Prostate Cancer and Urothelial Bladder Cancer
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Prostate Cancer

Friday, May 13, 2022 | 8:00 AM - 10:00 AM CT [Breakfast to be provided)

CME INFORMATION

Target Audience

This activity has been designed to meet the educa-
tional needs of medical and radiation oncologists,
urologists and other allied healthcare professionals
involved in the treatment of prostate cancer.

Learning Objectives

Upon completion of this activity, participants should

be able to

e Appraise published research findings and current
guideline recommendations on optimal management
approaches to biochemical recurrence after local
treatment for prostate cancer, and counsel patients
regarding the potential benefits of systemic therapy.

e Evaluate the published research database
supporting the FDA approvals of secondary
hormonal agents in the management of nonmeta-
static castration-resistant prostate cancer (CRPC),
and apply this information in the discussion of
nonresearch treatment options with patients.

e Explore available data with treatment intensi-
fication using cytotoxic or secondary hormonal
therapy for metastatic hormone-sensitive prostate
cancer, and effectively integrate these approaches
into current clinical management algorithms.

e Establish an evidence-based approach to the selec-
tion and sequencing of available therapeutic options
for patients with metastatic CRPC (mCRPC]), consid-
ering age, comorbidities, prior therapeutic exposure
and other relevant clinical and biologic factors.

e Assess the available and emerging research
database supporting the use of PARP inhibitors for
patients with mCRPC, and discern how to optimally
incorporate these agents into current and future
treatment plans.

e Appreciate available Phase Il data documenting
the efficacy of PSMA-targeted radioligand therapy
in patients with progressive PSMA-positive
mCRPC, and consider the potential clinical role of
this strategy.

e Recall the design of ongoing clinical trials evalu-
ating other novel agents and strategies for prostate
cancer, and counsel appropriate patients about
availability and participation.

CME Credit Form
A CME credit form will be provided to participants at
the conclusion of the activity.

Accreditation Statement

Research To Practice is accredited by the Accredi-
tation Council for Continuing Medical Education to
provide continuing medical education for physicians.

Credit Designation Statement

Research To Practice designates this live activity for

a maximum of 2 AMA PRA Category 1 Credits™. Physi-
cians should claim only the credit commensurate with
the extent of their participation in the activity.

Content Validation and Disclosures

Research To Practice (RTP) is committed to providing
its participants with high-quality, unbiased and
state-of-the-art education and adheres to the
ACCME’s Standards for Integrity and Independence
in Accredited Continuing Education. Any individuals
in a position to control the content of an accred-

ited continuing education activity, including faculty,
planners, reviewers and others, are required to
disclose all relevant financial relationships with ineli-
gible entities (commercial interests). All relevant
conflicts of interest will have been mitigated prior

to the commencement of this activity. In addition, all
activity content is reviewed by RTP scientific staff and
an external, independent physician reviewer for fair
balance, scientific objectivity of studies referenced
and patient care recommendations. Financial disclo-
sures will be provided in meeting course materials.
This activity is supported by educational grants from
Astellas and Pfizer Inc, AstraZeneca Pharmaceuticals
LP, Bayer HealthCare Pharmaceuticals, Merck, and
Pfizer Inc.

FACULTY

Fred Saad, MD

Professor and Chief of Urology
Director of GU Oncology

Raymond Garneau Chairin
Prostate Cancer

University of Montreal Hospital
Center (CHUM]

Director, Prostate Cancer Research
Montreal Cancer Institute/CRCHUM
Montréal, Québec, Canada

Additional faculty to be announced.

Matthew R Smith, MD, PhD
Claire and John Bertucci Endowed
Chair in Genitourinary Cancers
Professor of Medicine

Harvard Medical School

Director, Genitourinary Malignancies
Program

Massachusetts General Hospital
Cancer Center

Boston, Massachusetts

Moderator

To be announced.



Prostate Cancer
Friday, May 13, 2022 | 8:00 AM - 10:00 AM CT (Breakfast to be provided)

SYMPOSIUM AGENDA

MODULE 2: Role of Treatment
Intensification for Patients with

MODULE 1: Management
Approaches for Nonmetastatic
Prostate Cancer

e Major efficacy and safety findings with the
oral LHRH antagonist relugolix in men
with advanced prostate cancer; patient
selection and optimal integration into
current clinical practice

o Key efficacy and safety findings from the
STAMPEDE trial assessing the addition
of abiraterone and prednisolone with
or without enzalutamide to androgen
deprivation therapy (ADT] for men with
high-risk nonmetastatic prostate cancer;
implications for routine practice

e Ongoing Phase lll trials evaluating
secondary hormonal therapy for high-risk
localized or locally advanced prostate
cancer

e Pharmacologic and pharmacodynamic
similarities and differences between
apalutamide, enzalutamide and darolu-
tamide

e Long-term efficacy outcomes, including
metastasis-free and overall survival, with
apalutamide, enzalutamide and darolu-
tamide for nonmetastatic castration-
resistant prostate cancer (hmCRPC)

e Spectrum, frequency and severity of
toxicities associated with enzalutamide,
apalutamide and darolutamide

e Clinical, biologic and practical factors
guiding selection among enzalutamide,
apalutamide and darolutamide for
nmCRPC

Metastatic Hormone-Sensitive
Prostate Cancer (mHSPC)

Rationale for treatment intensification in
patients with mHSPC; historical outcomes
observed with ADT alone in this popula-
tion and guideline-endorsed adjunctive
strategies

Long-term efficacy and safety data,
including overall survival findings, with
docetaxel, abiraterone, enzalutamide or
apalutamide in combination with ADT for
mHSPC

Key clinical and biologic factors informing
the selection of docetaxel, abiraterone,
enzalutamide or apalutamide for men with
mHSPC

Key efficacy and safety results from the
Phase Ill PEACE-1 study of docetaxel with
or without abiraterone with or without
local radiation therapy for men with
mHSPC

Emerging findings from the Phase Il
ARASENS trial showing increased overall
survival with darolutamide in combination
with docetaxel and ADT for mHSPC

Strategies to overcome barriers to
successful delivery of guideline-endorsed
therapies in mHSPC




Prostate Cancer
Friday, May 13, 2022 | 8:00 AM - 10:00 AM CT (Breakfast to be provided)

SYMPOSIUM AGENDA

MODULE 3: Selection and MODULE 4: Current and Future
Sequencing of Therapy for
Metastatic CRPC (mCRPC)

e Available results from the Phase Ill/IV e Indications for and practical implemen-

Integration of PARP Inhibitors in the
Management of Prostate Cancer

CARD study and other trials investigating
the optimal sequencing of cabazitaxel for
mCRPC

Recent studies (eg, PRESIDE, SAAK 08/16)
attempting to define the role of secondary
hormonal therapy in the management of
mCRPC

Impact of the addition of bone-protecting
agents to radium-223/enzalutamide in the
Phase Il EORTC-1333-GUCG/PEACE-3
trial; implications for practice and ongoing
research

Prevalence of PSMA in prostate cancer
and available testing methodologies to
evaluate PSMA expression

Biologic rationale for targeting PSMA and
mechanism of action of the novel radioli-
gand therapy ""Lu-PSMA-617

Key efficacy and safety findings from the
Phase Il VISION study evaluating "’Lu-
PSMA-617 for progressive, PSMA-positive
mCRPC; potential role in clinical practice

Other novel agents and strategies (eg,
cabozantinib, immune checkpoint inhibi-
tors) under investigation for mMCRPC

tation of genetic testing for patients with
prostate cancer

Long-term efficacy and safety findings
with olaparib and rucaparib monotherapy
for mCRPC

FDA-approved indications for olaparib or
rucaparib in mCRPC and optimal integra-
tion into current management algorithms

Biologic basis for combining PARP inhibi-
tors with androgen receptor-targeted
therapies in prostate cancer

Emerging efficacy and safety findings
from the Phase Ill PROpel trial evalu-
ating olaparib and abiraterone versus
abiraterone alone as first-line therapy
for patients with mCRPC with or without
homologous recombination repair (HRR)
gene mutations; implications for clinical
management

Emerging data from the Phase Il MAGNI-
TUDE study of niraparib with abiraterone
and prednisone as first-line therapy for
patients with mCRPC with or without HRR
gene alterations

Other ongoing Phase Il clinical research
efforts evaluating the role of PARP inhibi-
tors with secondary hormonal agents for
mCRPC (eg, TALAPRO-2, CASPAR) and
mHSPC (eg, TALAPRO-3, AMPLITUDE]



Urothelial Bladder Cancer
Friday, May 13, 2022 | 6:00 PM - 8:00 PM CT (Dinner to be provided)

CME INFORMATION

CME Credit Form
A CME credit form will be provided to participants at
the conclusion of the activity.

Target Audience

This activity has been designed to meet the educa-
tional needs of medical and radiation oncologists,
urologists and other allied healthcare professionals

involved in the treatment of bladder cancer.

Learning Objectives
Upon completion of this activity, participants should
be able to

Consider data supporting the use of anti-PD-1
antibody therapy for high-risk non-muscle-invasive
bladder cancer (NMIBC]) that is unresponsive to
BCG, and determine how this strategy can be
appropriately integrated into patient care.

Evaluate the recent FDA approval of adjuvant
anti-PD-1 antibody therapy for patients with high-
risk muscle-invasive bladder cancer (MIBC), and
understand the current role of this strategy.

Recognize how biologic and patient-specific factors
influence the selection and sequencing of treat-
ment for metastatic urothelial bladder carcinoma
(UBC).

Review available clinical trial evidence with
immune checkpoint inhibitors as monotherapy
or as maintenance after platinum-based chemo-
therapy for newly diagnosed metastatic UBC, and
recognize the utility of these agents in practice.

Recall pivotal trial findings leading to the FDA
approval of novel compounds with unique mecha-
nisms of action for previously treated locally
advanced or metastatic UBC, and discuss with
patients why these agents would be appropriate.
Implement a plan of care to recognize and manage
side effects and toxicities associated with recently
approved and emerging systemic therapies for
advanced or metastatic UBC.

Develop an understanding of the biologic ratio-
nale for, research findings with and ongoing studies
evaluating promising agents and strategies for
NMIBC, MIBC and metastatic UBC.

Ashish M Kamat, MD, MBBS
Professor of Urologic Oncology
(Surgery)

Wayne B Duddlesten Professor
of Cancer Research

Department of Urology, Division
of Surgery

The University of Texas MD Anderson

Cancer Center
Houston, Texas

Additional faculty to be announced.

Accreditation Statement

Research To Practice is accredited by the Accredi-
tation Council for Continuing Medical Education to
provide continuing medical education for physicians.

Credit Designation Statement

Research To Practice designates this live activity for

a maximum of 2 AMA PRA Category 1 Credits™. Physi-
cians should claim only the credit commensurate with
the extent of their participation in the activity.

Content Validation and Disclosures

Research To Practice (RTP) is committed to providing
its participants with high-quality, unbiased and
state-of-the-art education and adheres to the
ACCME's Standards for Integrity and Independence
in Accredited Continuing Education. Any individuals
in a position to control the content of an accred-

ited continuing education activity, including faculty,
planners, reviewers and others, are required to
disclose all relevant financial relationships with ineli-
gible entities (commercial interests). All relevant
conflicts of interest will have been mitigated prior

to the commencement of this activity. In addition, all
activity content is reviewed by RTP scientific staff and
an external, independent physician reviewer for fair
balance, scientific objectivity of studies referenced
and patient care recommendations. Financial disclo-
sures will be provided in meeting course materials.

This activity is supported by educational grants from

Astellas and Seagen Inc, AstraZeneca Pharmaceuticals

LP, Gilead Sciences Inc, and Janssen Biotech Inc, admin-
istered by Janssen Scientific Affairs LLC.

Moderator

Sumanta Kumar Pal, MD
Professor

and Therapeutics Research
City of Hope
Duarte, California

Department of Medical Oncology



Urothelial Bladder Cancer
Friday, May 13, 2022 | 6:00 PM - 8:00 PM CT (Dinner to be provided)

SYMPOSIUM AGENDA

MODULE 1: Available Data with
and Ongoing Investigation of

MODULE 2: Role of Immune
Checkpoint Inhibitors as Adjuvant

Novel Agents and Strategies for
Non-Muscle-Invasive Bladder
Cancer (NMIBC)

e Historical management approaches
for patients with BCG-unresponsive or
refractory NMIBC

o Efficacy and safety findings after extended
follow-up from the KEYNOTE-057 trial
supporting the FDA approval of pembro-
lizumab monotherapy for high-risk
NMIBC unresponsive or refractory to BCG
therapy; selection of patients for pembro-
lizumab therapy

e Biologic rationale for the investigation
of anti-PD-1/PD-L1 antibodies in combi-
nation with BCG for NMIBC; ongoing
Phase Il trials evaluating this approach
(eg, ALBAN, POTOMAC, KEYNOTE-676,
CheckMate 7G8]

¢ Ongoing and planned studies evaluating
other novel approaches (eg, enfortumab
vedotin, erdafitinib, nadofaragene firaden-
ovec) for BCG-unresponsive NMIBC

and Neoadjuvant Therapy for
Muscle-Invasive Bladder Cancer
(MIBC)

e Clinical and biologic factors that confer
a high risk of recurrence in patients with
MIBC; historical role of adjuvant therapy

o Design, eligibility criteria and key efficacy
and safety data from the Phase Ill Check-
Mate 274 trial comparing nivolumab to
placebo after radical surgery for high-risk
MIBC

¢ Recent FDA approval of adjuvant
nivolumab and identification of appro-
priate candidates for treatment

¢ Rates of pathologic complete response
and other clinically relevant endpoints
achieved in early trials evaluating neoad-
juvant anti-PD-1/PD-L1 antibody therapy
for resectable MIBC

e Ongoing research on the feasibility of
combining anti-PD-1/PD-L1 antibodies
with other systemic options (eg, chemo-
therapy, other immunotherapy) in the
neoadjuvant and adjuvant settings

e Emerging results from cohort H of
the EV-103 study evaluating neoadju-
vant treatment with enfortumab vedotin
monotherapy in cisplatin-ineligible
patients with MIBC

MODULE 3: Current and Future
Front-Line Management of

Metastatic Urothelial Bladder
Carcinoma (mUBC)

e Current role of atezolizumab and pembro-
lizumab as first-line treatment for mUBC;
importance of chemotherapy eligibility
and PD-L1 status in selecting patients for
this strategy

o Key efficacy and safety data with mainte-
nance avelumab after front-line chemo-
therapy for mUBC; appropriate incorpora-
tion into patient care

e Biologic rationale for and available
data with anti-PD-1/PD-L1 antibodies
combined with anti-CTLA-4 antibodies for
previously untreated mUBC



Urothelial Bladder Cancer
Friday, May 13, 2022 | 6:00 PM - 8:00 PM CT (Dinner to be provided)

SYMPOSIUM AGENDA

Ongoing Phase Il trials (eg, CheckMate
901, NILE) evaluating dual checkpoint
inhibitor therapy alone or in combination
with chemotherapy

Findings from the Phase Il EV-103 study
evaluating first-line pembrolizumab in
combination with enfortumab vedotin for
mUBC; ongoing Phase Ill evaluation and
potential clinical role

Preliminary data from the Phase I/II
NORSE study of erdafitinib in combination
with the investigational anti-PD-1 antibody
cetrelimab for patients with previously
untreated mUBC with FGFR3 or FGFR2
genetic alterations who are not eligible for
cisplatin

MODULE 4: Selection and

Sequencing of Therapy for
Relapsed/Refractory mUBC

Key efficacy and safety findings with
enfortumab vedotin for progressive mUBC
(eg, EV-301 trial, EV-201 cohort 2)

Key efficacy and safety findings from the
Phase Il TROPHY U-01 trial leading to
the recent FDA approval of sacituzumab
govitecan for progressive mUBC

Emerging results from cohort 3 of the
TROPHY U-01 trial combining sacitu-
zumab govitecan and pembrolizumab

Spectrum and frequency of FGFR altera-
tions in patients with mUBC; published
efficacy and safety data with erdafitinib
for patients with mUBC and susceptible
FGFR3 or FGFR2 genetic alterations

Optimal integration of enfortumab vedotin,
sacituzumab govitecan and erdafitinib into
therapy for progressive mUBC

Incidence, severity and management of
adverse events reported with enfortumab
vedotin, sacituzumab govitecan or erdafi-
tinib

Frequency of HER2 expression in UBC;
mechanism of action of disitamab vedotin
and available data and ongoing evaluation
for patients with HER2-positive disease

Other promising agents and strategies
under investigation for mUBC (eg, trastu-
zumab deruxtecan, futibatinib, infigratinib,
cabozantinib)



LELEE 14 ‘lweln

009€ 9MNnS
pJeAajnog aukessig yinos g

lamo] aukessig aup
ad1oeldd 0] yosueasay
aW ‘@ro0T 119N

'921)0BUd 0] Ydoueasay zzoz ® yblihkdo)

£G619-£€7 (008) 18 eIsodwAs asayy 01 Jolud sn 10eJU0D 8seald ‘(el8182 19 ‘Aueialp edisAyd ‘sl souejsisse
Jo paau Ul a1e noA §| "yay ay) Jo syuswadinbau 1eba) ayy yyim sandwod Ay a2130eud 0] Ydleasay

‘€G19-€€7 (008) 10 Wod°@d130e140|YdIRasayp)sbuasy 1e snyoejuod ases|d
‘eisodwAs asayy 4oy (uosuad | ueyy aiow) dnoub e burisisibad aie nok j|

O/z.M(
18 Urewoy o;vwwo
% Z s
s B E ®
78 e g ®
- o Y, &
g 3 )
§ g 31
; 1 3
(czoTVNYy) Sunaapy [rnuny 20T z T~
UOLVIIOSS [VILT0J04[) UPILIIULY 241 40f o m g
3
INUIA UIPUL DY] 5T 42JUIT) UOLIUIAUOT) m S o,
PO N IS0ULT SUDI]L() MIN] 2] i S ooy
JaUR) UORLIBAUOY

(100[] PU033G) §97-$9T SWOOY

000¢£-78< (¥0¢) uoyq
0€T0L VT ‘Suea[iQ MaN

Monroe St

% 34,
E §$$
PATg 191U90) UONUAUOD) ()06 sadbos g
I121U90) UOTIUIAUOD) B =
[BIIOIAl N 3SoUIY SUBI[I) MIN wm g3 m
M 18 UoymaN
1S JaWoH

"payiw si buneas se padinbad si uonedysibalald ‘sueajig map Ul
eisodwAs uosdad-ul 8y} 404 "S}UdAS 9S8y} J0oj 93} UoljeJ}sibad ou s aday |

S1SBOQaM 9AIT 9y} Jo
eisodwAg asay] Joj Aepo] Jajsibay




