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PANEL: Key experts
in GU malignancies
> 7 from US

> 2 from Europe
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Panel Consisting of 7 US and 2 European GU Cancer Experts
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Meeting Agenda

Welcome and Introductions Daniel Petrylak, MD
Prostate Cancer Part 1 — Standard and Emerging Therapies Oliver Sartor, MD, FACS
Discussion All faculty
Prostate Cancer Part 2 — Targeting DNA Repair in mCRPC Karim Fizazi, MD, PhD; Susan Slovin, MD, PhD, FACP
Discussion All faculty
Bladder Cancer Part 1 — Immunotherapies Leonard Gomella, MD, FACS; Joaquim Bellmunt, MD, PhD
Discussion All faculty
Bladder Cancer Part 2 — Targeted Therapies Scott Tagawa, MD, FACP
Discussion All faculty
Clear Cell Renal Cell Carcinoma Thomas Powles, MBBS, MRCP, MD
Discussion All faculty
Non-clear Cell Renal Cell Carcinoma Robert Dreicer, MD, MACP, FASCO
Discussion All faculty
:?th{- Summary and Closing Remarks Daniel Petrylak, MD /ﬂ\
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Congress Highlights

Prostate Cancer Part 1 — Standard and Emerging
Therapies




Prostate irradiation in men with de novo, low-volume mCSPC: Results of
PEACE-1, a phase 3 randomized trial with a 2x2 design

Bossi, et al. 2023, ASCO LBAS5000
STUDY POPULATION AND METHODS

> 1172 pts with de novo mCSPC were randomized to receive ADT- 5

RADIOGRAPHIC PROGRESSION-FREE SURVIVAL




STARTAR: A phase 2 trial of AR inhibition with ADT and apalutamide with

RT followed by docetaxel in men with PSA recurrent PC after prostatectomy
Zhang, et al. 2023, ASCO 5016

STUDY POPULATION AND METHODS PSA PROGRESSION-FREE SURVIVAL

> 39 pts with high-risk PSA-recurrent PC post-prostatectomy



Phase | results of PSMA-targeted radionuclide therapy with alpha-
radiolabeled antibody 225Ac-J591 and beta-radioligand 177Lu-PSMA

Tagawa, et al. 2023, ASCO 5018
STUDY POPULATION AND METHODS PSA RESPONSE
> 18 pts with progressive mCRPC, =21 prior AR signaling inhibitor A




Phase | study of PSCA-targeted chimeric antigen receptor (CAR) T cells

in patients with mCRPC
Dorff, et al. 2023, ASCO 5019

STUDY POPULATION AND METHODS PSA RESPONSE
> 14 pts with mCRPC previously treated with at least 1 ARSI _




EMBARK: Phase 3 study of enzalutamide or placebo plus leuprolide and
enzalutamide monotherapy in high-risk biochemically recurrent PC
Shore, et al. 2023, AUA LBA02-09

STUDY POPULATION AND METHODS

> 1068 pts with PSA-recurrent PC post-prostatectomy and/or radiation

METASTASIS-FREE SURVIVAL
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Key Insights

Prostate Cancer Part 1 — Standard and Emerging
Therapies




Experts Debated New Approaches for PSA-Recurrent PC
Following Prostatectomy

EMBARK

Experts expect the combination of ADT-enzalutamide for patients with rising PSA P

&
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Experts Debated the Role of Radiation in the Treatment of De
Novo mCSPC

PEACE-1

Analysis of the RT arms in the low-volume subset of patients with de novo
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Experts Considered Novel Therapies for mCRPC

RADIOLABELED PSMA-TARGETED THERAPIES

Efficacy and safety data from the phase | trial combining alpha- and beta-labeled

5 APTITUDE Hears

EPICS

- R —
e A —
T —— . —
| —— . ——




9r€ APTITUDE weaurw

EPICS

Congress Highlights

Prostate Cancer Part 2 — Targeting DNA Repair in
mCRPC




Presence of somatic/germline HRR mutations and outcomes in mCRPC

pts receiving 1L treatment stratified by BRCA status
Olmos, et al. 2023, ASCO 5003

STUDY POPULATION AND METHODS OVERALL SURVIVAL

EPICS

> 729 pts with mCRPC were analyzed for the presence of HRR
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TALAPRO-2: Phase 3 of talazoparib + enzalutamide vs placebo + ENZA

1L treatment for mCRPC harboring HRR gene alterations
Fizazi, et al. 2023, ASCO 5004

STUDY POPULATION AND METHODS rPFS IN HRRm SUBGROUP

EPICS

> 805 pts with mCRPC (prior abiraterone and docetaxel allowed in
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LUPARP: Phase 1 trial of 177Lu-PSMA-617 and olaparib in patients with
mCRPC

Sandhu, et al. 2023, ASCO 5005
STUDY POPULATION AND METHODS PSA RESPONSE BY COHORT

EPICS

> 32 pts with mCRPC previously treated with an ARSI and
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HRQoL and pain outcomes for pts with mCRPC who received abiraterone

and olaparib vs abi and placebo in PROpel
Thiery-Vuillemin, et al. 2023, ASCO 5012

STUDY POPULATION AND METHODS

> 398 pts with mCRPC, no prior chemotherapy or next-generation

FACT-P SCORES
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PROs among men receiving talazoparib + enzalutamide vs placebo +
ENZA as 1L treatment for mCRPC: Results from TALAPRO-2

Agarwal, et al. 2023, ASCO 5013
STUDY POPULATION AND METHODS GLOBAL HEALTH/QUALITY OF LIFE

EPICS

> 805 pts with mCRPC (prior abiraterone and docetaxel allowed in
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Key Insights

Prostate Cancer Part 2 — Targeting DNA Repair in
MCRPC




Experts Debated PARPi + ARSI Combinations for mCRPC

TALAPRO-2

The magnitude of benefit observed in TALAPRO-2 with the addition of talazoparib
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Experts Discussed Investigational PARPi + Radioligand
Strategies

LuPARP

Experts are enthusiastic about the phase | results from the LUPARP trial in
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Bladder Cancer Part 1 — Immunotherapies




SunRISe-1: Patients with BCG-unresponsive high-risk NMIBC receiving

TAR-200 in combination with cetrelimab, TAR-200, or cetrelimab alone
Daneshmand, et al. 2023, AUA LBA02-03

STUDY POPULATION AND METHODS DURATION OF RESPONSE
> 47 pts with BCG-refractory NMIBC

— - —— L - - - -



CORE-001: Phase 2 study of CG0070 combined with pembrolizumab in

patients with NMIBC unresponsive to BCG
Li, et al. 2023, AUA 23-5631

STUDY POPULATION AND METHODS DURATION OF RESPONSE
> 35 pts with BCG-unresponsive CIS-containing NMIBC

— — —— - - - - - -



Long-term outcomes of pembro + gem and concurrent hypofractionated

RT as bladder sparing treatment for MIUC: A phase 2 trial
Economides, et al. 2023, ASCO 4509

STUDY POPULATION AND METHODS
> 54 pts with MIBC - - - -

2-YEAR EFFICACY OUTCOMES




OS by response to 1L induction treatment with atezolizumab + plt/gem

vs placebo + plt/gem in mUC: Updated IMvigor130 OS final analysis
Grande, et al. 2023, ASCO 4503

STUDY POPULATION AND METHODS POST-INDUCTION OS IN PATIENTS WITH NO PD

> Pts with mUC previously untreated for metastatic disease

- — — — — - - -



Impact of histology on the efficacy and safety of pembrolizumab for
advanced UC in the phase 3 KEYNOTE-045 and KEYNOTE-361 trials

Giannatempo, et al. 2023, ASCO 4512
STUDY POPULATION AND METHODS OVERALL SURVIVAL

> Pts with mUC treated with pembrolizumab monotherapy enrolled wu - L



Long-term safety of avelumab 1L maintenance for advanced UC in the
JAVELIN Bladder 100 trial

Bellmunt, et al. 2023, ASCO 4516
STUDY POPULATION AND METHODS

> Pts with advanced UC that had not progressed with 4—6 cycles of - - - -

irAEs OCCURRING AFTER 12 MONTHS OF THERAPY




Estimated net benefit of avelumab + BSC for aUC using a quality-adjusted

time without cancer symptoms or toxicity (Q-TWiST) analysis
Powles, et al. 2023, ASCO 4515

STUDY POPULATION AND METHODS Q-TWiST ANALYSIS

A, Avelumab + BSC

> Pts with advanced UC that had not progressed with 4—6 cycles of e 85 o . -
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Key Insights

Bladder Cancer Part 1 — Immunotherapies




Experts Discussed the Development of New Therapies for
Nonmuscle-Invasive Bladder Cancer

INTRAVESICAL THERAPIES

There are a number of interesting agents currently in trials for BCG- r\

3
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Experts Discussed Analyses of Previously Presented Trials
in mUC

JAVELIN BLADDER 100

The long-term safety analysis and the potential for irAEs with maintenance A

3
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Experts Speculated on Future Treatment Practice Patterns

EV-PEMBRO VS MAINTENANCE AVELUMAB
Experts speculated that a HR of 0.65-0.70 will be necessary for EV +
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Bladder Cancer Part 2 — Targeted Therapies




Phase 3 THOR study: Erdafitinib vs chemotherapy in advanced or

metastatic urothelial cancer (mUC) with select FGFR alterations
Loriot, et al. 2023, ASCO LBA4619

STUDY POPULATION AND METHODS OVERALL SURVIVAL

EPICS

> 266 pts with advanced or mUC with select FGFR3/2alt



Erdafitinib vs ERDA plus cetrelimab for mUC and FGFR alterations: Final

results from the phase 2 Norse study
Siefker-Radtke, et al. 2023, ASCO 4504

STUDY POPULATION AND METHODS DURATION OF RESPONSE

> 87 pts with previously untreated cis-ineligible mUC with

— o~ —r—-



EV-103 cohort A: Long-term outcome of enfortumab vedotin + pembro in

1L cisplatin-ineligible la/imUC with nearly 4 years of follow-up
Gupta, et al. 2023, ASCO 4505

STUDY POPULATION AND METHODS DURATION OF RESPONSE

> 45 1L cisplatin-ineligible pts with la/mUC



Safety analysis by UGT1A1 status of TROPHY-U-01 cohort 1: sacituzumab g3z«

govitecan (SG) in mUC after PT-based chemo and a CPI
Tagawa, et al. 2023, ASCO 4514

STUDY POPULATION AND METHODS SAFETY

> 113 pts with heavily pretreated mUC treated with SG
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Key Insights

Bladder Cancer Part 2 — Targeted Therapies




Experts Discussed the Treatment of FGFR-Altered mUC

THOR
THOR phase lll results support erdafitinib as SOC post-platinum and 10, and
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Experts Discussed the Use of ADCs in mUC

ENFORTUMAB VEDOTIN + PEMBROLIZUMAB

Updated analysis of EV-103 showed excellent long-term PFS and OS with EV +
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Clear Cell Renal Cell Carcinoma




Atezolizumab plus cabozantinib vs cabozantinib alone after progression
with prior ICI mRCC: Primary PFS analysis from CONTACT-03 study

Choueiri, et al. 2023, ASCO LBA4500
STUDY POPULATION AND METHODS PROGRESSION-FREE SURVIVAL

> 522 pts with mRCC with radiographic progression on or after prior




Adjuvant nivolumab plus ipilimumab vs placebo for localized RCC at

high risk of relapse: Subgroup analyses CheckMate 914 (part A)
Motzer, et al. 2023, ASCO 4506

STUDY POPULATION AND METHODS DFS SUBSET ANALYSIS

EPICS

> 816 pts with RCC at high risk of post-nephrectomy relapse

NIVO+IPI _Placebo



Pembrolizumab plus axitinib versus sunitinib as 1L therapy for advanced

clear cell renal cell carcinoma: 5-year analysis of KEYNOTE-426
Rini, et al. 2023, ASCO LBA4501

STUDY POPULATION AND METHODS OVERALL SURVIVAL

> 861 treatment-naive patients with advanced ccRCC were e

— — - - —



Final prespecified OS analysis of CLEAR: 4-year follow-up of lenvatinib

plus pembrolizumab vs sunitinib in patients with aRCC
Motzer, et al. 2023, ASCO 4502

STUDY POPULATION AND METHODS OVERALL SURVIVAL
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Key Insights

Clear Cell Renal Cell Carcinoma




Experts Discussed the Implications of Longer Follow-up of
1L 10-TKI Trials for mRCC

KEYNOTE-426 AND CLEAR
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Experts Discussed Rechallenging Patients With an ICI After
Progression on an ICI-Containing Regimen

CONTACT-03
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Experts Considered the Implications of the Subset Analyses

of the Adjuvant CheckMate 914 Trial

BIOMARKERS FOR 10 THERAPY
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Experts Debated the Comparative Efficacy of 1L 10-10 vs IO-
TKI Regimens for mRCC

Summary of 1st line renal cancer OS data at
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Non-clear Cell Renal Cell Carcinoma




First-line lenvatinib + pembrolizumab treatment across non-clear cell

renal cell carcinomas: Results of the phase 2 KEYNOTE-B61 study
Lee, et al. 2023, ASCO 4518

STUDY POPULATION AND METHODS OBJECTIVE RESPONSE BY HISTOLOGY

EPICS

> 158 pts with previously treated advanced/metastatic nccRCC



Efficacy of 1L 10-based regimens in patients with sarcomatoid and/or

rhabdoid (S/R) metastatic nccRCC: Results from the IMDC
Labaki, et al. 2023, ASCO 4519

STUDY POPULATION AND METHODS OUTCOMES IN S/R nccRCC - 10 VS VEFG TKI

> 103 pts with sarcomatoid/rhabdoid (S/R) nccRCC treated with

NI r— s NI — e —_




Phase Il study of cabozantinib with nivolumab and ipilimumab in

advanced renal cell carcinoma with variant histologies
McGregor, et al. 2023, ASCO 4520

STUDY POPULATION AND METHODS TOXICITY
> 40 pts with RCC with variant histologies
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Key Insights

Non-clear Cell Renal Cell Carcinoma




Experts Discussed Treatment Paradigms for Non-clear Cell
RCC

IMMUNOTHERAPY VS VEGFR TKis

4 —S—
e

T ——
.-y —

. —
e e — ——
O W —— —
e ———

55 APTITUDE seans 7N



5¢ APTITUDE Heaurs’

US 5901-C Peachtree Dunwoody Road NE
Suite 200, Atlanta, GA 30328, US

EU Wilhelmina van Pruisenweg 104
2595 AN The Hague, the Netherlands

UK 6th Floor, 2 Kingdom Street
London, W2 6BD, United Kingdom

aptitudehealth.com

® 00

Copyright © 2023 Aptitude Health. All Rights Reserved. APTITUDE HEALTH® is a federally registered service mark of Aptitude Health Holdings, LLC


https://twitter.com/aptitude_health
https://www.facebook.com/aptitudehealth/
https://www.linkedin.com/company/aptitude-health/
http://www.aptitudehealth.com/

	Conference Coverage: �ASCO 2023 – Focus on Genitourinary (GU) Malignancies 
	Report Contents
	Meeting Snapshot
	Panel Consisting of 7 US and 2 European GU Cancer Experts
	Meeting Agenda
	Congress Highlights
	Prostate irradiation in men with de novo, low-volume mCSPC: Results of PEACE-1, a phase 3 randomized trial with a 2x2 design�Bossi, et al. 2023, ASCO LBA5000
	STARTAR: A phase 2 trial of AR inhibition with ADT and apalutamide with  RT followed by docetaxel in men with PSA recurrent PC after prostatectomy�Zhang, et al. 2023, ASCO 5016
	Phase I results of PSMA-targeted radionuclide therapy with alpha-radiolabeled antibody 225Ac-J591 and beta-radioligand 177Lu-PSMA Tagawa, et al. 2023, ASCO 5018
	Phase I study of PSCA-targeted chimeric antigen receptor (CAR) T cells in patients with mCRPC�Dorff, et al. 2023, ASCO 5019
	EMBARK: Phase 3 study of enzalutamide or placebo plus leuprolide and enzalutamide monotherapy in high-risk biochemically recurrent PC�Shore, et al. 2023, AUA LBA02-09
	Key Insights
	Experts Debated New Approaches for PSA-Recurrent PC Following Prostatectomy�
	Experts Debated the Role of Radiation in the Treatment of De Novo mCSPC�
	Experts Considered Novel Therapies for mCRPC�
	Congress Highlights
	Presence of somatic/germline HRR mutations and outcomes in mCRPC pts receiving 1L treatment stratified by BRCA status�Olmos, et al. 2023, ASCO 5003
	TALAPRO-2: Phase 3 of talazoparib + enzalutamide vs placebo + ENZA 1L treatment for mCRPC harboring HRR gene alterations�Fizazi, et al. 2023, ASCO 5004
	LuPARP: Phase 1 trial of 177Lu-PSMA-617 and olaparib in patients with mCRPC�Sandhu, et al. 2023, ASCO 5005
	HRQoL and pain outcomes for pts with mCRPC who received abiraterone and olaparib vs abi and placebo in PROpel�Thiery-Vuillemin, et al. 2023, ASCO 5012
	PROs among men receiving talazoparib + enzalutamide vs placebo + ENZA as 1L treatment for mCRPC: Results from TALAPRO-2�Agarwal, et al. 2023, ASCO 5013
	Key Insights
	Experts Debated PARPi + ARSI Combinations for mCRPC�
	Experts Discussed Investigational PARPi + Radioligand Strategies�
	Congress Highlights
	SunRISe-1: Patients with BCG-unresponsive high-risk NMIBC receiving TAR-200 in combination with cetrelimab, TAR-200, or cetrelimab alone�Daneshmand, et al. 2023, AUA LBA02-03
	CORE-001: Phase 2 study of CG0070 combined with pembrolizumab in patients with NMIBC unresponsive to BCG�Li, et al. 2023, AUA 23-5631
	Long-term outcomes of pembro + gem and concurrent hypofractionated RT as bladder sparing treatment for MIUC: A phase 2 trial�Economides, et al. 2023, ASCO 4509
	OS by response to 1L induction treatment with atezolizumab + plt/gem vs placebo + plt/gem in mUC: Updated IMvigor130 OS final analysis�Grande, et al. 2023, ASCO 4503
	Impact of histology on the efficacy and safety of pembrolizumab for advanced UC in the phase 3 KEYNOTE-045 and KEYNOTE-361 trials�Giannatempo, et al. 2023, ASCO 4512
	Long-term safety of avelumab 1L maintenance for advanced UC in the JAVELIN Bladder 100 trial�Bellmunt, et al. 2023, ASCO 4516
	Estimated net benefit of avelumab + BSC for aUC using a quality-adjusted time without cancer symptoms or toxicity (Q-TWiST) analysis�Powles, et al. 2023, ASCO 4515
	Key Insights
	Experts Discussed the Development of New Therapies for Nonmuscle-Invasive Bladder Cancer�
	Experts Discussed Analyses of Previously Presented Trials in mUC�
	Experts Speculated on Future Treatment Practice Patterns 
	Congress Highlights
	Phase 3 THOR study: Erdafitinib vs chemotherapy in advanced or metastatic urothelial cancer (mUC) with select FGFR alterations�Loriot, et al. 2023, ASCO LBA4619
	Erdafitinib vs ERDA plus cetrelimab for mUC and FGFR alterations: Final results from the phase 2 Norse study�Siefker-Radtke, et al. 2023, ASCO 4504
	EV-103 cohort A: Long-term outcome of enfortumab vedotin + pembro in 1L cisplatin-ineligible la/mUC with nearly 4 years of follow-up�Gupta, et al. 2023, ASCO 4505
	Safety analysis by UGT1A1 status of TROPHY-U-01 cohort 1: sacituzumab govitecan (SG) in mUC after PT-based chemo and a CPI�Tagawa, et al. 2023, ASCO 4514
	Key Insights
	Experts Discussed the Treatment of FGFR-Altered mUC�
	Experts Discussed the Use of ADCs in mUC�
	Congress Highlights
	Atezolizumab plus cabozantinib vs cabozantinib alone after progression with prior ICI mRCC: Primary PFS analysis from CONTACT-03 study�Choueiri, et al. 2023, ASCO LBA4500
	Adjuvant nivolumab plus ipilimumab vs placebo for localized RCC at high risk of relapse: Subgroup analyses CheckMate 914 (part A)�Motzer, et al. 2023, ASCO 4506
	Pembrolizumab plus axitinib versus sunitinib as 1L therapy for advanced clear cell renal cell carcinoma: 5-year analysis of KEYNOTE-426�Rini, et al. 2023, ASCO LBA4501
	Final prespecified OS analysis of CLEAR: 4-year follow-up of lenvatinib plus pembrolizumab vs sunitinib in patients with aRCC�Motzer, et al. 2023, ASCO 4502
	Key Insights
	Experts Discussed the Implications of Longer Follow-up of 1L IO-TKI Trials for mRCC�
	Experts Discussed Rechallenging Patients With an ICI After Progression on an ICI-Containing Regimen�
	Experts Considered the Implications of the Subset Analyses of the Adjuvant CheckMate 914 Trial�
	Experts Debated the Comparative Efficacy of 1L IO-IO vs IO-TKI Regimens for mRCC�
	Congress Highlights
	First-line lenvatinib + pembrolizumab treatment across non-clear cell renal cell carcinomas: Results of the phase 2 KEYNOTE-B61 study�Lee, et al. 2023, ASCO 4518
	Efficacy of 1L IO-based regimens in patients with sarcomatoid and/or rhabdoid (S/R) metastatic nccRCC: Results from the IMDC�Labaki, et al. 2023, ASCO 4519
	Phase II study of cabozantinib with nivolumab and ipilimumab in advanced renal cell carcinoma with variant histologies�McGregor, et al. 2023, ASCO 4520
	Key Insights
	Experts Discussed Treatment Paradigms for Non-clear Cell RCC�
	Slide Number 61

