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> To gain advisors’ perspectives on current treatment practices and management of patients with nmCRPC 
and mCSPC 

STUDY OBJECTIVES

REPORT OBJECTIVES
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Presenter
Presentation Notes
Janssen wants to understand:the use of imbruvica first-line compared to CIT, venetoclax and other BTKIsThoughts on imbruvica + venetoclax (if/when approved) in first-line and impact on later line choicesSequencing approaches Side effect management of BTKsImpact of COVID MERCKThey have some recent acquisitions (ARQ531 – a BTKi; VLS-101 – an ADC) they want to understand the landscape they are up againstThey are also interested in hearing perceptions on the Lilly drug LOXO-305 (BRUIN trial)



REPORT SNAPSHOT: SESSION OVERVIEW
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A moderated roundtable 
discussion with 
community oncologists 
and urologists in Puerto 
Rico was held virtually on 
March 27, 2021

Disease state and data 
presentations were led by 
Dr Jorge A. Garcia from 
University Hospitals 
Seidman Cancer Center, 
Cleveland, USA, and 
discussions were 
moderated by Dr Freddy 
Mendez from Puerto Rico

Insights were obtained on 
current treatment 
practices and 
management of patients 
with nmCRPC and 
mCSPC in the community 
setting

Data collection was 
accomplished through 
use of audience 
response system (ARS) 
questioning and in-depth 
moderated discussion 



REPORT SNAPSHOT: ATTENDEE OVERVIEW

> The group of advisors comprised 11 community urologists and oncologists from Puerto Rico
− Attendees of the roundtable represented community oncologists and urologists* from Ponce, San Juan, 

Caguas, Toa Baja, and Fajardo
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Institution City Country

VA Hospital-San Juan Vet Center San Juan PR

Advanced Hematology Oncology Group of Puerto Rico San Juan PR

Centro de Hematología y Oncología Médica Integral San Juan PR

Centro de Medicina Oncologica de Puerto Rico San Juan PR

University of Puerto Rico, Humacao Campus Ponce PR

*Three advisors came from their own private practice.



REPORT SNAPSHOT: AGENDA
Time (EST) Topic

8.00 AM – 8.15 AM
Introduction and ARS Questions
• Program overview
• ARS questions

8.15 AM – 8.45 AM

Management of Nonmetastatic Castration-Resistant Prostate Cancer (nmCRPC)
Overview of current data
• When and how to screen? 

– Role of imaging and PSA monitoring 
• Role of genetic testing on patient management and therapy choice
• When and how to treat? Optimal integration of androgen receptor inhibitors

– Apalutamide
– Darolutamide
– Enzalutamide

8.45 AM – 9.25 AM Moderated Discussion

9.25 AM – 9.35 AM Break

9.35 AM – 10.05 AM

Management of Metastatic Castration-Sensitive Prostate Cancer (mCSPC)
• ARS questions
• Overview of current data

– Androgen deprivation therapy (ADT)
• Optimal treatment regimen and monitoring

• Optimal combination therapy with ADT (What, when, and how to use?)
– Docetaxel
– Abiraterone
– Second-generation antiandrogens

• Apalutamide
• Enzalutamide

10.05 AM – 10.45 AM Moderated Discussion

10.45 AM – 11.00 AM Key Takeaways and Meeting Evaluation
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Topline Takeaways and 
Strategic Recommendations



MEETING OBJECTIVES WERE ACHIEVED: TOPLINE 
TAKEAWAYS

˃ Gain insights into the 
management of patients with 
nmCRPC in Puerto Rico, 
including the use of AR 
inhibitors 

˃ Understand current treatment 
practices in the management of 
mCSPC in Puerto Rico, 
including the integration of AR 
inhibitors 

> Through ARS questions and 
moderated discussions, 
community oncologists 
described their testing practices 
and challenges experienced

> Urologists manage patients with nmCRPC and 
monitor them every 3 months. Patients are 
generally referred to the oncologist when 
PSADT is <10 months or there is disease 
progression by imaging. Apalutamide is widely 
used by urologists and oncologists to treat 
nmCRPC patients, and advisors use PSADT 
<6 months to trigger addition of a second-
generation AR inhibitor to ADT 

> Bone scans are the primary imaging technique 
to define a newly diagnosed mCSPC patient. 
Patients may be initially managed by urologists 
and referred to the oncologist upon disease 
progression. PSA is monitored every 3 
months. The SOC is chemo + ADT or ADT + 
second-generation AR inhibitors

OBJECTIVES PROCESS INSIGHTS
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Key Insights and 
Discussion Summary 



KEY INSIGHTS: MANAGEMENT OF nmCRPC

Almost all the advisors’ (89%) patient populations comprise 1%–20% of patients seen each month with nmCRPC          and almost 
two-thirds of advisors (63%) do not refer their nmCRPC patients for genetic testing

• Urologists and oncologists both monitor their nmCRPC patients every 3 months, and urologists refer their patients to the oncologist when 
they observe a PSADT <10 months, or if imaging (chest, abdomen, pelvis, and bone) shows metastases

• In Puerto Rico, nmCRPC patients are first seen by urologists and then transferred to the oncologist when they progress. Advisors agreed 
that a multidisciplinary approach (radiology, urology, and oncology) to the treatment of nmCRPC patients is very important to optimize 
outcomes, and 1 advisor indicated that early on, they manage their patients alongside the oncologist

Almost half of the advisors (44%) consider a rise in PSA the most important factor to change treatment in nmCRPC patients    
and the same percentage would add a second-generation AR inhibitor to ADT with PSADT <6 months

• Two urologists indicated they start using apalutamide as soon as PSA starts rising and do not wait for PSADT <10 months. In their 
experience, patients who start early with second-generation AR inhibitors have better outcomes

• One urologist also pointed out that patient age and comorbidities may influence the decision to change treatment. For an older patient, 
QOL and metastasis-free survival (MFS) may be the main the goals, whereas for a young patient it is important to maintain OS
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Urologists manage patients with nmCRPC and monitor them every 3 months. Patients are referred to the oncologist when  PSADT is 
<10 months or there is disease progression by imaging. Apalutamide is widely used by urologists and oncologists to treat nmCRPC 
patients, and advisors rely on PSADT <6 months to trigger addition of a second-generation AR inhibitor to ADT 



KEY INSIGHTS: MANAGEMENT OF nmCRPC

All advisors are experienced and comfortable with second-generation AR inhibitors, and these agents are integral to their clinical 
practice. The majority of the advisors (75%) think the 3 second-generation AR inhibitors apalutamide, darolutamide, and 
enzalutamide have equal activity in nmCRPC

• Almost all the advisors (89%) believe second-generation antiandrogens improve MFS, OS, and QOL

• Advisors commented that darolutamide is not available in Puerto Rico, and most are using apalutamide, as it is readily available and they 
have experience using this drug. Advisors also commented that although payors should follow NCCN guidelines, bureaucracy for 
obtaining approval to use a drug can be very slow. Ultimately, availability of the drug depends on the patient’s medical insurance, as 
these drugs are costly

• One advisor noted that they start M0 patients with apalutamide and keep enzalutamide for M1 patients. However, as advanced imaging 
techniques are not available, many M1 patients may not be diagnosed in a timely manner

• It was also noted that AR inhibitors are generally well tolerated

In the case of a patient with grade 3 localized prostate cancer, asymptomatic, receiving radiotherapy and ADT, with stable PSA level 1 ng/mL 
for 4 years that then rises to 20 ng/mL and 6 months later to 40 ng/mL, the majority of the advisors (75%) would recommend ADT + 
apalutamide.         Ninety percent of the advisors would recommend a bone scan when, after 40 months on ADT + apalutamide, PSA levels 
rise again, and the patient is still asymptomatic

Urologists manage patients with nmCRPC and monitor them every 3 months. Patients are referred to the oncologist when  PSADT is 
<10 months or there is disease progression by imaging. Apalutamide is widely used by urologists and oncologists to treat nmCRPC 
patients, and advisors rely on PSADT <6 months to trigger addition of a second-generation AR inhibitor to ADT 
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DISCUSSION: MANAGEMENT OF nmCRPC
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[Monitoring] “. . . Every 3 months, and depending on the response I may adjust the times.”

[Urologist referral to oncologist] “We make assessment of PSADT <10 months. If imaging shows 
documented metastases, we refer them to oncologist.”

[Urologist referral to oncologist] “I like to refer them early on to the oncologist and share together 
the management of the patient.”

[Urologist treating nmCRPC post-radiation] “I start patients on apalutamide as soon as PSA starts 
to increase . . . When these drugs are started early on, these patients have better outcomes.”

[Oncologist treating nmCRPC patient] “I will rely on the PSADT . . . We use AR inhibitors all the 
time, this is like the ‘go to.’”

[Drug use] “Apalutamide is a lot easier to get in Puerto Rico and I already have some samples.  
So, when I see the patients, I can give them a 14-day sample and then start the medical 
insurance to get the full prescription.”

[Drug use] “Depending on the medical insurance, I guess, is the major factor.”

Monitoring of nmCRPC 
post-radiation and timing of 
referral to oncologist

Use of AR inhibitors

INSIGHTS



KEY INSIGHTS: MANAGEMENT OF mCSPC
Janssen Report Objective 2
Understand current treatment practices in the management of mCSPC in Puerto Rico, including the integration of AR inhibitors 

Advisors agreed that bone scans are the primary imaging technique to define a mCSPC patient 

• The majority of advisors (73%) see between 1%–10% of patients with mCSPC each month         and most have treated 1–10 patients 
with enzalutamide (90% of advisors)         and with apalutamide (80% of advisors) in the last 3 months. Two advisors had not treated any 
mCSPC patients with apalutamide over the last 3 months 

PSA is monitored every 3 months in mCSPC patients receiving systemic therapy, with a rise in PSA or disease progression by 
imaging being the 2 most important factors in deciding to make a treatment change

Current SOC for newly diagnosed mCSPC patients

• Advisors may use chemo + ADT (for a younger patient with visceral crisis), or ADT + second-generation AR inhibitors 

• Advisors will initiate AR inhibitor therapy in mCSPC patients from diagnosis, regardless of the patient being symptomatic or asymptomatic 

– In the case of a patient with mCSPC, PSA >200 ng/dL, and 10 bone lesions, two-thirds (66%) of the advisors would recommend 
ADT + an AR inhibitor

Advisors remarked that oral medication remains a challenge for reimbursement purposes

Bone scans are the primary imaging technique to define a newly diagnosed mCSPC patient. Patients may be initially managed by 
urologists and referred to the oncologist upon disease progression. PSA is monitored every 3 months, with a rise in PSA or disease 
progression by imaging the trigger for a treatment change. The SOC is chemo + ADT or ADT + second-generation AR inhibitors

14



KEY INSIGHTS: MANAGEMENT OF mCSPC
Janssen Report Objective 2
Understand current treatment practices in the management of mCSPC in Puerto Rico, including the integration of AR inhibitors 

Urologists’ perspectives

• One advisor pointed out that they will start a patient with newly diagnosed mCSPC on degarelix for injection + apalutamide, and if the 
patient develops metastases, he will be referred to the oncologist to consider chemotherapy

• Urologists noted that a patient with visceral disease would be started on ADT + apalutamide, and would be immediately referred to the 
oncologist 

• One advisor noted that for a patient with high Gleason, PSA 10–15 ng/mL, and 2 lymph nodes, their approach would be to remove the 
lymph nodes and then continue to cytoreductive surgery. However, if the patient had 1–2 bone lesions, they would not proceed to 
surgery, as in this instance it would not be curative

Oncologists’ perspectives

• In the case a of solitary bone lesion, the approach is radiotherapy first, and continue with systemic therapy

• When metastatic disease is broader, the comorbidities associated with surgery or radiotherapy need to be considered, as they may
impact a patient’s QOL and may include other issues (secondary tumors, bleeding, incontinence)
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Bone scans are the primary imaging technique to define a newly diagnosed mCSPC patient. Patients may be initially managed by 
urologists and referred to the oncologist upon disease progression. PSA is monitored every 3 months, with a rise in PSA or disease 
progression by imaging the trigger for a treatment change. The SOC is chemo + ADT or ADT + second-generation AR inhibitors



KEY INSIGHTS: MANAGEMENT OF mCSPC
Janssen Report Objective 2
Understand current treatment practices in the management of mCSPC in Puerto Rico, including the integration of AR inhibitors 

Although ADT and AR inhibitors are widely used in Puerto Rico for mCSPC patients, advisors are not very familiar with the data of 
the combination of ADT with AR inhibitors in mCSPC

• Almost half of the advisors (44%) were very or somewhat unfamiliar with the data from the TITAN trial        ; the majority (72%) were very 
or somewhat unfamiliar with the data from the ENZAMET trial         ; and 100% were very or somewhat unfamiliar with the data from the 
ARCHES trial

Advisors consider the triple therapy very interesting, and 14 noted that patients will need to be carefully selected

• Data need to mature to draw conclusions that may have clinical implications
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Bone scans are the primary imaging technique to define a newly diagnosed mCSPC patient. Patients may be initially managed by 
urologists and referred to the oncologist upon disease progression. PSA is monitored every 3 months, with a rise in PSA or disease 
progression by imaging the trigger for a treatment change. The SOC is chemo + ADT or ADT + second-generation AR inhibitors



DISCUSSION: MANAGEMENT OF mCSPC
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[Defining mCSPC]  “. . . We use bone scan.”

[Monitoring] “PSA every 3 months in these patients.”

[Change of treatment] “. . . PSA rise or disease progression by imaging.”

Treatment of newly 
diagnosed patients with 
mCSPC

INSIGHTS

Definition and monitoring 
of newly diagnosed 
patients with mCSPC

“I start all my newly diagnosed patients with metastases on second-generation antiandrogens.”

“I start newly diagnosed patients on Firmagon and apalutamide, and depending on how [many]
metastases, then refer them to the oncologist.”

“I start a patient with visceral disease on ADT + apalutamide and then send them to the oncologist.”

“If we do not have to use chemotherapy, we prefer other methods to control our patients . . .  
although the studies of the triple therapy are very interesting, and we need to wait for the data to 
mature.”

“If patient has bone mets, I know I will not cure him with surgery, and I will not do it.”

[Reimbursement challenges] “Oral agents may not be [covered] by medical plans . . . this is my 
biggest challenge.”



Advisor Key Takeaways



ADVISOR KEY TAKEAWAYS*
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ADVISOR ADVISOR

1

> It was good to hear that the way we are practicing is within 
the recommended standards

> We try to work as much as possible with a 
multidisciplinary approach. We have an oncologist in our 
center and very good cooperation. For radiotherapy we 
have to refer to other places

5

> I found the comparisons between different studies very 
interesting, also the different patient profiles included in 
each of these studies

> Definition of high-volume disease
> Data on triple therapy 
> I appreciate the opportunity of being invited to this 

excellent meeting

2

> Intensification of therapy 
> The importance of multidisciplinary approach, which may 

be more challenging in private practice
> The potential of local treatment in oligometastatic disease
> Hopefully being able to use PET imaging with new tracers

6

> The importance of treatment intensification
> Early multidisciplinary approach with oncologist and 

radiotherapist
> Insights in the latest study data and hopefully having all 

these drugs available in Puerto Rico

3
> Triple therapy in high volume disease
> I loved the review of latest study data, as we have so 

much data to follow 7

> The comparison of the different drugs that can be 
administered

> PET imaging with new tracers
> The importance of a multidisciplinary approach
> I find detection of AR-V7 in circulating tumor cells very 

interesting, and have 2 samples to try
> I highly appreciate the invitation 

4
> The importance of multidisciplinary approach
> The importance of genetic profiling, which is still difficult 

for us at this point

*Four advisors did not provide key takeaways.



ARS Data – Introductory 
ARS Questions



PARTICIPANT DEMOGRAPHICS 
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How many unique patients do you see each week? (n = 8*) What percentage of your TOTAL patients whom you see per 
month have prostate cancer? (N = 8*)

38%

13% 1%–10%

11%–20%

21%–30%

≥31%

≤49

50–100

101–150

151–200

≥201

38%38%

13%

50%

*Three advisors did not respond.

13%

The majority of advisors see between 50 and 
150 patients each week

Every month, 11%–20% of the advisors’ patients 
seen have prostate cancer



ALMOST ALL THE ADVISORS’ PATIENT POPULATIONS 
COMPRISE 1%–20% OF PATIENTS WITH nmCRPC SEEN EACH 
MONTH 

22*Two advisors did not respond.

What proportion of your prostate cancer patients whom you see per month have 
nonmetastatic castration-resistant disease (nmCRPC)? (n = 9*)



ALMOST TWO-THIRDS OF ADVISORS DO NOT REFER THEIR 
nmCRPC PATIENTS FOR GENETIC TESTING

23*Three advisors did not respond.

What proportion of your nmCRPC patients do you refer for genetic mutation 
testing? (n = 8*)



ALMOST HALF OF THE ADVISORS CONSIDER RISE IN PSA 
THE MOST IMPORTANT FACTOR TO CHANGE TREATMENT IN 
nmCRPC PATENTS
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Which of the following is the most important factor in determining a change in 
treatment for your nmCRPC patients? (n = 9*)

*Two advisors did not respond.



IN nmCRPC PATIENTS WITH A PSADT <6 MONTHS, ALMOST 
HALF OF THE ADVISORS WOULD ADD A SECOND-
GENERATION ANTIANDROGEN TO ADT

25*Two advisors did not respond.

When would you add a second-generation antiandrogen (apalutamide, 
darolutamide, enzalutamide) to ADT in patients with nmCRPC? (n = 9*)



ALMOST ALL THE ADVISORS BELIEVE SECOND-
GENERATION ANTIANDROGENS IMPROVE MFS, OS, AND QOL

26*Two advisors did not respond.

Second-generation antiandrogens (apalutamide, darolutamide, 
enzalutamide) can improve . . .? (n = 9*)



THE MAJORITY OF THE ADVISORS THINK ALL 3 SECOND-
GENERATION ANTIANDROGENS HAVE EQUAL ACTIVITY IN 
nmCRPC

27*Three advisors did not respond.

Which of the following do you feel has the best activity in nmCRPC? 
(n = 8*)



PATIENT CASE

> A 60-year-old man was previously diagnosed with grade 3 localized prostate 
cancer. At diagnosis, his PSA was 50 ng/mL. Conventional imaging studies were 
negative for distant metastases. He was treated with radiotherapy (EBRT) and 
ADT. His PSA level was stable (<1 ng/mL) for 4 years, after which PSA increased 
to 20 ng/mL. Six months later, his PSA level was 40 ng/mL. His testosterone level 
remains below castration levels. He currently is experiencing no symptoms and is 
fit and active 
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THE MAJORITY OF THE ADVISORS WOULD RECOMMEND 
ADT + APALUTAMIDE FOR THIS PATIENT

29*Three advisors did not respond.

What treatment option do you recommend? (n = 8*)



PATIENT CASE (CONT.)

> A second-generation antiandrogen was added, and the patient was stable for 40 
months. His PSA levels then started to rise again. The patient was still 
asymptomatic

30



ALMOST ALL THE ADVISORS WOULD RECOMMEND A BONE 
SCAN AT THIS POINT

31
*One advisor did not respond.

Which of the following imaging studies would you recommend at 
this point? Select all that apply. (n = 10*)

90%

30%

60%

10%

0% 0% 0% 0% 0%
0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

Bone scan Chest CT Abdominal/pelvic
CT

Abdominal/pelvic
MRI

PET scan PET/CT PET/MRI Whole-body MRI None of the
above

%



ARS Data – Management of 
mCSPC



FOR THE MAJORITY OF ADVISORS, 1%–10% OF THEIR 
PATIENTS SEEN EACH MONTH HAVE mCSPC

33

What proportion of your prostate cancer patients whom you see per month have 
metastatic castration-sensitive prostate cancer (mCSPC)?: (n = 11)



THE MAJORITY OF ADVISORS HAVE TREATED BETWEEN 1–5 
PATIENTS WITH ENZALUTAMIDE IN THE LAST 3 MONTHS

34
*One advisor did not respond.

Approximately how many prostate cancer patients in TOTAL have you treated 
with enzalutamide (Xtandi) over the past 3 months? (n = 10*)



THE MAJORITY OF ADVISORS HAVE TREATED BETWEEN 1–
10 PATIENTS WITH APALUTAMIDE IN THE LAST 3 MONTHS

35
*One advisor did not respond.

Approximately how many prostate cancer patients in TOTAL have you treated 
with apalutamide (Erleada) over the past 3 months? (n = 10*)



ALMOST HALF OF THE ADVISORS ARE VERY OR SOMEWHAT 
UNFAMILIAR WITH THE DATA FROM THE TITAN TRIAL

36*Two advisors did not respond.

How familiar are you with data from the TITAN trial? (n = 9*)



THE MAJORITY OF ADVISORS ARE VERY OR SOMEWHAT 
UNFAMILIAR WITH THE DATA FROM THE ENZAMET TRIAL

37

How familiar are you with data from the ENZAMET trial? (n = 11)



ALL THE ADVISORS ARE VERY OR SOMEWHAT UNFAMILIAR 
WITH THE DATA FROM THE ARCHES TRIAL

38*One advisor did not respond.

How familiar are you with data from the ARCHES trial? (n = 10*)



ONE-THIRD OF THE ADVISORS THINK THAT ALL 3 DRUGS 
ARE EQUALLY TOLERATED

39

Which of the following drugs is best tolerated? (n = 9*)

*Two advisors did not respond.



PATIENT CASE

> Patient case: mCSPC 
− 58-year-old presents with back pain (taking only NSAI agents), PSA >200 ng/dL, diffusely firm 

prostate on DRE 

− PMH: (+) for hypertension, NIDDM, controlled with oral medication 

− Bx: 10/12 cores, GG 4 (4+4) 

− CT scan: (–) for nodal or visceral mets 

− Bone scan: multiple areas (10) to t/l spine, ribs, RT scapula, and left femur

40



TWO-THIRDS OF ADVISORS WOULD RECOMMEND ADT + AN 
ANTIANDROGEN FOR THIS PATIENT

41

What is your initial systemic therapy recommendation for this patient? (n = 9*)

*Two advisors did not respond.
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