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disclaimers 

 the views presented are personal and may not be 
understood or quoted as being made on behalf of or 
reflecting the position of AEMPS, EMA or one of its 
committees or working parties 
 

 data presented have been sourced from European Public 
Assessment Reports (EPARs) and published literature 



EU-approved immunotherapies 
in NSCLC 
  

 nivolumab: OPDIVO is indicated for the treatment of 
locally advanced or metastatic squamous non-small cell 
lung cancer (NSCLC) after prior chemotherapy in adults 

 

 



nivolumab dossier 
 
OPDIVO is indicated for the treatment of locally advanced or 
metastatic squamous non-small cell lung cancer (NSCLC) after 
prior chemotherapy in adults 

 

 CheckMate 017: phase 3 RCT nivolumab vs. docetaxel in 
squamous NSCLC patients progressing during or after one 
prior platinum doublet-based chemotherapy 

 

 CheckMate 057: phase 2 nivolumab in advanced/metastatic 
squamous NSCLC patients with ≥ 2 prior systemic regimens 



CheckMate 017 



CheckMate 017 (OS) 



CheckMate 017 (PD-L1)  
 



Checkmate 017 (PD-L1 1%) 



Checkmate 017 (PD-L1 5%) 



CheckMate 017 (PD-L1)  
 



CheckMate 017 OS subgroups  
 



CheckMate 057  
 



CheckMate 057 (OS)  
 



CheckMate 057 (OS PD-L1)  



CheckMate 057 (ORR PD-L1)  



CheckMate 057 OS subgroups  
 



CheckMate 057 uncertainties 
 
 >ORR and longer survival for PD-L1+ 

 

 EGFRm? 

 

 lack of benefit vs. docetaxel in PD-L1 low 

 

 > deaths with nivolumab in first 6 months 

WHY? 
• onset of mechanism of action? 
• imbalances in prognostic factors? 
• PD-L1 expression? 



pembrolizumab dossier 
 
 KEYNOTE 010: phase 2/3 RCT pembrolizumab vs. docetaxel for 

previously treated, PD-L1-positive, advanced NSCLC 

 

OS & PFS 
primary 

endpoints 



2 mg/kg HR 0.71 (95% CI 0.58–0.88) 
10 mg/kg HR 0.61 (95% CI 0.49–0.75) 

2 mg/kg HR 0.54 (95% CI 0.38–0.77) 
10 mg/kg HR 0.50 (95% CI 0.36–0.70) 

PD-L1 tumour proportion score ≥50% 

All patients 

KEYNOTE 010 (OS) 
 



KEYNOTE 010 (ORR PD-L1) 
 



KEYNOTE 010 subgroups OS 
 



KEYNOTE 010 uncertainties 
 
 longer survival for PD-L1 ≥50% 

 > ORR for PD-L1 ≥50% 

 

 efficacy results for PD-L1 low expression? 

 

 EGFRm? 

 histology? 

OS PFS 
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