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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.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll
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Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.
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Ther Adv Med Oncol 2021 October 26;13:17588359211053898.



Giraudet A-L et al. Ther Adv Med Oncol 2021 October 26;13:17588359211053898.

Prostate-Specific Membrane Antigen (PSMA)-Targeted 
Antibody-Drug Conjugates



PSMA-Targeted Chimeric Antigen Receptor (CAR) T-Cell Therapy

Giraudet A-L et al. Ther Adv Med Oncol 2021 October 26;13:17588359211053898.



PSMA-Targeted Bispecific T Cell-Redirected Therapy

Giraudet A-L et al. Ther Adv Med Oncol 2021 October 26;13:17588359211053898.



CYCLONE 1: A Phase 2 Study of Abemaciclib in 
Patients with Metastatic Castration-Resistant Prostate 
Cancer (mCRPC) Previously Treated with a Novel 
Hormonal Agent and Taxane-Based Chemotherapy

Agarwal N et al.
ASCO 2021;Abstract TPS5086.



Agarwal N et al. ASCO 2021;Abstract TPS5086.

CYCLONE 1: Eligibility and Study Design

b if a patient has received only 1 taxane regimen, he may be eligible ONLY if the second taxane regimen is 
deemed unsuitable (e.g. intolerance or contraindication). This requires sponsor approval,



CYCLONE 2: A Phase 2/3, Randomized, Placebo-
Controlled Study of Abiraterone Acetate plus 
Prednisone with or without Abemaciclib in Patients 
with Metastatic Castration-Resistant Prostate Cancer 

Smith MR et al. 
Genitourinary Cancers Symposium 2022;Abstract TPS198.



CYCLONE 2 Phase II/III Study Design

Smith MR et al. Genitourinary Cancers Symposium 2022;Abstract TPS198.



Meet The Professor with Prof Fizazi and Prof Oudard
MODULE 1: Case Presentations
• Dr Brooks: 59-year-old man with Gleason 7 prostate cancer s/p prostatectomy/RT/ADT experiences 

biochemical recurrence 2 years later (PSA 0.5; doubling time 9 months)
• Dr Shehadeh: 70-year-old man, pacemaker, s/p CVA presents with de novo mHSPC
• Dr Kaur: 49-year-old man with multiple medical comorbidities presents with de novo mHSPC (PSA 19.4) 

and responds to ADT/docetaxel
• Dr Metzner-Sadurski: 65-year-old man with de novo mHSPC receives leuprolide, and PSA levels decrease 

from 865 ng/mL to 1.34 ng/mL
• Dr Nathwani: 58-year-old man with mHSPC receives leuprolide with progression 1.5 years later and 

responds to abiraterone/prednisone but on liquid biopsy is found to have an AR T878 mutation
• Dr Morris: 76-year-old man s/p radical prostatectomy, salvage RT now has osseous metastases on a 

clinical trial of enzalutamide/IO
• Dr Zafar: 65-year-old man presents with de novo metastatic prostate cancer and has disease progression 

on ADT + docetaxel, now with PD on abiraterone/prednisone – germline CHEK2 mutation
• Dr Hafron: 86-year-old man received cryoablation for Stage IIB PCA; s/p apalutamide for M0 recurrence. 

MRI reveals diffuse abnormal signal entire prostate 
• Dr Bukavina: 72-year-old man with primary PCA and PSA 160 ng/mL. Scans show only disease in prostate
• Dr Taub: 82-year-old man with a prior history of prostate and bladder cancer now has elevated alkaline 

phosphatase (685), PSA 43 and widespread osseous metastases



Case Presentation: 59-year-old man with Gleason 7 prostate 
cancer s/p prostatectomy/RT/ADT experiences biochemical 
recurrence 2 years later (PSA 0.5; doubling time 9 months)

Dr Philip Brooks (Brewer, Maine)



ODENZA: A French Prospective, Randomized, Open-
Label, Multicenter, Cross-Over Phase II Trial of 
Preference Between Darolutamide and Enzalutamide 
in Men with Asymptomatic or Mildly Symptomatic 
Metastatic Castrate-Resistant Prostate Cancer (CRPC)

Colombo E et al.
ASCO 2021;Abstract 5046.



Colombo E et al. ASCO 2021;Abstract 5046.

ODENZA Trial Design



ODENZA Primary Endpoint: Patient Preference

Colombo E et al. ASCO 2021;Abstract 5046.



ODENZA: Main Reasons for Patient Preference Between Treatments 

Colombo E et al. ASCO 2021;Abstract 5046.

Medicine easier to take



ODENZA: PSA Response with Enzalutamide and Darolutamide 
at Week 12

Colombo E et al. ASCO 2021;Abstract 5046.





Chowdhury S et al. Adv Ther 2022;39:518-31.

Posterior Distribution of Hazard Ratio for Metastasis-Free and 
Progression-Free Survival



Posterior Distribution of Hazard Ratio for PSA Progression 
and Overall Survival

Chowdhury S et al. Adv Ther 2022;39:518-31.



Eur Urol 2022 September 8;[Online ahead of print].



Bogemann M et al. Eur Urol 2022 September 8;[Online ahead of print].

ARAMIS: Metastasis-Free Survival (MFS) by PSADT Subgroup

PSADT = prostate-specific antigen doubling time



ARAMIS: Overall Survival (OS) by PSADT Subgroup

Bogemann M et al. Eur Urol 2022 September 8;[Online ahead of print].



Case Presentation: 70-year-old man, pacemaker, S/P CVA 
presents with de novo mHSPC

Dr Nasfat Shehadeh (Charlotte, North Carolina)





J Clin Oncol 2022;40(31):3573-6.



“In summary, triplet therapy may be a viable option for men with 

mHSPC who would otherwise have been offered ADT plus docetaxel. 

The benefits of triplet therapy over ADT plus an ASI remain 

questionable, because of the lack of head-to-head comparisons. In the 

absence of definitive evidence of benefit, particularly in men with 

lower-grade, low-volume mHSPC, the default should be to simpler, less 

toxic treatment.”

Kartolo A et al. J Clin Oncol 2022;40(31):3573-6.





Lancet 2022;399:1695-07.



N Engl J Med 2022;386:1132-42



ARASENS: Overall Survival (Primary Endpoint)

Smith MR et al. N Engl J Med 2022;386(12):1132-42.



Association of Prostate-Specific Antigen (PSA) 
Response and Overall Survival (OS) in Patients 
with Metastatic Hormone-Sensitive Prostate 
Cancer (mHSPC) from the Phase 3 ARASENS Trial

Saad F et al.
ASCO 2022;Abstract 5078.



Saad F et al. ASCO 2022;Abstract 5078.

Undetectable PSA (<0.2 ng/mL) Achieved in More than Twice the 
Number of Patients Receiving Darolutamide versus Placebo



Future Oncol 2022;18(21):2585-97.



How Is Darolutamide Designed to Work?

Smith MR et al. Future Oncol 2022;18(21):2585-97.



Smith MR et al. Future Oncol 2022;18(21):2585-97.



Smith MR et al. Future Oncol 2022;18(21):2585-97.



Smith MR et al. Future Oncol 2022;18(21):2585-97.



ARANOTE Phase III Study Design

Primary Endpoint: 
rPFS by central review

Haresh KP et al. ASCO 2022;Abstract TPS200.



Dr Gurveen Kaur (Wheeling, West Virginia)

Case Presentation: 49-year-old man with multiple medical 
comorbidities presents with de novo mHSPC (PSA 19.4) 
and responds to ADT/docetaxel



Case Presentation: 65-year-old man with de novo mHSPC
receives leuprolide, and PSA levels decrease from 865 ng/mL 
to 1.34 ng/mL

Dr Joanna Metzner-Sadurski (Greenwood, South Carolina)



CT Pelvis - Comparison 



Case Presentation: 58-year-old man with mHSPC receives 
leuprolide with progression 1.5 years later and responds to 
abiraterone/prednisone but on liquid biopsy is found to have 
an AR T878 mutation

Dr Niyati Nathwani (Charlotte, North Carolina) 



Case Presentation: 76-year-old man s/p radical 
prostatectomy, salvage RT now has osseous metastases 
on a clinical trial of enzalutamide/IO

Dr David Morris (Nashville, Tennessee) 



Case Presentation: 65-year-old man presents with de novo 
metastatic prostate cancer and has disease progression on 
ADT + docetaxel, now with PD on abiraterone/prednisone –
germline CHEK2 mutation

Dr Syed Zafar (Fort Myers, Florida)



Dr Jason Hafron (West Bloomfield, Michigan)

Case Presentation: 86-year-old man received cryoablation 
for Stage IIB PCA; s/p apalutamide for M0 recurrence. MRI 
reveals diffuse abnormal signal entire prostate 



Fluciclovine F 18 PET/CT MRI of Prostate with 
PI-RADS 5 Lesion

Dynacad Reconstruction of 
Prostate PI-RADS Lesion



Case Presentation: 72-year-old man with primary PCA and 
PSA 160 ng/mL. Scans show only disease in prostate

Dr Laura Bukavina (Philadelphia, Pennsylvania)



CT Scan
Prostate Size 220g

MRI PI-RADS 5 Lesion
Prostate Size 97g



Dr David Taub (Boca Raton, Florida)

Case Presentation: 82-year-old man with a prior history of 
prostate and bladder cancer now has elevated alkaline 
phosphatase (685), PSA 43 and widespread osseous metastases
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Abstract LBA9



RADICALS-HD Phase III Trial: Recruitment and Randomization

Parker CC et al. ESMO 2022;Abstract LBA9.

• RADICALS-HD is part of the RADICALS protocol and was designed to assess the use and duration of ADT 
with postoperative radiation therapy (RT) for prostate cancer

• Key eligibility criteria were indication for RT after previous radical prostatectomy and no previous post-
operative ADT

STHT = 6 months ADT
HTHT = 24 months ADT



RADICALS-HD Metastasis-Free Survival: None versus Short ADT

Parker CC et al. ESMO 2022;Abstract LBA9.



RADICALS-HD Metastasis-Free Survival: Short versus Long ADT

Parker CC et al. ESMO 2022;Abstract LBA9.



RADICALS-HD: Adverse Events

Parker CC et al. ESMO 2022;Abstract LBA9.



Oral Relugolix for Androgen Deprivation Therapy in 
Advanced Prostate Cancer: Detailed Safety Analysis 
from the Randomized Phase 3 HERO Study

Mehlhaff B et al.
AUA 2022;Abstract MP27-16.



HERO: Onset and Duration of Adverse Events (AEs) with 
Relugolix for Advanced Prostate Cancer

Mehlhaff B et al. AUA 2022;Abstract MP27-16.



HERO: MACE by Week During the Study

Mehlhaff B et al. AUA 2022;Abstract MP27-16.

MACE





J Immunother Cancer 2022 March;10(3):e004191.



J Clin Oncol 2022;40(26):3011-6.



Clin Cancer Res 2021 August 15;27(16):4539-48.
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