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2
5 cm

493 226 330 163
3 mg/kg 2

OS 95%
5.26 4.60 6.37 4.14 3.42 4.86

0.63 95%
0.51 0.78 p 0.0001 log-rank 

5 cm *1 *2



*2

combined positive score*3 CPS

1 2
CPS 1 ITT OS

1 3
*1 HER2

*2 1 130 mg/m2

3 1000 mg/m2 1 2 2

1 1 85 mg/m2

1 400 mg/m2 1 400 mg/m2 2

2400 mg/m2 2 12

1 360 mg 3 1 240 mg 2

*3 PD-L1

100

1

95% *3

PFS*1 CPS 5 

OS*2

CPS 5 

CPS 1 

ITT 

*1 *2 *3 Cox



0 3 6 9 12 15 18 21 24 27 30 33 36 

473 384 258 181 132 89 60 39 23 10 8 1 0 
482 325 200 109 72 41 25 18 12 7 4 0 0 

At risk

At risk
0 3 6 9 12 15 18 21 24 27 30 33 36 39 

789 731 621 506 420 308 226 147 100 49 34 14 2 0 
792 697 586 469 359 239 160 94 59 35 15 7 2 0 



CPS 1 1 CPS 5

2 

PD-L1 
95%

*3

95% p

PFS*1

CPS 1 
140 

125 

1 CPS 5 
168 

173 

CPS 5 
473

482

OS*2

CPS 1 
140 13.08 

9.82, 16.66  0.92 
0.70 1.23

0.0345 

125 12.48 
10.12, 13.83

1 CPS 5 
168 12.29 

9.63, 14.26 0.97 
0.76 1.24

 173 
11.99 

10.87, 13.90

CPS 5 
473 14.39 

13.11, 16.23 0.70 
0.60 0.81

482 11.10 
10.02, 12.09

*1 *2 *3 Cox





*1

5 cm
*2 *2

*1 HER2

*2 1 360mg 3

1 130 mg/m2 3

40 mg/m2 1000 

mg/m2 1 2 2 1





300/330 90.9% 135/161 83.9%
141/330 42.7%

43/161 26.7% 5%

MedDRA/J ver.19.0

141 42.7 4 1.2 43 26.7 7 4.3 2 1.2

23 7.0 2 0.6 0  3 1.9 0 0 

18 5.5 2 0.6 0 9 5.6 2 1.2 0 

30 9.1 0 0 9 5.6 0 0 
19 5.8 0 0 5 3.1 0 0 

7 2.1% 9 2.7%
4 1.2% 1 3 0.9% 18 5.5%

1 0.3% 13 3.9% 10 3.0%
1 0.3% 1 0.3% 1 0.3% infusion 

reaction 1 0.3%

/782 99.2% 752/767 98.0%

/782 94.4% 679/767 88.5%
5%



    (MedDRA/J ver. 23.0) 

%

782 767
Grade Grade 3-4 Grade 5 Grade Grade 3-4 Grade 5 

738 ( 94.4) 462 ( 59.1) 4 (  0.5) 679 ( 88.5) 341 ( 44.5) 0 

323 ( 41.3) 20 (  2.6) 0 292 ( 38.1) 19 (  2.5) 0 
253 ( 32.4) 35 (  4.5) 0 206 ( 26.9) 24 (  3.1) 0 
195 ( 24.9) 17 (  2.2) 0 166 ( 21.6) 24 (  3.1) 0 
73 (  9.3) 2 (  0.3) 0 61 (  8.0) 0 0 
57 (  7.3) 7 (  0.9) 0 47 (  6.1) 1 (  0.1) 0 

221 ( 28.3) 31 (  4.0) 0 190 ( 24.8) 22 (  2.9) 0 
137 ( 17.5) 16 (  2.0) 0 119 ( 15.5) 14 (  1.8) 0 
59 (  7.5) 2 (  0.3) 0 61 (  8.0) 1 (  0.1) 0 
42 (  5.4) 0 0 38 (  5.0) 0 0 
40 (  5.1) 2 (  0.3) 0 17 (  2.2) 1 (  0.1) 0 

158 ( 20.2) 83 ( 10.6) 0 118 ( 15.4) 67 (  8.7) 0 
156 ( 19.9) 20 (  2.6) 0 115 ( 15.0) 19 (  2.5) 0 
122 ( 15.6) 12 (  1.5) 0 69 (  9.0) 5 (  0.7) 0 

112 ( 14.3) 23 (  2.9) 0 77 ( 10.0) 13 (  1.7) 0 
89 ( 11.4) 6 (  0.8) 0 50 (  6.5) 5 (  0.7) 0 

89 ( 11.4) 45 (  5.8) 0 34 (  4.4) 16 (  2.1) 0 
71 (  9.1) 21 (  2.7) 0 22 (  2.9) 2 (  0.3) 0 
52 (  6.6) 5 (  0.6) 0 34 (  4.4) 2 (  0.3) 0 
48 (  6.1) 4 (  0.5) 0 32 (  4.2) 2 (  0.3) 0 
45 (  5.8) 2 (  0.3) 0 33 (  4.3) 1 (  0.1) 0 

203 ( 26.0) 47 (  6.0) 0 171 ( 22.3) 21 (  2.7) 0 
191 ( 24.4) 118 ( 15.1) 0 181 ( 23.6) 93 ( 12.1) 0 
157 ( 20.1) 19 (  2.4) 0 145 ( 18.9) 13 (  1.7) 0 
63 (  8.1) 5 (  0.6) 0 55 (  7.2) 11 (  1.4) 0 



    (MedDRA/J ver. 23.0) 

%

782 767
Grade Grade 3-4 Grade 5 Grade Grade 3-4 Grade 5 

466 59.6% 203 26.0%
infusion reaction 111 14.2% 96 12.3% 68

8.7% 52 6.6% 42 5.4%
28 3.6% 26 3.3% 15 1.9%
13 1.7% 7 0.9% 6 0.8%

4 0.5% 3 0.4% 2 0.3% 1 1
0.1% 1 0.1% 1 0.1% 1 0.1%

358/359 99.7% 357/358
99.7%

351/359 97.8% 349/358 97.5%
5%



MedDRA/J ver.22.1

0 



MedDRA/J ver.22.1

282 78.6% 83 23.1%
infusion reaction 48 13.4% 30 8.4% 24

6.7% 24 6.7% 15 4.2%
14 3.9% 9 2.5% 6 1.7%
3 0.8% 1 3 0.8% 2 0.6%

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



6

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



7

/kg



-
(1)

(2)
(3)

(4)

(5)





*

*

ONO-4538-44/CA209649 /
ONO-4538-37

p11 15 PD-L1
CPS p7 8

PD-L1 * 5% CPS5

* PD-L1 IHC 28-8 pharmDX



1

1
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2.
3.
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6.







388 274
193 195

* 240 mg 2
95%

11.17 9.99 13.73 8.54 7.20 9.89
0.79 95% 0.63 0.99

p=0.0381 log-rank
* 75 mg/m2 3

7 1





172/192 89.6% 192/194 99.0%
129/192 67.2% 185/194

95.4% 5% 1

MedDRA/Jver.21.1

129 67.2 0 185 95.4 127 65.5 2 1.0

22 11.5% 15
7.8% 13 6.8% 12 6.3% 8



4.2% 4 2.1% 3 1.6% 2 1.0%
2 1.0% 1 0.5% 1 0.5%

1 0.5% infusion reaction 1 0.5%
1

510/532 95.9% 243/260 93.5%
376/532 70.7%

119/260 45.8% 5% 2

89 16.7%
33 6.2% 26 4.9%

11 2.1% infusion reaction 10 1.9% 8 1.5%
7 1.3% 7 1.3% 4 0.8%

3 0.6% 3 0.6% 1 1 0.2%
1 0.2% 1 0.2% 1 0.2%





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

2

/kg

5% , 95% Q2W 2 Q4W 4 Cmax

Cmind28 28 Cavgd28 28

Cmax,ss Cmin,ss Cavg,ss



-
(1)

(2)
(3)

(4)

(5)





1

1






