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Data Summary 
CheckMate 214: Nivolumab plus ipilimumab demonstrated a significantly improved objective 
response rate and overall survival in intermediate- and poor-risk patients, the primary patient 
populations studied, compared to sunitinib. Initial analyses suggested that in an exploratory 
undertaking, favorable-risk patients had a higher overall response rate and longer progression-
free survival with sunitinib, but there was no significant difference in overall survival rate 
between patients treated with nivolumab plus ipilimumab versus favorable-risk patients 
treated with sunitinib. (slides 3, 4, 5) 
  
KEYNOTE-426: Pembrolizumab plus axitinib significantly improved the primary outcomes of 
overall survival and progression-free survival compared to sunitinib in all International 
Metastatic Renal Cell Carcinoma Database Consortium risk groups. (slides 6, 7) 
  
JAVELIN Renal 101: Avelumab plus axitinib significantly improved the primary outcomes of 
progression-free survival in PD-L1–positive patients compared to sunitinib. This was also seen in 
the overall treatment population. Overall survival data have not yet matured. (slides 8, 9, 10). 
  
OMNIVORE: This is an adaptive-design study to assess whether it is safe to stop nivolumab 
monotherapy treatment after a partial or complete response. (slide 11) 
  
TITAN RCC: This is an adaptive-design study to evaluate whether patients could be rescued with 
ipilimumab after nivolumab monotherapy. (slide 12) 
  
· Do you feel comfortable offering the combination of nivolumab/ipilimumab to favorable-

risk patients, given the update to the CheckMate 214 study? 
 

· Do you think that selecting treatment based on International Metastatic Renal Cell 
Carcinoma Database Consortium risk is still relevant? What other factors do you consider in 
treatment selection? 

 
· Do you think that the benefits of anti–PD-1 antibody plus tyrosine kinase inhibitor 

combination therapy (pembrolizumab plus axitinib) outweigh the benefits of dual-



checkpoint inhibitor therapy (eg, nivolumab plus ipilimumab), in terms of both outcomes 
and immune-related adverse events? 

 
· Avelumab (anti–PD-L1) appears to be better tolerated than other immuno-oncology 

therapies, and the trial design of JAVELIN Renal 101 was slightly different from the others. 
What other data would you like to see from the JAVELIN or other studies to help you decide 
which combination treatment to use? 

 
· How long of a follow-up period would you like to see in the KEYNOTE-426 and JAVELIN 

Renal 101 studies in order to be comfortable offering those treatment combinations to 
your patients? 

 
· Which outcome is more clinically relevant to your practice: Overall survival or progression-

free survival? 
 
· Do you feel that the outcome of treatment-free survival being used in more recent clinical 

trials will play a role in clinical selection of immuno-oncology therapy in the future?  If so, 
what weight will it be given, or should it be given? 

 
· To what extent does the risk of immune-related adverse events affect your treatment 

choice of combination immuno-oncology therapy? 
 

· What efficacy and/or safety data would you like to see for upcoming trials of triple 
therapy? 

 
· How do you define complete response (CR), partial response (PR), and stable disease (SD), 

and at what point do you stop therapy once CR, PR, or SD is reached? 
 
· What is your approach to treatment sequencing for patients with renal cell carcinoma? 

What efficacy and safety data from the response adaptive design studies (OMNIVORE and 
TITAN RCC) would you like to see to feel more confident in your treatment sequencing 
choices? 

 
· How do you approach treatment in patients with autoimmune disease? 
 
· What are your first-line treatments for patients with non-clear cell renal cell carcinoma? 

 
 


