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小細胞肺癌患者 
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median follow up date ORR Grade3/4 AE discontinued treatment
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Primary Endpoint: ORR(by investigator) 

Secondary Endpoint: duration of response, PFS, OR and safety
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Nivolumab

median 
follow up 
date

ORR
median  
duration of 
response

6ヶ月
PFS

OR
12ヶ月

OR
18ヶ月 Grade3/4 AE discontinued 

treatment

28.3ヶ月 11.9% 17.9ヶ月 17.2% 28.3ヶ月 20.0ヶ月 11.9% 2.8%

n=109

Primary Endpoint: ORR (by BICR) 

Secondary Endpoint: duration of response, PFS, OR and safety
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3mg/kg, every two week

third- or later-line nivolumab monotherapy treatment

third- or later-line 
nivolumab monotherapy 
treatment The median duration of response (DOR) with intravenous topotecan is 3.3 months,

On August 16, 2018, on the basis of the results presented in this article, nivolumab 
monotherapy received approval by the U.S. Food and Drug Administration (FDA) for 
the treatment of patients with metastatic SCLC with progression after platinum- 
based chemotherapy and at least one other line of therapy.

No selection by biomarker such as tumor PD-L1 expression 

An international real-world, retrospective analysis evaluating third-line chemotherapy treatment in 
patients with SCLC (N=120) reported a median OS time of 4.7 months and response rate of 18%; of 
note, DOR was not reported in this study.17 
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