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MedDRA/J ver.17.1

%
35

Grade Grade 3-4 Grade 5
24 ( 68.6) 2 (  5.7) 0

2 (  5.7) 0   0   

2 (  5.7) 0   0   

2 (  5.7) 0   0   
3 (  8.6) 0   0   

5 ( 14.3) 0   0   
2 (  5.7) 0   0   
5 ( 14.3) 0   0   

2 (  5.7) 0   0   

2 (  5.7) 0   0   
2 (  5.7) 0   0   
3 (  8.6) 2 (  5.7) 0   

2 (  5.7) 0   0   
5 ( 14.3) 0   0   

2 (  5.7) 0   0   

2 (  5.7) 0   0   

2 (  5.7) 0   0   

2 (  5.7) 0   0   
2 (  5.7) 0   0   
5 ( 14.3) 0   0   
2 (  5.7) 0   0   

2 5.7% 2 5.7%
3 8.6% 2 5.7% 3

8.6% 1 2.9% 1 2.9%
infusion reaction 2 5.7%

1
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MedDRA/J ver.17.1

%

131
Grade Grade 3-4 Grade 5

                                                                                                                             76 ( 58.0) 9 (  6.9) 0
                                                                                                                             

                                                                                                                             10 (  7.6) 0 0
                                                                                                                             12 (  9.2) 0 0    

                                                                                                                             
                                                                                                                             13 (  9.9) 0 0

                                                                                                                             21 ( 16.0) 1 (  0.8) 0
                                                                                                                             

                                                                                                                             14 ( 10.7) 1 (  0.8) 0
                                                                                                                             

                                                                                                                             7 (  5.3) 0 0

6 4.6% 11 8.4%
13 9.9% 4 3.1% 5

3.8% 4 3.1% 1 0.8%
infusion reaction 1 0.8%

1
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MedDRA/J ver.17.0

%
76

Grade Grade 3-4 Grade 5
                                                                                                                             64 ( 84.2) 16 ( 21.1) 0

                                                                                                                             
                                                                                                                             7 (  9.2) 0 0

                                                                                                                             
                                                                                                                             5 (  6.6) 0 0
                                                                                                                             4 (  5.3) 0 0
                                                                                                                             8 ( 10.5) 0 0

                                                                                                                             4 (  5.3) 0 0
                                                                                                                             4 (  5.3) 0 0

                                                                                                                             
                                                                                                                             9 ( 11.8) 1 (  1.3) 0

                                                                                                                             11 ( 14.5) 0 0
                                                                                                                             11 ( 14.5) 0 0

                                                                                                                             
                                                                                                                             6 (  7.9) 2 (  2.6) 0

                                                                                                                             
                                                                                                                             4 (  5.3) 2 (  2.6) 0

                                                                                                                             11 ( 14.5) 1 (  1.3) 0
                                                                                                                             

                                                                                                                             4 (  5.3) 1 (  1.3) 0
                                                                                                                             

                                                                                                                             4 (  5.3) 2 (  2.6) 0
                                                                                                                             

                                                                                                                             6 (  7.9) 1 (  1.3) 0
                                                                                                                             11 ( 14.5) 0 0

                                                                                                                             4 (  5.3) 0 0

4 5.3% 5 6.6%
10 13.2% 5 6.6% 10 13.2%

1 1.3% 4 5.3% infusion 
reaction 3 3.9%

1
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MedDRA/J ver.17.1

%

287
Grade Grade 3-4 Grade 5

                                                                                                                             199 ( 69.3) 30 ( 10.5) 0
                                                                                                                             

                                                                                                                             19 (  6.6) 0 0
                                                                                                                             

                                                                                                                             22 (  7.7) 2 (  0.7) 0
                                                                                                                             34 ( 11.8) 2 (  0.7) 0
                                                                                                                             15 (  5.2) 0 0

                                                                                                                             
                                                                                                                             29 ( 10.1) 1 (  0.3) 0

                                                                                                                             46 ( 16.0) 3 (  1.0) 0
                                                                                                                             

                                                                                                                             30 ( 10.5) 0 0
                                                           

                                                                                                                             16 (  5.6) 0 0
                                                                                                                             

                                                                                                                             24 (  8.4) 0   0
                                                                                                                             27 (  9.4) 1 (  0.3) 0

10 3.5% 22 7.7%
26 9.1% 15 5.2% 27

9.4% 7 2.4% 1 0.3%
infusion reaction 8 2.8%

1

ONO-4538-52

MedDRA/J ver.22.1

%

273
Grade Grade 3-4 Grade 5

                                                                                                                             269 ( 98.5) 201 ( 73.6) 3 (  1.1) 
                                                                                                                             

                                                                                                                             143 ( 52.4) 0 0
                                                                                                                             81 ( 29.7) 13 (  4.8) 0

                                                                                                                             48 ( 17.6) 0 0
                                   30 ( 11.0) 12 (  4.4) 0

                                   19 (  7.0) 1 (  0.4) 0
                                       

                                                                                                                             120 ( 44.0) 3 (  1.1) 0
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                                        59 ( 21.6) 1 (  0.4) 0
                                        32 ( 11.7) 0 0

                                        15 (  5.5) 0 0

                                      116 ( 42.5) 87 ( 31.9) 0
                                        93 ( 34.1) 40 ( 14.7) 0
                                      59 ( 21.6) 16 (  5.9) 0

                                    24 (  8.8) 2 (  0.7) 0
                                    20 (  7.3) 3 (  1.1) 0

                                    16 (  5.9) 1 (  0.4) 0
                                        15 (  5.5) 0 0

                                                        
                                      85 ( 31.1) 3 (  1.1) 0
                                      68 ( 24.9) 3 (  1.1) 0
                                      50 ( 18.3) 5 (  1.8) 0

                                      50 ( 18.3) 2 (  0.7) 0
                                   21 (  7.7) 0 0

                                                                                                                             
                                      78 ( 28.6) 15 (  5.5) 0

                                      53 ( 19.4) 43 ( 15.8) 0
                                      43 ( 15.8) 41 ( 15.0) 1 (  0.4) 

                                   26 (  9.5) 13 (  4.8) 0
                                   18 (  6.6) 4 (  1.5) 0

                                                                                                                             
                                      69 ( 25.3) 0 0
                                      66 ( 24.2) 0 0

                                                                                                                             
                                      68 ( 24.9) 1 (  0.4) 0

                                      40 ( 14.7) 2 (  0.7) 0
                                      19 (  7.0) 2 (  0.7) 0

                                                                                                                             
                                      43 ( 15.8) 0 0

                                      34 ( 12.5) 0 0
                                                                                                                             

                                      81 ( 29.7) 8 (  2.9) 0
                                                                                                                             
                                      65 ( 23.8) 37 ( 13.6) 0

                                      65 ( 23.8) 13 (  4.8) 0
                                                                                                                             

                                                                                                                             26 (  9.5) 1 (  0.4) 0
                                                                                                                             15 (  5.5) 0 0

                                                                                                                             14 (  5.1) 4 (  1.5) 0

211 77.3% 92 33.7%
43 15.8% 39 14.3% 36 13.2%

35 12.8% 20 7.3% 19 7.0%
19 7.0% 14 5.1% infusion reaction 

13 4.8% 5 1.8% 4 1.5% 4 1.5%
1 3 1.1% 3 1.1% 2 0.7%

2 0.7% 1 0.4% 1 0.4%
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MedDRA/J ver.22.0

%
NIVO/IPI/Chemo

358
Grade Grade 3-4 Grade 5

                                                                                                                             322 ( 89.9) 159 ( 44.4) 1 ( 0.3)
                                                                                                                             

                                                                                                                             80 ( 22.3) 20 (  5.6) 0
                                 35 (9.8) 22 ( 6.1) 0

                                                                                                                             
                                                                                                                             27 (  7.5) 0 0
                                                                                                                             52 ( 14.5) 1 (  0.3) 0

                                       
                                                                                                                             32 (  8.9) 0 0
                                                                                                                             73 ( 20.4) 14 (  3.9) 1 (  0.3) 
                                                                                                                             94 ( 26.3) 5 (  1.4) 0
                                                                                                                             47 ( 13.1) 6 (  1.7) 0

                                                                                                                             
                                      73 ( 20.4) 3 (  0.8) 0

                                        59 ( 16.5) 8 (  2.2) 0
                                        20 (  5.6) 0 0

                                                        
                                      23 (  6.4) 3 (  0.8) 0

                                      18 (  5.0) 8 (  2.2) 0
                                      19 (  5.3) 4 (  1.1) 0

                                      18 (  5.0) 13 (  3.6) 0
                                                                                                                             

                                    56 ( 15.6) 4 (  1.1) 0
                                                                                                                             

                                      26 (  7.3) 1 (  0.3) 0
                                      18 (  5.0) 0 0

                                                           
                                                                                                                             19 (  5.3) 5 (  1.4) 0

                                                                                                                             
                                                                                                                             32 (  8.9) 3 (  0.8) 0

                                    66 ( 18.4) 3 (  0.8) 0
                                        64 ( 17.9) 5 (  1.4) 0

                                                                                                                             18 (  5.0) 5 (  1.4) 0
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74 20.7% 51 14.2% /
50 14.0% 48 13.4% 26

7.3% 25 7.0% 21 5.9%
19 5.3% infusion reaction 17 4.7% 12 3.4%

7 2.0% 7 2.0% 6 1.7% 4 1.1%
1 0.3% 1

MedDRA/J ver.22.0

%

576
Grade Grade 3-4 Grade 5

                                                                                                                             442 ( 76.7) 189 ( 32.8) 1 ( 0.2)
                                                                                                                             

                                                                                                                             48 (  8.3) 0 0
                                                                                                                             72 ( 12.5) 2 (  0.3) 0

                                       
                                                                                                                             98 ( 17.0) 10 (  1.7) 0
                                                                                                                             57 ( 9.9) 3 ( 0.5) 0

                                                                                                                             
                                       59 ( 10.2) 8 ( 1.4) 0

                                        83 ( 14.4) 10 ( 1.7) 0
                                        43 ( 7.5) 2 ( 0.3) 0

                                                        
                                 52 ( 9.0) 19 ( 3.3) 0

                                 36 ( 6.3) 17 ( 3.0) 0
                                 56 ( 9.7) 18 ( 3.1) 0

                                 43 ( 7.5) 23 ( 4.0) 0
                                                                                                                             

                                   76 ( 13.2) 4 ( 0.7) 0
                                                                                                                             

                                     29 ( 5.0) 4 ( 0.7) 0
                                                           

                                                                                                                             41 (  7.1) 16 (  2.8) 0
                                                                                                                             

                                                                                                                             31 (  5.4) 1 (  0.2) 0
                                    82 ( 14.2) 3 (  0.5) 0

                                      98 ( 17.0) 9 (  1.6) 0
                                                                                                                             39 ( 6.8) 9 (  1.6) 0
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115 20.0% 91 15.8% 51
8.9% 50 8.7% / 38 6.6%

27 4.7% 25 4.3% 25
4.3% infusion reaction 23 4.0% 19 3.3%
19 3.3% 13 2.3% 9 1.6% 6 1.0%

1 4 0.7% 2 0.3% 1 0.2% 1
0.2% 1 0.2% 1 0.2%

MedDRA/J ver.22.0

%

172
Grade Grade 3-4 Grade 5

                                                                                                                             159 ( 92.4) 96 ( 55.8) 0
                                                                                                                             

                                                                                                                             70 ( 40.7) 30 ( 17.4) 0
                                   41 ( 23.8) 23 ( 13.4) 0
                                   17 (  9.9) 7 (  4.1) 0

                                       
                                                                                                                             38 ( 22.1) 0 0
                                        17 ( 9.9) 2 ( 1.2) 0
                                        67 ( 39.0) 4 ( 2.3) 0

                                        14 ( 8.1) 1 ( 0.6) 0
                                                                                                                             26 ( 15.1) 4 ( 2.3) 0

                                                                                                                             
                                    18 ( 10.5) 1 ( 0.6) 0

                                        43 ( 25.0) 8 ( 4.7) 0
                                    9 ( 5.2) 0 0

                                    10 ( 5.8) 0 0
                                    9 ( 5.2) 0 0

                                        12 ( 7.0) 1 ( 0.6) 0
                                                        

                                 16 ( 9.3) 5 ( 2.9) 0
                                 11 ( 6.4) 4 ( 2.3) 0

                                 10 ( 5.8) 1 ( 0.6) 0
                                 12 ( 7.0) 1 ( 0.6) 0

                                   27 ( 15.7) 17 ( 9.9) 0
                                   21 ( 12.2) 11 ( 6.4) 0
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                                   15 ( 8.7) 9 ( 5.2) 0
                                                                                                                             

                                   39 ( 22.7) 4 ( 2.3) 0
                                                                                                                             

                                                                                                                             15 (  8.7) 0 0
                                                                                                                             26 ( 15.1) 1 (  0.6) 0

26 15.1% / 22 12.8%
21 12.2% 16 9.3% 14 8.1%

8 4.7% 5 2.9% 5
2.9% infusion reaction 4 2.3% 2 1.2% 1
0.6% 1 0.6% 1 1 0.6% 1 0.6%

1 0.6% 1 0.6%
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10

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
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11

5% , 95% Q2W 2 Q4W 4 Cmax

Cmind28 28 Cavgd28 28

Cmax,ss Cmin,ss Cavg,ss
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(1)

(2)
(3)

(4)

(5)
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EGFR
ALK

EGFR ALK

*

EGFR ALK

EGFR ALK
ROS1

PD-L1 IHC 28-8 pharmDx



26

PD-L1 1%

1

2

2
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3

PD-L1 IHC 
22C3 pharmDx PD-L1

PD-L1 IHC 28-8 pharmDx

Marianne J. Ratcliffe et al.
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