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1  

ML39345 RECIST ver.1.1 IRC 2021 9 1  

 
%  

49  

CR 0 
PR 12 24.5  
SD 24 49.0  
PD 10 20.4  
NE 3 6.1  
CR PR  

95%CI* %  
12 

24.5 13.3, 38.9  

CR PR SD PD NE CI  
* Clopper-Pearson  
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 95.9%  6 (12.2%) 0 

 32 (65.3%) 1 (2.0%)  
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 10 (20.4%) 0  

 6 (12.2%)   

 3 (6.1%)   

 6 (12.2%)   

 4 (8.2%)   

 3 (6.1%)   

 4 (8.2%)   

 4 (8.2%)   

 

 

 

 

 

 
 

 
 

 
 

 
   

   
 80.0%  4 (20.0%) 0 
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 3 (15.0%)   

    

    

    

    

    

    

    

    

    

    

 2 (10.0%)   

 2 (10.0%)   
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 2 (10.0%)   
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*

 

 

* EGFR

ALK

EGFR ALK
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OS

*1 EGFR ALK EGFR ALK

*2 1,200 mg AUC 6

Q3W 4 6 1,200 mg

Q3W
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*1 1,200 mg AUC 6

Q3W 1 4 6 1,200 mg

Q3W  

*2 AUC 6 Q3W

1 4 6 Q3W  
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*1 1,200 mg AUC 6 Q3W nab-PTX 100 mg/m2 1 4 6

1,200 mg Q3W  

*2 AUC 6 Q3W nab-PTX 100 mg/m2 1 4 6
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*1 EGFR ALK EGFR ALK

 

*2 PD-L1 TC

IC TC3 TC 50% IC3 IC 10%

TC3/IC3  
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*1  

*2 1,200mg Q3W 16  
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PD-L1
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TC 50%

OS

4 PD-L1 DFS A
IMpower010 2021 1 21

PD-L1
95%CI

95%CI p

TC 1%
181 36.1 30.2, NE

0.971 0.718, 1.314 *1

0.0654
BSC 202 37.0 28.6, NE

TC 1%
248 NE 36.1, NE

0.659 0.495, 0.877 *2

BSC 228 35.3 29.0, NE

1 TC 50%
133 32.8 29.4, NE

0.868 0.600, 1.256 *1

0.0192
BSC 114 31.4 24.0, NE

TC 50%
115 NE 42.3, NE

0.432 0.272, 0.684 *1

BSC 114 35.7 29.7, NE

*1 Cox *2 SQ-NSCLC NSQ-NSCLC
A Cox

10 PD-L1 DFS Kaplan-Meier IMpower010
1% 1% 1 TC 50% 50%

BSC BSC

BSCBSC

No.at risk

BSC

No.at risk

BSC

No.at risk

BSC

No.at risk

BSC
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5 PD-L1 OS A
IMpower010 2021 1 21

PD-L1
%

95%CI
95%CI p

TC 1%
181 41 22.7 NE NE, NE

1.271 0.812 1.990 *1

0.0957
BSC 202 36 17.8 NE NE, NE

TC 1%
248 42 16.9 NE NE, NE

0.772 0.509, 1.170 *2

BSC 228 48 21.1 NE NE, NE

1 TC 50%
133 31 23.3 NE NE, NE

1.218 0.705, 2.104 *1

0.0091
BSC 114 22 19.3 NE NE, NE

TC 50%
115 11 9.6 NE NE, NE

0.366 0.181, 0.742 *1

BSC 114 26 22.8 NE NE, NE

*1 Cox *2 SQ-NSCLC NSQ-NSCLC
A Cox

11 PD-L1 OS Kaplan-Meier A IMpower010
1% 1% 1 TC<50% 50%

BSC

BSC

BSC

BSC

No.at risk

BSC

No.at risk

BSC

No.at risk

BSC

No.at risk

BSC
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 72.8  104 (26.5) 5 (1.3) 

 141 (35.9) 25 (6.4) 1 (0.3) 

    

    

    

    

    

 141 (35.9) 14 (3.6)  

    

    

 129 (32.8) 10 (2.5)  

    

    

    

 73 (18.6) 26 (6.6)  

    

 70 (17.8) 13 (3.3)  

    

 69 (17.6) 6 (1.5)  

    

 57 (14.5) 20 (5.1) 1 (0.3) 

    

 56 (14.2) 4 (1.0)  

    

 

 

 

 



19 

 
 

 
 

 

 
   

   
    

    
   

    

    

    

    

    

    

    

    

    

    

    

    

    
   

    
   
   

    

    

    

 

 

 
 

  



20 

 
 

 
 

 

 
   

   
 73.5  77 (26.5) 8 (2.7) 

    

    

    

    

    

    

    

    

    

    

    

    

    

 65 (22.3) 12 (4.1)  

    

    

    

    

 21 (7.2) 2 (0.7)  

 15 (5.2)   

 

24 8.2%

32 11.0%
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 74.8  151 (31.9) 6 ( 1.3) 

 191 (40.4) 35 (7.4) 0 

    

    

    

    

 191 (40.4) 25 (5.3)  

    

    

 100 (21.1) 56 (11.8) 0 

    

    

    

 123 (26.0) 4 (0.8)  

    

    

    

 93 (19.7) 19 (4.0)  

    

    

 100 (21.1) 37 (7.8)  

    

    

 60 (12.7) 2 (0.4)  

 48 (10.1) 2 (0.4)  

 75 (15.9) 7 (1.5)  

    

    

 68 (14.4) 5 (1.1) 2 (0.4) 

 26 (5.5) 4 (0.8)  

 

66 14.0% 35 7.4%
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 59.8  36 (12.6) 0 

    

    

    

    

 19 (6.6)   

    

    

    

    

  2 (0.7)  

 34 (11.9) 7 (2.4)  

    

 31 (10.8) 0  

 19 (6.6)   

 

7

2.4%
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 67.7  53 (10.7) 4 (0.8) 

    

 43 (8.7)   

 40 (8.1)   

 101 (20.4) 6 (1.2)  

    

    

 88 (17.8) 5 (1.0)  

 53 (10.7)   

 29 (5.9)   

    

    

 53 (10.7)   

 26 (5.3)   
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 OAK

SP142

TC0 IC0 PD-L1

1%

PD-L1

PD-L1 TC0 IC0

 

PD-L1 

IHC22C3 pharmDx PD-L1

OptiView PD-L1 (SP142)

 

 

Gadgeel S, et al. Clin Lung Cancer 2021; https://doi.org/10.1016/j.cllc.2021.05.007 

 

 

A

PD-L1 SP263 TC 1% OS

1 TC 50%

OS BSC
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PD-L1 1 TC 50% TC 50%

 

PD-L1  

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

PD-L1
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 OAK 36 IMpower150 IMpower132

IMpower130 IMpower110 48 6

9
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*1 Veterans Administration Lung Study Group (VALG) staging system for SCLC

CRT

CRT 6

 

*2 1200 mg AUC 5 1

100 mg/m2 1 2 3 3 4 1200 mg

3  

 

 



6 

 

  

 

 

 
 

 
 

 

 
   

   
 64.6  51 (25.8) 1(0.5) 

 37 (18.7) 5 (2.5)  

    

    

    

    

    

    

 24 (12.1) 2 (1.0)  

    

 23 (11.6) 0  

    

    

 22 (11.1) 1 (0.5)  

    

 22 (11.1) 0  

    

    

 16 (8.1) 9 (4.5)  
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 IMpower133 48 6 9
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IC 1%
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  104 (23.0%) 1 (0.2%) 

  19 (4.2%) 0 

    

    

    

    

  13 (2.9%) 0 

    

    

    

    

 157 (34.7%) 6 (1.3%) 0 

    

    

    

  15 (3.3%) 0 

    

    

    

    

  14 (3.1%) 0 

 35 (7.7%)   

    

    

    

    

    

    

    

    

    

    

    

 

11 2.4%
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 IMpassion130 48 8 12
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323/329 98.2% 154/156 98.7%

 
 

 
 

 
 

 

 
   

   
 76.6  90 (27.4)  4 ( 1.2) 

   0 
    
    

    
    

   0 
    
    

 83 (25.2) 12 ( 3.6) 1 ( 0.3) 
    
    

   0 
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 80.0  8 (22.9) 1 ( 2.9) 

   0 

    

    

    
    

    

   0 

    

  0 0 
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