

1 400 mg 6 30  

 MSD  



3 

2. 

100 mg

PD-1 programmed cell death-1 PD-L1

PD-L2 IgG4  

PD-1 T

PD-1 T

PD-1

PD-

L1 T

PD-L1

 

PD-L1 PD-1 PD-L1

 

PD-1 PD-L1 PD-L2

T

 

 

 

 



4 

3. 

 

 

 

 KEYNOTE-775 E7080-309  

827

104 200 mg 3 Q3W

20 mg 1 1

OS

PFS OS

PFS 1 1 2  

 

1 KEYNOTE-775 E7080-309  

 *1 

411  

*2 

416  

OS*3 

 

95% CI  

18.3 

15.2, 20.5  

11.4 

10.5, 12.9  

*4 

95% CI  

P *5 

0.62 

0.51, 0.75  

<0.0001 

− 

PFS*3, *6 

 

95% CI  

7.2 

5.7, 7.6  

3.8 

3.6, 4.2  

*4 

95% CI  

P *5 

0.56 

0.47, 0.66  

<0.0001 

− 

CI *1 200 mg Q3W 20 mg 1 1

*2 60 mg/m2 Q3W 80 mg/m2 1 28

1 8 15 *3 2020 10 26 *4 Cox

*5

*6 RECIST 1.1  

 

  



5 

 

 

1 OS Kaplan-Meier KEYNOTE-775 E7080-309  

      

 
 2 PFS Kaplan-Meier KEYNOTE-775 E7080-309  
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 NRG-GY018 KEYNOTE-868  

*1 *2810 7

MMR MMR pMMR 588

MMR dMMR 222

*3

*4

PFS pMMR dMMR

PFS 2 3 4

*1 12

 

*2  

Ø RECIST ver.1.1 International Federation of 

Gynecology and Obstetrics FIGO 2009 A

 

Ø RECIST ver.1.1 FIGO 2009

B  

*3 200 mg Q3W 1 175 mg/m2

 

75 mg/m2 60-70 mg/m2 175 mg/m2

AUC 5 mg·min/mL Q3W

1 6 400 mg 6

Q6W 200 mg 

Q3W 400 mg Q6W  

*4 Q3W 1 *3 6

Q6W

Q3W Q6W  

 

2 PFS*1 NRG-GY018 KEYNOTE-868 MMR  

MMR    
 

95% CI  

*4 

95% CI  

P *5 

pMMR*2 

 294 
13.1 

10.6, 19.5  0.57 

0.44, 0.74  

< 0.0001  294 
8.7 

8.4, 11.0  

dMMR*3 

 110 
NE 

30.7, NE  0.34 

0.22, 0.53  

< 0.0001  112 
8.3 

6.5, 12.3  
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CI NE *1 RECIST 1.1

*2 2022 12 6 *3 2022 12

16 *4 Cox *5

 

 

 
 

3 PFS Kaplan-Meier NRG-GY018 KEYNOTE-868 pMMR  

 

 

 
 

4 PFS Kaplan-Meier NRG-GY018 KEYNOTE-868 dMMR  
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 KEYNOTE-775 E7080-309  

405/406 99.8% 386/388 99.5%

395/406

97.3% 364/388 93.8% 5%

 

 

3 5% KEYNOTE-775 E7080-309

SOC: 

System Organ Class
%

PT: Preferred 

Term

MedDRA ver.23.1 406  388  

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

395 (97.3) 314 (77.3) 6 (1.5) 364 (93.8) 230 (59.3) 9 (2.3) 

57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0 

1 (0.2) 1 (0.2) 0 21 (5.4) 21 (5.4) 0 

20 (4.9) 0 0 48 (12.4) 27 (7.0) 0 

15 (3.7) 2 (0.5) 0 26 (6.7) 11 (2.8) 0 

24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0 

33 (8.1) 4 (1.0) 0 22 (5.7) 4 (1.0) 0 

42 (10.3) 4 (1.0) 0 1 (0.3) 0 0 

222 (54.7) 4 (1.0) 0 0 0 0 

34 (8.4) 4 (1.0) 0 13 (3.4) 0 0 

29 (7.1) 0 0 12 (3.1) 0 0 

36 (8.9) 0 0 53 (13.7) 0 0 

171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0 

34 (8.4) 0 0 10 (2.6) 0 0 

158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0 

70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0 

98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0 

76 (18.7) 17 (4.2) 0 76 (19.6) 9 (2.3) 0 

113 (27.8) 15 (3.7) 0 92 (23.7) 12 (3.1) 0 

47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0 

26 (6.4) 1 (0.2) 0 4 (1.0) 0 0 

66 (16.3) 12 (3.0) 0 14 (3.6) 2 (0.5) 0 

22 (5.4) 6 (1.5) 0 1 (0.3) 0 0 

62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0 

27 (6.7) 4 (1.0) 0 5 (1.3) 2 (0.5) 0 

42 (10.3) 0 0 1 (0.3) 0 0 



9 

SOC: 

System Organ Class
%

PT: Preferred 

Term

MedDRA ver.23.1 406  388  

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

36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0 

10 (2.5) 3 (0.7) 0 23 (5.9) 14 (3.6) 0 

17 (4.2) 7 (1.7) 0 93 (24.0) 82 (21.1) 0 

44 (10.8) 7 (1.7) 0 20 (5.2) 3 (0.8) 0 

91 (22.4) 25 (6.2) 0 7 (1.8) 0 0 

15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0 

151 (37.2) 24 (5.9) 0 65 (16.8) 0 0 

23 (5.7) 2 (0.5) 0 1 (0.3) 0 0 

39 (9.6) 3 (0.7) 0 12 (3.1) 0 0 

87 (21.4) 4 (1.0) 0 17 (4.4) 0 0 

54 (13.3) 3 (0.7) 0 13 (3.4) 0 0 

21  (5.2) 4 (1.0) 0 9 (2.3) 0 0 

            

32 (7.9) 0 0 27 (7.0) 0 0 

55 (13.5) 1 (0.2) 0 14 (3.6) 0 0 

9 (2.2) 0 0 22 (5.7) 1 (0.3) 0 

105 (25.9) 17 (4.2) 0 4 (1.0) 0 0 

77 (19.0) 0 0 2 (0.5) 0 0 

26 (6.4) 0 0 7 (1.8) 0 0 

17 (4.2) 0 0 117 (30.2) 2 (0.5) 0 

84 (20.7) 11 (2.7) 0 3 (0.8) 0 0 

29 (7.1) 0 0 7 (1.8) 0 0 

50 (12.3) 2 (0.5) 0 6 (1.5) 0 0 

249 (61.3) 149 (36.7) 0 4 (1.0) 2 (0.5) 0 

 

/ 5 1.2%

50 12.3%

4 1.0% 9

2.2% 109 26.8%

237 58.4% 2 0.5% 4

1.0% 1 3 0.7%

13 3.2% 4 1.0% 2 0.5% 1

0.2% 1 0.2% 3 0.7% 1 0.2%

infusion reaction 5 1.2%
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 NRG-GY018 KEYNOTE-868  

376/382 98.4% 375/377 99.5%

365/382 95.5%

358/377 95.0% 5%

 

pMMR dMMR

 

 

4 5% NRG-GY018 KEYNOTE-868  

SOC:  

System Organ Class
%

PT: Preferred 

Term

MedDRA ver.26.0 382  377

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

365 (95.5) 171 (44.8) 1 (0.3) 358 (95.0) 120 (31.8) 2 (0.5) 

 

 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0 

 20 (5.2) 12 (3.1) 0 19 (5.0) 8 (2.1) 0 

 

 23 (6.0) 0 0 9 (2.4) 0 0 

 41 (10.7) 0 0 11 (2.9) 0 0 

 

 112 (29.3) 2 (0.5) 0 90 (23.9) 1 (0.3) 0 

 110 (28.8) 5 (1.3) 0 103 (27.3) 4 (1.1) 0 

 146 (38.2) 4 (1.0) 0 129 (34.2) 4 (1.1) 0 

 31 (8.1) 2 (0.5) 0 15 (4.0) 0 0 

 48 (12.6) 2 (0.5) 0 37 (9.8) 4 (1.1) 0 

 

 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0 

 

 19 (5.0) 7 (1.8) 0 3 (0.8) 0 0 

 

 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0 

 

 
42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0 

 
40 (10.5) 6 (1.6) 0 18 (4.8) 0 0 

 
35 (9.2) 1 (0.3) 0 33 (8.8) 1 (0.3) 0 

 39 (10.2) 2 (0.5) 0 12 (3.2) 0 0 
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SOC:  

System Organ Class
%

PT: Preferred 

Term

MedDRA ver.26.0 382  377

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

 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0 

 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0 

 93 (24.3) 14 (3.7) 0 77 (20.4) 7 (1.9) 0 

 25 (6.5) 1 (0.3) 0 16 (4.2) 1 (0.3) 0 

 97 (25.4) 26 (6.8) 0 107 (28.4) 23 (6.1) 0 

 

 66 (17.3) 1 (0.3) 0 65 (17.2) 2 (0.5) 0 

 24 (6.3) 7 (1.8) 0 16 (4.2) 0 0 

 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0 

 31 (8.1) 3 (0.8) 0 39 (10.3) 11 (2.9) 0 

 41 (10.7) 2 (0.5) 0 34 (9.0) 0 0 

 32 (8.4) 4 (1.0) 0 14 (3.7) 1 (0.3) 0 

 

 80 (20.9) 3 (0.8) 0 97 (25.7) 1 (0.3) 0 

 25 (6.5) 1 (0.3) 0 26 (6.9) 0 0 

 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0 

 61 (16.0) 2 (0.5) 0 52 (13.8) 4 (1.1) 0 

 37 (9.7) 2 (0.5) 0 26 (6.9) 0 0 

 

 30 (7.9) 1 (0.3) 0 28 (7.4) 0 0 

 26 (6.8) 0 0 29 (7.7) 0 0 

 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0 

 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0 

 27 (7.1) 1 (0.3) 0 27 (7.2) 0 0 

 
117 (30.6) 4 (1.0) 0 113 (30.0) 2 (0.5) 0 

 

 21 (5.5) 0 0 5 (1.3) 0 0 

 34 (8.9) 2 (0.5) 0 28 (7.4) 0 0 

 

 163 (42.7) 0 0 167 (44.3) 0 0 

 47 (12.3) 1 (0.3) 0 34 (9.0) 2 (0.5) 0 

 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0 

 43 (11.3) 6 (1.6) 0 17 (4.5) 2 (0.5) 0 

 

4 1.0% 11

2.9% 98 25.7%

91 23.8% 54 14.1%

2 0.5% 3 0.8% 1 1 0.3%

4 1.0% 1 0.3%

2 0.5% 1 0.3% 1
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0.3% 2 0.5% 1 0.3% infusion reaction 52

13.6%
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200 mg

Q3W 400 mg Q6W 10 mg/kg 2 Q2W

400 mg Q6W

Cavg,ss 200 

mg Q3W Cavg,ss 400 mg

Q6W Cmax,ss

200 mg Q3W Cmax,ss

10 mg/kg

Q2W Cmax,ss

400 mg Q6W

KEYNOTE-555

200 mg Q3W 400 mg Q6W

 

 

5  

 
Cmax 

µg/mL  

Cavg 

µg/mL  

Cmin 

µg/mL  

Cmax,ss 

µg/mL  

Cavg,ss 

µg/mL  

Cmin,ss 

µg/mL  

200 mg Q3W† 
59.1 

58.5, 59.7  

27.9 

27.7, 28.1  

18.1 

17.8, 18.3  

92.8 

91.7, 94.1  

50.4 

49.8, 51.0  

30.9 

30.5, 31.4  

400 mg Q6W† 
123 

122, 124  

32.4 

32.0, 32.7  

10.6 

10.4, 10.8  

148 

146, 149  

50.7 

50.1, 51.3  

20.3 

19.8, 20.9  

400 mg Q6W 

 

136.0‡ 

135.6, 136.4  
NA 

14.9§ 

14.4, 15.4  
NA NA NA 

10 mg/kg Q2W† 
220 

218, 223  

144 

143, 145  

119 

117, 121  

428 

424, 433  

279 

276, 282  

197 

193, 200  

† n 2,993 100 2.5% , 97.5% Cmax

Cavg Cmin 2

Cmax,ss Cavg,ss Cmin,ss

 

‡ 56 95%  

§ 41 95%  

NA  
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4. 

 

 

-1 1 5

(1) 

(2) 

(3) 

(4) 1 2

3

(5) 

 
-2

 

 

� 2 5

2

 

� 2 4

3

 

 
  

 



15 

  

-1   

24

CT

 

 
-2   

 

 
-3   

1

infusion reaction
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5. 

 

 

 

 

 

 

 
 

 

� FIGO  

�  

� 

 

�  

 
 

 

 

•  

 

 

 

•  

• 

 

• 

 

•  

•  

• 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  

� infusion reaction infusion reaction

 

� 

TSH T3

T4 ACTH  

� 

AST ALT γ-GTP

Al-P  

� 

 

� 

 

� 

 

� 1 1

1

 

 KEYNOTE-775 E7080-309 8

NRG-GY018 KEYNOTE-868 9 9 12
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TMB-High  

 

 

 

 

 

 

 

 

 



1 
 

 

 

1.     P2 

2.   P3 

3.     P4 

4.    P8 

5.   P10 

6.  P12 

  



2 
 

1.  

2016 28 6 2

 

 

 

 

 

  

100 mg

 

TMB-High

 

1

200 mg 3 1 400 mg 6 30

 

MSD  



3 
 

2  

100 mg

PD-1 programmed cell death-1 PD-L1 PD-

L2 IgG4  

PD-1 T

PD-1 T

PD-1

PD-L1

T

PD-L1

 

PD-L1 PD-1 PD-L1

 

PD-1 PD-L1 PD-L2

T

 

 

 

  



4 
 

3  

TMB-High

 

 

 

KEYNOTE-158  
*1 A L

*2 200 1,595 200 mg 3 Q3W

FoundationOne CDx

TMB *3 10 mutations/megabase mut/Mb TMB-High

A J

 

TMB-High 102 6 TMB-High 689

71 RECIST 1.1

2019 6 27 1

 

*1

 

*2  

A B

C

D E

F G H I J

K MSI-

High L MSI-High

 

*3 5%

mut/Mb  

 

1 KEYNOTE-158  

 
TMB-High 

102  

Non TMB-High 

689  

 

%  

CR 4 3.9  11 1.6  

PR 26 25.5  32 4.6  

SD 14 13.7  228 33.1  

Non-CR/Non-PD* 0 3 0.4  

PD 48 47.1  349 50.7  

NE 10 9.8  66 9.6  

CR PR %  

95%CI  
29.4 20.8, 39.3  6.2 4.6, 8.3  

CR PR SD PD NE CI  

* Non-CR/Non-PD

 

  



5 
 

TMB-High 102 6 TMB-High 689

71 RECIST 1.1

2019 6 27 2

 

 
 

2 KEYNOTE-158  

 

TMB-High Non TMB-High 

%  CR PR  

%  

%  CR PR  

%  102  689  

 34 33.3  10 29.4  42 6.1  4 9.5  

 16 15.7  5 31.3  59 8.6  7 11.9  

 15 14.7  7 46.7  67 9.7  4 6.0  

 14 13.7  1 7.1  75 10.9  8 10.7  

 12 11.8  2 16.7  60 8.7  2 3.3  

 5 4.9  2 40.0  82 11.9  1 1.2  

 3 2.9  1 33.3  79 11.5  3 3.8  

 2 2.0  2 100  78 11.3  3 3.8  

 1 1.0  0 84 12.2  9 10.7  

 0  63 9.1  2 3.2  
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KEYNOTE-158  

103/105 98.1% 67/105 63.8%

5%  

 

3 5% KEYNOTE-158  

SOC: System Organ Class  %  

PT: Preferred Term  105  

MedDRA ver.23.0  Grade Grade 3-4 Grade 5 

 67 (63.8) 15 (14.3) 1 (1.0) 

      

 7 (6.7) 0 0 

 13 (12.4) 0 0 

      

 8 (7.6) 0 0 

 6 (5.7) 0 0 

      

 13 (12.4) 1 (1.0) 0 

 17 (16.2) 0 0 

      

 11 (10.5) 0 0 

     

 6 (5.7) 0 0 

     

 12 (11.4) 0 0 

 9 (8.6) 0 0 

 

4 3.8% 3 2.9%

5 4.8% 15 14.3%

1 1.0% 1 1 1.0%

1 1.0% infusion reaction 1 1.0%
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200 mg

Q3W 400 mg 6 Q6W 10 mg/kg 2

Q2W

400 mg Q6W

Cavg,ss 200 mg Q3W Cavg,ss

400 mg Q6W

Cmax,ss 200 mg Q3W Cmax,ss

10 mg/kg Q2W Cmax,ss

400 mg Q6W

Ⅰ KEYNOTE-555

200 mg Q3W 400 mg

Q6W

 

 

6  

 
Cmax 

µg/mL  

Cavg 

µg/mL  

Cmin 

µg/mL  

Cmax,ss 

µg/mL  

Cavg,ss 

µg/mL  

Cmin,ss 

µg/mL  

200 mg Q3W† 
59.1 

58.5, 59.7  

27.9 

27.7, 28.1  

18.1 

17.8, 18.3  

92.8 

91.7, 94.1  

50.4 

49.8, 51.0  

30.9 

30.5, 31.4  

400 mg Q6W† 
123 

122, 124  

32.4 

32.0, 32.7  

10.6 

10.4, 10.8  

148 

146, 149  

50.7 

50.1, 51.3  

20.3 

19.8, 20.9  

400 mg Q6W 

 

136.0‡ 

135.6, 136.4  
NA 

14.9§ 

14.4, 15.4  
NA NA NA 

10 mg/kg Q2W† 
220 

218, 223  

144 

143, 145  

119 

117, 121  

428 

424, 433  

279 

276, 282  

197 

193, 200  

† n 2,993 100 2.5% , 97.5% Cmax

Cavg Cmin 2 

Cmax,ss Cavg,ss Cmin,ss

 

‡ 56 95%  

§ 41 95%  

NA  
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4  

RMP

 

 

  

-1 1 5  

(1) 

 

(2)  

(3) 

 

(4) 1 2

3  

(5)  

 

-2

 

 

� 2 5

2

 

� 2 4

3

 

 

  

 

 

  

-1  

24

CT
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-2  

 

 

-3  

1

infusion reaction
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5  

 

  

� TMB-High

 

 

TMB-High

FoundationOne CDx  

TMB

 

 

 

 

�  

�  
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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

 

� infusion reaction infusion reaction

 

� 

TSH

T3 T4 ACTH  

� 

AST ALT

γ-GTP Al-P  

� 

 

� 

 

� 

 

� 1 1

1

 

 KEYNOTE-158 1 9

1 12

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



1 

 

 
1.  P2 

2.  P3 

3.  P4 

4.  P16 

5.  P18 

6.  P20 



2 

1. 

2016 28 6 2

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

100 mg

 

 

 

 

1 200 mg 3

1 400 mg 6 30  

 

1

200 mg 3 1 400 mg 6 30

24  

MSD  



3 

2. 

100 mg

PD-1 programmed cell death-1 PD-L1

PD-L2 IgG4  

PD-1 T

PD-1 T

PD-1

PD-

L1 T

PD-L1

 

PD-L1 PD-1 PD-L1

 

PD-1 PD-L1 PD-L2

T
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3. 

 

 

 

 KEYNOTE-826  

617 57

*1

*2

OS

PFS OS PFS

1 1 2  

*1 200 mg 3 Q3W 1

 

175 mg/m2 50 mg/m2

AUC 5 mg·min/mL Q3W 1

1 2  

175 mg/m2 50 mg/m2

AUC 5 mg·min/mL 15 mg/kg Q3W 1

1 2  

*2 Q3W 1 *1

 

 

1 KEYNOTE-826  

  
308  

 
309  

OS*1 

 

95%CI  

24.4 
19.2, NE  

16.5 
14.5, 19.4  

*2 

95%CI  

P *3 

0.67 
0.54, 0.84  

0.0003 
 

PFS*1, *4 

 

95%CI  

10.4 
9.1, 12.1  

8.2 
6.4, 8.4  

*2 

95%CI  

P *3 

0.65 
0.53, 0.79  
<0.0001 

 

CI NE *1 2021 5 3 *2 Cox

*3 *4 RECIST

1.1  
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1 OS Kaplan-Meier KEYNOTE-826  

 

             

      

  
             

   2 PFS Kaplan-Meier KEYNOTE-826  
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PD-L1  

KEYNOTE-826

CPS*

 

CPS 1 PFS OS

2 3 3 4  

PD-L1  

* PD-L1

100  

 

2 PD-L1 PFS 2021 5 3

   
%  

95%CI  

 

*1 

95%CI  

p  
*2 

CPS 1 
  35  23 65.7   8.1 6.1, 12.6  0.94 

0.52, 1.70 *3 

0.4269 

  34  28 82.4   8.2 6.2, 10.4  

1 CPS 10 
 115  70 60.9  11.2 8.3, 15.3  0.68 

0.49, 0.94 *3  116  82 70.7   8.2 6.3, 10.0  

CPS 10 
 158  87 55.1  10.4 8.9, 15.1  0.58 

0.44, 0.77   159 116 73.0  8.1 6.2, 8.8  

CI *1 FIGO 2009 B

PD-L1 CPS 1 CPS 1 10 CPS 10

Cox *2 PD-L1 PD-L1

Cox *3  
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3 PD-L1 PFS Kaplan-Meier  

2021 5 3  

CPS 1 1 CPS 10 CPS 10  

3 PD-L1 OS 1 2021 5 3  

PD-L1    
 

%  

95%CI  

 

*1 

95%CI  

p  
*2 

CPS 1 
  35 20 57.1   19.0 12.6, 21.4  1.00 

0.53, 1.89 *3 

0.3278 

  34 20 58.8   18.9 11.7, 21.3  

1 CPS 10 
 115 52 45.2  24.4 18.2,  0.67 

0.46, 0.97 *3  116 66 56.9   15.9 13.4, 23.5  

CPS 10 
 158 66 41.8    19.1,  0.61 

0.44, 0.84   159 88 55.3   16.4 14.0, 25.0  

CI *1 FIGO 2009 B

PD-L1 CPS 1 CPS 1 10 CPS 10

Cox *2 PD-L1 PD-L1

Cox *3  
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4 PD-L1 OS 1 Kaplan-Meier  

2021 5 3  

CPS 1 1 CPS 10 CPS 10  
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 KEYNOTE-A18  

*1 FIGO2014 ⅠB2 ⅡB Ⅲ ⅣA

1,060 90

CCRT CCRT *2

CCRT CCRT *3

OS PFS CCRT

CCRT OS PFS 4 5 6  

*1

 

*2 200 mg Q3W 1 5 40 mg/m2

1 5 6

400 mg 6 Q6W 1

15  

*3 Q3W 1 5 *2 CCRT

Q6W 1 15  

 

4 KEYNOTE-A18  

 CCRT  
529  

CCRT  
531  

OS*1 

 

95%CI  

NE 

NE, NE  

NE 

NE, NE  
*2 

95%CI  

P *3 

0.67 

0.50, 0.90  

0.0040 

 

PFS*4, *5 

 

95%CI  

NE 

NE, NE  

NE 

NE, NE  
*2 

95%CI  

P *3 

0.70 

0.55, 0.89  

0.0020 

 

CI NE *1 2024 1 8 *2

Cox CCRT *3 *4

2023 1 9 *5 RECIST 1.1
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5 OS Kaplan-Meier KEYNOTE-A18  

 

 

 

 
 

6 PFS Kaplan-Meier KEYNOTE-A18  

CCRT

CCRT

CCRT

CCRT

CCRT

CCRT

CCRT

CCRT
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 Ⅲ KEYNOTE-826  

305/307 99.3% 307/309 99.4%

298/307 97.1%

300/309 97.1% 5%

 

 

5 5% KEYNOTE-826  

SOC: System Organ Class

PT: Preferred Term

MedDRA ver.24.0

%

307  309

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

298 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4 (1.3) 

149 (48.5) 76 (24.8) 0 132 (42.7) 65 (21.0) 0 

21 (6.8) 21 (6.8) 0 13 (4.2) 13 (4.2) 0 

38 (12.4) 14 (4.6) 0 31 (10.0) 7 (2.3) 0 

68 (22.1) 37 (12.1) 0 57 (18.4) 29 (9.4) 0 

55 (17.9) 21 (6.8) 0 58 (18.8) 12 (3.9) 0 

19 (6.2) 0 0 7 (2.3) 1 (0.3) 0 

52 (16.9) 3 (1.0) 0 25 (8.1) 1 (0.3) 0 

15 (4.9) 0 0 19 (6.1) 1 (0.3) 0 

49 (16.0) 1 (0.3) 0 49 (15.9) 1 (0.3) 0 

76 (24.8) 5 (1.6) 0 58 (18.8) 5 (1.6) 0 

104 (33.9) 3 (1.0) 0 120 (38.8) 4 (1.3) 0 

20 (6.5) 1 (0.3) 0 15 (4.9) 0 0 

63 (20.5) 5 (1.6) 0 66 (21.4) 3 (1.0) 0 

          

51 (16.6) 5 (1.6) 0 56 (18.1) 4 (1.3) 0 

70 (22.8) 8 (2.6) 0 77 (24.9) 13 (4.2) 0 

20 (6.5) 2 (0.7) 0 9 (2.9) 1 (0.3) 0 

16 (5.2) 0 0 9 (2.9) 0 0 

16 (5.2) 5 (1.6) 0 12 (3.9) 6 (1.9) 0 

16 (5.2) 2 (0.7) 0 13 (4.2) 2 (0.6) 0 

31 (10.1) 10 (3.3) 0 23 (7.4) 5 (1.6) 0 

22 (7.2) 8 (2.6) 0 16 (5.2) 1 (0.3) 0 

16 (5.2) 0 0 13 (4.2) 0 0 

56 (18.2) 40 (13.0) 0 47 (15.2) 26 (8.4) 0 

49 (16.0) 21 (6.8) 0 40 (12.9) 14 (4.5) 0 
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SOC: System Organ Class

PT: Preferred Term

MedDRA ver.24.0

%

307  309

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

17 (5.5) 6 (2.0) 0 15 (4.9) 2 (0.6) 0 

37 (12.1) 21 (6.8) 0 21 (6.8) 12 (3.9) 0 

45 (14.7) 4 (1.3) 0 33 (10.7) 1 (0.3) 0 

53 (17.3) 1 (0.3) 0 57 (18.4) 3 (1.0) 0 

53 (17.3) 2 (0.7) 0 53 (17.2) 3 (1.0) 0 

17 (5.5) 1 (0.3) 0 11 (3.6) 0 0 

12 (3.9) 0 0 19 (6.1) 0 0 

15 (4.9) 1 (0.3) 0 19 (6.1) 0 0 

75 (24.4) 8 (2.6) 0 76 (24.6) 9 (2.9) 0 

26 (8.5) 0 0 24 (7.8) 2 (0.6) 0 

69 (22.5) 3 (1.0) 0 78 (25.2) 6 (1.9) 0 

38 (12.4) 6 (2.0) 0 22 (7.1) 3 (1.0) 0 

26 (8.5) 1 (0.3) 0 36 (11.7) 1 (0.3) 0 

171 (55.7) 0 0 172 (55.7) 0 0 

29 (9.4) 2 (0.7) 0 17 (5.5) 0 0 

33 (10.7) 3 (1.0) 0 27 (8.7) 1 (0.3) 0 

17 (5.5) 6 (2.0) 0 8 (2.6) 0 0 

 

54 (17.6) 20 (6.5) 0 55 (17.8) 23 (7.4) 0 

 

3 1.0% 23

7.5%

1 0.3% 75 22.4%

56 18.2% 70

22.8% 1 0.3% 4 1.3%

11 3.6% 2 0.7%

2 0.7% 1 0.3% 1 0.3% 2

0.7% infusion reaction 37 12.1% 1
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 Ⅲ KEYNOTE-A18  

CCRT 525/528 99.4% CCRT 526/530

99.2%

512/528 97.0% 513/530 96.8%

5%  

 

6 5% KEYNOTE-A18  

SOC: System Organ Class

PT: Preferred Term

MedDRA ver.26.1

%

CCRT CCRT

528  530

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

512 (97.0) 365 (69.1) 2 (0.4) 513 (96.8) 324 (61.1) 2 (0.4) 

            

317 (60.0) 101 (19.1) 0 296 (55.8) 85 (16.0) 0 

125 (23.7) 67 (12.7) 0 92 (17.4) 57 (10.8) 0 

49 (9.3) 45 (8.5) 0 47 (8.9) 40 (7.5) 0 

114 (21.6) 56 (10.6) 0 94 (17.7) 52 (9.8) 0 

73 (13.8) 8 (1.5) 0 60 (11.3) 6 (1.1) 0 

            

28 (5.3) 1 (0.2) 0 34 (6.4) 0 0 

            

56 (10.6) 2 (0.4) 0 15 (2.8) 0 0 

112 (21.2) 3 (0.6) 0 30 (5.7) 0 0 

            

32 (6.1) 0 0 37 (7.0) 2 (0.4) 0 

72 (13.6) 1 (0.2) 0 66 (12.5) 1 (0.2) 0 

268 (50.8) 24 (4.5) 0 271 (51.1) 22 (4.2) 0 

304 (57.6) 7 (1.3) 0 317 (59.8) 10 (1.9) 0 

135 (25.6) 3 (0.6) 0 150 (28.3) 7 (1.3) 0 

            

77 (14.6) 2 (0.4) 0 63 (11.9) 2 (0.4) 0 

84 (15.9) 4 (0.8) 0 94 (17.7) 4 (0.8) 0 

35 (6.6) 3 (0.6) 0 22 (4.2) 2 (0.4) 0 

            

38 (7.2) 7 (1.3) 0 37 (7.0) 2 (0.4) 0 

            

28 (5.3) 3 (0.6) 0 28 (5.3) 4 (0.8) 0 

32 (6.1) 0 0 31 (5.8) 0 0 

            

89 (16.9) 10 (1.9) 0 58 (10.9) 5 (0.9) 0 

80 (15.2) 5 (0.9) 0 51 (9.6) 2 (0.4) 0 

42 (8.0) 0 0 42 (7.9) 0 0 

70 (13.3) 65 (12.3) 0 83 (15.7) 75 (14.2) 0 

156 (29.5) 79 (15.0) 0 148 (27.9) 78 (14.7) 0 



14 

SOC: System Organ Class

PT: Preferred Term

MedDRA ver.26.1

%

CCRT CCRT

528  530

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

116 (22.0) 25 (4.7) 0 109 (20.6) 13 (2.5) 0 

55 (10.4) 6 (1.1) 0 54 (10.2) 3 (0.6) 0 

173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0 

            

83 (15.7) 3 (0.6) 0 88 (16.6) 2 (0.4) 0 

26 (4.9) 6 (1.1) 0 29 (5.5) 4 (0.8) 0 

74 (14.0) 22 (4.2) 0 58 (10.9) 15 (2.8) 0 

91 (17.2) 13 (2.5) 0 88 (16.6) 11 (2.1) 0 

45 (8.5) 5 (0.9) 0 45 (8.5) 7 (1.3) 0 

            

39 (7.4) 2 (0.4) 0 34 (6.4) 0 0 

            

22 (4.2) 0 0 28 (5.3) 0 0 

            

60 (11.4) 1 (0.2) 0 47 (8.9) 0 0 

            

29 (5.5) 3 (0.6) 0 29 (5.5) 0 0 

            

28 (5.3) 1 (0.2) 0 17 (3.2) 0 0 

30 (5.7) 2 (0.4) 0 21 (4.0) 0 0 

 

CCRT 8 1.5%

40 7.6%

1 0.2% 16

3.0% 139 26.3%

147 27.8% 4 0.8% 1 1 0.2%

10 1.9% 3 0.6%

1 0.2% 1 0.2% infusion reaction 3

0.6% 2 0.4%
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200 mg

Q3W 400 mg Q6W 10 mg/kg 2 Q2W

400 mg Q6W

Cavg,ss

200 mg Q3W Cavg,ss

400 mg Q6W Cmax,ss

200 mg Q3W Cmax,ss

10 mg/kg Q2W Cmax,ss

400 mg Q6W

KEYNOTE-555

200 mg Q3W 400 mg Q6W

 

 

7  

 
Cmax 

µg/mL  

Cavg 

µg/mL  

Cmin 

µg/mL  

Cmax,ss 

µg/mL  

Cavg,ss 

µg/mL  

Cmin,ss 

µg/mL  

200 mg Q3W† 
59.1 

58.5, 59.7  

27.9 

27.7, 28.1  

18.1 

17.8, 18.3  

92.8 

91.7, 94.1  

50.4 

49.8, 51.0  

30.9 

30.5, 31.4  

400 mg Q6W† 
123 

122, 124  

32.4 

32.0, 32.7  

10.6 

10.4, 10.8  

148 

146, 149  

50.7 

50.1, 51.3  

20.3 

19.8, 20.9  

400 mg Q6W 

 

136.0‡ 

135.6, 136.4  
NA 

14.9§ 

14.4, 15.4  
NA NA NA 

10 mg/kg Q2W† 
220 

218, 223  

144 

143, 145  

119 

117, 121  

428 

424, 433  

279 

276, 282  

197 

193, 200  

† n 2,993 100 2.5% , 97.5% Cmax

Cavg Cmin 2

Cmax,ss Cavg,ss Cmin,ss

 

‡ 56 95%  

§ 41 95%  

NA  
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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   

1

infusion reaction
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5. 

 

 

 

 

 KEYNOTE-826

PD-L1 CPS*

p6 8 CPS

CPS 1

 

* PD-L1 IHC 22C3 pharmDx

 

 FIGO2014 ⅠB2 ⅡB Ⅲ ⅣA

CCRT

 

 

 

 

�  

�  

 

 

 

 

•  

 

 

 

•  

• 
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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  

� infusion reaction infusion reaction

 

� 

TSH T3

T4 ACTH  

� 

AST ALT γ-GTP Al-

P  

� 

 

� 

 

� 

 

� 1 1

1

 

 KEYNOTE-826 54

9 12

KEYNOTE-A18 CCRT 2 12

 



!
 

 

 

 

 

 

 

 

 

 

 

 

 



1 

1. P2 

2. P3 

3. P4 

4. P9 

5. P11 

6. P12 



2 

1. 

2016 28 6 2

100 mg

 

B  

1

200 mg 3 1 400 mg 6 30

 

MSD



3 

2. 

100mg

PD-1 programmed cell death-1 PD-L1 PD-L2

IgG4

PD-1 T

PD-1 T

PD-1

PD-L1

T

PD-L1

PD-L1 PD-1 PD-L1

PD-1 PD-L1 PD-L2

T



4 

3. 

B

KEYNOTE-A33  

B 1) 7 200 mg 

3 Q3W  

IWG criteria 2007

CR PR 1  

 

1) 60

CR PR

2  

 

 1 KEYNOTE-A33  

 7  

 

 

 

%  

CR  1 14.3  

PR  2 28.6  

SD  1 14.3  

PD  3 42.9  

CR PR %  

95%  

42.9 

9.9, 81.6  
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KEYNOTE-170  

B 2) 53

200 mg Q3W  

IWG criteria 2007

CR PR 2  

 

2)

60 CR PR

2  

2 KEYNOTE-170

 53  

 

%  

CR  10 18.9  

PR  14 26.4  

SD  5 9.4  

PD  13 24.5  

 11 20.8  

CR PR %  

95%  

45.3 

31.6, 59.6  
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KEYNOTE-A33

7/7 100.0% 5/7 71.4%

3  

3 KEYNOTE-A33

SOC: System Organ Class

PT: Preferred Term

MedDRA/J ver.25.0

%

7  

Grade Grade 3-4 Grade 5 

 5 (71.4) 2 (28.6) 0 

    

 1 (14.3) 1 (14.3) 0 

 2 (28.6) 2 (28.6) 0 

    

 1 (14.3) 0 0 

    

 1 (14.3) 0 0 

    

 1 (14.3) 0 0 

    

 2 (28.6) 0 0 

    

 2 (28.6) 0 0 

 2 (28.6) 0 0 

2 28.6%

1

infusion reaction
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KEYNOTE-170

50/53 94.3% 30/53 56.6%

5% 4  

4 5% KEYNOTE-170 

SOC: System Organ Class

PT: Preferred Term

MedDRA/J ver.25.0

%

53

Grade Grade 3-4 Grade 5 

30 (56.6) 12 (22.6) 0 

   

10 (18.9) 7 (13.2) 0 

   

4 (7.5) 0 0 

   

5 (9.4) 1 (1.9) 0 

3 (5.7) 0 0 

3 (5.7) 0 0 

4 7.5%

5 9.4% 1 1.9%

1

infusion reaction
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200 mg Q3W

400 mg 6 Q6W 10 mg/kg 2

Q2W

400 mg Q6W Cavg,ss

200 mg Q3W Cavg,ss

400 mg Q6W Cmax,ss

200 mg Q3W Cmax,ss

10 mg/kg

Q2W Cmax,ss

400 mg Q6W KEYNOTE-555

200 mg

Q3W 400 mg Q6W

5

 
Cmax 

µg/mL  

Cavg 

µg/mL  

Cmin 

µg/mL  

Cmax,ss 

µg/mL  

Cavg,ss 

µg/mL  

Cmin,ss 

µg/mL  

200 mg Q3W† 
59.1 

58.5, 59.7  

27.9 

27.7, 28.1  

18.1 

17.8, 18.3  

92.8 

91.7, 94.1  

50.4 

49.8, 51.0  

30.9 

30.5, 31.4  

400 mg Q6W† 
123 

122, 124  

32.4 

32.0, 32.7  

10.6 

10.4, 10.8  

148 

146, 149  

50.7 

50.1, 51.3  

20.3 

19.8, 20.9  

400 mg Q6W 

 

136.0‡ 

135.6, 136.4  
NA 

14.9§ 

14.4, 15.4  
NA NA NA 

10 mg/kg Q2W† 
220 

218, 223  

144 

143, 145  

119 

117, 121  

428 

424, 433  

279 

276, 282  

197 

193, 200  

† n 2,993 100 2.5% , 97.5%

Cmax Cavg Cmin  2 

Cmax,ss Cavg,ss

Cmin,ss  

‡ 56 95%  

§ 41 95%  

NA  
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4.

RMP

-1 1 5

(1)

(2)

(3)

(4) 1 2

3

(5)

-2 B

� 2 4

3

� 2 5

2
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-1 

24

CT

-2 

-3 

1

infusion reaction
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5. 

  

�  

� 60 CR PR  

� 2

 

 

� 

� 

 

� 

 

� 

� 

� 

� 

� 

� 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

� infusion reaction infusion reaction

� 

TSH T3

T4 ACTH  

� 

AST ALT γ-GTP Al-

P

� 

� 

� 

� 1 1

1

 12

12


