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2021 GU Cancers Symposium Highlights

ADC, radioligand therapy, adjuvant immunotherapy,

Feew

Lu-177-PSMA therapy for prostate cancer

Enfortumab Vedolin for advanced urothelial cancer
-
Adjuvant Nivolumab in MIUC

and more... AUNC | e coumsne
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Prostate Cancer Update

1. TheraP (ANZUP 1603) — Lu-177-PSMA in mCRPC
2. ACIS - Apa/Abi vs. Abi in mCRPC
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TheraP (ANZUP 1603)
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TheraP (ANZUP 1603)

Trial Schema
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TheraP (ANZUP 1603)

Patient Characte
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TheraP (ANZUP 1603)

Aim: to determine the activity and safety awule
of 177Lu-PSMA-617 vs cabazitaxel
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TheraP (ANZUP 1603)
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TheraP (ANZUP 1603)

Objective Response Rate (recist 1.1)
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TheraP (ANZUP 1603)

Selected Adverse Events
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Press Release (3/23/2021): Phase Il VISION study

Presented on April 28, 2021

Novartis announces positive
result of phase lll study with
radioligand therapy 177Lu-PSMA-
617 in patients with advanced
prostate cancer

Likely practice changing (awaiting data)
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ACIS

Results From ACIS, a Randomized, Placebo-
Controlled Double-Blind Phase 3 Study of
Apalutamide and Abiraterone Acetate Plus
Prednisone Versus Abiraterone in Patients With
Chemo-Naive Metastatic Castration-Resistant
Prostate Cancer
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ACIS
ACIS Study Schema: Randomized, Placebo-
Controlled Double-Blind Phase 3 Study®
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ACIS

Presented on April 28, 2021

Prespecified Subgroup Analysis of rPFS for
Baseline Characteristics®

16

ACIS

Long-Term Follow-up: 30% Reduction in Risk
of Radiographic Progression or Death

Long-tenm results: rPFS analysis at median follow-up of 54.8 months (Sep 15, 2020)

TPFS by
Investigator

17

ACIS

Similar OS Between APA + AAP and AAP

Final analysis at median follow-up of 54.8 months (Sep 15. 2020)

i
Overall Survival ]
i
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ACIS

APA + AAP Combination Safety Consistent With
Previously Reported Profiles: No New Safety Signals
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ACIS — Not practice changing without improvement in OS

ACIS Conclusions
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Bladder Cancer Update

1. EV-301- EV vs. Chemotherapy in mUC (previously treated)
2. EV-201 - EV in cisplatin-unfit mUC (prior 10)
3. CheckMate 274 — adjuvant Nivolumab in high-risk MIUC
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EV-301
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Primary Results of EV-301:

A Phase 3 Trial of Enfortumab Vedotin vs
Chemotherapy in Patients With Previously
Treated Locally Advanced or Metastatic
Urothelial Carcinoma

Thomas Powles, MD™; Jonathan E Rosenberg, MD™; Guru P Sonpavde, MD?.
Yohann Loriot, MD, PhD*; ignacio Durdn, MD, PhD?%; Jae-Lyun Lee, MD, PhD*;
o

™ C | inescnececoupasnenae
BUNC | sveaave

22

Enfortumab Vedotin
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EV-301

EV-301 Open-Label Phase 3 Trial Design

Primary endpoint: Overall survival
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EV-301
Results - D graphi
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Overall Survival
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EV-301
Overall Survival: Subgroup Analyses
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EV-301
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Progression-free Survival
=
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EV-301
Investigator-Assessed Overall Response
» 40.6%
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EV-301
Treatment-Related Adverse Events
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EV-301 - Practice changing

Presented on April 28, 2021

EV-301: Conclusions

overal survival

in patients with advanced UC who had peaviously recaived platinum-based

chamotharapy and a PD-11L1 inhidior
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Enfortumab vedotin is the first rug, beyond chamotherapy and immunotherapy.,
10 show significant survival advantage in praviously treated advanced UC
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EV-201

EV-201 Cohort 2: Enfortumab vedotin in
cisplatin-ineligible patients with locally
advanced or metastatic urothelial cancer who
received prior PD-1/PD-L1 inhibitors (NcT03219333)
Arjun V. Balar, Bradley McGregor, Jonathan Rosenberg, Michiel S. van der
Heijden, Se Hoon Park, Jae Lyun Lee, Michael R. Harrison, Elisabeth I, Heath,

Mark N. Stein, Yohann Loriot, Andrea Necchi, Joyce smnlmi, shan?.v,ns Lang,
Eric Kim, Janet Trowbridge, Mary Campbell, Daniel P. Petrylak, and Evan Y. Yu
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EV-201

EV-201: Non-Comparative, Pivotal Phase 2 Trial
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EV-201

EV-201 Cohort 2: Key Eligibility Criteria

* Key inclusion criteri:

able of

tastatic urothelial carcinoma (including

PD-1/PO-L1 inhibitor

ure to platinum
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EV-201 Cohort 2: Key Demographics and Disease Characteristics

Patients Patients
Characteristic N=89’ Characteristic N=89]
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EV-201

EV-201 Cohort 2: Best Overall Response per BICR

Patients (N=89)

ORR per RECIST v 1.1 assessed by BICR %
[Confirmed ORR, 95% CI* 52 (40.8, 62.4)
Bost overall response’

Confirmed complete response 20 ]
Confirmed partial response 31

Stable disease 30
Progressive disease 9 ]
Not evaluable’ 9
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EV-201

Presented on April 28, 2021

EV-201 Cohort 2: Change in Tumor Measurements per BICR
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EV-201

EV-201 Cohort 2: Responses by Subgroup per BICR
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EV-201

EV-201 Cohort 2: Progression-Free Survival and Overall Survival

Progression-Free Survival (%)
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EV-201 - Promising but not practice changing at this time

EV-201 Cohort 2: Summary and Conclusions
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PD-1/PD-L1 inhibitor and platinum-tre nts in EV-301

* These data support continued investigation of EV across the spectrum of urothelial
carcinoma and may support a new standard of care for this population with unmet need
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Study design
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CheckMate 274

Statistical design

« Two primary cbjectives
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CheckMate 274

Presented on April 28, 2021

Select baseline demographic and disease characteristics in
all randomized patients
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CheckMate 274

Disease-free survival
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CheckMate 274

Presented on April 28, 2021

Distant metastasis-free survival
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CheckMate 274

Safety summary in all treated patients
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CheckMate 274
Health-related quality of life: change from baseline in
EORTC-QLQ-C30 global health status score
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CheckMate 274 — Potential to be practice changing...

Presented on April 28, 2021

Summary
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IMvigor010 Study Design
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IMvigor 010

Presented on April 28, 2021

DFS by PD-L1 Status
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ALLIANCE A031501: Phase Ill randomized “Adjuvant study of peMBrolizumAb in muScle
invaSive and locAlly aDvanced urOthelial carcinoma” (AMBASSADOR) versus observation
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Kidney Cancer Update

1. CLEAR - Len/Pem in advanced ccRCC
2. SWOG 1500 — Cabo in pRCC
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CLEAR

Phase 3 trial of lenvatinib plus pembrolizumab or
everolimus versus sunitinib monotherapy as a
first-line treatment for patients with advanced
renal cell carcinoma (CLEAR study)
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CLEAR

Study Design
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CLEAR
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Progression-free Survival®
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CLEAR

Progression-free Survival” With Lenvatinib
Plus Pembrolizumab in Key Subgroups
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CLEAR

Overall Survival
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CLEAR

Confirmed Objective Response Rate”
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Treatment Exposure, Safety, and

Discontinuation

LEN + PEMBRO (n = 352) EN + EVE (n = 3

e &saton of reatrart, months mem— AR
{range)

Patients with any TRAEs (%) 9.9 9.7 21

Grade 23" ne no 83
Patients with any TRAES leading to dose
reductions (LEN or SUN) (%) o3, a3 "7
Patients with any grade TRALS seading 1o
dacontinuation (%)

LENor sUN s 161 100
PEMBRO o EVE 250 192

LEN « PEMBRO or LEN + EVE 97 135
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CLEAR

TRAEs With Frequency 2 20%
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CLEAR - Practice changing as another 10/VEGFR TKI combo

Presented on April 28, 2021

Conclusions

* Lenvatinib plus significant imp in PFS,
0S, and ORR versus sunitinib

* Lenvatinib plus in PFS and ORR
but not OS versus sunitinib

* The safety profiles of plus and plus

everolimus were consistent with each drug's known profile and manageable, as
needed, through dose modifications

* These results support lenvatinib plus pembrolizumab as a potential first-line
treatment for patients with advanced RCC
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First-line options for metastatic ccRCC
Chechmate 218 Keynote 426 Oheckmate SER CLEAR (Pem/Lenva)
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Sunitmb arm %6 w7 NR NR
MR 0.66 (0.5-0 8)(int/poor) 0530407 0600409 0.66(05-09)
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SWOG 1500

Sunitinib versus cabozantinib, crizo
metastatic papillary renal cell carcinoma (pRCC
Results from the randomized phase Il SWOG 1500 study
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SWOG 1500

Key Eligibility
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SWOG 1500

Results: Accrual and Futility Analysis
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SWOG 1500

Results: Progression-Free Survival

Progr
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SWOG 1500

Results: Efficacy
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SWOG 1500 - Practice changing as new standard for pRCC

Conclusions
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2021 GU Cancers Symposium Highlights

* Thank you for your attention.
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