
 

Dismissing Reduced Abiraterone Dose is 

Absolutely Wrong 

A debate has intensified about cutting the dose – and hence 
the cost – of the oral prostate cancer drug abiraterone acetate 
(Zytiga) by taking it with food. A prominent figure in the pros-
tate cancer world has entered the discussion and added with-
ering words for those opposing the idea. 

Ian Tannock, MD, PhD, DSc, from Princess Margaret Hospital, 
Toronto, Ontario, endorses taking one daily pill of abiraterone 
with a low-fat breakfast (250 mg) instead of the standard four 
pills on an empty stomach (1,000 mg) for the treatment of cas-
trate-resistant prostate cancer (CRPC). And he said critics who 
dismissed the take-with-food approach as being “of small con-
sequence” were “absolutely wrong.” 

The lower dose and reduced cost would make the efficacious 
drug available to many more men, especially in poor and mid-
dle-income countries, and thus is a matter of “enormous con-
sequence,” Tannock writes in a letter to the editor published 
online September 6 in the Journal of Clinical Oncology (JCO). 

Tannock was provoked to write the letter after reading an edi-
torial published May in JCO that accompanied publication of 
the randomized, 72-patient phase 2 study upon which the  
dose-reduction concept is based. The editorialists said the evi-
dence of noninferiority of the low-dose was “non-compelling” 
and use of the primary outcome was “clinically questionable.” 
They also concluded that the low-fat abiraterone food effect 
was “minimal at best” and of “little consequence.” 

(Continued on page 6) 

Can aspirin (ASA) help treat 
cancer? A new review inves-
tigates. Peter Elwood, of the 
Cochrane Institute of Primary 
Care and Public Health at 
Cardiff University in the U.K. 
is the lead and corresponding 
author of the new analysis, 
which was published in the 
journal PLOS One. 

Their paper is entitled 
“Systematic review update of 
observational studies further 
supports aspirin role in can-
cer treatment: time to share 
evidence and decision-
making with patients?” 

Elwood explains the motiva-
tion for the research, saying, 
“The use of low-dose ASA as 
a preventive in heart disease, 
stroke, and cancer is well 
established, but evidence is 
now emerging that the drug 
may have a valuable role as 
an additional treatment for 
cancer, too.” 
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Indeed, in 2012, three stud-
ies published in the journal 
The Lancet suggested that a 
daily intake of ASA may pre-
vent a series of cancers in 
middle-aged people. Also, 
last year, Medical News To-
day reported on another 
study that found ASA en-
hances the effectiveness of 
an anti-cancer drug in mice. 

To investigate the role of ASA 
in cancer treatment, Elwood 
and colleagues looked at 71 
studies, which summed up 
over 120,000 people who 
had been diagnosed with 
cancer and started taking 
ASA in addition to treatment. 

Two independent reviewers 
assessed the eligibility of the 
studies and examined the 
number of cancer-related 
deaths, the incidence of me-
tastases, and the mortality 

(Continued on page 5) 

PCa Detection in Men 70 and Older Costs Medicare $1.2B Every Three Years 
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Annual detection of prostate 
cancer (PCa) in men 70 and 
older costs Medicare an esti-
mated $1.2 billion every 
three years, and most costs 
are treatment-related, ac-
cording to new findings. 

“Using active surveillance 
(AS) in all older men with a 
Gleason score of 6 or below 
could cut these costs by $320 
million,” Dr. Ronald C. Chen 
of the University of North 
Carolina at Chapel Hill and 
colleagues report online 
ahead of print in JAMA On-
cology. 

“The U.S. Preventive Services 
Task Force, the American 
College of Physicians and the 
American Urological Associa-
tion recommend that men 70 
and older not receive PCa 
screening,” Dr. Chen and his 
team note. 

“The lack of potential benefit 
in diagnosing prostate cancer 
in elderly men also relates to 
the unclear benefit from ag-
gressive treatment when a 
patient is diagnosed,” they 
add. “On the other hand, 
treatment is associated with 
sexual dysfunction, bowel 

problems, urinary adverse 
effects, and decreased  
health-related quality of 
life.” 

The authors looked at data 
from the National Cancer 
Institute's Surveillance, Epi-
demiology, and End Results 
(SEER) program on more 
than 49,000 men diagnosed 
with prostate cancer, 42% of 
whom had a Gleason score of 
6 or lower. Thirty-four per-
cent had a score of 7 and 
18% had a score of 8-10. 

(Continued on page 5) 
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Bladder Cancer Risk Higher With Radiation Therapy for Prostate Cancer 

and 1.63%, respectively, for 
RP patients.  

“In multivariable competing-
risk analyses, EBRT was asso-
ciated with a significant 35% 
increased risk of bladder can-
cer compared with RP,” a 
team led by Marco Moschini, 
MD, PhD, of Luzerner Kan-
tonsspital, Lucerne, Switzer-
land, reported online ahead 
of print in the journal Euro-
pean Urology. 

“This information should be 
discussed during the counsel-
ing of clinically localized PCa 
patients during the decision 
making regarding RP versus 
EBRT,” Dr. Moschini and his 
colleagues concluded. 

External beam radiation ther-
apy (EBRT) for prostate can-
cer is associated with a 
greater risk of a bladder can-
cer compared with radical 
prostatectomy (RP), accord-
ing to a new study. 

In a study of 84,397 men 
older than 65 years with lo-
calized prostate cancer (PCa) 
treated either with EBRT or 
RP from 1988 to 2009, inves-
tigators examined the risk of 
a second primary pelvic can-
cer (bladder and/or rectal 
cancer). The 5- and 10-year 
cumulative incidence rates of 
a primary bladder cancer 
were 1.26% and 2.34%, re-
spectively, for EBRT recipi-
ents compared with 0.75% 
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died from PCa and 320 (26%) 
from other causes (other-
cause mortality, OCM). 

A Charlson comorbidity index 
(CCI) of 3 or higher, com-
pared with a CCI of zero, was 
associated with a 2.7-, 2.0-, 
and 2.5-fold increased risk of 
non-PCa death among men 
aged less than 70, 70 to 79, 
and 80 years or older, re-
spectively. Among men in 
these age groups, a PSADT of 
nine months or longer, com-
pared with less than nine 
months, was associated with 
an approximately 50%, 40%, 
and 40% decreased risk of 
PCa-specific mortality 
(PCSM), respectively. 

According to Dr. Daskivich 
and his collaborators, PCSM 
and OCM were relatively 
equal causes of death among 
patients with a PSADT of nine 
months or longer, except 
among men aged 80 years or 
more with a CCI of 3 or 
greater. In these men, OCM 
was the predominant cause 
of death. Among patients 
with a PSADT of less than 
nine months, PCSM was the 
predominant cause of death 

across all age and comorbid-
ity groups. 

“We found that a combina-
tion of age, comorbidity, and 
PSADT could strongly risk 
stratify cause of death 
among these men,” the au-
thors wrote. 

In acknowledging study limi-
tations, Dr. Daskivich and his 
colleagues pointed out that, 
because of the retrospective 
nature of their investigation, 
important predictors of prog-
nosis such as functional 
status and frailty were not 
available. In addition, their 
study population only in-
cluded patients from Veter-
ans Affairs medical centers, 
which may affect external 
generalizability to other pa-
tient populations. Another 
limitation was that the work-
up of patients for metastatic 
disease at the time of CRPC 
diagnosis was at the discre-
tion of treating physicians, 
and thus not uniform. This 
may have affected the homo-
geneity of their study popu-
lation, they noted. 

Renal & Urology News 
October 05, 2018 

Age, comorbidity, and PSA 
doubling time (PSADT) influ-
ence the long-term risk and 
cause of death among men 
with non-metastatic castra-
tion-resistant prostate can-
cer (nmCPRC), according to a 
new study published online 
ahead of print in the journal 
Prostate Cancer and Prostatic 
Disease. 

“Integrating simple clinical 
variables such as these into 
decision making represents a 
key component of precision 
medicine that is too often 
ignored,” a team led by 
Timothy J. Daskivich, MD, of 
Cedars-Sinai Medical Center 
in Los Angeles, concluded. 
“We strongly believe that 
these factors should be taken 
into account when counsel-
ing patients about prognosis, 
and they may be important 
in selecting subgroups for 
future clinical trials in men 
with nmCRPC.” 

The study included 1,238 
men diagnosed with nmCPRC 
from 2000 to 2015. The me-
dian follow-up after onset of 
CRPC was 33.5 months. In 
follow-up, 569 men (46%) 

The study found no signifi-
cant difference in the risk of 
rectal cancer between the 
treatment modalities. 

The investigators identified 
their study population using 
the Surveillance, Epidemiol-
ogy and End Results (SEER)-
Medicare database. Of the 
84,397 patients, 51,145 and 
33,252 underwent EBRT and 
RP, respectively. The EBRT 
group was older than the RP 
group (median 74 vs. 69 
years). The median follow-up 
was 69 months, during which 
1,236 primary bladder can-
cers and 432 primary rectal 
cancers were diagnosed. 

Renal & Urology News 
10 October 2018 
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Doc Moyad’s What Works & What is Worthless Column – Also Known as “No Bogus Science” Column 

“Low-Dose Aspirin Could be Dangerous? Yup!” 

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. 

ter that I love aspirin for the 
people that QUALIFY FOR 
ASPIRIN based on their CAR-
DIOVASCULAR risk. One way 
to determine if you qualify is 
going to the web-site  
cvriskcalculator.com from 
the American College of Car-
diology (ACC) and American 
Heart Association (AHA). This 
is the website I have pushed 
over the last five years since 
it was released! And, when 
doing the calculations, many 
healthy seasoned persons in 
their 70s and 80s would NOT 
qualify for aspirin because 
the risk of bleeding would be 
greater than the benefit! So, 
this trial should further force 
(hopefully) people to make 
decisions on low-dose aspirin 
therapy using more informa-
tion than just guesswork, 
which is why I like part of the 
message of this trial!  

I hate the fact that countless 
people are taking regular or 
even low-dose aspirin that 
are perfectly healthy simply 
because some “expert” said 
they should take it! It is 
about doing a lot of home-
work before taking any pill in 
your life. Do the pros exceed 
the cons or cons exceed the 
pros? This takes time, analy-
sis and some opinions. Still, 
the most incredible finding 
from this trial received mini-
mal attention and that is the 
fact that the chances of dying 
from any medical condition 
(including cancer) in the sea-
soned individuals in the aspi-
rin and placebo groups were 
dramatically lower in the 
participants of this trial than 
what normally occurs in the 
general population of simi-
larly-aged elderly people! 
What?  

Yes, far more elderly people 
succumb to countless dis-
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Just when you thought it was 
safe to go to the drug store 
and purchase baby/low-dose 
aspirin (ASA) along comes 
the ASPREE trial to frighten 
you around the time of Hal-
loween!1-3 Boo! Yikes! In a 
series of three studies pub-
lished in the September 16, 
2018 issue of the “wicked 
awesome” New England 
Journal of Medicine, the re-
sults of this randomized trial 
conducted in the U.S. and 
Australia scared a lot of folks, 
and especially elderly folks. 
(Still, I do not like the term 
“elderly” but rather 
“seasoned” or 
“overwhelmingly experi-
enced.”) Participants in this 
study were very healthy 
(please remember this) and 
seasoned (median age of 74 
years of age), did NOT have 
cardiovascular disease, de-
mentia, or disability (very 
healthy) and were randomly 
assigned to 100 mg of daily 
enteric-coated ASA (n=9525) 
or placebo (n=9589). After a 
median 4.7 years of follow-
up there was a significantly 
greater risk of major bleed-
ing events with ASA vs. pla-
cebo without a reduction in 
cardiovascular disease events 
and cancer! In fact, there 
appeared to be a higher risk 
of death from some cancers 
such as those of the gastroin-
testinal tract (not prostate).   

“What? Moyad, you were so 
excited about aspirin?! So, 
what is your opinion now?” I 
am glad I asked myself this 
question and the answer is 
that my opinion has not only 
NOT changed but strength-
ened! “What? Are you drink-
ing some wacky Ohio State is 
number 1 in football juice?” 
No! I have stated countless 
times in the Us TOO newslet-

eases over time than what 
occurred in this trial? Why? It 
is because this was already a 
group of healthy elderly peo-
ple! Most were not obese, 
did not smoke and did not 
have diabetes. So, the great-
est message from this trial 
was the fact that, as you get 
older, if you have or keep 
taking care of yourself 
(woman or man), then the 
probability that you will live 
longer goes up dramatically! 
This should not have been a 
story about pills, but instead 
a story about lifestyle and 
knowledge empowerment! 
So, the next time your doctor 
or someone else tells you 
that you are healthy, and 
elderly, then tell her or him 

clear translocation of the 
androgen–AR complex, and 
binding of AR transcription 
complex to DNA-binding sites 
and transcription elements. 
Phase I and II trial experience 
demonstrates the safety and 
tolerability of apalutamide, 
as well as its efficacy in ef-
fecting prostate-specific anti-
gen response and radio-
graphic-free survival in CRPC. 
US Food and Drug Admini-
stration approval in M0 CRPC 
was granted following posi-
tive results from the phase III 
SPARTAN study, where 
apalutamide demonstrated 
significant improvements in 
metastasis-free survival and 
time to symptomatic pro-
gression as compared to pla-
cebo. 

“thank you but I would 
rather be known as sea-
soned” and you do not want 
to take ANY pill unless the 
positives exceed the nega-
tives after we do some rigor-
ous analysis! Man, I love this 
stuff and I like being “semi-
seasoned” right now! 

References:  

1. McNeil JJ, Wolfe R, Woods 
RL, et al. Effect of ASA on 
cardiovascular events and 
bleeding in the healthy eld-
erly. 

2. McNeil JJ, Woods RL, Nelson 
MR, et al. Effect of ASA on 
disability-free survival in the 
healthy elderly.  

3. McNeil JJ, Nelson MR, Woods 
RL, et al. Effect of ASA on all-
cause mortality in the healthy 
elderly.  

Abstract 

Advances in therapies have 
led to the approval of six 
therapeutic agents since 
2004, each demonstrating 
overall survival benefit in 
randomized studies, and 
these have significantly im-
proved the outlook for men 
facing metastatic castration-
resistant prostate cancer 
(CRPC). More recently, ef-
forts have been directed at 
trying to effect change at 
earlier phases of the disease. 
Apalutamide (ARN-509), a 
second-generation androgen 
receptor antagonist, recently 
received approval in the non-
metastatic (M0) CRPC space. 
Similar to enzalutamide, 
apalutamide inhibits the 
binding of androgen to an-
drogen receptor (AR), nu-
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stated that their findings 
should be interpreted within 
the limitations of an observa-
tional study design. 

“Because our patients were 
not randomized, the two 
groups may have differed in 
measured and unmeasured 
ways that are associated with 
differences in survival de-
spite our best efforts to rig-
orously adjust for confound-
ers,” they noted. 

“Another limitation was reli-
ance on administrative 
claims for billing purposes,” 
they explained. Key informa-
tion that may influence out-
comes, such as RT dosage or 
whether nerve-sparing was 
performed during RP is not 
captured precisely. 

Renal & Urology News 
26 September 2018 

A group of men with espe-
cially aggressive prostate 
cancer (PCa) may respond 
unusually well to immuno-
therapy, a major new study 
reports. The research offers 
the possibility of effective 
treatment for men with PCa 
who currently die from their 
disease much more rapidly 
than other men – with clini-
cal trials already starting. 

An international team led by 
scientists at The Institute of 
Cancer Research (ICR), Lon-
don, and the Dana-Farber 
Cancer Institute in the U.S. 
showed why some men with 
advanced PCa have much 
worse survival rate than oth-
ers. 

Their research found that 
men with PCa who have spe-
cific faults in their tumours 
that make their DNA error-
prone and unstable survive 
only half as long as other 
men with advanced disease. 

And the findings have excit-
ing implications for treat-
ment – with the researchers 
showing that these unstable 
tumours are more likely to 
stimulate an immune re-
sponse than other cancers. 
That should make men with 
these aggressive PCas par-
ticularly good candidates for 
immunotherapy. 

The new study, published in 
the Journal of Clinical Investi-
gation, looked at 127 tumour 
biopsies from 124 men and 
genomic information from a 
further 254 men acquired by 
the Prostate Cancer Founda-
tion (PCF)/Stand Up to Can-
cer International Prostate 
Cancer Dream Team. 

The research was funded by 
the PCF, Movember Founda-
tion, Prostate Cancer UK, 
Stand Up to Cancer, V Foun-
dation, the Stewart J. Rahr 
Foundation, Cancer Research 
UK, the Experimental Cancer 

Primary treatment of locally  
or regionally advanced pros-
tate cancer (PCa) with radical 
prostatectomy (RP) and adju-
vant radiotherapy (RT) is 
associated with a lower risk 
of cancer-specific death and 
improved overall survival 
compared with primary 
treatment consisting of RT 
plus androgen deprivation 
therapy (ADT), new study 
findings suggest, published 
online in the journal Cancer. 

RP and adjuvant RT, how-
ever, is associated with a 
greater risk of erectile dys-
function (ED) and urinary 
incontinence (UI). In an ob-
servational study using Sur-
veillance, Epidemiology and 
End Results (SEER) Medicare 
data, Thomas L. Jang, MD, 
MPH, of Rutgers Cancer Insti-
tute of NJ, and colleagues 
compared survival outcomes 
associated with the two 
treatments among 13,856 
men aged 65 years or older 
diagnosed with locally or 
regionally advanced PCa. 

“At a median follow-up of 
14.6 years, 2,189 deaths oc-
curred. Of these, 702 were 
PCa-related. Regardless of 
tumor stage or Gleason 
score, the adjusted 10-year 
PCa-specific survival and 10-
year overall survival (OS) 
rates were significantly 
higher with RP plus RT com-
pared with RT plus ADT,” Dr. 
Jang’s team reported. For 
example, among men with 
T3a-bN0-XM0 cancer 
(positive surgical margin at 
surgery), the adjusted 10-
year PCa-specific survival was 
88.9% in the RP-RT group 
compared with 74.2% in the 
RT-ADT group. The adjusted 
10-year OS rates were 64.2% 
and 48.3%, respectively. 

The RP-RT group had a sig-
nificantly higher rate of ED 
(28% vs. 20%) and UI (49% 
vs. 19%). The investigators 

Resources Address 

Anxiety, Depression 

and Prostate Cancer 

Many men who are  
diagnosed with prostate  
cancer, or are managing the 
disease, experience some 
level of anxiety and/or  
depression. Caregivers may 
also be affected. The  
psychosocial challenges  
surrounding treatment 
choices and side effect  
management can have a 
negative impact on the  
prostate cancer journey.  
Anxiety and depression 
aren’t always effectively 
treated, in part because the 
symptoms may not be  
recognized. We encourage 
you to visit the Us TOO web 
page for important  
information on recognizing 
and managing anxiety,  
depression and prostate 
cancer.  
www.ustoo.org/anxiety-

and-depression 

Medicine Centre and NIHR 
Biomedical Research Centre 
at The Royal Marsden NHS 
Foundation Trust and ICR. 

The team found that 8.1% of 
men with advanced PCa had 
evidence of mismatch repair 
mutations in their tumours. 
These men survived only 3.8 
years after beginning PCa 
treatment, vs. 7.0 years for 
men with advanced disease 
with no detectable mismatch 
repair defects. 

Cancers with ‘mismatch re-
pair’ gene mutations can’t 
correct single-letter mistakes 
in their DNA code properly 
and so are genetically unsta-
ble. They acquire more and 
more mutations as they grow 
and rapidly evolve drug resis-
tance – which is why new 
treatment approaches are so 
badly needed. 

But researchers suspected 
these ultra-mutant cancer 
cells might be particularly 
easy for the immune system 
to recognize, since they look 
different from healthy cells. 

They looked at the levels of a 
protein called PD-L1 on the 
surface of cancer cells as a 
way of indicating the likely 
response to checkpoint in-
hibitor immunotherapy. Tar-
geting PD-L1 activity with an 
immune checkpoint inhibitor 
takes the ‘brakes’ off the 
immune system, setting it 
free to attack cancer cells. 

The researchers found that 
half of tumours with mis-
match repair mutations had 
high levels of PD-L1, com-
pared with only 9.8% without 
these mutations – making 
men with these tumours 
much more likely to benefit 
from a checkpoint inhibitor. 

They also found that over 
half of tumours with mis-
match repair mutations had 
been invaded by T cells from 

(Continued on page 6) 

Immunotherapy Could Offer Hope for Some Men 

with Aggressive Prostate Cancers 
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African men with high-risk 
prostate cancer had an ele-
vated tumor mutational bur-
den (TMB) compared with 
European men, according to 
a study published in the jour-
nal Cancer Research. 

Whole-genome sequencing 
(WGS) revealed a nearly two-
fold increase in TMB in pros-
tate tumors derived from 
African patients compared 
with the mutations found in 
the prostate tumors of Euro-
pean patients. 

The small study included 15 
previously untreated sub-
jects with high-risk prostate 
tumors. WGS was performed 
on these tumors; these data 
were compared with the 
data from tumors derived 
from European subjects. 

When these tumors from 
European and African pa-
tients were compared, the 
analysis confirmed a 1.8-fold 
increase in TMB in the tumor 
samples extracted from Afri-
can men. The researchers 
excluded one hypermutated 
tumor from the analysis that 
had 55 mutations per 
megabase. Excluding that 
hypermutated tumor, there 
was an approximately four-
fold increase in the burden of 
small somatic variants than 
had previously been re-
ported for individuals at high 
risk of prostate cancer. This 
translated into a 7.7-fold 
increase when the research-
ers considered published 
TMB data from men at low 
or intermediate risk of pros-
tate cancer. 

Also, tumors from African 
subjects had an increase in 
oncogenic driver mutations 
compared with tumors in 
European participants. 
Roughly 30% of affected 
genes were novel to prostate 
cancer, and 79% of recurrent 
driver mutations appeared 
early in tumorigenesis. 

Investigators determined 
that the risk alleles applica-
ble to European patients 
were “unlikely to be risk-
predicting” for patients of 
African ancestry. Tumors 
from African men lacked ERG 
fusions and PIK3CA muta-
tions, and PTEN loss was less 
frequent. 

However, CCND1 and MYC 
mutations were frequently 
gained. And, in African pa-
tients, the genes that regu-
late calcium ion-ATPase sig-
nal transduction were dis-
rupted. 

“Given the significant in-
crease in burden of small 
somatic mutations among 
African-derived tumors… one 
may speculate that higher 
TMB would predict for re-
sponsiveness to immuno-
therapy within African men 
with higher-risk prostate 
cancer, as seen for diverse 
cancer types,” the research-
ers wrote. 

Cancer Therapy Advisor 
27 September 2018 

Can Aspirin Help Treat Cancer? (Continued from page 1) 

from other causes among 
people in the aspirin-taking 
group. The researchers then 
compared these data with 
those of approximately 
400,000 people who did not 
take the drug. 

Of the studies included in the 
analysis, 29 examined cases 
of colorectal cancer. In addi-
tion, the researchers focused 
on breast cancer, which fea-
tured in 14 studies, and pros-
tate cancer, which was the 
subject of 16 studies. Overall, 
the analysis revealed that the 
chances of surviving a cancer 
diagnosis were 20-30% 
greater among people who 
took aspirin compared with 
those who did not. This was 
true at any given point after 
receiving the diagnosis. 

Elwood and colleagues also 
note that evidence suggests 
aspirin may benefit different 
cancers to varying extents, 
“Aspirin seems to reduce the 
risk of dying from colon can-
cer by 25 percent, the risk of 
breast cancer mortality by 
20%, and the risk of dying of 
prostate cancer by 15%.” 

Zooming in on colon cancer, 
for example, one of the stud-

ies analyzed revealed that 
the outlook of an otherwise 
healthy, 65-year-old man 
who receives a diagnosis of 
colon cancer and starts to 
take aspirin is similar to that 
of a 60-year-old man who is 
in the same situation but 
does not take aspirin. 

The authors concede some 
limitations to their review. 
For instance, they write that 
the studies reviewed are 
purely observational and 
some of them did not find 
any benefits to taking aspirin. 
However, Elwood and col-
leagues conclude that the 
findings “merit wide discus-
sion regarding whether or 
not it is adequate to justify 
the recommendation of low-
dose therapeutic aspirin” in 
the treatment of cancer. 

“Evidence from further stud-
ies is urgently required, and 
patients should be strongly 
encouraged to participate in 
appropriate research stud-
ies,” says the study’s lead 
author. He added, “All pa-
tients should consult their 
[physician] before starting 
new medication.”  

Medical News Today 
3 October 2018 

PCa Detection in Men 70 and Older (Continued from page 1) 

The median per-patient cost 
overall, including diagnosis 
and workup, treatment, mor-
bidity, and follow-up, was 
$14,453 within three years of 
diagnosis, with treatment 
costs accounting for $10,558. 

Median cost was $12,616 per 
men with Gleason scores of 6 
or lower, while median total 
cost was $1,914 for those 
managed more conserva-
tively, with no treatment 
within a year after diagnosis. 

The authors estimate the 
Medicare cost of prostate-
cancer detection in men over 
75 at $601M, with a savings 
of $132M if they all received 

conservative treatment. “The 
cost to treat men with lower 
Gleason scores is $451M,” the 
authors state, while managing 
these patients conservatively 
could save $320M. 

“Elderly patients, especially 
those with comorbidities, are 
unlikely to die of prostate 
cancer or benefit from screen-
ing,” Dr. Chen and colleagues 
write. “Diagnosing prostate 
cancer in this patient popula-
tion may result in a net harm 
to patients, and further repre-
sent a misallocation of limited 
health care resources.” 

Reuters Health 
25 September 2018 

Clinical Trial 
 

The GALAHAD clinical 
research study from 
Janssen Research &  
Development is now  
enrolling men in the U.S. 
who have metastatic 
castration‐resistant 
prostate cancer and 
DNA‐repair anomalies to 
participate in a clinical trial 
of an oral investigational 
medication for prostate 
cancer. All participants will 
receive daily  
investigational medication.  
 

To learn more about the 
GALAHAD study and find 
out if you may be eligible, 
please visit: 
www.clinicaltrials.gov 
Study Identifier: 
NCT02854436 

http://www.clinicaltrials.gov
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further studies to assess the 
long-term efficacy of the  
low-dose with food ap-
proach. 

At that time, Janssen issued a 
statement that said abirater-
one should be taken, in ac-
cordance with the prescrib-
ing information, “on an 
empty stomach.” The com-
pany warned that taking abi-
raterone with food “may 
cause more of the medicine 
to be absorbed by the body 
than is needed and this may 
cause side effects.” Further, 
Janssen noted that “the use 
of food as a way to increase 
bioavailability in patients 
with cancer could present 
problems and risks. 

“Given the variation in the 
content and composition of 
meals, the recommendation 
is to take [abiraterone] ex-
actly as described in the pre-
scribing information,” the 
company added. 

Medscape Medical News 
17 September 2018 

The phase 2 study findings 
on the two doses were first 
reported last year by Med-
scape Medical News, when 
they were presented at the 
2017 Genitourinary Cancer 
Symposium. At that time, 
lead author Russell 
Szmulewitz, MD, from the 
University of Chicago, IL, said 
that it was well-known that 
abiraterone is more effi-
ciently absorbed with food. 

However, abiraterone, like 
many cancer drugs, was 
tested at fasting levels in 
clinical trials. “In cancer, 
there’s a belief that fasting 
will give you better and more 
predictable drug levels with 
patients,” Szmulewitz stated.  

In his letter to the editor, 
Tannock acknowledges that a 
larger phase 3 trial to sup-
port the lower dose instead 
of the higher dose would be 
ideal, but the current phase 2 
study design was wise. “The 
authors sensibly chose a 
widely used proximal end-

point of PSA response and 
progression-free survival 
(PFS),” he writes. The study 
also investigated reduction in 
the androgen dehydroepian-
drosterone sulfate (DHEA-S), 
which is an “important phar-
macodynamic (PD) marker of 
abiraterone activity,” Tan-
nock notes. 

“Within reasonable limits of 
error, the authors showed 
similar PSA response and 
PFS, and similar PD effects to 
reduce DHEA-S between the 
arms, with a quarter of the 
recommended dose, despite 
higher trough levels of abi-
raterone in the standard 
arm,” he summarizes. 

However, in their JCO edito-
rial that accompanied publi-
cation of the phase 2 results, 
Jill Kolesar, PharmD, Univer-
sity of Kentucky, Lexington, 
and Glenn Liu, MD, Univer-
sity of Wisconsin-Madison, 
focused on pharmacokinetics 
data and largely dismissed 
the trial and concept. 

The editorialists are blinded 
by their methodological pu-
rity, Tannock suggests: “They 
are emphasizing small resid-
ual uncertainties and ignor-
ing the global value of the 
reduced-dose treatment.” 

In his letter, Tannock sug-
gests that this one-pill-a-day 
strategy should be used 
when men cannot afford the 
full dose. “Currently, many 
men will be denied abirater-
one in developed countries 
as well as poor and middle-
income countries,” he says. 
“Abiraterone has huge po-
tential to improve the dura-
tion and quality of survival of 
millions of men with metas-
tatic prostate cancer world-
wide,” he writes. 

What Janssen Said 

When the study was pub-
lished in May 2018, the au-
thors concluded that “these 
data warrant consideration 
by prescribers, payers, and 
patients.” They called for 

Dismissing Reduced Abiraterone Dose is Absolutely Wrong (Continued from page 1) 

Immunotherapy Could Offer Hope for Some Men with Aggressive Prostate Cancers (Continued from page 4) 

the patient’s immune sys-
tem, another indicator that 
immunotherapy may well be 
effective. 

Researchers are now devel-
oping tests to identify men 
with mismatch repair muta-
tions in their tumours. Based 
on these results, new clinical 
trials led by the ICR and the 
Royal Marsden are testing 
the effectiveness of check-
point inhibitor immunothera-
pies in this group of patients. 

Study leader Professor Jo-
hann de Bono, Regius Profes-
sor of Cancer Research at 
ICR, London, and Consultant 
Oncologist at the Royal Mars-
den NHS Foundation Trust, 
said, “Our study found that 
some men with advanced 
PCas have genomic muta-
tions in their tumours that 
make the disease unstable, 

aggressive and resistant to 
standard therapies. Men 
with mismatch repair muta-
tions only live about half as 
long as others who also have 
advanced PCa but whose 
tumours don’t carry such 
mutations. 

“We discovered that tu-
mours with mismatch repair 
mutations have key hall-
marks which make them par-
ticularly likely to respond to 
checkpoint inhibitor immu-
notherapy. We are now de-
veloping tests that could pick 
out patients with these mu-
tations, and we’re running 
new clinical trials to see if 
immunotherapy can offer 
new hope for these men.” 

Professor Paul Workman, 
Chief Executive of ICR, Lon-
don, said, “We are seeing a 
revolution in cancer treat-

ment as immunotherapy 
becomes an important op-
tion for many types of the 
disease. 

“Immunotherapy is an un-
usual treatment in working 
best in cancers that have a 
lot of mutations. Prostate 
cancers normally tend to 
have fewer mutations than 
other types, which may be 
why immunotherapy has so 
far only been successful in a 
small minority of patients. 

“This new study is exciting in 
providing a way to pick out 
those men with PCa who 
have the most aggressive, 
unstable disease and the 
worst survival – but who con-
versely might be the best 
responders to immunother-
apy. It will be fascinating to 
see whether we can translate 
the theory into practice in 

the new clinical trials to test 
out immunotherapy in men 
with genetically unstable 
tumours.” 

Howard Soule, Ph.D., execu-
tive vice president and chief 
science officer of the Pros-
tate Cancer Foundation, said, 
“This important study in-
forms identification of pros-
tate cancer patients whose 
disease is likely to respond to 
treatment with immune 
checkpoint inhibitors. We 
applaud the achievement of 
this international research 
team which has been funded 
by the Prostate Cancer Foun-
dation, the V Foundation, 
and the Stewart J. Rahr Foun-
dation.” 

Institute of Cancer Research 
5 September 2018 
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Doctor Chodak’s Bottom Line  

Gerald Chodak, MD, Author, Winning the Battle Against Prostate Cancer, Second Edition http://www.prostatevideos.com/ 

Editor’s Note: Us TOO has invited 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. 

P1, PCa Detection in Men…” 
Is the government spending 
too much money on older 
men with prostate cancer? 
According to an analysis of 
SEER data, Chen and co-
workers found it cost about 
$1.2 billion every three years 
to diagnose the disease in 
men over 70. Costs of treat-
ing them are also quite high. 
Although a significant per-
centage of them are treated 
conservatively, many men 
who have co-morbid disease 
still end up getting screened 
and receive subsequent ther-
apy. We can speculate on 
potential cost saving efforts. 
If a man has a certain co-
morbidity index where his 
chances of benefit are very 
low, would it be reasonable 
to not allow screening to 
occur? As you can imagine, 
few people would accept 
that restriction, but one day 
we may have to make deci-
sions in which some limita-
tions on health care must be 
made. 

The Bottom Line: The cost of 
screening men over 70 years 
of age results in a substantial 
outlay of health care dollars 
with only a small fraction 
benefitting. Setting some 
limitations based on poor 
health may be a reasonable 
consideration.   

P1, Dismissing Reduced…” 
An interesting and provoca-
tive editorial by Ian Tannock 
regarding using a lower dose 
of abiraterone if taken in 
conjunction with food raises 
important issues. First, the 
editorial is in response to a 
small randomized study com-
paring low and standard dos-
ing. The authors claimed on 
the basis of only 72 patients 
that PSA responses were 
similar and the lower dose 
was non-inferior. Dr. Tan-

nock argues that this finding 
should not be dismissed be-
cause it could make it possi-
ble for many more men in 
other countries to be able to 
afford the treatment. I am 
not a statistician, but I would 
seriously worry about trans-
lating these findings in such a 
small sample, even though 
randomized, to its impact on 
survival. PSA is still not a reli-
able predictor of survival and 
without establishing its non-
inferiority in a larger study 
with survival as the outcome, 
it could result in many men 
thinking they are being 
helped and still spending a 
lot of money without really 
knowing its potential impact. 
It might be reasonable to 
offer the lower dose while 
another larger randomized 
study is conducted with a 
survival outcome, but with-
out doing so I believe this 
could do more harm than 
good. 

The Bottom Line: More in-
formation is needed before 
routinely recommending a 
lower dose of abiraterone, if 
taken with food. 

P1, Can Aspirin Help...” Is 
aspirin good for men with 
prostate cancer? That is the 
question partly addressed by 
Elwood and colleagues who 
reviewed 71 uncontrolled 
studies and concluded that 
taking aspirin helped im-
prove survival. Prostate can-
cer was not the main focus of 
the paper. Caution is needed 
in applying these findings to 
men with prostate cancer. 
The study was observational 
potentially leading to many 
variables having an effect. At 
best, this report might justify 
a prospective, randomized 
study, but it is insufficient for 
guiding therapy at this time, 
particularly for men who do 

not have good medical indi-
cation for taking the aspirin. 
It can cause problems, which 
is why it is not advised for all 
aging men. 

The Bottom Line: The value 
of taking aspiring to improve 
survival of men with prostate 
cancer is not established on 
the basis of this study and a 
prospective, randomized 
study would be needed to 
make that assessment. 

P2, “Simple Clinical…”  
Can we better predict the 
outcome of men with non-
metastatic disease using sim-
ple parameters such as co-
morbidity, PSA doubling time 
and age? That is the basis of 
the report by Daskivich et al. 
who retrospectively re-
viewed men diagnosed with 
nmCRPC between 2000 and 
2015. Not surprisingly, hav-
ing significant co-morbidity, 
as measured by the Charls-
son co-morbidity index, re-
sulted in a much greater like-
lihood of dying of other 
causes than prostate cancer. 
Also, having a shorter  
doubling time of less than 
nine months predicted a 
greater likelihood of dying 
from prostate cancer. Unfor-
tunately, the paper has sig-
nificant limitations making 
for potentially misleading 
information. First, it was ret-
rospective and, as the au-
thors acknowledge, the 
workup for metastatic dis-
ease was not standardized. 
Also, it is unclear how they 
decided to use nine months 
as the PSA doubling rather 
than longer or shorter. Fi-
nally, it is unclear how the 
information could be really 
helpful in deciding on subse-
quent therapy.    

The Bottom Line: This retro-
spective analysis using PSA 
doubling time, co-morbidity 

and age does not provide 
helpful or reliable informa-
tion for managing men with 
non-metastatic castrate re-
sistant disease.  

P4, “Surgery and RT for…” 
Another uncontrolled study 
reported by Lu-Yao and co-
workers looked at the results 
of multi-modal therapies in 
men with advanced prostate 
cancer. They found that radi-
cal surgery combined with 
external radiation had a bet-
ter 10-year prostate cancer 
and overall survival com-
pared to those receiving RT 
plus ADT. This will enhance 
supporters of removing the 
prostate even when ad-
vanced disease is present. 
However, as the authors ac-
knowledge, a definitive study 
would be needed to prove 
this finding and those studies 
are underway. On the basis 
of this study, it does not 
clearly show that this combi-
nation is the best option and 
the study did find a higher 
rate of complications. 

The Bottom Line: This retro-
spective study suggests that 
surgery plus radiation offers 
a better survival compared to 
radiation plus ADT, however, 
without a randomized study 
it should not be used to 
guide therapy. 
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Prostate magnetic resonance 
imaging (MRI) has become 
increasingly important in 
diagnosing and managing 
prostate cancer (PCa), but 
private payer coverage of 
prostate MRI varies widely 
and frequently does not re-
flect current clinical practice, 
investigators found. Cover-
age policies fail to recognize 
major clinical scenarios and 
is overly restrictive, they con-
cluded. 

“This creates challenges for 
patients and referring physi-
cians seeking to obtain ready 
access to prostate MRI ser-
vices,” Michael T. Booker, 
MD, MBA, of the University 
of California, San Diego, and 
colleagues concluded in a 
paper published online 
ahead of print in the Journal 
of the American College of 
Radiology. 

Dr. Booker's team used the 
Policy Reporter database to 
evaluate private payer cover-
age related to prostate MRI 
for 81 plans covering 149 

Keep up with the latest  

information on  

prostate cancer.  
 

Be sure to follow Us TOO 

on Facebook: 
 

 www.facebook.com/  

UsTOOInternational  

supports prostate MRI fol-
lowing a negative prostate 
biopsy, and an AUA policy 
statement supports a role for 
prostate MRI in some biopsy-
naïve patients.    

“Despite the growth of pros-
tate MRI, it is unclear if insur-
ance coverage has kept pace 
with evolving clinical prac-
tice,” Dr Booker's team 
wrote. “This is largely be-
cause the payer landscape is 
highly variable, with multiple 
private payers, radiology 
benefit managers, and asso-
ciated government policies 
all creating unique require-
ments.” 

Renal and Urology News 
28 September 2018 

million people in the United 
States. Overall, 11% of pay-
ers cover prostate MRI in 
biopsy-naïve patients with 
suspected prostate cancer 
(PCa), with the remaining 
88.9% requiring a prior nega-
tive biopsy. Nearly all payers 
require either a rising PSA or 
abnormal rectal examination. 
“Rarely, a planned future 
MRI-targeted biopsy serves 
as a basis for MRI coverage,” 
they wrote. 

Most payers cover initial 
staging, although typically 
with stringent indications, 
such as a PSA level of 20 ng/
mL or higher, Gleason score 
of 7 or 8, stage T3 or T4 and 
a 20% or greater risk of nodal 
metastases (to lymph nodes). 

The authors noted that pros-
tate MRI has been included 
in various recent PCa posi-
tion statements issued by 
professional organizations. 
For example, an American 
Urological Association (AUA)-
Society of Abdominal Radiol-
ogy collaborative statement 

Study Private Payer Coverage of Prostate MRI Lagging 
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Attend in person or via 
online webcast with live 
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Pssst! 

Check out our new 

feature on sex and intimacy, 

Between the Sheets...
Between the Sheets...           November 2018 
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. 

Information provided was compiled with the help of Dr. Anne Katz, Certified Sexuality Counselor  
and Clinical Nurse Specialist at CancerCare Manitoba. She has educated thousands of healthcare 
providers and cancer survivors about cancer, sexuality and survivorship. She is the editor of the 
Oncology Nursing Forum, an avid blogger for ASCO Connections, and the author of 13 books on 
the topics of illness, sexuality and cancer survivorship. (www.drannekatz.com)

QUESTION FROM PROSTATE CANCER SURVIVOR:
Ever since my surgery (laparoscopic prostatectomy with the DaVinci robot) I leak urine during 
sexual activity/oral sex. This is NOT sexy and I don’t know what to do about it. I need help!

RESPONSE FROM DR. ANNE KATZ:
This is not an uncommon occurrence and most men find it very distressing. The sphincter, which 
is the valve that keeps the bladder closed, is damaged or destroyed when the prostate gland is 
surgically removed. The muscles of the pelvic floor have to take over that function during sexual 
activity. Especially during orgasm, the muscles of the pelvic floor ‘let go’ or contract, which can 
cause leakage or outright gushing. While a towel under you and/or your partner is an obvious 
band-aid solution, it doesn’t get to the root of the problem; and, of course, a towel is not going to 
help much if you are leaking during oral sex. 

Although urine is sterile and cannot harm you or your partner, loss of urine during sexual activity 
can be embarrassing and can have a major negative impact on sexual satisfaction and quality of 
life. There’s no need to suffer in silence. A visit to a knowledgeable pelvic floor physical therapist, 
or physiotherapist, can be very helpful. The American Physical Therapy Association is the official 
organization for physiotherapists in the U.S. Search for a physical therapist on their website at  
https://bit.ly/2mwByW6. But be sure to confirm that any physical therapist you are considering has 
expertise in pelvic floor physiotherapy, as this is not included in basic training programs. 

Do you have a question about sexual health or intimacy? If so, we invite you to submit it for 
possible inclusion 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
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Us TOO Presents:
Prostate Cancer Pathways 
for Patients & Caregivers

Free Educational Event 
and Webcast Series  

Saturday, November 3 

NorthShore University HealthSystem 
Skokie Hospital

9600 Gross Point Road 
Sharfstein/SH Rooms A, B and C

Skokie, IL 60076

10:00 am - 3:00 pm

Attend in person or watch the online 
webcast with live video and audio from 
the event. 

To register, visit www.ustoo.org and 
click on the banner, or contact Terri at  
877-978-7866 or terril@ustoo.org.

Please note that on-site space is  
limited. We will attempt to  
accommodate those registering  
in person on the day of the event, but 
we cannot guarantee a seat or a free 
lunch.

Let Us Help You Plan Your Path 
Through Every Step of Your Journey... 
Prostate Cancer Pathways for Patients and Caregivers is a new educational 
event and webcast series from Us TOO International. The Chicago area 
Pathways event is the last of three regional events planned for 2018. 

Each Pathways event provides valuable content including:
• An educational overview of prostate health and prostate cancer awareness
• Presentations with relevant content for newly diagnosed, recurring, and 

advanced patients
• Content to help Us TOO support group leaders maximize their impact on 

the local prostate cancer community

This event will feature a special presentation on erectile dysfunction and 
incontinence after prostate cancer treatment. In-person attendees will receive 
a free copy of Dr. Albaugh’s book, Reclaiming Sex & Intimacy After Prostate 
Cancer – A Guide for Men and Their Partners (both the first edition and brand 
new second edition will be available).    

Presenters for the Chicago Event: 
• Dr. Jeffrey Albaugh, Board Certified Advanced Practice Urology Clinical 

Nurse Specialist, Board Certified Sexuality Counselor, Director of Sexual 
Health at NorthShore University HealthSystem and at Jesse Brown VA 
Medical Center, and member of the Us TOO Board of Directors

• Dr. Brian T. Helfand, Chief, Division of Urology and Director, Program for 
Personalized Cancer Care at NorthShore University HealthSystem

• Dr. Benjamin H. Lowentritt, Director, Minimally Invasive Surgery and 
Robotics, Chesapeake Urology Associates Director, Prostate Cancer Care 
Program, Chesapeake Urology Associates Past President, Baltimore City 
Medical Society 

• Heather L. Moky, PT, DPT, University of Illinois Hospital and Health Sciences 
System/UIC Health Pelvic Health Physical Therapy Program

All sessions will be webcast live and videotaped.
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Final

Event in

2018 Series!

Hosted by: 

Blue Diamond Sponsor: 

Turquoise
Sponsor: Cobalt Sponsors: 

Indigo Sponsors: Community 
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