
 

FDA Approves Relugolix (ORGOVYX®) for  
Advanced Prostate Cancer 

FDA OKs “Game Changer” Radiotracer for Prostate 
Cancer Imaging 

PET Imaging Drug Detected Metastasis at Initial Diagnosis, 
Outperformed Standard for PSA Recurrence 

The FDA approved the first PET imaging agent that targets 
prostate-specific membrane antigen (PSMA) for evaluation of 
men with suspected prostate cancer (PCa), a potential game-
changing advance, according to experts. 

The approval makes gallium (Ga) 68 PSMA-11 (68Ga PSMA-11) 
available for use in men with newly diagnosed, potentially cur-
able PCa that has high-risk characteristics for metastasis, and 
for men with suspected recurrent PCa. Administered prior to 
PET imaging, the radioactive diagnostic agent binds to PCa le-
sions expressing PSMA. 

“68Ga PSMA-11 is an important tool that can aid healthcare 
providers in assessing PCa,” said Alex Gorovets, MD, of the FDA 
Center for Drug Evaluation and Research, in announcing the 
decision. “With this first approval of a PSMA-targeted PET im-
aging drug for men with PCa, providers now have a new imag-
ing approach to detect whether or not the cancer has spread to 
other parts of the body.” 
18F fluciclovine and 11C choline also have FDA-approved indica-
tions for PCa, but the indications apply only to men with sus-
pected PCa recurrence. In a clinical trial that directly compared 
68Ga PSMA-11 and 18F fluciclovine, the PSMA-targeted agent 
detected significantly more PCa in men who had recurrence 
after RP. 

“Because the PSMA PET scan has proven to be more effective 
(Continued on page 4) 

In December 2020, the Food 
and Drug Administration ap-
proved the first oral gonado-
tropin-releasing hormone 
(GnRH) receptor antagonist, 
relugolix, (ORGOVYX®) for 
men with advanced prostate 
cancer (PCa). 

Efficacy was evaluated in 
HERO (NCT03085095), a ran-
domized, open label trial in 
men requiring at least one 
year of androgen deprivation 
therapy (ADT) with either 
PCa recurrence following 
radiation or surgery or newly 
diagnosed castration-
sensitive advanced PCa.  

Patients (N=934) were ran-
domized (2:1) to receive a 
360 mg oral loading of 
relugolix on the first day, 
followed by daily oral doses 
of 120 mg, or leuprolide ace-
tate 22.5 mg injection subcu-
taneously every three 
months for 48 weeks. 
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The main efficacy outcome 
was medical castration rate 
defined as achieving and 
maintaining serum testos-
terone suppression to cas-
trate levels (<50 ng/dL) by 
day 29 for 48 weeks of treat-
ment. The medical castration 
rate was 96.7% (95% Confi-
dence Interval [CI]: 94.9 - 
97.9%) in the relugolix arm. 

The most common adverse 
reactions (≥10%) in men re-
ceiving relugolix in HERO 
were hot flush, musculoskel-
etal pain, fatigue, diarrhea, 
and constipation. The most 
common laboratory abnor-
malities (≥15%) were in-
creased glucose, triglycer-
ides, alanine aminotransfer-
ase, and aspartate amino-
transferase. Decreased he-
moglobin was also observed. 

The recommended relugolix 

(Continued on page 8) 

High-Risk Prostate Cancer Patients Can Wait Six Months for Surgery 

Can be Considered Low Priority Procedure During COVID-19 Pandemic, Researchers Say 

PROSTATE CANCER HELPLINE: 1-800-808-7866 WWW.USTOO.ORG 

Prostate cancer (PCa) surgery 
in high-risk patients can safe-
ly be delayed for as long as 
six months and should there-
fore be considered a low 
priority compared with other 
cancer and emergent surger-
ies when healthcare re-
sources must be prioritized, a 
large US database study 
found. 

“The analysis compared a 
surgical delay time of 31 to 
60 days with longer delays in 
a large, contemporary cohort 
of high-risk localized PCa 

patients who underwent 
radical prostatectomy (RP) 
within 180 days of diagnosis, 
and found that longer delays 
were not associated with 
adverse pathological out-
comes (Odds Ratio [OR] 0.95, 
95% Confidence Interval [CI] 
0.80-1.12, P=0.53),” reported 
Leilei Xia, MD, of the Univer-
sity of Pennsylvania Perel-
man School of Medicine in 
Philadelphia, and colleagues. 

The study, published online 
in JAMA Network Open, also 
found that longer surgical 

delays of 151 to 180 days 
were not associated with the 
study’s secondary outcome 
of worse overall survival (OS) 
(Hazard Ratio [HR] 1.12, 95% 
CI 0.79-1.59, P=0.53). 

“RP for high-risk PCa may be 
safely delayed up to six 
months post-diagnosis,” re-
searchers concluded, adding 
that the finding may be reas-
suring amid delays for RP 
stemming from the need to 
divert usual resources during 

(Continued on page 5) 
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CALGB 90203 (Alliance): Radical Prostatectomy with or without Neoadjuvant 
Chemohormonal Therapy in Localized, High-Risk Prostate Cancer 

Eastham JA, Heller G, Halabi S, Monk JP III, Beltran H, Gleave M, Evans CP, et al. 

J Clin Oncol 38: 3042-3050, 2020  
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as a serum PSA >0.2 ng/mL 
that increased on 2 consecu-
tive occasions that were at 
least 3 months apart.  

Secondary end points includ-
ed 5-year BPFS, overall BPFS, 
local recurrence, metastasis-
free survival (MFS), PCa-
specific mortality (PCSM), 
and overall survival (OS). 

Results: A total of 788 men 
were randomly assigned. 
Median follow-up was 6.1 
years. The overall rates of 
grade 3 and 4 adverse events 
during chemotherapy were 
26 and 19%, respectively. No 
difference was seen in 3-year 
BPFS between neoadjuvant 
CHT plus RP and RP alone 
(0.89 vs. 0.84, respectively; 

95% Confidence Interval [CI] 
for the difference -0.01 to 
0.11, P=0.11). Neoadjuvant 
CHT was associated with im-
proved overall BPFS (hazard 
ratio [HR] 0.69, 95% CI 0.48 
to 0.99), improved MFS (HR 
0.70, 95% CI 0.51 to 0.95), 
and improved OS (HR 0.61, 
95% CI 0.40 to 0.94) com-
pared with RP alone. 

Conclusion: The primary 
study end point, 3-year BPFS, 
was not met. Some improve-
ment was seen in secondary 
end points, but any potential 
benefit must be weighed 
against toxicity. Our data do 
not support routine use of 
neoadjuvant CHT and RP in 
men with clinically localized, 
high-risk PCa at this time. 

Purpose: Radical prostatec-
tomy (RP) alone is often inad-
equate in curing men with 
clinically localized, high-risk 
prostate cancer (PCa). We 
hypothesized that chemo-
hormonal therapy (CHT) with 
androgen-deprivation thera-
py (ADT) plus docetaxel be-
fore RP would improve bio-
chemical progression-free 
survival (BPFS) over RP alone. 

Patients and Methods: Men 
with clinically localized, high-
risk PCa were assigned to RP 
alone or neoadjuvant CHT 
with ADT plus docetaxel (75 
mg/m2 body surface area 
every 3 weeks for 6 cycles) 
and RP. The primary end 
point was 3-year BPFS. Bio-
chemical failure was defined 
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FDA Approves FoundationOne Liquid CDx as Companion Diagnostic for 
Olaparib Treatment for Metastatic CRPC 

The FDA has approved the 
FoundationOne Liquid CDx to 
identify BRCA1, BRCA2,  
and/or ATM alterations in 
men with metastatic castra-
tion-resistant prostate can-
cer (mCRPC) who may be 
appropriate for treatment 
with olaparib. The Founda-
tionOne Liquid CDx is to be 
used as a companion diag-
nostic for olaparib, according 
to Foundation Medicine, the 
developer of the new test. 

The FoundationOne Liquid 
CDx uses a blood-based biop-
sy to identify appropriate 
candidates for treatment 
with olaparib. The compre-
hensive genomic profiling 
test is now approved as a 
companion diagnostic for 7 
targeted therapies across 4 
tumor types. 

“With this latest companion 
diagnostic approval, physi-
cians now have the option to 
choose either tissue or  
liquid-based comprehensive 
genomic testing based on 

their patients’ need and con-
dition. Since tissue availabil-
ity can be an issue for some 
metastatic prostate cancer 
patients, blood-based testing 
is an important option to 
consider and critically im-
portant for informing patient 
care,” Brian Alexander, MD, 
MPH, chief medical officer at 
Foundation Medicine, said in 
a press release. “The approv-
al of this companion diagnos-
tic will allow more patients 
to access genomic testing, 
regardless of specimen type, 
and provide oncologists with 
another tool to guide person-
alized treatment decisions.” 

The FoundationOne Liquid 
CDx is a qualitative next gen-
eration sequencing based in 
vitro diagnostic test for pre-
scription use only that uses 
targeted high throughput 
hybridization-based capture 
technology to analyze 324 
genes utilizing circulating  
cell-free DNA (cfDNA) isolat-
ed from plasma derived from 

advanced cancer patients. 
Additional genomic findings 
may be reported by the test, 
however, and are not pre-
scriptive or conclusive for 
labeled use of any specific 
therapeutic product. 

Moreover, use of the test 
does not guarantee a patient 
will be matched to a treat-
ment. A negative result does 
not rule out the presence of 
an alteration, and patients 
who are negative for com-
panion diagnostic mutations 
should be reflexed to tumor 
tissue testing and mutation 
status confirmed using an 
FDA-approved tumor tissue 
test, if feasible. 

The FoundationOne Liquid 
CDx was approved by FDA in 
August to report genomic 
alteration results for patients 
with any solid tumor.  

CancerNetwork.com 
09 November 2020 
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Doc Moyad’s What Works & What is Worthless Column – Also Known as “No Bogus Science” Column 

“Vegan = Magic?!”  

Mark A. Moyad, MD, MPH, University of Michigan Medical Center, Department of Urology 

Editor’s Note: Us TOO invites certain physicians and others to provide information and commentary for the Hot SHEET to enrich its content to 
empower the reader. This column contains the opinions and thoughts of its author and are not necessarily those of Us TOO International. 

choices allowed subjects to 
reduce their overall caloric 
intake by roughly 491 calo-
ries/day! Wow! That is a lot! 
So, not magic, but part of the 
means by which simple calor-
ic reduction leads to weight 
loss, while not increasing 
physical activity!   

Wait, there is more! Energy 
expenditure also appeared to 
increase because, as the 
quality of the food intake 
increased, the body ap-
peared to burn those foods 
more efficiently, which is also 
known as the thermic effect 
of food, or an increasing 
metabolic rate, simply based 
on food choices. Blood sugar 
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I love the vegan lifestyle 
movement! Let me reiterate 
myself… “I LOVE THE VEGAN 
MOVEMENT.” Why? Is it be-
cause I am vegan? No! I am 
not “vegan” although there 
are days I feel “veganish,” or 
that I am following a “vegan 
lite,” or “vegan-like” lifestyle, 
but currently I am not able to 
go all the way vegan for 
many reasons that would 
completely bore you if I ex-
plained my “reasoning.”  

In the meantime, I am watch-
ing old, middle-age, young, 
and very young folks move 
more toward a predominant-
ly plant-based diet, for exam-
ple the talented quarterback 
of the Ohio State (ouch, that 
just hurt to use those two 
words) football team. I watch 
in awe because this move-
ment has three features I 
admire. First, eating more 
plant-based foods is good for 
you, and second it is good for 
the planet, and third it helps 
fight animal cruelty or helps 
support animal rights. How 
can I argue against that? I 
cannot, so I admire it!   

The study described here is a 
randomized trial from the US 
which asked 244 individuals 
(BMI of 33-34, average age 
54 years) to try a low-fat ve-
gan diet for 16 weeks or be 
in a control group. The study 
results showed a lot of 
weight loss in the low-fat 
vegan group in very little 
time compared to the control 
group.1 On average, the ve-
gan group lost approximately 
14 pounds, and… are you 
ready for this? Physical levels 
of activity or exercise time 
decreased during the study!  

Wait, is the low-fat vegan 
diet magic? Not really, be-
cause despite not limiting 
calories, the vegan food 

and bad cholesterol dropped, 
insulin sensitivity improved, 
liver fat appeared to drop, 
and blah blah blah.  

The bottom line – heart 
healthy changes were also 
occurring all over the place 
with these vegan dietary 
changes. FYI, participants 
were given a daily vitamin B12 
supplement, since plant 
foods do not contain ade-
quate B12 unless the product 
is fortified. Also, fat, choles-
terol, and protein intake de-
creased, but carbohydrate 
intake increased to almost 35 
grams per day without taking 
“magical” fiber pills, pow-
ders, or liquids, but real 

whole or unprocessed food!  
In fact, about 75% of calories 
in the vegan diet came from 
CARBOHYDRATE! Remember, 
fiber is a carbohydrate!   

So, yes you can eat a high, 
good carbohydrate diet and 
also lose weight or become 
healthier folks! So, vegan 
lifestyle or dietary changes 
are not magic, but reducing 
the amount you eat and im-
proving diet quality can give 
you magical results in the 
short- and possibly long-term 
provided you can adhere to 
it. I am trying every day to be 
a little more “plantish,” but it 

(Continued on page 8) 

An Artificial Intelligence (AI) Program That Aims to Make it Easier to Identify  
Bone Metastases in Men with Prostate Cancer Has Been Granted 510(K)  
Clearance by the U.S. Food and Drug Administration 

A handful of artificial intelli-
gence (AI) algorithms for 
radiology imaging analysis 
have recently received 510(k) 
clearances from the FDA. 
Two of these, from Quantib 
and Ezra, are focused on the 
relatively untouched area of 
prostate cancer (PCa) screen-
ing, while a third, from Aidoc, 
targets incidental pulmonary 
embolism. 

Quantib’s software delivers 
an in-workflow assessment 
of prostate imaging. The 
Dutch company’s product is a 
collection of different tools 
designed to support diagno-
ses, such as calculations of 
PSA and a heat map that 
highlights those parts of an 
image that warrant radiolo-
gist review. 

“Quantib’s FDA clearance is a 
game-changer for American 
radiologists who will, for the 
first time, have the powerful 
AI solutions they’ve been 
eager to implement for one 
of their most common dis-

ease areas,” Arthur Post Uit-
erweer, CEO of Quantib, said 
in a statement. “Both the 
instant impact and potential 
of this solution are significant 
for radiologists and patients 
alike. We aim to magnify 
that, focusing on widespread 
adoption and upgrades.” 

The company also noted in 
the clearance announcement 
that it’s planning to deploy 
the new software in 10 facili-
ties during 2020, and is work-
ing on updates to the prod-
uct that will become availa-
ble “over the coming 
months.” 

Ezra, meanwhile, touts the 
ability of its newly-cleared AI 
to accurately measure pros-
tate volume, measure and 
grade the size of an identi-
fied prostate lesion, and – in 
the case of a biopsy – seg-
ment and represent the 3D 
volume of a prostate or le-
sion. Clinicians can access 
these tools through a web 
browser via the company’s 

cloud-based Plexo platform. 

“Over the past two years, our 
team has worked tirelessly 
on building Ezra’s prostate AI 
and I’m thrilled to bring it to 
our imaging partners across 
the US,” Emi Gal, CEO and 
cofounder of Ezra, said in a 
statement. “We will continue 
to work towards making the 
interpretation of prostate 
MRI scans faster and more 
affordable, in order to sup-
port the millions of men who 
are at risk of PCa.” 

And as for Aidoc, the FDA 
cleared its AI tool for the 
triaging and notification of 
incidental pulmonary embo-
lism. The Israeli company’s 
algorithm acts as an always-
on catch net for hard-to-spot 
cases. According to Aidoc, its 
performance is unique due 
to the low incidence of inci-
dental pulmonary embolism 
cases, and the wide breadth 
of imaging radiologists use. 

HIMSS 
20 October 2020 
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Decision Analysis Model Comparing Cost of IsoPSA™ vs. Repeat Biopsy for   
Detection of Clinically Significant Prostate Cancer in Men with Previous   
Negative Findings on Biopsy 

Lotan Y, Stovsky M, Rochelle R, Klein E 

Urology Practice 1: 40-46, 2021 

performed varying model 
assumptions. A separate 
analysis incorporated cost of 
treatment for men with PCa. 

Results: Using the baseline 
model with 20.5% PCa inci-
dence yielded an overall cost 
for 100 men of $197,700 and 
$165,300 for the standard 
and IsoPSA arms, respective-
ly, including the cost of the 
IsoPSA assay, herein as-
sumed to be $350. The IsoP-
SA arm detected 0.8 fewer 
Gleason 7–10 prostate can-
cers (12.6 vs. 13.4) but gen-
erated 34% fewer biopsies. 
The IsoPSA arm was less ex-
pensive if overall biopsy cost 
is more than $1,027, if IsoP-
SA cost is less than $674, or 
cancer rate was less than 
70%. In the model incorpo-
rating treatment of men with 
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Introduction: We compared 
cost of IsoPSA™ vs. repeat 
biopsy in detection of clini-
cally significant prostate can-
cer (PCa) in men with previ-
ous negative office-based 
prostate biopsy. 

Methods: A decision tree 
model compared cost of bi-
opsy for all men with previ-
ous negative biopsy and ris-
ing PSA (standard arm) vs. 
initial IsoPSA with biopsies 
performed only in cases of 
abnormal IsoPSA. Study end-
points were cost, number of 
biopsies and cancers detect-
ed. Cost was based on Medi-
care reimbursement and 
peer reviewed literature. 
Cost of sepsis, complications 
and loss of work were incor-
porated into the analysis. 
Sensitivity analyses were 

a cancer diagnosis the IsoPSA 
arm was also less expensive, 
generating savings of 
$53,300 per 100 men. 

Conclusions: The use of IsoP-
SA to select men for repeat 
biopsy reduced the number 
of biopsies needed by 34% 
and generated significant 
cost savings. 

Get the Latest on 
COVID-19 and  

Prostate Cancer  

Including resources, tips on 
holding virtual meetings, 
and an ongoing series of  
informational articles with 

some important  
comments regarding the 

coronavirus, cancer  
patients, and safety from  

Dr. Mark A. Moyad at 

 www.ustoo.org/covid 

Genomic Profiles of De Novo High and Low Volume Metastatic Prostate Can-
cer: Results from 2-Stage Feasibility and Prevalence Study in STAMPEDE Trial 

Gibson C, Ingleby F,  Duncan DC, Parry MA, Atako NB, et al. 

JCO Precis Oncol 4: 882-897, 2020 

Purpose: The STAMPEDE trial 
recruits men with newly di-
agnosed, high-risk, hormone-
sensitive prostate cancer 
(PCa). To ascertain the feasi-
bility of targeted next-
generation sequencing 
(tNGS) and the prevalence of 
baseline genomic aberra-
tions, we sequenced tumor 
and germline DNA from men 
with metastatic PCa (mPCa) 
starting long-term androgen-
deprivation therapy (ADT). 

Methods: In a 2-stage ap-
proach, archival, formalin-
fixed, paraffin-embedded 
(FFPE) prostate tumor core 
biopsy samples were retro-
spectively subjected to 2 
tNGS assays. Prospective 
enrollment enabled valida-
tion using tNGS in tumor and 
germline DNA. 

Results: In stage 1, tNGS data 
were obtained from 185 tu-
mors from 287 men (65%); 
98% had de novo mPCa. We 
observed PI3K pathway aber-
rations in 43%, due to PTEN 
copy-number loss (34%) 
and/or activating mutations 
in PI3K genes or AKT (18%) 
and TP53 mutation or loss in 
33%. No androgen receptor 
(AR) aberrations were de-
tected; RB1 loss was ob-
served in less than 1%. In 
stage 2, 93 (92%) of 101 FFPE 
tumors (biopsy obtained 
within 8 months) were suc-
cessfully sequenced prospec-
tively. The prevalence of DNA 
damage repair (DDR) defi-
ciency was 14% (somatic) 
and 5% (germline). BRCA2 
mutations and mismatch 
repair gene mutations were 
exclusive to high-volume 

disease. Aberrant DDR (22 vs. 
15%), Wnt pathway (16 vs. 
4%), and chromatin remodel-
ing (16 vs. 8%) were all more 
common in high-volume vs. 
low-volume disease, but the 
small numbers limited statis-
tical comparisons. 

Conclusion: Prospective ge-
nomic characterization is 
feasible using residual diag-
nostic tumor samples and 
reveals that the genomic 
landscapes of de novo high-
volume mPCa and advanced 
metastatic PCa have notable 
similarities (PI3K pathway, 
DDR, Wnt, chromatin remod-
eling) and differences (AR, 
RB1). These results will in-
form the design and conduct 
of biomarker-directed trials 
in men with hormone-
sensitive mPCa. 

in locating these tumors, it 
should be the new standard 
of care for men who have 
PCa, for initial staging or lo-
calization of recurrence,” 
trial investigator Jeremie 
Calais, MD, of the University 
of California Los Angeles 
(UCLA), said in a separate 
statement. 

Peter Carroll, MD, of the Uni-
versity of California San Fran-
cisco (UCSF), added, “I be-
lieve PSMA PET imaging in 
men with prostate cancer is a 
game changer because its 
use will lead to better, more 
efficient and precise care.” 
Carroll was an investigator in 
a single-arm evaluation of 
68Ga PSMA-11. 

The FDA based approval pri-
marily on 2 single-arm evalu-
ations of 68Ga PSMA-11 in-
volving a total of 960 men 
with PCa. One study included 
325 men with newly diag-
nosed high-risk PCa. The re-
sults showed that men with 
positive PET PSMA scans had 
“a clinically important rate of 
metastatic cancer confirmed 
by surgical pathology.” 

“Availability of this infor-
mation before treatment is 
expected to have important 
implications for care,” ac-
cording to the FDA state-
ment. “For example, it may 
spare certain men from un-
dergoing unneeded surgery. 

In the second study, 635 men 
with rising PSA levels after RP 
or definitive radiation thera-
py underwent PET imaging 
with 68Ga PSMA-11, which 
revealed one or more posi-
tive lesions in three-fourths 
of the men. When the PET 
imaging results were com-
bined with biopsy or other 
information, 91% of positive 
cases were confirmed as lo-
cal or metastatic recurrence. 

“Thus, the second trial 

Radiotracer 

(Continued from page 1) 
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PCa patients facing delays in 
the COVID-19 era. 

Asked for his perspective, 
Eric A. Klein, MD, of the 
Glickman Urological and Kid-
ney Institute at the Cleveland 
Clinic, who was not involved 
with the study by Xia and co-
authors, explained that RP 
may be delayed for a variety 
of reasons, including treat-
ment toxicity and crisis situa-
tions such as the pandemic. 

“Or a patient may want a 
second opinion or be a good 
candidate for neoadjuvant 
trials,” he told MedPage.  

“Understandably, there may 
be some hesitation among 
newly diagnosed men about 
delaying surgery, even if it’s 
because they’re receiving 
other anticancer treatment. 
Men are understandably 
scared when they learn they 
have high-grade cancer, but 
what we have seen anecdo-
tally – and what the data 
suggest – is that a reasonable 
delay in treatment is not 
likely to affect outcomes in 
these patients.” 

“Study limitations,” Xia and 
co-authors said, “included 
the possible selection bias 
inherent in retrospective 
studies in general and in par-
ticular surgical waiting time 
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rate outcome to capture cas-
es with more aggressive 
pathological features,” the 
researchers explained. 
Compared with delays of 31 
to 60 days, longer delays did 
not increase the odds (risk) 
of the following pathological 
outcome measures: 

• pT3-T4 disease = OR 0.99 
(95% CI 0.83-1.17, P=0.87) 

• pN-positive disease = OR 
0.79 (0.59-1.06, P=0.12) 

• Pos. surgical margin = OR 
0.88 (0.75-1.05, P=0.17) 

• APS ≥2 = OR 0.90 (0.74-
1.05, P=0.17) 

“A total of 2,348 men (7.3%) 
were determined to have 
very-high-risk disease, includ-
ing 330 (1.0%) with a 
Gleason score (GS) of 5+3; 
1,593 (5.0%) with a GS of 
5+4; and 425 (1.3%) with a 
GS of 5+5. The findings were 
consistent even for this very 
high-risk group,” Xia and co-
authors reported. 

They noted that Gupta, et al. 
in 2018 similarly found that a 
six-month delay in RP was 
not associated with adverse 
outcomes in intermediate- to 
very-high-risk patients, a 
finding paralleled recently in 
The Journal of Urology with 
reassuring implications for 

Financial Toxicity of Prostate Cancer Treatment 

For men with early-stage 
prostate cancer (PCa), initial 
treatment choices carry vary-
ing risks of “financial toxici-
ty,” reports a study in The 
Journal of Urology. 

The cost of cancer care can 
be high, and the financial 
burden of PCa treatment can 
be a significant source of 
stress for men and their fam-
ilies. “Treatment cost and the 
associated financial burden 
could be an important factor 
in treatment decisions,” says 
Daniel A. Barocas, MD, MPH, 
associate professor of urolo-

the COVID-19 pandemic. 

Study Details 

The study involved 32,184 RP 
patients from the National 
Cancer Database (NCDB) 
with a mean age of 64 (range 
59-68). Of these, 25,548 
(79.4%) men were non-
Hispanic white, and had high-
risk (clinical stage [cs] T1-
2cN0cM0) prostate adeno-
carcinoma diagnosed be-
tween 2006 and 2016. 

Surgical delay time, defined 
as days between initial can-
cer diagnosis and RP, in the 

overall cohort was catego-
rized into 5 patient groups: 
Adverse pathological out-
comes included pathologic 
(p) T3-T4 disease, p-node  
(N)-positive disease, and pos-
itive surgical margin. “The 
adverse pathological score 
(APS) was defined as an accu-
mulated score of the 3 out-
comes (0-3), with an APS of 2 
or higher considered a sepa-

High-Risk PCa Patients Can Wait Six Months for Surgery (continued from page 1) 

Delay (days) No. men (%) 

31-60 13,804 (42.9) 

61-90 11,750 (36.5) 

91-120 4,489 (14.0) 

121-150 505 (4.7) 

151-180 637 (2.0) 

studies. In addition, certain 
confounding factors were 
unknown, and bias could also 
have been introduced by ex-
cluding missing data. Also, 
since true long-term cancer-
specific outcomes, such as 
biochemical recurrence, me-
tastasis-free survival, and can-
cer-specific survival, were not 
available in the NCDB,  patho-
logical outcomes had to serve 
as surrogates. 

“Moreover, because follow-up 
time for OS was short, results 
for this secondary outcome 
should be interpreted with 
caution, and only locally ad-
vanced cT1-T2 disease was 
included and it was unclear 
what staging method was 
used (digital rectal examina-
tion vs. imaging),” the re-
searchers noted, cautioning 
that “the results should not be 
used for decisions regarding 
locally advanced cancer or 
surgical delay times beyond 
six months and may not ex-
tend to men who receive RT.  

“Finally,” the team said, 
“because the NCDB is a hospi-
tal-based rather than a popu-
lation-based system and men 
were treated at Commission 
on Cancer-accredited facilities, 
the results may not be com-
pletely representative at the 
population level.” 

MedPage Today 
8 December 2020 

gy and medicine at Vander-
bilt University, Nashville TN, 
senior author of the paper. 
Financial toxicity is a relative-
ly new term in cancer care 
and is defined as “the dis-
tress or hardship experi-
enced by patients due to the 
cost of cancer treatment.” 

Because their cancer has not 
spread, men with localized 
disease have a choice of 
treatment options, including 
active surveillance (AS), radi-
ation (RT) or surgery. 

According to lead author 
Benjamin V. Stone, MD, 

“Modern treatments for lo-
calized PCa provide compara-
ble outcomes, with high 
rates of cancer control and 
patient survival.” But do fi-
nancial burdens differ by the 
choice of initial PCa treat-
ment? To find out, Drs. Stone 
and Barocas and colleagues 
analyzed data on 2,121 men 
from a follow-up study of 
treatment for localized PCa. 

The study included a ques-
tionnaire asking about the 
direct and indirect costs of 
PCa and its treatment. Finan-
cial burdens were compared 

for patients choosing surgery 
(radical prostatectomy, RP), 
external beam radiation ther-
apy (EBRT), or AS. Other 
treatment groups were too 
small for analysis. 

In the first 6 months after 
PCa treatment, 15% of men 
said they experienced “a 
large or very large” burden of 
treatment costs. The finan-
cial burden was highest for 
men who underwent EBRT – 
11% of men reported bur-
dens consistent with financial 

(Continued on page 8) 
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demonstrated that 68Ga 
PSMA-11 PET can detect sites 
of disease in men with bio-
chemically recurrent PCa, 
and may provide important 
information that impacts 
treatment approach,” ac-
cording to FDA. 

“The FDA granted the ap-
proval to UCLA and UCSF,” 
said Thomas Hope, MD, of 
UCSF, who called the joint 
effort of the two institutions 
a “unique collaboration.” 

MedPage Today 
1 December 2020 

Radiotracer 

(Continued from page 4) 

is not easy. Well, “nothing 
worth doing and achieving 
has ever been easy to do, 
Mark!” Wow! I just became 
my parents for a second!  

Reference:  

1. Kahleova H, Petersen KF, 
Schulman GI. JAMA Netw 
Open 2020; 3: e2025454. 

Doc Moyad 

(Continued from page 3) 
toxicity. 

Men choosing RP had higher 
initial financial burdens than 
men choosing AS. However, 
the groups were similar after 
1 year. Financial burdens 
decreased over time – 5 
years post-treatment, only 1-
3% of men still experienced 
financial toxicity. After ad-
justment for other factors, 
the financial burdens associ-
ated with EBRT were up to 
twice as high as for RP or AS. 

“Our research shows RT 
seems to have the highest 
financial burden for clinically 
localized PCa compared to RP 
or AS,” says Dr. Stone. 
“However, our study also 
shows there is a relatively 
small percent of men who 
experience a large or very 
large financial burden due to 
treatment, and the financial 
burden lessens over time.”  

Other factors contributing to 
higher financial burden in-
cluded: higher-risk PCa, 
younger age, non-white race, 

dose is a loading dose of 360 
mg on day 1 followed by a 
daily oral dose of 120 mg at 
approximately the same time 
with or without food. 

“Today’s approval marks the 
first oral drug in this class 
and it may eliminate the 
need for clinic visits for some 
men to receive treatments 
administered by health care 
providers,” said Richard 
Pazdur, M.D., director of the 
FDA’s Oncology Center of 
Excellence and director of 
the Office of Oncologic Dis-
eases in the Center for Drug 
Evaluation and Research. 
“This can be especially bene-
ficial in helping patients with 
cancer stay home and avoid 
exposure during the corona-
virus pandemic.” 

FDA Drug Approvals and Databases 
18 December 2020 

Relugolix 

(Continued from page 1) 

Financial Toxicity (Continued from page 5) 

Check Out the Us TOO 
Advanced Prostate  

Cancer Brochure at: 

www.ustoo.org/AdvancedBrochure  

and lower education. “The 
association of financial bur-
den with socioeconomic fac-
tors such as race and educa-
tion are in line with the re-
sults of previous studies in 
the United States and world-
wide,” the authors write. 

“Overall, our follow-up study 
suggests that RT has a longer-
lasting burden of costs, com-
pared to other initial treat-
ment options for PCa,” the 
researchers conclude. They 
note some limitations of their 
study, including a lack of data 
on patients’ income and oth-
er financial resources. 

It is also unclear why the fi-
nancial impact of EBRT is 
larger than for other treat-
ment options. Dr. Stone adds, 
“Future studies should in-
clude data on out-of-pocket 
treatment costs as well as 
various types of indirect costs 
affecting the financial impact 
of PCa treatment choices.” 

Newswise 
30 November 2020 
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Pssst! 

Check out our 

feature on sex and intimacy, 

Between the Sheets...
Between the Sheets...                   January 2021
This column provides the platform for experts in the field to help men and women by providing answers 
to questions about sexual health and intimacy challenges that can result from prostate cancer treatment. 

This column was compiled with the help of Dr. Jeffrey Albaugh, Director of Sexual Health at NorthShore University 
HealthSystem and at Jesse Brown VA Medical Center in Chicago, IL. Dr. Albaugh is a funded researcher, a board 
certified advanced practice urology clinical nurse specialist, and a board certified sexuality counselor. In addition to his 
many publications in peer reviewed journals and chapters in books on sexual dysfunction, Dr. Albaugh published 
Reclaiming Sex and Intimacy After Prostate Cancer Treatment. He has been quoted in media and publications as an expert 
in the treatment of sexual dysfunction, and is a member of the Us TOO Board of Directors. 

QUESTION FROM PROSTATE CANCER SURVIVOR:
Can you offer some pointers for success with using the vacuum device for sex?

RESPONSE FROM DR. JEFFREY ALBAUGH:
Thank you for your question. I am sure you are not the only man out there struggling with trying to master the vacuum device. 
I think the most important key to success is one-on-one training with a knowledgeable professional who really knows how the 
vacuum device works. Practice and patience are essential to mastering the vacuum device. It is important to keep the pubic hair 
trimmed neatly to get a good seal for the pump against your body. Some men use a body shield to cover the hair, but most men 
just trim the hair neatly with a beard or hair groomer. It is important to be in an upright position when working with the vacuum 
device, if possible, to promote blood flow into the penis. If you can get a partial erection, try and get your penis started with 
whatever erection response you can get. The more you start with, the easier the additional blood will flow into the entire penis 
to help you get an even erection. 

Take your time with pumping and don’t rush the process. Wait about 5 seconds after each 1-3 pumps to allow the blood to move 
all the way down to the tip of your penis between the pumping. If you are using a battery device, press 5 seconds then release 
5 seconds and repeat that process. Every time it hurts, release the suction completely by pushing the release button and pulling 
the device away from your body, and then re-adjusting the penis inside as you re-establish suction. If you started with a fairly 
flaccid penis, or completely flaccid, it may take 30-40 releases and readjustments to get a painless, even, lifted-off erection 
inside the device. That is your only goal: a painless, even, lifted-off erection. Practice getting those painless, even, lifted-off 
erections every day until you perfect that process and before you even try the tension rings to hold the erection. 

Once you have mastered getting 5-10 painless, even, lifted-off erections every day, you are ready to try the tension ring, and 
you will start with the loosest ring in your kit. A ring on your penis is strange, and it helps to start with the loosest ring using 
plenty of lubricant on your penis and under the ring on the device. If the ring is not tight enough, you can try the next smaller 
ring until you find the ring that holds the erection. It is important to use plenty of lubricant both on the penis and under the ring 
on your device. If you use the cone to load the ring on your device, you will use plenty of lubricant on the cone to pull the ring 
down across the cone onto the device and the lubricant will end up under the ring. Transferring the ring off of the device onto 
the base of your penis is also tricky and you need to be shown how to do that. Don’t ever wear the tension ring for greater than 
30 minutes maximum. Taking the ring off is another challenging thing and you need someone to show you how to do that as 
well. It helps to re-lubricate the penis before you start to take the ring off and then, if you have outer rings or tabs on the side 
of the tension ring, pull on both sides simultaneously to release the tension around your penis. The blood will begin to move 
out of your penis back into your body as you stretch the ring from around the penis. After the penis becomes flaccid you can 
carefully inch the ring off your penis (with plenty of lubricant you reapplied). Nothing replaces a one-on-one demonstration from 
a knowledgeable professional on how to use the vacuum device and the rings. Ask for the help you need, as no description can 
replace proper training from a qualified expert with the device.

You can access the new edition of my book or download a free copy of my original book at www.drjeffalbaugh.com.

Watch Dr. Albaugh’s presentation on sexual health and intimacy from the Prostate Cancer Pathways for Patients and Caregivers 
event recorded at NorthShore University HealthSystem in Skokie, IL on November 3, 2018 at  
https://www.youtube.com/watch?v=Hiq0dDEb1l0&t=4483s.   

Read previous issues of Between the Sheets at www.ustoo.org/BTS.

Do you have a question about sexual health or intimacy? If so, we invite you to send it to Us TOO. 
We’ll select questions to feature in future Between the Sheets columns.

Please email your question to: ustooBTS@ustoo.org

Or mail your letter to:
Us TOO International
Between the Sheets

2720 S. River Road, Suite 112
Des Plaines, IL 0018



Progress on Prostate Cancer Research             January 2021
Advancements in prostate cancer research provide hope for finding a cure and lead to the  
discovery of new treatments to minimize the impact of a man’s prostate cancer and maximize his  
quality of life. This regular Hot SHEET supplement includes some of the latest research from the 
Prostate Cancer Foundation (www.pcf.org). 

27th Annual PCF Scientific Retreat – Top New Discoveries for Patients
PCF held its 27th Annual Scientific Retreat in October – virtually, of course. With no constraints of time 
or geography, there were a record 2300+ registered attendees from 36 countries. Scientific Retreat is an 
opportunity for PCF-funded investigators and other experts in the field of prostate cancer research to learn 
from each other through presentations, discussions, and informal networking (in Zoom breakout rooms this 
year). 

From 36 total panels and presentations, PCF’s Global Director of Research and Scientific Communications, Dr. 
Andrea Miyahira, has curated the Top New Discoveries for Patients. Stay tuned for more next month!

Can CAR T Cells Fight Prostate Cancer?
T cells are key players in the body’s immune response. Their job is to recognize and directly kill “dangerous” 
cells infected by a virus or bacteria or that have become cancerous. They can now be engineered in a lab to 
fight prostate cancer with the addition of a chimeric antigen receptor (CAR) that can recognize PSCA, a protein 
on the surface of prostate cancer cells. This allows us to arm the body’s own natural defense mechanisms to 
kill the cancer cells, much like it would fight any other invader. 

Tanya Dorff, MD, at City of Hope in Los Angeles, is on the cutting edge of this research, advancing this approach 
through early-phase clinical trials. Already, there are promising results: one patient with metastatic prostate 
cancer and a rising PSA had a dramatic drop in PSA upon treatment with CAR T cells. CAR T cells have been 
highly successful against certain types of leukemias and lymphomas, and we now see a signal that CAR T 
cells may also have the potential to put prostate cancer patients into remission. Although we have a lot more 
to learn about them and managing their side effects, this is hopeful news that, in the future, we will have a 
“personalized immunotherapy” option for patients whose disease has progressed on other therapies. 

Unlocking the King of All Cancer Proteins
MYC is a protein that is involved in up to 70% of all cancers. Some have called it a “master oncogene” due 
to its critical roles in cell metabolism and growth. MYC is commonly thought to be “undruggable,” as its 
highly disordered structure does not allow for many locations where a treatment might attach and limit its 
activity. However, Sarki Abdulkadir, MD, PhD, at Northwestern University, and his team are beginning to prove 
otherwise, as they have found several small molecules with the ability to bind to MYC. Through rapid testing 
in mice, several compounds were found that could not only bind and disrupt MYC, but also promote the 
breakdown of the protein, as well as activate the immune system. The importance of this development cannot 
be understated, in that PCF Team Science Challenge Award researchers have found a candidate drug for one of 
the most important targets in all of oncology – a challenge that has eluded large biotech and pharmaceutical 
firms for decades. Further preclinical studies are now underway in order to ready this exciting new treatment 
for testing in clinical trials. 

 For more information visit www.pcf.org, email info@pcf.org, or call 1-800-757-2873.
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