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Urothelial Carcinoma 

Data Summary 

• Check-Mate 275: Nivolumab demonstrated antitumor activity in patients with platinum-

refractory metastatic urothelial carcinoma; responses enriched in patients with high 

PD-L1 expression (slide 4). 

• KEYNOTE-045: Pembrolizumab improved PFS and OS over chemotherapy in patients 

with platinum-refractory metastatic urothelial carcinoma, regardless of PD-L1 

expression levels (slides 5, 6). 

• IMvigor211: Atezolizumab improved OS over chemotherapy in intention-to-treat, but 

not PD-L1 over-expressing, patients with platinum-refractory metastatic urothelial 

carcinoma (slide 7). 

• IMvigor210: Atezolizumab yielded highest improvement in ORR in patients with high 

PD-L1 expression, but low PD-L1 expression did not preclude a response (slide 8). 

• JAVELIN Solid Tumor Study: Avelumab demonstrated antitumor activity in patients 

with platinum-refractory metastatic urothelial carcinoma with a manageable safety 

profile (slide 9).  

• Study 1108: Durvalumab demonstrated antitumor activity in patients with platinum-

refractory metastatic urothelial carcinoma (slide 10). 

 

Discussion Guide 

1. Based on the efficacy and safety results of the CheckMate 275, IMvigor 210/211, 

JAVELIN, KEYNOTE-045, and Study 1108 trials: 

• Do you feel that PD-1/PD-L1 checkpoint inhibitors can result in long-term benefits 

for advanced/metastatic urothelial carcinoma patients? 

• Do you feel the benefits of checkpoint inhibitors can outweigh the risks in these 

patients, respectively? 

• Is there any additional information you would like to see from these and/or other 

clinical trials? 

 

2. Based on the results of these key trials, are you comfortable with prescribing a 

checkpoint inhibitor for relapsed/refractory patients?  

• What about in the frontline setting for cisplatin-ineligible patients? 

• What factors might cause you to consider checkpoint inhibitors as an option for 

relapse/refractory patients? 

• When might you opt for a checkpoint inhibitor over chemotherapy in a 

chemotherapy-eligible patient? Or vice-versa? 



• According to these trials, how do specific or overall adverse-event profiles influence 

your decision to use a checkpoint inhibitor? 

• What factors might contribute to your choice between immunotherapy regimens?  

• What challenges or limitations might we face when treating patients with these 

therapies? 

 

3. If a clinical trial of a checkpoint inhibitor for patients with relapsed/refractory 

urothelial carcinoma was close by, would you encourage enrollment in this trial? 

• What if the trial was for first-line therapy? 

 

Renal Cell Carcinoma (RCC) 

Data Summary 

• CheckMate 025: Nivolumab yielded superior OS and PFS to everolimus in pretreated 

advanced/metastatic patients without PFS advantage (slides 12, 13). 

• CheckMate 214: Nivolumab plus ipilimumab yielded survival advantage over 

sunitinib in treatment-naïve patients with intermediate/poor risk (slide 14). 

• JAVELIN Renal 101: Avelumab plus axitinib yielded significantly longer PFS versus 

sunitinib in the first-line setting, regardless of PD-L1 status; the rate of grade 4 

adverse events was similar to sunitinib (slides 15-17). 

• Positive safety and efficacy results were obtained for pembrolizumab/axitinib and 

pembrolizumab/lenvatinib combinations from phase I trials; phase III studies that 

are ongoing (slides 18-20). 

 

Discussion Guide 

1. Based on the efficacy and safety results of the CheckMate 025 and CheckMate 214 trials: 

• Do you feel checkpoint inhibitors can result in long-term benefits for 

advanced/metastatic RCC? 

• Do you feel that the benefits of checkpoint inhibitors can outweigh the risks in these 

patients? 

• Do you feel comfortable prescribing nivolumab to relapsed patients? What about 

prescribing nivolumab/ipilimumab combination in the first-line setting? 

• What additional information would you like to see from these and/or other trials? 

 

2. Based on the results of key trials of checkpoint inhibitor/TKI combination regimens 

presented: 

• Do you feel that checkpoint inhibitor/TKI combination can result in long-term 

benefits for previously untreated RCC patients? 

• How applicable do you find these clinical trial results to real-world patients?  

o What clinical factors might you consider when determining whether these 

combinations would be beneficial to real-world patients? 

o How comfortable do you think you would feel utilizing these therapies in one of 

your patients? 



• What challenges or limitations might we face when utilizing these therapies in our 

patients? 

• What additional information would you like to see from these and/or other trials? 

3. If a clinical trial of a checkpoint inhibitor/TKI combination regimen for patients with 

RCC was close by, would you encourage enrollment in this trial?  

• For advanced/metastatic patients?  

• For treatment-naïve patients? 

 

Nonsmall Cell Lung Cancer (NSCLC) 

Data Summary 

• KEYNOTE-001: Pembrolizumab improved OS in the first-line setting in patients with 

high PD-L1 expression compared to patients with low PD-L1 expression (slide 25). 

• KEYNOTE-024: First-line pembrolizumab was associated with improved response rate, 

PFS, and OS at 6 months compared to platinum-based chemotherapy in advanced 

patients with high PD-L1 expression (slide 26).  

• KEYNOTE-189: First-line combination of pembrolizumab with platinum/pemetrexed 

improved PFS and OS in metastatic nonsquamous patients, regardless of PD-L1 

expression, compared to platinum/pemetrexed alone (slide 27). 

• KEYNOTE-407: First-line combination of pembrolizumab with carboplatin/paclitaxel 

improved PFS and OS in metastatic squamous patients compared to carboplatin/ 

paclitaxel (slide 28). 

 

Discussion Guide 

1. Based on the results of recently presented pembrolizumab trials: 

• Do you feel that first-line pembrolizumab can result in long-term benefits for patients 

with advanced/metastatic NSCLC?  

• Do you feel comfortable prescribing pembrolizumab in the first-line setting for patients 

with advanced/metastatic NSCLC? Why or why not? 

• When might you consider either monotherapy with pembrolizumab alone, or in 

combination with platinum doublet chemotherapy, in the front-line setting?  

• What factors might contribute to this decision? 

• How applicable do you find these clinical trial results to real-world patients? 

• What challenges or limitations might we face when utilizing these therapies in real-

world patients? 

 

2. How would you compare the checkpoint inhibitors approved for second-line NSCLC therapy 

(pembrolizumab, nivolumab, atezolizumab)?  

• What factors do you consider when making this comparison?  

• What clinical factors might contribute to your choice between immunotherapy 

regimens?  

• Is there any additional information you would like to see from these clinical trials? 

 



3. If a clinical trial of a checkpoint inhibitor regimen for patients with NSCLC was close by, 

would you encourage enrollment in this trial?   

• For advanced/metastatic patients?  

• For treatment-naïve patients? 

 

Melanoma 

Data Summary 

• Ipilimumab improved OS in patients with metastatic melanoma relative to gp100 at 56-

months follow-up (slide 30). 

• KEYNOTE-006: Pembrolizumab demonstrated superior PFS and OS benefit over 

ipilimumab in patients with advanced melanoma (slide 31). 

• CheckMate 067: Nivolumab alone or in combination with ipilimumab outperformed 

ipilimumab monotherapy in patients with previously untreated advanced melanoma, 

regardless of BRAF status (slides 32, 33). 

• CheckMate 069: In terms of PFS, nivolumab/ipilimumab combination was superior to 

ipilimumab monotherapy in patients with previously untreated advanced melanoma, 

regardless of BRAF mutation status (slide 34). 

 

Discussion Guide 

1. Based on the efficacy and safety results of the KEYNOTE-006 and CheckMate 067/069 trials 

presented: 

• Do you feel that checkpoint inhibitors can result in long-term benefits for patients with 

advanced/metastatic melanoma? 

• Do you feel that the benefits of checkpoint inhibitors can outweigh the risks in these 

patients?  

• Do your thoughts vary depending on individual checkpoint inhibitors/combinations? 

 

2. Based on the results of these trials: 

• Are you comfortable with prescribing a checkpoint inhibitor for previously untreated 

advanced melanoma patients? 

• When would you opt for checkpoint inhibitor therapy versus targeted therapy with 

BRAF and MEK inhibitors in patients with BRAF V600 mutations? 

• What factors might contribute to your choice between pembrolizumab monotherapy, 

versus nivolumab monotherapy, versus nivolumab plus ipilimumab combination 

therapy? 

• According to these trials, how do specific or overall adverse-event profiles influence this 

decision? 

• Is there any additional information you would like to see from these and/or other 

clinical trials? 

• How applicable do you find these clinical trial results to real-world patients?  

• What challenges or limitations might you face when utilizing these therapies in real-

world patients? 



• If a clinical trial of a checkpoint inhibitor regimen for patients with previously untreated 

advanced melanoma was close by, would you encourage enrollment in this trial?   


