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EPICS Congress Coverage: ESMO 2021 Highlights – GU Malignancies 
 
 
 
Chair: Daniel Petrylak, MD 
 
Confirmed Faculty 
Robert Dreicer, MD, MS, MACP, FASCO (TBC) 
Karim Fizazi, MD, PhD 
Thomas Powles, MBBS, MRCP, MD 
Oliver Sartor, MD 
Manuela Schmidinger, MD 
Susan Slovin, MD, PhD 
Scott Tagawa, MD, MS, FACP 
 
Agenda 
 

Time Topic Speaker/Moderator 
(5 min) Welcome and Introductions Daniel Petrylak, MD 

(10 min) 

Prostate Cancer – Evolving Therapies for 
Castration-Sensitive Disease  

• LBA25 – Final overall survival (OS) analysis 
from ARCHES: a phase 3, randomized, 
double-blind, placebo (PBO)-controlled study 
of enzalutamide (ENZA) + androgen 
deprivation therapy (ADT) in men with 
metastatic hormone-sensitive prostate cancer 
(mHSPC). Armstrong et al 

• LBA4_PR – Abiraterone acetate plus 
prednisolone (AAP) with or without 
enzalutamide (ENZ) added to androgen 
deprivation therapy (ADT) compared to ADT 
alone for men with high-risk non-metastatic 
(M0) prostate cancer (PCa): Combined 
analysis from two comparisons in the 
STAMPEDE platform protocol. Attard et al 

• LBA5_PR – A phase 3 trial with a 2x2 factorial 
design in men with de novo metastatic 
castration-sensitive prostate cancer: overall 
survival with abiraterone acetate plus 
prednisone in PEACE-1. Fizazi et al 

Susan Slovin, MD, 
PhD 
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(15 min) 

Discussion: Prostate Cancer – Evolving 
Therapies for Castration-Sensitive Disease 
Key Questions and Topics for Discussion 

• What are your thoughts on the OS results 
from the ARCHES trial? Does this influence 
your choice of therapy for men with mCSPC? 

• On the basis of the STAMPEDE analysis, 
does benefit of combined AR blockade + ADT 
outweigh side effects compared with ADT + a 
single AR-targeted agent? Is there any setting 
where you would recommend this triplet? 

• What is your impression of the OS data from 
the PEACE-1 trial for abiraterone? Will you 
use this approach in patients with de novo 
mCSPC? If so, which patients? 

All 

(5 min) Summary and Key Takeaways  

(10 min) 

Prostate Cancer – Emerging Evidence in 
Castration-Resistant Disease  

• LBA24 – Cabozantinib (C) in combination with 
atezolizumab (A) in patients (pts) with 
metastatic castration-resistant prostate cancer 
(mCRPC): results of expanded cohort 6 of the 
COSMIC-021 Study. Agarwal et al 

• 577O – PRINCE: Interim analysis of the 
phase Ib study of 177Lu-PSMA-617 in 
combination with pembrolizumab for 
metastatic castration resistant prostate cancer 
(mCRPC). Sandhu et al 

• 576MO – Health-related quality of life 
(HRQoL), pain and safety outcomes in the 
phase III VISION study of 177Lu-PSMA-617 in 
patients with metastatic castration-resistant 
prostate cancer. Fizazi et al 

• LBA26 – Darolutamide maintenance in 
metastatic castration resistant prostate cancer 
(mCRPC) previously treated with novel 
hormonal agents (NHA) and non-progressive 
disease after subsequent treatment with a 
taxane: A randomized double-blind placebo-
controlled phase II trial (SAKK 08/16). 
Cathomas et al 

• 578MO – Phase Ib/II study of sabizabulin 
(VERU-111), an androgen receptor transport 
disruptor, in men with metastatic castration 
resistant prostate cancer (mCRPC) who failed 
an androgen receptor targeting agent (ARTA). 
Markowski et al 

Oliver Sartor, MD 



 
Page 3 of 6 

 

• 579MO – CheckMate 9KD cohort A2 final 
analysis: Nivolumab (NIVO) + rucaparib for 
chemotherapy (CT)-naïve metastatic 
castration-resistant prostate cancer (mCRPC). 
Petrylak et al 

(15 min) 

Discussion: Prostate Cancer – Emerging 
Evidence in Castration-Resistant Disease 
Key Questions and Topics for Discussion 

• On the basis of results from the COSMIC-021 
trial, does the combination of cabozantinib + 
atezolizumab appear to be synergistic? 
Should this regimen be further developed? 

• Does the combination of 177Lu-PSMA-617 + 
pembrolizumab appear feasible? Does 
efficacy appear greater than either agent 
alone? Should this combination be explored 
further? 

• Are the QOL results from VISION what you 
expected? Does this change your opinion of 
where 177Lu-PSMA-617 should be placed in 
the algorithm?  

‒ How do you see the evolution of 
“theranostics” in your center/region, 
and how is this being organized? 

‒ How would you sequence 177Lu-
PSMA-617 with cabazitaxel and Ra-
223? 

‒ Are we ready to implement this 
treatment (177Lu-PSMA-617) in 
university hospitals and/or the 
community setting? In your region? 

• What are your thoughts on the strategy of 
using darolutamide as maintenance following 
taxane treatment, on the basis of the phase II 
results? 

• What are your thoughts on sabizabulin, and its 
MOA? Are the efficacy and safety signals 
sufficient to support further development? 

• What is your opinion regarding combinations 
of immune checkpoint inhibitors and PARP 
inhibitors in mCRPC, on the basis of the 
CheckMate 9KD cohort results? Does this 
approach show potential to increase the 
activity of immune checkpoint inhibitors in 
PC? Or to expand the population of patients 
who can benefit from PARP inhibitors? 

All 



 
Page 4 of 6 

 

(5 min) Summary and Key Takeaways  

(10 min) 

Bladder Cancer – Evolving Strategies for BCG-
Unresponsive NMIBC and MIBC 

• 652O – Dose-dense methotrexate, 
vinblastine, doxorubicin and cisplatin (dd-
MVAC) or gemcitabine and cisplatin (GC) as 
perioperative chemotherapy for patients with 
muscle-invasive bladder cancer (MIBC): 
Results of the GETUG/AFU VESPER V05 
phase III trial. Pfister et al 

• 659MO – Avelumab (A) as the basis of 
neoadjuvant chemotherapy (NAC) regimen in 
platinum eligible and ineligible patients (pts) 
with non-metastatic muscle invasive bladder 
cancer (NM-MIBC). Chanza et al 

• LBA31 – High- vs low-dose pre-operative 
ipilimumab and nivolumab in locoregionally 
advanced urothelial cancer (NABUCCO 
cohort 2). Van Dorp et al 

Karim Fizazi, MD, PhD 

(15 min) 

Discussion: Bladder Cancer – Evolving Strategies 
for BCG-Unresponsive NMIBC and MIBC 
Key Questions and Topics for Discussion 

• How does perioperative therapy with ddMVAC 
compare with GC for MIBC? What is the 
standard of care in this setting, and what are 
the implications of these results? 

• On the basis of results of the 2 neoadjuvant 
trials with the immune checkpoint inhibitors, 
what are your thoughts about the potential 
role for ICIs in the setting of nonmetastatic 
MIBC and/or locally advanced UC? How does 
the combination of ipi-nivo compare with a 
single-agent ICI or ICI-chemo combination, 
with regard to both efficacy and safety? 

All 

(5 min) Summary and Key Takeaways  

(10 min) Break  

(10 min) 

Bladder Cancer – Advances in Metastatic Disease 
• LBA27 – Erdafitinib (ERDA) or ERDA Plus 

Cetrelimab (CET) for Patients With Metastatic 
or Locally Advanced Urothelial Carcinoma 
(mUC) and Fibroblast Growth Factor Receptor 
Alterations (FGFRa): First Phase (Ph) 2 
Results From the NORSE Study. Powles et al 

• 651O – Phase II trial of pembrolizumab (P) in 
combination with sEphB4-HSA (B4) in 
previously treated metastatic urothelial 
carcinoma (mUC). Sadeghi et al 

Scott Tagawa, MD, 
MS, FACP 
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• 658MO – Cisplatin (cis)-related 
immunomodulation and efficacy with 
atezolizumab (atezo) + cis- vs carboplatin 
(carbo)-based chemotherapy (chemo) in 
metastatic urothelial cancer (mUC). Galsky et 
al 

(15 min) 

Discussion: Bladder Cancer – Advances in 
Metastatic Disease 
Key Questions and Topics for Discussion 

• Does the addition of cetrelimab appear to 
have a synergistic effect with erdafitinib? Do 
the efficacy and safety of this combination 
warrant further investigation? 

• What are your thoughts on the combination of 
pembrolizumab with sEphB4-HSA (B4)? Is 
this combination feasible? Does sEphB4-HSA 
(B4) appear to add significantly to the efficacy 
above what would be expected with 
pembrolizumab alone? 

• Does there appear to be a significant 
difference in efficacy depending on whether 
cisplatin or carboplatin is partnered with 
atezolizumab in mUC? 

All 

(5 min) Summary and Key Takeaways  

(10 min) 

New Data in Renal Cell Carcinoma (Part 1) 
• LBA28 – STAR. A Randomised Multi-Stage 

Phase II/III Trial of Standard first-line therapy 
(sunitinib or pazopanib) Comparing 
Temporary Cessation with Allowing 
Continuation, in the treatment of locally 
advanced and/or metastatic Renal Cancer 
(RCC). Brown et al 

• LBA29 – Nivolumab in combination with 
alternatively scheduled ipilimumab in first-line 
treatment of patients with advanced renal cell 
carcinoma: a randomized phase II trial 
(PRISM). Vasudev et al 

• 653O – Pembrolizumab (pembro) vs placebo 
as adjuvant therapy for patients (pts) with 
renal cell carcinoma (RCC): Patient-reported 
outcomes (PRO) in KEYNOTE-564. Choueiri 
et al 

Thomas Powles, 
MBBS, MRCP, MD 

(10 min) 

New Data in Renal Cell Carcinoma (Part 2) 
• 656MO – Phase II study of belzutifan (MK-

6482), an oral hypoxia-inducible factor 2α 
(HIF-2α) inhibitor, plus cabozantinib for 

Manuela Schmidinger, 
MD 
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treatment of advanced clear cell renal cell 
carcinoma (ccRCC). McDermott et al 

• 657MO – Antibiotic (ATB) therapy and 
outcome from nivolumab (N) in metastatic 
renal cell carcinoma (mRCC) patients (pts): 
Results of the GETUG-AFU 26 NIVOREN 
multicentric phase II study. Derosa et al 

• 654MO – A phase II prospective trial of 
frontline cabozantinib in metastatic collecting 
ducts renal cell carcinoma: The BONSAI trial 
(Meeturo 2). Procopio et al 

(20 min) 

Discussion: New Data in Renal Cell Carcinoma  
Key Questions and Topics for Discussion 

• Do the results of the STAR trial support a 
treatment break following first-line therapy for 
mRCC with a VEGFR inhibitor? What are the 
implications of these findings when the SOC is 
typically a VEGF-ICI combination or an ICI-ICI 
combination frontline? 

• Do alternative schedules of ipilimumab with 
nivolumab provide an advantage over the 
standard schedule of ipilimumab? Would this 
expand the population of patients in which this 
combination is used? 

• Do the PRO results from KEYNOTE-564 
support the use of pembrolizumab in the 
adjuvant setting for ccRCC? Have you been 
using this in the clinic, and if so, in which 
patients? 

• Does the combination of belzutifan (MK-6482) 
and cabozantinib appear feasible? What do 
you think of the activity in ICI-pretreated 
patients vs treatment naive? Could this 
combination have a role beyond VHL-
associated ccRCC?  

• How does antibiotic therapy impact outcomes 
with nivolumab in mRCC? 

• For patients with collecting duct RCC, how 
does cabozantinib compare with other 
frontline options? 

All 

(5 min) Summary and Key Takeaways  

 Closing Remarks and Adjourn Daniel Petrylak, MD 
 
 


