
 

When PSA is 4-10 ng/mL, phi Test Helps with  

Biopsy Decision 

The Prostate Health Index (phi) (Beckman Coulter) significantly 
changes urologists' opinions about whether men with certain 
results on prostate-specific antigen (PSA) screening should or 
should not undergo a prostate biopsy to assess for cancer, ac-
cording to new observational research. 

Use of the test affected the physician's management plan in 
73% of the cases in the study, report the authors, led by Jay 
White, MD, a urologist at Carolina Urology Partners in Hunters-
ville, NC. 

The changes included biopsy deferrals when the phi test score 
was low and biopsy referrals when the score indicated an inter-
mediate or high probability of prostate cancer. 

In the study, the most common change in management was to 
avoid a biopsy. The study was published online November 20 in 
Prostate Cancer and Prostatic Diseases. 

For their study, Dr. White and colleagues compared 506 men 
who were prospectively enrolled and who received the phi 
test, and 683 historical control patients, who did not receive 
the phi test. Notably, the prospectively enrolled participants 
and the control patients were from the same four large urology 
groups (in North Carolina, Maryland, Colorado, and Texas) and 
were managed by the same physicians. 

The men who received the phi test underwent significantly 
fewer biopsy procedures compared to the historical control 
group (36.4% vs. 60.3%, respectively; P < .0001). "Physicians 
(Continued on page 4) 

People usually imagine post-
traumatic stress disorder 
(PTSD) as happening to war 
veterans or assault victims. 
But new research shows the 
trauma of a cancer scare 
often leaves survivors with 
the condition. “Many may 
not want to admit how they 
feel,” the study’s lead author 
said. 

“Many cancer patients be-
lieve they need to adopt a 
‘warrior mentality,’ and re-
main positive and optimistic 
from diagnosis through treat-
ment to stand a better 
chance of beating their can-
cer,” explained Caryn Mei 
Hsien Chan of the National 
University of Malaysia. 

“To these patients, seeking 
help for the emotional issues 
they face is akin to admitting 
weakness,” she said. 

In their study, Chan and her 
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colleagues tracked outcomes 
for 469 adults with different 
types of cancer. The research 
showed that nearly 22 per-
cent had symptoms of PTSD 
six months after their cancer 
diagnosis. And about six per-
cent still had the condition 
four years after diagnosis. 

And while overall rates of 
PTSD did seem to decrease 
over time, a third of patients 
who had the condition six 
months after their cancer 
diagnosis had either persis-
tent or worsening PTSD four 
years later, the study found.  

Reporting 20 November 2017 
in the journal Cancer, Chan 
noted that many patients live 
in fear that their cancer will 
return, and may believe that 
any lump or bump, pain or 
ache, fatigue or fever indi-
cates a return of the disease. 

(Continued on page 4) 
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It is "acceptable" to biopsy 
men every two years instead 
of annually when they have 
low-risk prostate cancer and 
are managed with active 
surveillance (AS), concludes a 
new analysis that integrates 
individual patient data from 
four major studies. The new 
analysis was published online 
in Annals of Internal Medi-
cine on 11/28/17.  

“The delay in detecting dis-
ease progression with bien-
nial testing, relative to an-
nual testing, ranges from 

three to five months, which 
is modest and is very unlikely 
to influence a patient's long-
term outcome,” said senior 
author Ruth Etzioni, PhD, a 
biostatistician at Fred Hutchi-
son Cancer Research Center 
in Seattle, WA. 

The study examined data 
from the four biggest AS co-
horts in North America: 
Johns Hopkins University 
(JHU); Canary Prostate Active 
Surveillance Study; University 
of California, San Francisco 
(UCSF); and the University of 
Toronto (UT). The sites dif-
fered in terms of biopsy 

schedules; periods ranged 
from every four years at UT 
to annually at JHU, although 
not all men at each center 
were managed as planned. 

Investigators compared PSA 
levels and biopsy Gleason 
scores for 2,576 men from all 
sites who were enrolled in an 
AS protocol between 1995 
and 2014. All men had low-
risk disease: a Gleason score 
between 2 and 6 and T1 or 
T2 prostate cancer. Delays in 
detecting progression with 
annual vs. biennial biopsies 

(Continued on page 3) 
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Phase 1 Trial Shows ProscaVax Vaccine Stopped Prostate Cancer Progression 

in 80 Percent of Patients  

Researchers also found the 
vaccine to be safe. They ob-
served no serious adverse 
events or dose-limiting ad-
verse events in the 30 days 
after vaccination began. 

OncBioMune is conducting 
more analyses to determine if 
the vaccine can increase the 
immune response against PSA 
and decrease PSA doubling 
times — a measure of cancer 
progression. 

“We look forward to continu-
ing to follow the patients in 
this study to collect additional 
data and also to conducting a 
larger study to further validate 
the therapeutic benefit of our 
vaccine platform technology,” 
Head said. 

Phase 1b of the trial will in-
volve men receiving booster 
shots at weeks 27, 35, and 43, 
along with IL-2 injections. 

The trial is being conducted at 
UCSD Medical School, with 
support from the U.S. Navy 
Cancer Vaccine Program. 

ProstateCancerNewsToday 
14 November 2017 

immune system activators, 
interleukin-2 (IL-2), and 
granulocyte-macrophage 
colony-stimulating factor 
(GM-CSF). It is designed to 
boost the immune response 
against prostate cancer cells. 

The ongoing Phase 1 trial 
(NCT02058680) is evaluating 
the vaccine’s effectiveness 
against recurrent prostate 
cancer in patients whose PSA 
levels had increased for more 
than six months before the 
trial started. The study is also 
assessing vaccine safety. 

In the Phase 1a part of the 
trial, the 20 participants re-
ceived vaccine shots at 
weeks 1, 2, 3, 7, 11, and 15. 

At the first follow-up at 19 
weeks, researchers discov-
ered that cancer in 16/19 
men had failed to progress. 
Among the four patients 
whose disease progressed, 
three had higher PSA levels. 
Imaging indicated that the 
cancer of the other had 
spread to the brain. 

Six injections of OncBioMune 
Pharmaceuticals’ prostate 
cancer vaccine ProscaVax 
stopped the progression of 
the disease in 80% of men in 
a Phase 1 clinical trial, the 
company announced. 

Results applied to men who 
were treated for 19 weeks. 
All the participants had can-
cer that had returned after 
other treatment regimens. 

“All data to date is consistent 
with prior study data demon-
strating that ProscaVax elicits 
immune responses to fight 
tumor growth in prostate 
cancer,” stated Dr. Jonathan 
Head, chief executive officer 
of OncBioMune. “We are 
impressed that 80% of the 
men treated with ProscaVax 
demonstrated stable  
disease – that is, no progres-
sion.” 

ProscaVax immunizes men 
against the protein PSA, high 
levels of which are associ-
ated with cancer. The vac-
cine includes PSA plus two 
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Amiloride is Effective in the Management of Abiraterone-Induced Mineralocor-

ticoid Excess Syndrome Without Interfering With Its Antineoplastic Activity 

Bedussi F, Galli D, Fragni M, et al. 

Pharmacology 2017 Aug 11 [Epub ahead of print] 

Administration of abiraterone 
leads to an adrenocortico-
tropic hormone (ACTH)-
driven increase in mineralo-
corticoid (salt- and water-
retaining) hormones, requir-
ing glucocorticoid (e.g., pred-
nisone) supplementation that 
may stimulate the growth of 
prostate cancer. Amiloride is 
a drug that selectively re-
duces the aldosterone-
sensitive sodium/potassium 
exchange and could be effec-
tive in managing mineralocor-
ticoid excess syndrome 
(MCES). 

The efficacy of amiloride + 
hydrochlorothiazide (HCT) in 
the clinical management of 

abiraterone-induced MCES 
was assessed in five consecu-
tive men with castration-
resistant prostate cancer 
(CRPC). Then, using the in 
vitro experimental model of 
prostate cancer cell lines, the 
possible effects of drugs usu-
ally used in the clinical man-
agement of CRPC patients on 
prostate cancer cell viability 
were investigated. 

Amiloride/HCT led to a com-
plete disappearance of all 
clinical and biochemical signs 
of abiraterone-induced MCES 
in the five treated men. The 
in vitro study showed that 
abiraterone treatment sig-
nificantly decreased cell vi-
ability of both androgen re-

ceptor (AR)-expressing VCaP 
(vertebral-cancer of the pros-
tate) and LNCaP (lymph node 
carcinoma of the prostate) 
cells, with no effect on AR-
negative PC-3 cells (a hor-
mone-resistant cell). Predni-
solone, spironolactone, and 
eplerenone increased LNCaP 
cell viability, while amiloride 
reduced it. The non-steroid 
aldosterone antagonist PF-
03882845 did not modify 
prostate cancer cell viability. 

Combination amiloride/HCT 
was effective in managing 
abiraterone-induced MCES. 
Amiloride did not negatively 
interfere with abiraterone’s 
inhibition of prostate cancer 
cell viability in vitro. 
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Even a low-calorie liquid diet 
can help some lose enough 
weight and reverse type 2 
diabetes.1 And, since weight 
gain and obesity also appears 
to encourage prostate and 
some other cancers to be-
have more aggressively, per-
haps it is time to entertain 
this new diet? Yup! 

When the holiday season has 
passed, it is sad because that 
means no more gifts for me, 
unless of course you (yes 
you, reading my column) 
would like to send me a gift 
for being such an amazing 
volunteer?! I am thinking a 
Porsche or Cadillac or even 
floor seats to an important 
basketball game?! Anyhow, I 
digress. It is now New Year’s 
resolution time where hu-
mans love to establish diffi-
cult, unrealistic goals that are 
almost impossible to reach, 
such as to lose only 20 or 30 
pounds by summer.  

Doc Moyad’s What Works & What is Worthless or “No Bogus Science” Column 

“Low-Calorie Liquid Diet Reverses Type 2 Diabetes? 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. 

Yet, wait a moment! A new 
study of patients in the 
United Kingdom with type 2 
diabetes (diagnosed in the 
past six years) started on an 
850 calorie/day diet for three 
to five months and then  
gradually re-introduced food. 
Well, average weight loss at 
six months was 30 pounds, 
and average weight loss after 
a year was 22 pounds, respec-
tively, in the diet and control 
groups! Wow! In fact, to 
make things even more inter-
esting, the diet group stopped 
any diabetes medications 
they were taking on the same 
day they started the liquid 
diet! Wow (gutsy call)! A total 
of 46% of the diet group went 
into remission of their diabe-
tes vs. just 4% in the control 
group.  

Okay, now here comes the 
politically correct part – of 
course, this is not a long-
term study and you should 

check with your doctor first, 
but it is an option. In reality, 
the important take home 
message from this study was 
not that type 2 diabetes can 
be reversed by weight loss; 
but rather that there is a 
moderate-sized window that 
exists when someone carries 
enough weight that leads to 
development of type 2 dia-
betes.  

The time required for cells 
that make insulin to perma-
nently stop functioning var-
ies widely from person-to-
person (10 to 20 years). 
However, within a decade of 
a diagnosis of type 2 diabe-
tes, many cells can start 
working again if weight loss 
occurs! That’s why the re-
searchers in this study were 
brilliant for studying patients 
that had only been diag-
nosed in the past six years. 

So, after you get frustrated 
by your New Year’s resolu-
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tion, perhaps you should use 
this study to inspire you to 
work with a health care pro-
fessional you trust to follow 
your health numbers before 
and after starting your liquid 
diet to show just how well 
the body can respond to a 
small amount of weight loss. 
Oh, and feel free to add to 
your New Year’s resolution,  
this Moyad resolution: 
“Michigan can never lose to 
Ohio State in football again 
while I am on this planet or 
else I am going to freak out!” 
Yes, I was at “the game” and 
let’s just say the pain is still is 
too massive to talk about. 
Hopefully by the time you 
read this column we will 
have won our bowl game.   

References:  

1. Lean M, Leslie W, Barnes A, et al. 
Lancet 5 December 2017; [E-
pub]. 

NOTE: This article details the nutri-
tional profile of the liquid diet re-
ferred to in this column. 

Yearly Biopsy Not Needed for Prostate Cancer Surveillance (Continued from page 1) 

were similar across the co-
horts of men. The mean de-
lay was highest at Johns Hop-
kins at about five months; 
the lowest delay was at the 
University of Toronto and 
UCSF at about three months. 

“Given the natural history of 
prostate cancer, a delay of 
six months or less in detect-
ing disease progression is not 
going to change the final 
outcome in the vast majority 
of cases," Dr. Etzioni told 
Medscape Medical News. 
"Yet it halves the number of 
times a patient has to come 
for a biopsy [over the 
years]."  

The findings are important 
because there is no consensus 
about implementing the rela-

tively new approach of AS, 
including the timing of the 
multiple-core needle biopsy, 
which is invasive and is associ-
ated with potential risks. 

She also pointed out that the 
cancer upgrades are 
"generally" from Gleason 
scores of 3+3=6 to 3+4=7, 
which would lead to a reclas-
sification of a patient's dis-
ease from low-risk to inter-
mediate-risk. 

Notably, in the new analysis, 
after the researchers ac-
counted for variables in the 
protocols and competing 
treatments, risks for upgrad-
ing or progression differed 
among men in the four AS 
cohorts. Variables such as 
eligibility criteria and the 

indicators that trigger a rec-
ommendation for definitive 
treatment are complex, sug-
gest the authors. 

The risk for cases being up-
graded was highest in the 
UCSF cohort and lowest at 
Johns Hopkins. The risk at 
Toronto was similar to that 
reported in the Canary Pros-
tate Active Surveillance 
Study. However, when the 
variable of competing treat-
ments was removed the dif-
ferences in upgrading rates 
emerged dramatically among 
the cohorts. For example, 10-
year cumulative risk for up-
grading in the absence of 
competing treatments 
ranged from 25% at Johns 
Hopkins to 65% at UCSF. 

The authors speculated that 
uncaptured differences in 
patient profiles among the 
four cohorts may be at play. 
For example, the Johns Hop-
kins patients all had very  
low-risk prostate cancer, with 
low PSA densities (<0.15 ng/
mL/mL) which, in turn, may 
be due to a higher prostate 
volume. Thus, in men with 
larger prostates, it is likely 
that the chance of identifying 
high-grade foci is reduced. 

Overall, the authors caution 
that findings from a single 
active surveillance cohort 
may not reflect the risks for 
prostate cancer progression 
in another study population. 

Medscape Medical News 
29 November 2017  
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phi Test Helps with Biopsy Decision (Continued from page 1) 

were less inclined to do a 
biopsy on men receiving a 
low phi score," said Dr. 
White in a press statement. 

All of the men in the study 
were at least 50 years old 
and had digital rectal exami-
nations, the results of which 
were not suspicious. The 
men’s PSA values ranged 
from 4 to 10 ng/mL. 

Other studies have shown 
that men with PSA values in 
this range who undergo a 
biopsy have a 30% to 35% 
chance of being diagnosed 
with prostate cancer.  

This poor diagnostic specific-
ity is one of the leading is-
sues related to PSA testing. 
As a result, 65% to 70% of 
men who undergo PSA test-
ing and whose PSA value is in 
this range undergo unneces-
sary biopsies and are ex-
posed to complications, in-
cluding pain, infection, and 
costs. 

In the new study, 28.3% of 
the physicians stated that 
knowing the phi score helped 
to alleviate patient anxiety. 

The phi test has been avail-
able for clinical use for a few 
years. It was cleared by the 
US Food and Drug Admini-
stration in 2012 to help clini-
cians distinguish between 
prostate cancer and other 
prostatic conditions in men 
with PSA values in the 4 to 10 
ng/mL range. The test com-
bines the results of three 
immunoassays – total PSA, 
free PSA, and p2PSA – into a 
single numerical score. 

The new study is only the 

management plans were 
changed. 

Thus, the study from Dr. 
White and colleagues builds 
on the earlier study from 
Johns Hopkins by "showing 
specifically that the informa-
tion provided by phi im-
pacted the physician's man-
agement plan, providing 
more direct evidence that 
phi can aid in the decision-
making process," he com-
mented. 

Dr. Tosoian also said that 
urologists at Johns Hopkins 
have begun, in the past one 
to two years, to use the phi 
test routinely in cases in 
which the PSA level is 4 to 10 
ng/mL. "Personally, I rou-
tinely use phi in cases where 
deciding whether to biopsy is 
not clear cut," he com-
mented. 

There are other blood tests, 
including the 4KScore test 
(OPKO Diagnostics), that men 
without prostate cancer who 
undergo PSA testing and 
whose result is concerning 
may choose to have per-
formed. However, the phi 
test is substantially less ex-
pensive. In 2014, Medscape 
Medical News reported that 
the 4KScore test cost $395, 
vs. $80 for the phi test. 

Medscape Oncology, 
30 November 2077 

second in which the clinical 
utility of the phi test was 
evaluated in "real world" 
practice. In the other study, 
which was conducted at 
Johns Hopkins University in 
Baltimore, MD by academic 
researchers, the findings were 
similar (Prostate Cancer 
Prostatic Dis. 2017; 20:228-
33). 

That study compared a pro-
spective registry of 345 men 
who received a phi test to a 
contemporary cohort of 
1,318 men who did not have 
the test and who served as 
control patients. Notably, phi 
testing reduced the rate of 
biopsies performed without 
changing the frequency of 
higher-grade cancers de-
tected. Overall, 39% of men 
in their registry underwent a 
biopsy when the phi test was 
included in the assessment; 
this represented a 9% reduc-
tion in the rate of prostate 
biopsies performed com-
pared to the control group 
(48%; P < .001). 

"Both studies show a reduc-
tion in rate of biopsy when 
phi is used," Jeffrey Tosoian, 
MD, MPH, a resident at the 
James Buchanan Brady 
Urological Institute at Johns 
Hopkins School of Medicine, 
commented in an email to 
Medscape Medical News. Dr. 
Tosoian is the lead author of 
the Johns Hopkins study. 

He noted that Dr. White and 
colleagues administered a 
two-part questionnaire to 
the participating physicians, 
which made their study 
"more of a true 'clinical util-
ity' study, where you assess 
decision making in the ab-
sence and presence of the 
test." The questionnaire al-
lowed physicians to record 
their recommendations be-
fore and after receiving the 
phi test results. Through use 
of this tool, 73% of all patient 

“PTSD can have a real impact 
on cancer care,” she added. 
“Some survivors may skip 
visits with doctors to avoid 
triggering memories of their 
cancer experience, leading to 
delays in seeking help for 
new symptoms or even re-
fusal of treatment for unre-
lated conditions.” 

Counseling and support are 
key. For example, the study 
found that breast cancer 
patients were 3.7 times less 
likely to have PTSD six 
months after diagnosis than 
patients with other types of 
cancers. This may be because 
the breast cancer patients 
received support and coun-
seling in the first year after 
cancer diagnosis. 

“We need psychological 
evaluation and support ser-
vices for patients with cancer 
at an initial stage and at con-
tinued follow-ups because 
psychological well-being and 
mental health – and by ex-
tension, quality of life – are 
just as important as physical 
health,” Chan said in a jour-
nal news release. 

“There needs to be greater 
awareness that there is noth-
ing wrong with getting help 
to manage the emotional 
upheaval – particularly de-
pression, anxiety and PTSD – 
post-cancer,” she added. 

Source: Cancer, news release, 20 
November 2017 

The U.S. National Institute on Men-
tal Health has more about PTSD: 
https://www.nimh.nih.gov/health/
topics/post-traumatic-stress-

disorder-ptsd/index.shtml. 

PTSD 

(Continued from page 1) 

 

Video of Our  

Panel Discussion and 

Webcast on  

Advanced  

Prostate Cancer  

is now available for  

viewing in its entirety 

at: 

www.ustoo.org/Advanced-

Prostate-Cancer-Webcast 

Veterans 

If you have been exposed to Agent Orange  

or other chemicals in the line of duty, please read our brochure 

on prostate cancer, specifically for veterans.  

Visit www.ustoo.org/PDFS/Veterans_Brochure.pdf 

Also visit our Military Veterans/Agent Orange webpage at 

www.ustoo.org/Military-Veterans 

https://www.nimh.nih.gov/health/topics/post-traumatic-stress-disorder-ptsd/index.shtml
https://www.nimh.nih.gov/health/topics/post-traumatic-stress-disorder-ptsd/index.shtml
https://www.nimh.nih.gov/health/topics/post-traumatic-stress-disorder-ptsd/index.shtml
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Intermediate-Term Outcomes from AS by Recurrence Risk May 

Intermittent Auricular Electroacupuncture for Hot Flashes December 

Intervention Improves Appropriate Imaging in Localized PCa January 

LATITUDE: Randomized Trial of ADT ± Abiraterone July 

Life Insurance and Primary Treatment for Prostate Cancer October 

Life with Sexual Dysfunction After Prostate Cancer Treatment  September 

Light Therapy ‘A Huge Leap Forward’ for Early Prostate Cancer February 

Long Term Data Confirm QoL Benefits of SpaceOAR Hydrogel November 

Low-Dose Brachytherapy for Low-Risk PCa: Long-Term Results November 

Low-Fat Meal May Boost Blood Levels of Costly Cancer Drug April 
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Nerves & Prostate Cancer Growth December 

Old Data Confirms Mortality Benefit of PSA Screening October 
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Structure-Based IsoPSA Assay Outperforms Level of PSA  June 
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Vessel-Sparing RT Preserves Erectile Function in PCa May 

Stress Management for Newly Diagnosed Cancer Patients July 

Why BCRA-2 Mutant Prostate Tumors are So Aggressive March 

With PSA Screening Physicians Practice What They Preach September 
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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, “Cancer Survivors Can 
Develop PTSD”  

Post-traumatic stress disor-
der (PTSD) no longer appears 
to be limited to people in 
combat; cancer patients also 
appear to be at risk accord-
ing to the report by Chan and 
co-workers. They found that 
nearly one-quarter of cancer 
patients had this problem six 
months after their diagnosis. 
Fortunately, it disappeared in 
almost all patients by four 
years. The fact that it is less 
common in women with 
breast cancer may be due, in 
part, to the support network 
available to those individuals.  
It would be interesting to 
note the incidence in men 
with prostate cancer. An-
other helpful fact would be 
to determine whether the 
incidence is less common 
among individuals who are in 
support groups. If so, formal 
programs might be devel-
oped by health care workers 
rather than leaving it up to 
individual patients or support 
groups to seek out support. 

The Bottom Line: PTSD ap-
pears to develop in cancer 
patients and studies are 
needed to determine if sup-
port networks can lower the 
incidence and/or shorten the 
duration.  

P1, “Yearly Biopsy Not 
Needed for Prostate Cancer 
Surveillance”  

How often is a follow-up 
prostate biopsy needed for 
men on active surveillance? 
Etzioni, et al. recently evalu-
ated men on active surveil-
lance from four cancer cen-
ters to address this question. 
They used mathematical 
models to make their deter-
mination based on over 
2,000 men that underwent 
biopsies at different intervals 

at these centers. Overall, the 
authors found that the 
length of time to detect dis-
ease progression among the 
four sites differed by only 
three to five months. How-
ever, their conclusion that 
doing a prostate biopsy every 
other year vs. yearly may not 
result in significant harm is 
based on this limited amount 
of data.   

One piece of information not 
provided in the abstract is 
what fraction of the men had 
non-localized disease on the 
alternate year vs. yearly bi-
opsy approach. Also, it would 
be useful to try to identify 
factors that permit choosing 
men for annual vs. alternate 
year biopsies such as the 
total amount of cancer or 
percent of cancer in a biopsy. 
That information would be 
useful to present to patients 
when their doctor discusses 
the pros and cons of per-
forming a yearly vs. alternate 
year biopsy.  Another curious 
feature of this report is the 
wide disparity between up-
grading at ten years from the 
different centers ranging 
from 25% to 65%.  The lower 
value occurred in the Hop-
kins cohort, which may be 
due to the inclusion of PSA 
density when selecting men 
for AS. More evaluation is 
needed to sort this out. 

The Bottom Line: More data 
are needed to determine the 
safety of performing a pros-
tate biopsy every other year 
instead of once a year for 
men on active surveillance. 

P1, “When PSA Is 4-10 ng/
mL, phi Test Helps with  
Biopsy Decision”  

Is the phi test a useful ad-
junct to decide who should 
have a prostate biopsy? 
White, et al. reported new 

data on this question. They 
conducted an uncontrolled 
study to determine how of-
ten decisions were affected 
by including this test. They 
found that when the doctors 
used this test, the decision 
about management was 
modified in about 73% of the 
cases and a lower percentage 
of men had a prostate biopsy 
compared to a historical con-
trol cohort.  

While the findings are inter-
esting, there are several limi-
tations to this study. First, we 
do not know how many can-
cers were missed. In both the 
tested and untested histori-
cal controls, about 60% had a 
positive biopsy, so without 
actually checking the biopsy 
in men omitted, we cannot 
determine the missed cancer 
rate. Another limitation is 
that the study design was not 
randomized, therefore the 
test was not administered in 
a standard fashion.   

The phi test result is a nu-
merical value estimating the 
percentage likelihood of find-
ing cancer; it does not give 
an absolute answer. So, in 
the men with a phi score less 
than 36, physicians chose 
different approaches, rang-
ing from no biopsy 
(monitoring) to performing a 
biopsy. If the phi result was 
low, meaning the patient had 
a lower risk of cancer, then 
why was the decision 
switched from monitoring to 
doing a biopsy? Similarly for 
men with values of 36-55+, 
about 30% of physicians de-
cided to switch from biopsy 
to monitoring, modifying the 
monitoring plan or keeping 
the monitoring plan the 
same.  

Theoretically, men with a 
higher phi result are in the 

higher-risk group for having 
prostate cancer and a con-
servative approach should 
not be taken, yet that is not 
what happened. In other 
words, the decision was sub-
jective, left up to the doctor, 
which does not really provide 
an accurate assessment of 
the utility of the test. A clini-
cal trial with a different de-
sign is needed before the 
value of the phi test can be 
accurately determined. 

The Bottom Line: The true 
clinical utility of the phi test 
needs to be determined with 
a better study design to 
make this assessment.   

P2, “Phase 1 Trial Shows 
ProscaVax Vaccine Stopped 
Prostate Cancer Progression 
in 80% of Patients” 

ProscaVax is a new prostate 
cancer vaccine that is being 
studied in men with prostate 
cancer. In a small phase 1 
study, 80% of men did not 
have PSA progression during 
a short period of follow-up.  
These results are likely to 
lead to the next level of in-
vestigation, but ultimately a 
randomized study assessing 
its impact on survival will  
need to be conducted to 
determine its true value. 

The Bottom Line: ProscaVax 
is a new vaccine under inves-
tigation, which has shown 
some encouraging prelimi-
nary results. Further studies 
will be anxiously awaited. 
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could act on the activated 
Beta-catenin pathway to 
effectively block it and stop 
the growth of cancer cells. 

"We are the first research-
ers," claims Prof. Kalland, 
"who have mapped the com-
plex molecular mechanisms 
involved in this process." He 
also explains why experi-
menting with drugs that are 
already known and approved 
by the Food and Drug Ad-
ministration (FDA) is so im-
portant. FDA-regulated drugs 
have already been tested in 
clinical trials and used in 
treatments, so scientists and 
healthcare professionals are 
familiar with their possible 
effects on the body. 

"The advantage of testing 
already-approved drugs," 
says Prof. Kalland, "is that we 
know they work in the hu-
man body and have no seri-
ous side effects, which 
means that a future treat-
ment may happen quicker." 

According to the American 
Cancer Society (ACS), pros-
tate cancer is the second 
most common cancer type 
among men in the U.S. Pros-
tate cancer makes up 9.6% of 
all new cancer cases in the 
U.S., while colorectal cancer 
accounts for 8% of all newly 
diagnosed cases. 

In the case of both prostate 
and colon cancer, the dys-
regulation of a cellular signal-
ing pathway called Wnt 
(wingless)/Beta-catenin sig-
naling can lead to the growth 
and proliferation of cancer 
cells. Researchers from the 
University of Bergen in Nor-
way have recently been look-
ing to explore the potential 
of already-available drugs to 
interact with and inhibit this 
cancer cell proliferation. 

Prof. Karl-Henning Kalland 
and his team have now iso-
lated a substance called nita-
zoxanide (NTZ), contained in 
existing antiparasitic drugs, 
as potentially effective 

www.ustoo.org 

against cancer cell growth. 
"We discovered that this 
specific substance is blocking 
the signaling pathway in the 
cancer cells, and [making] 
them stop growing. It is not 
often that researchers dis-
cover a substance that tar-
gets specific molecules as 
precisely as this one." 

Study findings were recently 
published in the journal Na-
ture Chemical Biology. 

"We assessed the effects of 
NTZ on Wnt-activated human 
colon cancer cells," the team 
reports. They also note that 
colon cancer and prostate 
cancer cells exhibit high lev-
els of Wnt (wingless)-
activated Beta-catenin. This 
is a protein that helps to 
regulate gene transcription 
and cellular interaction. 

When Beta-catenin signaling 
is faulty, cancerous cells can 
develop. It can also render 
cancer cells more resilient. 

The team found that NTZ 

Still, further research is 
needed to ascertain NTZ's 
full potential in the treat-
ment of prostate and colon 
cancer. 

The effect of this substance 
on the activated Beta-catenin 
signaling pathway also im-
pacts the immune response 
of the body, the researchers 
explain. In their experiments, 
they noted that NTZ seems 
to stimulate the immune 
system into action. 

"At the moment," Prof. Kal-
land adds, "we are working 
on how to strengthen our 
ongoing immune therapy 
against prostate cancer by 
using the mechanisms we 
discovered of the NTZ." 

Following the results ob-
tained in this study, he and 
his team are conducting the 
first phase of a clinical trial 
targeting the use of immuno-
therapy in the treatment of 
prostate cancer. 

Medical News Today 
17 November 2017 

Existing Parasite Drug May Fight Prostate and Colon Cancer 

Researchers Are Hoping That an Existing Drug May Lead the Way to New Colon and Prostate Cancer Treatments 
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