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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.
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Prostate-Specific Antigen (PSA) Response by Drug Class

Graf RP et al. JAMA Network Open 2022;5(3):e225394.
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Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract 13. 



ARASENS: Study Design

Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract 13. 



Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract 13. 

ARASENS: Primary Endpoint — Overall Survival



Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract 13. 

ARASENS: Overall Survival by Metastatic Stage at Initial Diagnosis

De novo metastatic disease Recurrent metastatic disease



ARASENS: Grade 3-4 Adverse Events

Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract 13. 



Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract 13. 

ARASENS: Adverse Events of Special Interest with 
Androgen Receptor (AR) Pathway Inhibitors



Lancet 2022;[Online ahead of print].



PEACE-1: Study Design

Fizazi K et al. ASCO 2021;Abstract 5000.



PEACE-1: Radiographic Progression-Free Survival

Fizazi K et al. Lancet 2022;[Online ahead of print].



PEACE-1: Overall Survival

Fizazi K et al. Lancet 2022;[Online ahead of print].



PEACE-1: Overall Survival by Metastatic Burden

Fizazi K et al. Lancet 2022;[Online ahead of print].



Genitourinary Cancers Symposium 2022



ARCHES: Radiographic Progression-Free Survival (rPFS) by 
Metastatic Status

Azad A et al. Genitourinary Cancers Symposium 2022;Abstract 102. 

M0 at diagnosis
(n = 246)

M1 at diagnosis 
(n = 890)

ENZA + 
ADT

(n = 117)
PBO + ADT
(n = 129)

ENZA + 
ADT

(n = 448)

PBO + 
ADT

(n = 890)

Median, 
months NR 22.11 NR 16.62

HR 
(95% CI) 0.42 (0.23-076) 0.38 (0.29-0.50)

ENZA = enzalutamide; PBO = placebo; 
ADT = androgen deprivation therapy



ARCHES: Treatment-Emergent Adverse Events (AEs) According to 
Adjudicated Metastatic Status at Initial Diagnosis  

Azad A et al. Genitourinary Cancers Symposium 2022; Abstract 102. 



Lancet 2022;399(10323):447-60.



STAMPEDE: Progression-Free Survival

Attard G et al. Lancet 2022;399(10323):447-60.



STAMPEDE: Overall Survival

HR (95% CI)

Abiraterone + prednisone 0.63 (0.48-0.82)

Abiraterone + prednisone 
+ enzalutamide

0.54 (0.39-0.76)

Overall 0.60 (0.48-0.73)

Attard G et al. Lancet 2022;399(10323):447-60.



ODENZA: A Phase II Crossover Trial Evaluating Preference 
Between Darolutamide and Enzalutamide Among Men with 

Asymptomatic or Mildly Symptomatic mCRPC

Colomba E et al. ASCO 2021;Abstract 5046.

Main reasons for patient preference between treatments

10 15 20

Enzalutadime
Darolutamide
No preference between treatments

Less tired

Easier to concentrate

Fell down less often

Could do more things

Better quality of life

Medicine easier to take

Another advantage of the treatment

A side effect of the non-chosen treatment

Non-concerned

0 5



Year in Review: Prostate Cancer

Introduction

MODULE 1: Endocrine Therapy

MODULE 2: 177Lutetium-PSMA-617

MODULE 3: PARP Inhibitors 

MODULE 4: Immunotherapy 



FDA Approves 177Lu-PSMA-617 for the Treatment of mCRPC
Press Release — March 23, 2022

“On March 23, 2022, the Food and Drug Administration approved [the radio-ligand therapy, 177Lu-
PSMA-617] for the treatment of adult patients with prostate-specific membrane antigen (PSMA)-
positive metastatic castration-resistant prostate cancer (mCRPC) who have been treated with 
androgen receptor (AR) pathway inhibition and taxane-based chemotherapy.

On the same day, the FDA approved gallium Ga 68 gozetotide, a radioactive diagnostic agent for 
positron emission tomography (PET) of PSMA-positive lesions, including selection of patients with 
metastatic prostate cancer for whom lutetium Lu 177 vipivotide tetraxetan PSMA-directed therapy 
is indicated. Gallium Ga 68 gozetotide is the first radioactive diagnostic agent approved for patient 
selection in the use of a radioligand therapeutic agent. ”

Efficacy was evaluated in the Phase III VISION trial, which demonstrated a statistically significant 
improvement in the primary endpoints OS and rPFS. Hazard ratio (HR) for OS was 0.62 (p < 0.001) 
for the comparison of 177Lu-PSMA-617 with best standard of care (BSoC) versus BSoC. Median OS 
was 15.3 months with 177Lu-PSMA-617 and BSoC and 11.3 months with BSoC.

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-pluvicto-metastatic-castration-resistant-
prostate-cancer



TARGETED TO PSMA

Morris MJ et al. ASCO 2021;Abstract LBA4.

177Lu-PSMA-617: Mechanism of Action



N Engl J Med 2021;385:1091-103



VISION: Efficacy Summary

Sartor O et al. N Engl J Med 2021;385:1091-103.

Imaging–based PFS

• Median OS (177Lu-PSMA-617 vs standard therapy): 15.3 mo vs 11.3 mo (HR 0.62, p < 0.001) 
• Time to first symptomatic skeletal event (177Lu-PSMA-617 vs standard therapy): 11.5 mo vs 6.8 mo (HR 

0.50, p < 0.001)



VISION: Selected Adverse Events 

Sartor O et al. N Engl J Med 2021;385:1091-103.



Abstract 577O



PSMA-Lutetium Radionuclide Therapy and ImmuNotherapy
for Prostate CancEr (PRINCE) Trial Schema

Sandhu S et al. ESMO 2021;Abstract 577O. 



PRINCE: PSA Response Rate (Primary Endpoint) 

Sandhu S et al. ESMO 2021;Abstract 577O. 



PRINCE: Treatment-Related Adverse Events (TRAEs)

Sandhu S et al. ESMO 2021;Abstract 577O. 



177Lu-PSMA-617 (LuPSMA) versus Cabazitaxel in Metastatic 
Castration-Resistant Prostate Cancer (mCRPC) Progressing After 
Docetaxel: Updated Results Including Progression-Free Survival (PFS) 
and Patient-Reported Outcomes (PROs) (TheraP ANZUP 1603)1

1 Hofman MS et al. Genitourinary Cancers Symposium 2021;Abstract 6.
2 Hofman MS et al. Lancet 2021;397(10276):797-804.

2



TheraP ANZUP 1603: PSA Response and PFS

Hofman MS et al. Genitourinary Cancers Symposium 2021;Abstract 6; 
Hofman MS et al. Lancet 2021;397(10276):797-804.

PSA response Radiographic or PSA progression-free survival
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Genitourinary Cancers Symposium 2022;Abstract 11.



PROpel: Study Design

Saad F et al. Genitourinary Cancers Symposium 2022;Abstract 11. 



PROpel Primary Endpoint: Investigator-Assessed rPFS

Saad F et al. Genitourinary Cancers Symposium 2022;Abstract 11. 



PROpel: Overall Survival

Saad F et al. Genitourinary Cancers Symposium 2022;Abstract 11. 



PROpel: ORR for Patients with Measurable Disease

Saad F et al. Genitourinary Cancers Symposium 2022;Abstract 11. 



PROpel: Cardiac and Thromboembolic Adverse Events

Saad F et al. Genitourinary Cancers Symposium 2022;Abstract 11. 



Genitourinary Cancers Symposium 2022;Abstract 12.



MAGNITUDE: Randomized, Double-Blind, Placebo-Controlled Study
Prospectively Selected Biomarker (BM) Cohorts Designed to Test HRR BM+ and HRR BM-

Chi KN et al. Genitourinary Cancers Symposium 2022;Abstract 12. 



MAGNITUDE BRCA1/2 Mutations: Primary Endpoint
NIRA + AAP Significantly Reduced the Risk of Disease Progression or Death by 47%

Chi KN et al. Genitourinary Cancers Symposium 2022;Abstract 12. 



MAGNITUDE All HRR Biomarker-Positive: Primary Endpoint
NIRA + AAP Significantly Reduced the Risk of Disease Progression or Death by 27%

Chi KN et al. Genitourinary Cancers Symposium 2022;Abstract 12. 



MAGNITUDE: NIRA + AAP Delays Time to Symptomatic 
Progression Across Gene Alterations

Chi KN et al. Genitourinary Cancers Symposium 2022;Abstract 12. 



MAGNITUDE: NIRA + AAP Consistently Prolongs Time to PSA 
Progression Across Gene Alterations

Chi KN et al. Genitourinary Cancers Symposium 2022;Abstract 12. 



MAGNITUDE: NIRA + AAP Improves Overall Response Rate 
Consistently Across Gene Alterations

Chi KN et al. Genitourinary Cancers Symposium 2022;Abstract 12. 
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Abstract LBA24



Cabozantinib Targets Pathways Associated with 
Tumor Immune Suppression

Agarwal N et al. ASCO 2020;Abstract 5564.



COSMIC-021: Best Change from Baseline in Sum of Target Lesions

Agarwal et al. ESMO 2021;Abstract LBA24. 



COSMIC-021: Best Change in PSA from Baseline

Agarwal et al. ESMO 2021;Abstract LBA24. 



COSMIC-021: Select Treatment-Related Adverse Events

Agarwal et al. ESMO 2021;Abstract LBA24. 



CONTACT-02: Phase III Trial Schema

Agarwal N et al. Genitourinary Cancers Symposium 2021;Abstract TPS190.

Primary Endpoints:
• PFS per RECIST v1.1 by BIRC
• OS

Secondary Endpoint:
• ORR per RECIST v1.1 by BIRC



Immune Checkpoint Inhibitors in mCRPC

Therapy Disease state Disease response

Pembrolizumab monotherapya Postchemotherapy ORR 9%
PSA RR 14%

Pembrolizumab + enzalutamideb Prechemotherapy, progressing on 
enzalutamide

ORR 12%
PSA RR 14%

Atezolizumab + enzalutamidec Pre- and postchemotherapy, s/p 
abiraterone

ORR 14%
PSA RR 26%

Atezolizumab + cabozantinibd Prechemotherapy, s/p 
enzalutamide or abiraterone

ORR 34%
PSA RR 29%

aJCO 2020:38(5):395-405. bPresented at the 2021 ASCO Annual Meeting – Virtual; June 4-8, 2021. cSweeney C. 
AACR 2020. IMbassador250. dAgarwal ASCO 2020. COSMIC-021
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on New Treatments and Clinical Trial Participation

Small Cell Lung Cancer
Friday, April 29, 2022
6:00 AM – 7:30 AM PT (9:00 AM – 10:30 AM ET)
Faculty
Marianne J Davies, DNP, MSN, RN, APRN
Matthew Gubens, MD, MS
Lowell L Hart, MD
Chaely J Medley, MSN, AGNP

A Complimentary NCPD Hybrid Symposium Series Held During the 47th Annual ONS Congress

Chronic Lymphocytic Leukemia
Friday, April 29, 2022
12:15 PM – 1:45 PM PT (3:15 PM – 4:45 PM ET)
Faculty
Lesley Camille Ballance, MSN, FNP-BC
Amy Goodrich, CRNP
Anthony R Mato, MD, MSCE
Susan O’Brien, MD

Breast Cancer
Friday, April 29, 2022
6:00 PM – 8:00 PM PT (9:00 PM – 11:00 PM ET)
Faculty
Jamie Carroll, APRN, MSN, CNP
Sara A Hurvitz, MD
Kelly Leonard, MSN, FNP-BC
Hope S Rugo, MD

Acute Myeloid Leukemia and Myelodysplastic 
Syndromes
Friday, April 29, 2022
8:20 PM – 9:20 PM PT (11:20 PM – 12:20 AM ET)
Faculty
Ilene Galinsky, NP
Eunice S Wang, MD



What I Tell My Patients: Expert Insights into Patient Education 
on New Treatments and Clinical Trial Participation

Cervical and Endometrial Cancer
Saturday, April 30, 2022
6:00 AM – 7:30 AM PT (9:00 AM – 10:30 AM ET)
Faculty
Paula J Anastasia, MN, RN, AOCN
Robert L Coleman, MD
David M O’Malley, MD
Jaclyn Shaver, MS, APRN, CNP, WHNP

A Complimentary NCPD Hybrid Symposium Series Held During the 47th Annual ONS Congress

Bladder Cancer
Saturday, April 30, 2022
12:15 PM – 1:45 PM PT (3:15 PM – 4:45 PM ET)
Faculty
Monica Averia, MSN, AOCNP, NP-C
Shilpa Gupta, MD
Brenda Martone, MSN, NP-BC, AOCNP
Sumanta Kumar Pal, MD



Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.


