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1 Kaplan-Meier

2 Kaplan-Meier
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 /  
(MedDRA/J ver. 27.1) 

%  
475  

Grade Grade 3-4 Grade 5 

 
453 (95.4) 283 (59.6) 6 (1.3) 

   
 

    144 (30.3) 97 (20.4) 0 
    72 (15.2) 8 (1.7) 0 
    26 (5.5) 1 (0.2) 0 

    
    31 (6.5) 1 (0.2) 0 

    
    103 (21.7) 8 (1.7) 0 

    
    95 (20.0) 1 (0.2) 0 
    70 (14.7) 0 0 
    69 (14.5) 7 (1.5) 0 
    35 (7.4) 2 (0.4) 0 
    24 (5.1) 4 (0.8) 0 

    
    28 (5.9) 0 0 

    
    258 (54.3) 25 (5.3) 0 
    215 (45.3) 11 (2.3) 0 
    100 (21.1) 6 (1.3) 0 
    58 (12.2) 3 (0.6) 0 
    34 (7.2) 0 0 
    31 (6.5) 2 (0.4) 0 

    
    136 (28.6) 0 0 
    47 (9.9) 3 (0.6) 0 
    41 (8.6) 0 0 
    26 (5.5) 0 0 
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 /  
(MedDRA/J ver. 27.1) 

%  
475  

Grade Grade 3-4 Grade 5 
    113 (23.8) 9 (1.9) 0 
    74 (15.6) 12 (2.5) 0 
    47 (9.9) 3 (0.6) 0 
    26 (5.5) 2 (0.4) 0 

    
    116 (24.4) 92 (19.4) 0 
    43 (9.1) 25 (5.3) 0 
    30 (6.3) 2 (0.4) 0 
    25 (5.3) 1 (0.2) 0 

    
    33 (6.9) 5 (1.1) 0 

 

14 2.9% 6 1.3%
3 0.6% 1 0.2% 31 6.5%

21 4.4% 6 1.3% 3
0.6% 1 4 0.8% 38 8.0%

3 0.6% 1 0.2% 1 0.2% 2 0.4%
1 0.2% 6 1.3%

infusion reaction 8 1.7%
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*6 1

1

*7

       EFS ( ) [95% CI]
   [31.9 NE]

            25.9 [18.9 NE] 
[95%CI] 0.68 [0.53 0.88]

     (2022 11 10 )

at risk
  366       271      140       78        49       30        11        1        0

      374       257      136       74        50       25        13        1        0
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1 5%   PACIFIC  

 /   (%) 
(MedDRA/J ver 19.1)  (475 )  (234 ) 

 Grade Grade 3/4 Grade 5 Grade Grade 3/4 Grade 5 
 322 (67.8) 56 (11.8) 7 (1.5) 125 (53.4) 10 (4.3) 3 (1.3) 

 
    30 (6.3) 0 0 3 (1.3) 0 0 
    50 (10.5) 1 (0.2) 0 1 (0.4) 0 0 

 
    46 (9.7) 2 (0.4) 0 19 (8.1) 2 (0.9) 0 
    26 (5.5) 0 0 14 (6.0) 0 0 

 
    28 (5.9) 3 (0.6) 0 15 (6.4) 0 0 
    62 (13.1) 1 (0.2) 0 26 (11.1) 0 0 

 
    27 (5.7) 0 0 7 (3.0) 1 (0.4) 0 

 
    25 (5.3) 0 0 4 (1.7) 0 0 
    28 (5.9) 3 (0.6) 0 8 (3.4) 0 0 
    43 (9.1) 6 (1.3) 4 (0.8) 8 (3.4) 2 (0.9) 2 (0.9) 

 
    33 (6.9) 0 0 5 (2.1) 0 0 
    37 (7.8) 1 (0.2) 0 13 (5.6) 0 0 

 

66 13.9% 50 10.5%
33 6.9% 20 4.2% infusion reaction8 1.7%

2 0.4% 2 0.4% 1 0.2%
1 1 0.2% 1 0.2%
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 /   (%) 

(MedDRA/J ver 23.1) (330 ) (333 ) 

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

 306 (92.7) 171 (51.8) 11 (3.3) 298 (89.5) 148 (44.4) 8 (2.4) 

 

    144 (43.6) 57 (17.3) 0 145 (43.5) 68 (20.4) 0 

    96 (29.1) 53 (16.1) 0 75 (22.5) 40 (12.0) 0 

    53 (16.1) 18 (5.5) 0 53 (15.9) 17 (5.1) 0 

    42 (12.7) 9 (2.7) 0 36 (10.8) 12 (3.6) 0 

 

    35 (10.6) 0 0 3 (0.9) 0 0 

 

    69 (20.9) 5 (1.5) 0 70 (21.0) 4 (1.2) 0 

 

    124 (37.6) 4 (1.2) 0 115 (34.5) 5 (1.5) 0 

    47 (14.2) 4 (1.2) 0 40 (12.0) 4 (1.2) 0 

    46 (13.9) 5 (1.5) 0 35 (10.5) 4 (1.2) 0 

    27 (8.2) 0 0 49 (14.7) 2 (0.6) 0 

 

    52 (15.8) 4 (1.2) 0 10 (3.0) 0 0 

 

    65 (19.7) 5 (1.5) 0 62 (18.6) 7 (2.1) 0 

    41 (12.4) 8 (2.4) 0 26 (7.8) 5 (1.5) 0 

 

   
 

34 (10.3) 4 (1.2) 0 41 (12.3) 7 (2.1) 0 

    35 (10.6) 24 (7.3) 0 57 (17.1) 25 (7.5) 0 

 

15 4.5%
16 4.8% 2 0.6% 1 0.3%

34 10.3% 21 6.4% 6 1.8%
5 1.5% 1 1 0.3%

48 14.5% 2 0.6% 2
0.6% 1 0.3% 1 0.3% infusion reaction 11

3.3% 1 0.3% 1 0.3%
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1 0.3% 1 0.3% 7 2.1%
 

 
  

 
  

 /   (%) 

(MedDRA/J ver 26.1) (401 ) (398 ) 

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

 224 (55.9) 59 (14.7) 6 (1.5) 180 (45.2) 47 (11.8) 0 

 

 22 (5.5) 3 (0.7) 0 25 (6.3) 2 (0.5) 0 

 

 45 (11.2) 0 0 6 (1.5) 0 0 

 

 20 (5.0) 0 0 12 (3.0) 0 0 

 

 25 (6.2) 0 0 32 (8.0) 1 (0.3) 0 

 22 (5.5) 0 0 14 (3.5) 3 (0.8) 0 

 11 (2.7) 0 0 20 (5.0) 0 0 

 

 37 (9.2) 2 (0.5) 0 21 (5.3) 1 (0.3) 0 

 29 (7.2) 0 0 6 (1.5) 0 0 

 

  20 (5.0) 0 0 22 (5.5) 2 (0.5) 0 

 

 
22 (5.5) 2 (0.5) 0 15 (3.8) 1 (0.3) 0 

2024 5 10  
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 PACIFIC PK  

  AUCss ( g day/mL) Cmax,ss ( g/mL) Cmin,ss ( g/mL) 
10 mg/kg Q2W 473 7633 (4695-11581) 365 (251-511) 160 (91.0-250) 
1500 mg Q4W 473 8055 (4996-13326) 567 (400-827) 130 (65.4-238) 

 

 

  



15 
 

 

 
 

  
   

(1) 
 

(2)  
(3) 

 
(4) 

 
(5)  
 

 

 
 

 

 

 

 

 
  

 
 
 
 
 



16 
 

  
    

 
 

    

 
 

-   

 
  



17 
 

   
 

  
 

 
 

 
 

 

 
 

  
  
  

 
  
  

 
 

 
 

 
 

 
  

 
 

 



18 
 

PD-L1  OptiView PD-
L1(SP263) PD-L1 IHC 22C3 pharmDx

PD-L1 IHC 28-8 pharmDx PD-L1
 

 
 

 
  
  
  

  



19 
 

 
 

 
  

 
 

 
 

 
  

 
 

 
  

 
 

 
  

 
 

 
 

 
 

 
 

 
 

  

  

 
 

  

  

  



20 
 

   
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 



21 
 

 
 

 
 


