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This issue, one of our largest, 
is devoted to active surveillance. 
There are multiple reasons for the 
extensive set of interviews contained 
in this issue. First, most men 
diagnosed with prostate cancer 
have an indolent cancer that all 
to often gets overtreated; therefore, 
any approach that reduces the 
incidence of overtreatment deserves 
attention. Active surveillance is the 
most successful approach. Second, 
the process of refining active 
surveillance is leading to major 
insights about the underlying 
molecular alterations that fuel 
aggression in prostate cancer. 
Finally, active surveillance is an 
excellent topic to help you gain 
insights into how science is done 
at the highest levels.  

I would first like to start with the 
last point. Many clinicians talk as 
if truth of an idea is not established 
until a definitive randomized trial 
is done. Instead, the fundamental 
point of science is that the true 
nature of reality is already out there 
and science is just the most effective 
tool we have to discover that truth. 
Thus, the most effective scientists 
are those who have the best intuition 
about the nature of reality. One classic 
example is that Newton was said 
to have written a letter in which 
he stated that he understood gravity, 

he just needed to prove it. The process 
of proving gravity was not trivial in that 
he had to invent the calculus to do it.  

How does this apply to active 
surveillance? We know that the 
biology of a cancer cell is dictated 
by the pattern of genes that the 
cancer cell expresses. This pattern 
is determined by several factors. 
At one level, the cancer has mutations 
that alter the function of normal genes 
in a way that determines how dangerous 
that cancer is likely to be. However, 
there are multiple examples of cancer 
aggressiveness that are determined 
by the level of expression of genes 
that are not mutated. But, without 
exception, all that we see in cancer 
biology is a consequence of abnormalities 
in gene expression and the behavior 
of the proteins that are the result of 
this process. The implication of this 
is that if we had perfect knowledge 
of the molecular profile of a patient’s 
prostate cancer, we would be successful 
in determining who would best benefit 
from active surveillance. We might even 
be able to identify drugs able to convert 
a patient from a poor candidate for active 
surveillance to an excellent candidate.

While progress has been made in 
establishing molecular markers that 
identify those most likely to benefit 
from active surveillance, the science 
is still not mature. As a result, in active 

surveillance we are at present 
dependent on tools that look at 
cancer behaviors that are correlated 
with cancer aggression. 

All pathologic criteria, whether the 
Gleason grade or the new system 
outlined by Dr. Jonathan Epstein 
in our October 2016 issue, are just 
attempts to link the appearance 
of a cancer with its subsequent 
aggressive behavior. The most 
advanced imaging techniques, such 
as MRI or color Doppler ultrasound, 
are just another attempt to link 
appearance with the future risk 
of metastatic spread and death from 
this disease. However, while we wait 
for the molecular tools to develop, 
pathology and imaging are what 
we have today. This issue is devoted 
to a discussion of those tools. 

Charles E. Myers, Jr., MD

In this issue....
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Dr. Laurence Klotz, an esteemed 
urological oncologist from the 
University of Toronto, is one of the  
driving forces behind the development  
of active surveillance for men with  
slowly growing, innocuous 
prostate cancers.

Prostatepedia spoke to Dr. Klotz 
recently about active surveillance
for prostate cancer.

What was your role in the development 
of active surveillance? 

Dr. Laurence Klotz: Close to 20 years  
ago, after PSA testing was introduced,  
it became apparent that there was  
a dramatic increase in the number  
of prostate cancer diagnoses. We were 
finding a lot of prostate cancer.

It had been known for many years 
that prostate cancer developed with  
age in the majority of men. The standard  
of care was radical treatment for almost  
everyone. At the time, it seemed  
to us that this meant we were 
treating a lot of patients who had 
clinically insignificant prostate cancer, 
although that term had not really 
been coined yet. 

We knew there were a lot of men 
who would not die from prostate 
cancer. But an approach of total 
nonintervention didn’t make sense 

either because we knew that  
a significant portion of these patients 
had lethal prostate cancer for which 
treatment would make a difference. 

We got a small grant from Prostate 
Cancer Canada, which was a new 
organization at the time. (Ours was 
the first grant they ever gave out.) 
We started conservatively managing 
patients with low-grade prostate 
cancer. We tracked PSA. Periodically, 

we did another biopsy. We treated 
patients who looked as if their risk  
of having a problematic disease  
had increased. 

Initially, this was very controversial. 
People thought that patients would 
die as a result of what we were doing  
and that it was bordering on unethical.  
As time went by, we became more 
confident. Very few men died. None of  
the gloom and doom my colleagues 
predicted came to pass. Eventually, 

my colleagues started acknowledging 
the value of our approach.

Today there are about 10 prospective 
studies in the world literature. Close to  
10,000 patients have been followed 
prospectively for a long period of time.  
All over the world, people are working  
hard to figure out how to optimally  
do active surveillance.  

Of course, the problem of overtreatment 
was an issue for policy groups like 
the U.S. Preventive Services Task 
Force. In 2012, they recommended 
that PSA testing be abandoned 
because of overdiagnosis and 
overtreatment. The major alternative 
to overtreatment is to still screen but  
treat selectively—which is the point 
of surveillance. Active surveillance 
wasn’t just applicable to a small group  
of patients, but to many patients in  
a way that salvaged prostate cancer  
screening. Active surveillance became  
a way to make screening appropriate 
and beneficial for patients.

Do you have an active surveillance registry?

Dr. Klotz: We have a cohort of patients  
on active surveillance that we follow 
prospectively. I guess you could call 
that a registry, although that is not 
the term we use. Any patient we 
see at Sunnybrook Health Sciences 
Centre in Toronto who is managed 

Laurence Klotz, MD 
Active Surveillance

“Active surveillance  
has now been adopted 
by most, but not all,  
of my colleagues.” 
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with active surveillance is included  
in our database.

There are several around the world, 
but ours is a single center that now 
has about 1,300 patients.  As I said, 
it started as a clinical trial. We got 
informed consent from patients. 
We explained to them that active 
surveillance was unproven. Beginning 
around 2005—after about eight years 
—we stopped getting informed 
consent because we were confident 
that active surveillance was no longer 
experimental and had become a valid 
way to manage patients. 

We have since attracted patients 
from Canada and the United States  
interested in a conservative approach.  
Of 1,300 patients, about 40% have died,  
but almost all of those men have died 
of causes other than prostate cancer. 
We have had a grand total of 15 men 
die of prostate cancer and another  
15 develop metastatic disease. 
Of the whole cohort, about 3% 
developed metastasis, but most of 
those men developed that metastasis 
after very many years. We now have 
a lot more information about exactly 
who those patients are and who 
is at risk. We think going forward, 
particularly as we incorporate MRI, 
that we can identify those 2% or 3% 
who will not do well with surveillance 
and reduce the number who develop 
metastasis even further.

We’ve also done a number of 
prospective trials with this cohort. 
We just finished a randomized trial  
called the Assist trial, which tested  
the role of MRI in men on surveillance  
to see if we could avoid doing follow-
up biopsies when the MRI is negative.  
We don’t have any data from Assist yet,  
but I’m hoping that it will show that 
we can find the same proportion 
of clinically significant cancers by 
doing a targeted biopsy in the men 
who have some abnormality on MRI, 

thereby avoiding the biopsy. The desire  
to reduce the number of biopsies  
is an unmet need.

And is that because of the risk of 
infection associated with biopsy?

Dr. Klotz: Men don’t like biopsies. 
Some men really find it a miserable 
experience. It is uncomfortable. 
There is a rate of infection afterward, 
which is significant. Some patients 
have persistent symptoms. There has 
also been an association with erectile 
dysfunction in patients who have 
many biopsies.

The only men accepted onto your 
registry, for want of a better word, are 
those who come to see you in Canada? 

Dr. Klotz: Yes, but active surveillance 
has now been adopted by most, but 
not all, of my colleagues. Most offer 
active surveillance to some patients. 
Some only offer active surveillance 
to the patient with the most minimal 
disease; we are much more inclusive 
here at Sunnybrook. We offer active  
surveillance to all patients with 
Gleason 6 prostate cancer and 
even to some who have Gleason 7 
prostate cancers. 

A patient can be managed with 
surveillance anywhere in North America.

Is there a push to predict, before you put 
a man on active surveillance, whether  
or not he is going to progress?

Dr. Klotz: There are two limitations  
to active surveillance. 

The first is the worst and what  
I feel is the Achilles heel of active 
surveillance: about 25% of patients with  
low-grade prostate cancer actually 
have much worse cancer. We just  
don’t know about this worse cancer  
at the time of diagnosis because the  
biopsy needle didn’t hit it. We know 

in most of these patients the worse  
cancer is in the front part of the prostate,  
which is harder for the biopsy needle 
to reach. In a very small proportion  
of patients, those cancers have 
already metastasized. A patient in 
front of you has a few microscopic 
areas of Gleason 6, which we discount,  
while unbeknownst to anyone he 
actually has a very bad cancer that  
may have already spread. The first  
type—in which we just miss a worse  
cancer—occurs in about 25%  
of cases. Not all of them are terrible 
cancers, but about 25% have 
something more than a Gleason 6. 

There is a second kind of cancer that 
I call a wolf in sheep’s clothing: the 
patient with a Gleason 6 cancer who 
is fine for a long time, but then over 
time his Gleason 6 cancer becomes 
a worse cancer. That is much less 
common. The second type, in which the 
cancer changes over time, accounts 
for about 1% of cases per year.

After 10 years, we find about 10% 
of patients develop a worse cancer. 
The real focus is on the first group—
those we just miss on biopsy. MRI 
plays a huge role in determining 
which patients harbor a worse cancer 
because MRI is perfectly suited  
to find these patients whose  
worse cancer in the past we  
have just missed. 

I want to emphasize that the way 
we evaluated patients without MRI 
still works very well. After 15 years, 
we had only about 3% of patients 
develop metastatic prostate cancer.  
It worked pretty well, but we wanted 
to be closer to 99.5%.

When you do an MRI and find  
an abnormality, the question then 
becomes how to confirm that the 
abnormality is actually aggressive 
prostate cancer. The traditional 
systematic biopsy, which involves 
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between 10 to 14 cores, is not 
directed. You move through one 
side of the prostate to the other, 
but you’re not targeting a lesion. 
A major advance has been a technology 
that allows us to fuse the MR image 
with the ultrasound image: the biopsy 
needle then goes right to where 
the abnormality is. [Editor’s Note: 
See Dr. Peter Pinto’s conversation 
in Prostatepedia October 2016 for 
an in-depth discussion of targeted 
MR/ultrasound fusion biopsy.]

How are men on active surveillance 
monitored?

Dr. Klotz: That is changing, partly 
because of the development of MRI. 
In my opinion, patients should have 
a baseline MRI after diagnosis, if possible. 
We don’t do that in all patients. In Canada, 
the MRI has historically not been 
readily available. It’s changing now, 
though, so we can do a baseline 
MRI in most patients. 

For the last few years, we’ve been 
just doing a baseline MRI in patients 
in whom there is an indication that 
something may not be right: their 
PSA rises rapidly, or the volume 
of low-grade cancer increases, 
or they have some elements of 
Gleason 4 cancer on the repeat 
biopsy. But I think we’re moving to 
the point where basically every newly 
diagnosed patient will get an MRI. 
If there is a target, then they will get 
a targeted biopsy. If they’re found 
to have higher-grade cancer, they will 
get treated. 

I think, going forward, the proportion 
of patients with MRI incorporated 
into their management who develop 
metastasis will be closer to between 
0.5% and 1% rather than 3%. They will 
then have follow-up MRI about 
every three to five years and a targeted 
biopsy if they have a target. 

The MRI is not perfect, though. 
Going forward, we’ll incorporate 
a risk nomogram with the MRI. 
Today we take into account the 
patient’s age, PSA level, race, how 
their prostate feels, and what they 
have in their biopsy core for what 
is called a risk nomogram. A risk 
nomogram tells you the risk of the 
man harboring higher-grade cancer. 
I think that within a year or so, 
we’ll have a risk nomogram that 
incorporates MRI. If you’re, say, 
a Caucasian 60-year-old man with 
a mildly elevated PSA and a normal 
MRI, you won’t need a biopsy. 
But if, for example, your PSA is 15, 
you have high PSA density, 
you’re African-American or African-
Canadian, and you’ve got a family 
history—the worst-case scenario, 
in other words—you will have 
a biopsy regardless of what your 
MRI shows. 

I think the development of a risk 
nomogram that incorporates MRI will 
have two major effects: 1) it will reduce 
the number of biopsies needed; 
and 2) we’ll find the bad actors much 
earlier than we have in the past.

What is the other strategy?

Dr. Klotz: The other strategy is 
a molecular biomarker. The advantage 
of the molecular biomarker is that it 
helps you predict biological behavior. 
MRI gives you location, size, and 
density, which are to some degree 
markers for the grade and the 
restricted diffusion. 

What is restricted diffusion?

Dr. Klotz: The appearance on the 
MRI of what is called the diffusion-
weighted image, which is one of 
the components of multiparametric 
MRI, correlates with the grade and 
aggressiveness of the cancer. 
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The molecular biomarker gives you  
a risk score. It doesn’t tell you anything  
about location, size, or appearance  
of the cancer, but it does give you  
a risk score, which tells you something 
about the genetic features of that 
particular cancer.

In my opinion, both MRI and 
molecular biomarkers are trying  
to do roughly the same thing: predict 
who is at risk for a bad outcome if 
we don’t treat. Molecular biomarkers 
definitely have a role. But, just 
through bad timing, the molecular 
biomarkers were all validated just 
before MRI became widely utilized.

There is very little data on how the 
biomarkers perform in someone who 
has had an MRI. Here is an example: 
let’s say you’re a 65-year-old whose 
biopsy shows micro-focal Gleason 
6 prostate cancer. The molecular 
biomarker data says that if you have 
a high-risk biomarker score, you have 
a higher chance of having a higher-
grade cancer. Nowadays, that same 
man has already had an MRI. The MRI  
shows that he has a high-grade 
cancer. He gets a biopsy and is then 
treated. What is the value of the 
molecular biomarker in that scenario?

Molecular biomarkers will probably 
have a role when there is a discrepancy  
between MRI and biopsy. In other 
words, in the patient who has a bad 
MRI but a negative biopsy or an MRI 
that only shows a Gleason 6 cancer. 

It may even be possible for every 
patient to have a biomarker test 
to really define who is at risk and 
who is not. The problem is that the 
molecular biomarkers are pretty 
expensive. MRI costs about $1,000 
in some places in the United States 
and in Canada. But the molecular 
biomarker tests are about $4,000. 
That is a fairly hefty amount of money. 

Because I think that the MRI gives  
a lot of the same type of information, 
my guess is that these molecular 
biomarkers will struggle compared  
to MRI. They’ll have a role, but they’ll  
have a role mostly in patients in the  
gray zone. The outliers. In maybe 15%  
to 20% of cases, the biomarkers will 
play a role.

The Cleveland Clinic and the University  
of California, San Francisco have 
been very involved in evaluating 
molecular biomarkers. 

We’re doing another MRI trial now.  
I mentioned the trial in the surveillance  
population. The next question becomes,  
in someone with an elevated PSA,  
can MRI replace biopsy before diagnosis?  
In other words, instead of having 
a systematic biopsy if your PSA is 
elevated can you just have an MRI? 
If the MRI is normal, can you skip the 
biopsy? We’re doing a randomized 
study looking at that now. Half of the 
patients with an elevated PSA will 
get an MRI and will only get a biopsy 
if there is an abnormality on that MRI. 
The other patients with an elevated 
PSA will get systematic biopsies.

Is there anything else you think prostate 
cancer patients should know about 
active surveillance?

Dr. Klotz: I believe in screening 
for prostate cancer, but screening 
has to be married to conservative 
management for the favorable-risk 
patient. Any patient who is screened 
needs to be aware that he may not 
need to be treated. That has been  
a crucial shift in professional opinion 
over the last five years or so.

Are patients relatively accepting of 
active surveillance in Canada?

Dr. Klotz: Across Canada, up to about 
50% of low-risk patients are treated 
with active surveillance. I’ve had very 

few patients who, even before MRI, 
were reluctant about surveillance 
once they understood the issues and 
that prostate cancer is a part of the 
aging process. 

It seems to be more of an issue in 
the American system. I think having  
a negative MRI or a negative biomarker 
is very reassuring to patients who 
otherwise might be concerned they 
should be treated.

The reason the number in Canada  
is not higher is that not every doctor 
is as comfortable as we are with 
conservative management of younger 
patients with low-grade cancer and 
with conservative management  
of patients with a higher volume  
of Gleason 6 disease. There is still 
a gray zone, but for the prototypical 
very low-risk patient, there is good 
consensus across the country that 
this is how they should be treated. 

“I¹ve had very few patients 
who, even before MRI, 
were reluctant about 
surveillance once they 
understood the issues 
and that prostate  
cancer is a part of  
the aging process.”
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Dr. Peter Carroll, Professor and 
Chair of the Department of Urology 
at University of California, San 
Francisco (UCSF), is one of the world’s  
leading experts on active surveillance  
for low-risk prostate cancer. 

Prostatepedia spoke with him 
recently about determining whether 
or not active surveillance is an 
appropriate choice and when,  
or if, you need to abandon active 
surveillance in favor of treatment.

How did you come to focus on prostate 
cancer?

Dr. Peter Carroll: I’m one of those 
people whose lives accelerate over  
time. If you had known me in grammar  
or high school, you would not have 
envisioned me being where I am 
today! For a variety of reasons,  
I accelerated over time. I went 
to medical school. I surprised my 
colleagues by going into urology. 
My father-in-law was a urologist and 
thought I would enter a community 
practice someday. Once I went to 
residency, I saw myself increasingly 
interested in a more challenging career  
to try to answer some of the important  
questions that were facing men and 
women with urologic diseases. 

I started to focus on cancer because 
of the types of procedures being 

done and the fact that there was  
a relatively high disease burden for 
urologic cancers. My early interest 
was actually more in testicular and 
bladder cancers than prostate cancer.  
But over time, prostate cancer drew me  
in based on the volume of activity, 
but also because it was a disease 
attracting a lot of attention because 
of controversy. I was increasingly 
seeing that there were challenges 
that needed to be met and problems 
that needed to be solved. 

Prostate cancer was a more complex 
disease than I think most people 
anticipated it to be. Of course, 
prostate cancer attracted the attention  
not only of physicians, patients, 
and their partners, but also of the 
government and funders. 

Early on, when I was at Memorial 
Sloan Kettering Cancer Center, I saw 
the clear value of patient registries 
paired with tissue banks. Very early  

in my career, I built both a database 
and tissue repository at UCSF, which 
have increasingly been helpful to 
us in answering some of prostate 
cancer’s important questions.

What is active surveillance, as opposed  
to older terms that were used like  
watchful waiting or medical management?

Dr. Carroll: I always say that they’re 
completely different. Watchful 
waiting was not enough watching 
and too much waiting. Patients were 
not followed very carefully and were 
not assessed until symptoms or signs 
of advanced disease developed.  
A lot of them developed metastatic 
disease and they received systemic 
therapy, which, although palliative, 
was not curative. 

In active surveillance you watch 
patients very carefully. You monitor 
them for subclinical progression.  
You intervene to give them the same 
treatment options that they would 
have been eligible for if treated at the 
time of diagnosis. Active surveillance 
and watchful waiting are two totally 
different paradigms. 

Which types of patients are usually 
selected for active surveillance? 

Dr. Carroll: This is a matter of much 
debate currently. At UCSF, we believe  

Peter Carroll, MD 
Active Surveillance

“Active surveillance  
and watchful waiting 
are two totally  
different paradigms.” 
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strongly in multivariable risk prediction, 
which takes into account multiple 
variables rather than just one or two. 
Too often in this country, prostate 
cancer is dichotomized into significant
and insignificant disease. The problem 
with that, of course, is it doesn’t 
describe individual cancers very well. 
Once you are outside of the insignificant
category, it is like falling off a cliff: 
you’re treated. Some interpret any 
secondary pattern as significant disease. 
But we know over time that these 
arbitrary lines in the sand about volume 
and grade are not consistently predictive. 

Patients thought to be the best 
candidates for active surveillance 
are those who have small-volume, 
low-grade disease. These are generally 
people who have a small amount of 
cancer (< 3 biopsies positive or less 
than one third of the total number 
of cores involved), have only have 
Gleason pattern 3 involvement 
in less than 50% of any single core, 
low PSA density (below .15), and 
have organ-confined disease (T1 
or T2a). These are thought to be 
very low-risk patients. 

Now, at UCSF, we think that is too 
restricted an operational definition. 
If you use that definition, especially 
now that we’re doing more biopsies, 
then you’re not offering active 
surveillance to a larger proportion 
of patients who might benefit.

Here at UCSF, those with very low-
risk and some with intermediate-risk 
variables such as a small volume of 
secondary Gleason pattern 4 disease 
may be candidates for surveillance. 
On these patients the use of molecular 
markers of advanced imaging 
(i.e. multiparametric MRI) may be 
very helpful. We urge patients to use 
things like the UCSF-CAPRA score 
to better assess risk rather than using 
just grade or volume alone.
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What about using tests like OncoType 
DX, Decipher, or Prolaris?

Dr. Carroll: At UCSF, we are a heavy 
user of technology. We believe in 
early validation of novel technology. 
We’ve worked with these companies.  
We have used them all. We do think  
that molecular profiling and advanced  
imaging allow you to offer surveillance  
to more patients, more safely. These tests  
add to clinical information. They give 
you and the patient more information. 

Most use these tests in very low-
risk patients to be sure that they’re 
very low-risk. But they are perhaps 
more predictive in patients who are 
borderline candidates rather than  
the typical low-risk patient. 

Our experience, though, has been 
that these molecular tests and MR 
imaging don’t correlate well with  
one another, but they may give  
you unique information individually. 

What does monitoring on active 
surveillance look like?

Dr. Carroll: We are very interested 
in defining the optimal surveillance 
strategy, because right now we 
think it is too burdensome. In some 
centers, patients get biopsied every 
year; patients don’t like that and 
there is an increasing concern about 
biopsy-related infections. We have a 
large ongoing research project trying 
to determine whether or not you 
can look at baseline biopsy, genomic 
tests, and imaging characteristics to 
better refine the risk of progression 

“We are very interested 
in defining the optimal 
surveillance strategy.” 
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over time. The very low-risk patients 
may not require a biopsy for three 
to five years or can be followed with 
MR imaging alone, while a higher-
risk patient may need to be followed 
more carefully.

Today, we generally monitor 
surveillance patients with PSA 
testing at three- to six-month intervals, 
transrectal ultrasound and digital rectal 
examination at six- and 12-month 
intervals, and a repeat biopsy in 
12- to 24-month intervals. 

Those criteria may change over time, 
because if you follow a patient for 
a long time and he has not changed 
his risk status, he may be less likely 
to progress. 

This is where we think we may 
be able to substitute MRI, circulating 
DNA test, or urinary exosomes for 
biopsy. We, and others, want to identify 
other ways to monitor this disease so 
that we can avoid a biopsy.

When we talk about biopsy, we’re talking 
about the traditional biopsy, not the MRI 
fusion. What role do you think MRI-
ultrasound fusion-guided biopsy may play?

Dr. Carroll: MRI fusion biopsy has 
swept the field, but if you actually 
look at well-done studies using 
MR targeting alone, you miss the 
dominant tumor, either the higher-
grade or higher-volume tumor, 
somewhere between 15 and 20% 

“The US Preventive 
Services Task Force 
 got one thing wrong 
and one thing right.”



P12 November 2016 Volume 2 No. 3

of the time. We think that for the 
first biopsy you need to do both 
systematic and targeted biopsies. 
Maybe, over time, you’ll be able 
to use targeted biopsies alone.

I do worry that with MR targeting you 
could potentially oversample the lesion 
and so overestimate risk. Here at UCSF, 
we take two biopsies of the target. 
When you do that, you’re not likely 
to overestimate risk by much, but if 
you start to sample the MR identified 
target five or six times and you use 
volume characteristics to determine 
who may be a candidate for active 
surveillance, you can actually 
overestimate risk. 

This is why people have to be very 
careful when they use newer technology. 
We need to validate such technology 
before using it widely. We need to be 
careful that the technology doesn’t 
do the opposite of what we’re trying 
to do. We’re trying to develop a better 
risk-prediction tool, but by oversampling 
we could actually overestimate risk. 

But I think we also need to develop 
a multivariable risk-prediction tool based 
on targeted biopsies. That is one of 
our ongoing projects now. The UCSF-
CAPRA score that has been validated 
around the world with tens of thousands 
of patients was based on a systematic 
biopsy. Now we want to see if we can 
build a model around a targeted biopsy.

So then you do targeted and systematic 
biopsies at the outset. Do you also do 
both targeted and systematic biopsies 
during routine active surveillance 
monitoring?

Dr. Carroll: Yes. We have the largest 
series of MR-targeted biopsies 
on active surveillance. In August, 
we just published data in European 
Urology showing that about 15% 
of the upgrading occurs outside the 
targets. Therefore, the initial biopsy 

would use both lesion-directed and 
systematic biopsy sampling.

You use molecular profiling tests like 
OncoType, Decipher, and Prolaris when 
you’re determining if active surveillance 
is appropriate or not. Do you ever 
repeat those tests after several years into 
an active surveillance program?

Dr. Carroll: Yes. We now have a large 
experience with repeated OncoType 
DX testing. It turns out that most 
of the time, even in those patients 
who go from low to intermediate 
risk, the genetic profile does not 
change. The average change is small 
and was no different between those 
who stayed low risk versus those 
who went from low to intermediate 
risk. Now, on occasion, we’ll see 
a more substantive change. That may 
be true biologic progression, but for 
the most part they haven’t changed.
This is interesting, because it suggests 
that there is a baseline genetic profile, 
maybe an independent predictor 
beyond clinical risk tools. 

What are some of the triggers for men 
going off active surveillance?

Dr. Carroll: The standard triggers 
are substantial change in volume or 
change in grade. If you use a volume 
cutoff of less than three biopsies, 
some people will say if you have 
three or more positive biopsies you 
go on treatment. Classically, any man 
who had a change in cancer grade 
that went from a 3 + 3 to a 3 + 4 
went on to treatment. 

“Cancer is a spectrum
disease just like  
heart disease.” 
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We’re rethinking that now because 
if you went from a 3 + 3 to a 3 + 
4 within your prostate only, there 
wouldn’t be any change in risk for 
you. What you don’t want is to have 
patients develop what we call very 
adverse pathology, which is extra 
capsular extension or primary pattern 
4 or 5 disease. These characteristics 
are associated with treatment failure 
and a higher risk of metastases.

We’re broadening the criteria for 
initiating treatment. We’ll allow 
patients to have some evidence of 
progression, but as long as it’s limited 
we may or may not treat them based 
on their preferences. Many people 
don’t understand that if you went 
from a 3 + 3 to a 3 + 4—and that’s all 
you did—you only changed one point 
out of 10 on the CAPRA scale. Most 
of those who do progress change 
their risk profile only a very little.

I always point out to people that 
maybe our results are so favorable 
because we have good imaging,  
we have very good biopsies, and we  
use more than the standard pathologic  
predictors. We use genomic profiling. 
We use multiparametric MRI. I think 
that helps us to better evaluate risk 
and the need for treatment.

As active surveillance becomes more and 
more accepted, do you think that the 
prostate cancer screening discussion  
will shift? If we stop overtreating people, 
why wouldn’t we screen?

Dr. Carroll: I think the relentless 
overtreatment was part of the problem. 
The US Preventive Services Task 
Force got one thing wrong and one 
thing right. The thing they got wrong 
was the interpretation of the mortality 
data; they’re reevaluating that right 
now. The thing they got right was the 
overtreatment issue. And yes, active 
surveillance was the antidote to that. 

We went from an era 10 to 15 years  
ago in which we detected and treated  
everyone to the current decade in which  
we increasingly have aggressive 
screening strategies and selective 
treatment. In the next decade, we’ll have  
selective biopsy and selective treatment.  
We have shown that active surveillance  
rates have gone up markedly in the 
low-risk patients in the last three  
to five years. Not as high as it needs 
to be, but it has gone up. 

There is still overtreatment, though. 
We can point with pride to the fact 
that 45% of men with low-risk disease  
get active surveillance in this country. 
That number is going up. But it 
means a lot of men are still getting 
unnecessary treatment. 

I’ve been a strong proponent of 
surveillance. I think we’ve got to stop 
detecting these low-risk cancers.  
Of course, that is why you’re seeing 
National Comprehensive Cancer 
Network (NCCN) guidelines and other  
strategies change a bit. Instead of going  
straight for an immediate biopsy, you 
might use a test of specificity like 4K, 
Prostate Health Index, or MRI  
to determine better who has clinically 
significant disease. Such a strategy 
would decease the number of men  
who would undergo biopsy unnecessarily  
(i.e. those with negative biopsies 
who do not benefit from biopsy and 
those with only low-risk disease who 
may not need treatment).

The other thing that worries me is  
the interest in so-called focal therapy.  
The perfect candidate for focal therapy  
is a low-risk patient, the patient who 
doesn’t need to be treated at all. 
This is where I think urologists will 
discredit ourselves as a specialty by 
offering focal therapy to people who 
need no treatment to begin with. 

Do you think that there is just a subset  
of men who can’t stand the idea of 
having cancer in their body and that 
those men are attracted to focal therapy?

Dr. Carroll: There are patients who 
feel that way, but those are the patients  
with whom we need to have an honest  
discussion. At UCSF, we have found 
that the patient like the one you 
describe is rare if you give him the 
information he needs to help him 
make an intelligent decision. 

I think the American public has to 
understand that cancer is a spectrum 
disease just like heart disease. 

We’re seeing over-detection of all the 
common cancers right now. We can 
try to call these cancers something 
different, come up with a different 
name for these low-risk tumors.  
Or we can just tell patients that this 
is a fact of life like heart disease.  
Not everyone with heart disease gets 
a coronary bypass. Some people get 
cholesterol drugs. Some people need 
to make lifestyle changes. Some 
people may get a coronary bypass. 

We need to have a more measured 
response to cancer in this country. 
With all the new technology we have, 
the over-detection rates have grown 
for all cancers, not just prostate.  
The best answer may be not to 
detect them in the first place. 

“We need to have  
a more measured
response to cancer  
in this country.”
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Dr. Stacy Loeb, an Assistant 
Professor of Urology and Population  
Health at New York University, 
specializes in prostate cancer.  
She has authored 260 peer-reviewed  
published articles and eight book 
chapters, gives international 
lectures on prostate cancer, and 
hosts the Men’s Health Show  
on Sirius XM 110 Satellite Radio.

Prostatepedia spoke to her recently 
about active surveillance for low-risk 
prostate cancer.

How did you come to focus on prostate 
cancer?

Dr. Stacy Loeb: Eleven years ago when  
I was in medical school, my grandfather  
died of prostate cancer. We were 
extremely close. My dad died when 
I was young, so my grandfather 
basically raised me. He died right 

before I did my first clinical rotation, 
which just happened to be in urology. 
I saw that urologists are the ones 
who actually treat prostate cancer. 
I became involved with prostate 
cancer research and have studied 
prostate cancer virtually every day  
of my life for the last 11 years.

For which kinds of patients is active 
surveillance appropriate?

Dr. Loeb: Active surveillance is now 
the recommended option for patients 
with low-risk prostate cancer. Low-risk  
patients are those who have a low-
grade cancer or a Gleason score 
of 6, a PSA less than 10, and don’t 
have any large nodules on their rectal 
exam. Those are the traditional low-
risk criteria. 

Some men who don’t meet all  
of those criteria are still choosing  
to do active surveillance, though.  
For example, some patients with  
a slightly higher PSA than 10 who  
still have low-grade disease may  
also choose to do active surveillance. 
It remains an option for people with 
favorable intermediate-risk cancers. 

Certainly it’s a consensus that active 
surveillance is a viable and good 
option for patients with low-risk 
prostate cancer since the risk of the 
disease spreading or of dying from 

prostate cancer within 10 to 15 years 
is so low. 

We believe it is safe because it involves  
active monitoring. Active surveillance 
means that you’re actively following 
things so if we do see any changes 
in the disease over time and it seems 
like the cancer is becoming more 
aggressive, we have the option  
to intervene, hopefully still within  
the window of curability.

How many men on active surveillance 
end up needing treatment down the 
line? And do they need treatment 
because their cancer has become worse 
or because we somehow missed a more 
aggressive cancer the first time?

Dr. Loeb: It can be some of both. 
Usually the testing within the first 
year is very important because the 
initial biopsy at diagnosis doesn’t 
always classify the cancer perfectly. 

I tell my patients to think of the 
prostate as an apple. Let’s say there 
is a really small rotten spot in the 
middle of the apple. If we take  
12 needles and stick them in the 
apple, six on the left side of the apple 
and six on the right side of the apple, 
maybe we’ll hit the rotten spot or 
part of the rotten spot in the middle 
of the apple. But maybe we won’t  
hit the rotten spot at all.

Stacy Loeb, MD
Active Surveillance

“Active surveillance  
is now the recommended 
option for patients  
with low-risk  
prostate cancer.”
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Now, biopsy is improving because 
we have MRI. Sometimes we can 
actually visualize where that rotten 
section in the middle of the apple 
might be with MRI and fuse it with 
the biopsy to target that biopsy, 
which, not surprisingly, increases  
the yield of the biopsy. Even so, 
these small cancers may not be 
visible on MRI. 

We do recommend that patients 
have another biopsy within the first 
year during active surveillance to 
ensure they’ve been appropriately 
risk-classified. 

Beyond that, it’s certainly possible 
that cancers may grow over time. 
That is why it is important to continue 
monitoring. 

Men decide to stop active surveillance  
and begin treatment for a variety  
of reasons. Different institutions use 
slightly different protocols in terms 
of which patients they recommend 
continue active surveillance and  
which patients should begin treatment.  
In general, men whose cancer increases  
in grade or extent on a repeat biopsy 
may be recommended to undergo 
treatment. Other patients may decide 
to stop active surveillance for other 
reasons related to their quality of life.

Are there any tests a man can get before 
going on active surveillance that will 
help reassure him and his doctor that 
this is in fact an appropriate choice?

Dr. Loeb: There are a few genomic 
testing options now. They all give 
different kinds of information. 

One of them is Prolaris, which  
uses biopsy tissue. If a patient  
is interested in having this test,  
he can ask his doctor to send the biopsy  
to Myriad Genetics, the company  
that offers Prolaris. They check the 
tissue for cell cycle progression 

genes. (These are genes involved  
in proliferation that might indicate the 
cancer is more aggressive than we 
thought just based on the grade  
at biopsy.) 

Prolaris predicts your risk of dying 
from prostate cancer within 10 years 
if you don’t get treated, which may 
help you decide whether or not you 
want to get treated. For example, if 
the Prolaris score indicates that the 
cancer really is very low-risk and you 
only have a 1% chance of dying from 

prostate cancer in 10 years, you may 
opt not to get treated. Whereas if the 
biopsy looked favorable but your  
Prolaris score is very high, that may  
indicate that the biopsy didn’t completely  
sample everything that was there. 
We may be concerned about a higher 
risk of your cancer progressing than 
we originally thought. 

Oncotype DX is another similar test. 
It looks at a different set of genes 
from various pathways involved in 
prostate cancer. Oncotype DX has 
a different endpoint: the report tells 
the likelihood of finding aggressive 
cancer at the time of surgery if we 
have the whole prostate to examine. 
That can be helpful if you’re choosing 
between active surveillance and 
surgery. If Oncotype DX indicates 
there is a good chance that the 

patient has very low-risk cancer,  
then maybe he will decide he doesn’t 
want any treatment. If Oncotype DX 
indicates that there is a higher chance 
of aggressive cancer than it appeared 
based on all the regular criteria that 
we use, he may want to get treated. 

Finally, there is a newcomer in this 
space of genomic tissue tests for 
biopsy, Decipher. Decipher is a test 
that has been around for a while, 
except that it was previously used 
for patients who had undergone 
surgery. The Decipher test has been 
previously validated to predict the risk 
of metastasis after surgery and has 
been used in patients who already 
had surgery to help them decide 
whether or not they needed  
to have any kind of adjuvant therapy. 

The company that makes Decipher, 
GenomeDx, later decided to examine 
if Decipher could also be used on biopsy  
specimens to predict what will 
happen—and so help people decide 
on initial treatment. GenomeDx has 
now started some initial studies. 
One of these studies was published 
in Urology in April 2016. It indicates 
that the biopsy Decipher test did 
predict outcomes. That test is now 
commercially available for patients  
to help guide treatment selection.

The area of genomic tissue tests is 
exciting. For patients who feel like 
they need more information before 
choosing active surveillance, any of 
those tests I mentioned could be 
ordered.

Do you think fear leads some patients  
to avoid active surveillance?

Dr. Loeb: I think so. We’ve done 
focus groups with patients on 
active surveillance. A lot of patients 
describe some of the ramifications  
of being told they have cancer  
or “the C-word.”

“Readers on active 
surveillance should 
ask their doctor if they 
should get a Prostate  
Health Index as the 
next blood test when 
they get checked again.”
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But there has been some progress  
in this area. For example, the consensus  
in pathology is to now call Gleason 6 
cancer, which is the lowest score that 
we use, a “Grade Group 1” cancer. 
Being told they had a grade group 1 
cancer made the patients feel more 
comfortable than being told they had 
a Gleason 6 cancer. It didn’t make 
sense to a lot of patients to have  
a scale that starts at 6. Being told  
you have a 1 out of a possible  
5 sounds better. 

We talked to patients about  
the new grading system and  
recently published those findings  
in European Urology. We showed 
that patients indicated that they 
would be more comfortable doing 
active surveillance if they were told 
they have Grade Group 1 instead  
of Gleason 6. 

In addition to these grading changes, 
using MRI or genomic tests can help 
to confirm that patients have been 
staged properly and make them 
feel more comfortable doing active 
surveillance. Offering them additional 
educational resources and support  
is also important.

Is there any reason to repeat these 
genomic tests after a man has already 
been on an active surveillance for  
a few years?

Dr. Loeb: That is being studied now.  
They haven’t published any data on 
the changes in scores for tests like 
Prolaris, Oncotype, and Decipher 
over time. At this point, it is unknown 
what happens with Prolaris, 
Oncotype, and Decipher during  
the course of active surveillance. 

Certainly, if a patient did have one  
of these tests done again on another 
biopsy and had a higher score 
with the second test, that would 
be concerning. And it is definitely 

possible to do one of these tests 
on tissue obtained on a biopsy 
done during the course of active 
surveillance. We just don’t know 
what amount of change would be 
considered important or what the 
typical natural history of those tests 
would be when repeated over the 
course of many years.

I believe that the companies who 
offer these tests are all interested 
in studying that area. We just don’t 
have a lot of data at this point  
to inform us. We can’t give any 
specific guidance. 

But if a patient reading this is already 
on active surveillance, hasn’t had one 
of those tests, and has a borderline 
repeat biopsy during surveillance,  
he could certainly ask for one of 
these tests and get that additional 
data just as he could have before 
initiating surveillance. 

The only caveat I would mention  
is that these tests require a biopsy. 
One of the main areas of concern  
for us is how to reduce the number 
of repeat biopsies for men  
on surveillance.

How often do men on active surveillance 
get a biopsy? 

Dr. Loeb: The programs vary around 
the world, but it typically ranges from 
every one to five years.

That is a big range.

Dr. Loeb: If we’re talking about a 
patient who is 50 or 60 years old and 
has a long life expectancy, he would 
get a lot of additional biopsies over 
the course of his lifetime. The Holy 
Grail is to find tests we can do that 
are not invasive so we don’t have  
to do so many biopsies during his 
years on surveillance.

What is the downside to doing so many 
biopsies? Just risk of infection and cost?

Dr. Loeb: Yes, exactly. There has 
been an increasing risk of infection 
over time due to antibiotic resistance. 
Also, patients don’t like biopsies. 

In our focus groups, the active 
surveillance patients were very clear 
about the fact that they do not covet 
the experience of having a biopsy.  
If they were told you can get these 
two other tests that are not invasive 
and that is just as good as having  
a biopsy, every one would choose  
to do the other tests. 

Having noninvasive tests like the 
Prostate Health Index, which is a blood  
test, and the MRI that can help predict  
the presence of more aggressive 
disease during active surveillance, 
will hopefully help us space out  
the biopsies.

Can you tell us more about the Prostate 
Health Index?

Dr. Loeb: The Prostate Health Index 
is a blood test that does a better 
job than PSA alone of indicating 
during active surveillance who has 
progressing disease. It is basically 
like a new and improved version  
of PSA. It uses three different forms 
of PSA instead of just the total PSA. 
It was FDA approved in 2012 for use 
in screening. 

“Men decide to stop 
active surveillance and 
begin treatment for  
a variety of reasons.”
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We published a study in the Johns  
Hopkins active surveillance population  
showing that measurement of 
the Prostate Health Index during 
active surveillance predicted who 
would have an increase in the grade 
or volume of cancer on a repeat 
surveillance biopsy. 

Is it used in conjunction with the 
traditional PSA test?

Dr. Loeb: It includes PSA. PSA is one  
of its three parts: total PSA, free PSA,  
and pro-PSA. There isn’t really a reason  
to order PSA separately, because PSA  
is on the report. They give you all 
three of those tests separately then 
calculate an index. 

Readers on active surveillance should 
ask their doctor if they should get 
a Prostate Health Index as the next 
blood test when they get checked again.

How often would they need to get the 
Prostate Health Index test done? Yearly?

Dr. Loeb: We usually do PSA testing 
on active surveillance patients every 
three to six months.

So then you’d do the Prostate Health 
Index testing on the same schedule  
as routine PSA testing?

Dr. Loeb: Yes. If a patient had a Prostate  
Health Index test instead of the PSA 
test, I would recommend at the 
minimum testing be done at six-
month intervals.

Are both Prostate Health Index and 
MRI now routinely used for active 
surveillance monitoring?

Dr. Loeb: All of these new tests are 
starting to diffuse through community 
practice. MRI is becoming much 
more available in the United States 
and around the world, but there  
is some user-dependence to MRI.  

It has to be done a certain way.  
You need an experienced radiologist 
who is good with prostate MRI.  
And the urology team needs to be 
familiar with MRI.

Is MRI now a routine part of active 
surveillance monitoring in Europe?

Dr. Loeb: In the United Kingdom,  
MRI is already recommended routinely  
in guidelines for active surveillance. 
They recommend that men initiating 
active surveillance who haven’t  
had an MRI yet should get one  
to make sure their disease isn’t more 
aggressive than previously thought. 
Everywhere else MRI is generally  
still optional, but I suspect that it will 
be incorporated into more guidelines 
as more evidence gets published.

But MRI is available elsewhere, just not 
a part of the guidelines?

Dr. Loeb: It’s not in guidelines yet  
as a mandatory part of the monitoring 
protocol. I think it is being used routinely  
and often in care. We do need more 
data on how to use MRI during active 
surveillance, such as which changes 
on the MRI are most important.

What should a patient reading this 
interview who is on active surveillance 
do if he wants to get an MRI?

Dr. Loeb: I think men on active 
surveillance should ask their doctors 
if an MRI is right for them. It can  
be very helpful to show who has  
a higher risk of aggressive cancer  
and can be used to do targeted biopsy.

Is there anything else patients can do  
to feel more comfortable choosing active 
surveillance?

Dr. Loeb: Active surveillance has 
hit the prime time now. It is not 
considered experimental. 

In fact, we now have long-term 
data from Johns Hopkins and the 
Sunnybrook program in Toronto 
showing an exceedingly low risk  
of the cancer spreading or of death 
from cancer within 10 to 15 years  
on active surveillance. 

Active surveillance is definitely 
something men should consider.  
If they decide at some point to change  
their mind, they can still get treatment  
later. The risk of men with low-risk  
cancer losing that window of opportunity  
within the first few years is small. 

If men on active surveillance have 
only been monitored with PSA and 
biopsy up until now, it is definitely 
worth asking their doctor about other 
new tests like the Prostate Health 
Index, MRI, or a genomic tissue test. 

I don’t think that all of these tests  
are needed in every case, though. 
The tissue tests aren’t always 
needed. For example, if a patient  
has a small, very low-risk cancer  
at the time of diagnosis, he doesn’t 
necessarily need to get more tests 
before proceeding with active 
surveillance. If it would make him 
feel more comfortable to have more  
data up front, that is of course completely  
reasonable and the tests are available. 

“Men on active
surveillance should  
ask their doctors if an 
MRI is right for them.”
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Dr. Peter Choyke, Director of the 
Molecular Imaging Program at the  
National Institutes of Health’s 
National Cancer Institute, is keenly 
interested in translating molecular 
imaging methods like MRI and PET 
into practice.

Prostatepedia spoke with him 
recently about imaging before and 
during active surveillance.

How did you come to focus on cancer 
imaging?

Dr. Choyke: I am a radiologist by 
training. My background before 
medical school was in physics and 
chemistry and then I did additional 
training after medical school in 
diagnostic radiology—CT, MRI,  
and nuclear medicine. Over time,  
I became very interested in detecting 
cancers as early as possible. 

I was drawn to the technical aspects 
of the field and how to extract more 
information from the images these 
highly advanced machines produce. 
I’ve always been intrigued by the 
power of these machines to see  
what is going on inside people without  
having to open them up or stick 
needles into them. I am intrigued 
by our ability to take highly technical 
images and extract important information. 

What is the focus of your current research? 

Dr. Choyke: We have an active program  
in prostate MRI. We’re trying to improve  
the quality of imaging and extract  
as much information as we can from 
the imaging that we already do. 

We are also doing fusions between 
MRI and ultrasound imaging so that 
we can direct biopsies into suspicious 
areas seen on the MRI. 

We have an active program in PET 
agents. (PET stands for positron 
emission tomography). PET is the most  
sensitive targeted imaging that can 
be done. We have not only standard 
PET imaging probes available to us,  
but also experimental imaging probes.  
Ones that target very small amounts 
of cancer in the body. 

What kinds of imaging techniques are 
used to select which patients can safely 
choose active surveillance? 

Dr. Choyke: This is evolving very 
rapidly. As recently as five years ago, 
patients wouldn’t have encountered 
any imaging whatsoever. A man 
would simply have had a biopsy 
and then a decision would have 
been made to put him on active 
surveillance based on the results  
of that biopsy.  

I think the big change for a patient 
considering active surveillance is that  
they would now get an MRI to see  
whether that initial biopsy missed 
anything potentially more significant. 
We know from using MRI that during  
routine biopsy we either under-sample  
or completely miss more significant 

cancers in addition to the ones identified.  
The MRI enables us to see those lesions  
to then direct biopsies into them. If there  
is something potentially more significant,  
then those specific lesions should  
be biopsied before embarking on  
a course of active surveillance.  

I say this because we now know 
from long-term studies, particularly 
those of Professor Laurence Klotz 
from Sunnybrook Health Sciences 
Centre in Toronto, that if patients 

Peter Choyke, MD
Imaging +  
Active Surveillance

“I think the big change 
for a patient considering 
active surveillance  
is that they would now 
get an MRI to see whether 
that initial biopsy missed  
anything potentially 
more significant.”
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are properly selected for active 
surveillance, their chance of ultimately 
dying from prostate cancer is almost zero. 

Active surveillance is a good long-term 
solution for many patients, but the 
caveat is that many men eventually 
have to go off active surveillance, 
because they had more significant 
cancers than was originally suspected. 

We do know that those patients 
who go off active surveillance tend 
to have higher rates of recurrence 
after they are treated, so there is 
reason to make sure we put patients 
into the right category at the beginning. 
Your option is either to be treated or 
to go on active surveillance. It’s better 
to get on the right road from the 
beginning than to switch roads later 
on because we discover that you 
really were not a candidate for active 
surveillance to begin with. 

That is the biggest development in the 
last five years. Among the bigger 
academic and urology centers in the 
United States, there is a growing 
recognition that you should do an 
MRI before you put someone on 
active surveillance just to make sure 
there is nothing to worry about. 

Is that practice now accepted globally 
or is the practice more accepted in certain 
regions of the world than others? 

Dr. Choyke: I would say that it is in 
evolution. It has made it into some 
guidelines, but not into others. It’s 
very contingent on the quality of the 
MRI that is available. I would not 
say MRI before active surveillance 
is universal, but I would say that, 
over the last few years, there is growing 
acceptance that it is a smart strategy. 
I think that in the near future MRI 
before active surveillance will be 
established practice and become 
a part of all the official guidelines 
that physicians follow.
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If one of my readers lives in a community  
where MRI before active surveillance  
is not accepted, would it be worthwhile  
for him to travel to an area where  
it is working practice? 

Dr. Choyke: My personal opinion,  
if it were my relative or me, I would 
definitely do that. There is no doubt 
in my mind. If there is a significant 
cancer lurking in the prostate, you want  
to know about it early. You don’t want 
to find out about it two or three  
or four years from now, after you’ve 
been serially biopsied and reassured 
that nothing is wrong. You want to 
know about it up front, so you don’t 
get on the wrong track. You want no 
regrets about going down one path.  

Frankly, in most cases, the MRI 
agrees with the biopsy and says 
there is nothing else to worry about—
You can go on active surveillance. 
MRI allows you to make that decision 
with much greater confidence that 
you’re actually on the right path. 
 
So, yes: I would recommend people 
travel to a center that is comfortable 
with MRI. There are so many centers 
around the United States that can do 
MRI that I don’t think it is extremely 
burdensome. I can’t really speak to 
MRI availability in other parts of the 
world. I do know a lot of physicians 
in Western Europe are actually ahead 
of us in terms of MRI use, but I really 
can’t speak to the current state of 
MRI in Asia, China, or India.
 
If you happen to be in a medical 
community that doesn’t offer MRI 
services, it’s worth a trip. Turn it into 
a shopping trip. 

Do you use MRI as a way of monitoring 
men already on active surveillance?

Dr. Choyke: That is much less settled. 
In concept, it’s very appealing to use 
MRI to decide whether to re-biopsy 

someone: if the MRI is stable and  
the PSA is stable, we don’t have  
to do a biopsy. That makes sense, 
but it really hasn’t been proven safe 
in large studies. I think it makes great 
common sense, but the medical 
literature is not conclusive and these 
are difficult and long studies to do. 

Before we would advocate using 
MRI to avoid biopsies in active 
surveillance, we have to await the 
trials. Unfortunately, these kinds 
of trials take a very long time and 
are very expensive. It’s hard to get 
funding. It may end up being difficult 
to get firm data.

Is anyone running a trial like that now?

Dr. Choyke: Some trials are being  
run in Canada and the United Kingdom.  
Why in those countries and not in the 
United States? These governments 
take on the burden of cost for a trial  
like this; they’re very interested 
in whether or not it’s worthwhile, 
because if it proves worthwhile they  
might be able to save a lot of money 
on repeated biopsies. Single-party 
payer systems are motivated to 
answer these questions, whereas 
our fee-for-service system is not 
particularly motivated one way  
or another. We have lagged a bit, 
which is unfortunate.  

In the meantime, while I’m not going 
to advise your readers to follow 
a certain pathway, I do think it is 
reasonable to follow PSA and then 
periodically do an MRI. I don’t know 
what the interval between MRIs 
should be, but it is certainly longer 
than one year and probably closer to 
every two or three years. The idea  
that every patient should get a random  
biopsy every year doesn’t make a lot  
of sense for a very slow-growing 
tumor, especially if we can now 
select patients who have low-risk 
disease that is hard to see on MRI. 
We’ve created a population of active 
surveillance patients that are at very 
low-risk for recurrence. It doesn’t 
seem worthwhile to over-biopsy  
or over-test such a population.

Aren’t there risks to biopsy?

Dr. Choyke: Absolutely. Every time 
you get a biopsy, there is a small 
risk of an infection, even if you take 
appropriate antibiotic prophylaxis. 
That can be very frightening.  
It’s a problem, especially given  
the rise of antibiotic-resistant bacteria 
creeping into our society because  
of antibiotic overuse.

Are patients themselves reluctant to get 
repeat biopsies?

Dr. Choyke: Absolutely. In some 
ways, it draws some men to choose 
treatment. It’s unfortunate, because 
they don’t really need treatment, 
but they also don’t want to have to 
worry about it year in and year out, 
biopsy after biopsy. It’s called active 
surveillance fatigue. Men say,  
“To heck with this. I’m going to  
get my prostate removed or have  
it radiated.”  

Men do not like biopsies. I don’t 
think doctors particularly like biopsies 
either because they wonder about 
the value and efficacy of repeated 

“While I’m not going  
to advise your readers  
to follow a certain 
pathway, I do think it 
is reasonable to follow 
PSA and then periodically  
do an MRI.”
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biopsies. I do think that in such  
a setting, when everybody is on the 
same page, MRI can play a role in 
mitigating the use of biopsy.

The biopsy is a bit of a roller coaster, 
isn’t it: you get the biopsy and then you 
wait for the results.

Dr. Choyke: Right. It’s not terrible,  
but it’s not a pleasant experience.  
If it were not necessary to do repeat 
biopsies, then it would be good  
to avoid them. 

 I want to reemphasize, though, that 
the data is not there. We don’t really 
have terrific data on a strategy of doing  
biopsies less frequently—on doing 
MRI in place of biopsies. We don’t 
have the kind of hard evidence that 
we generally like to have when making  
global guidelines for how to treat patients. 

And until we have that data, we need 
to keep with the current program 
of periodic MRI in conjunction with 
periodic biopsy and monitoring PSA levels?

Dr. Choyke: Yes. Or at least recognize,  
if you’re going to take an alternate 
pathway that you’re on unproven 
ground. If you and your physician are 
willing to take that risk, then go into  
it knowingly. 

Is there anything else you think patients 
should know about imaging for prostate 
cancer before active surveillance?

Dr. Choyke: The one important 
sea change in how we think about 
prostate cancer is that there is almost 
universal agreement that a Gleason 3 
+ 3 cancer is not going to kill you.

If you’re diagnosed with a Gleason 
3 + 3 cancer and it’s a small lesion, 
most believe that you don’t require 
treatment. In the new pathology 
scoring system [See Prostatepedia 
October 2016 for a conversation with 

Dr. Jonathan Epstein about the new 
grading system], instead of calling 
these cancers a 6, which scares 
people, 3 + 3 = 6, we will call them  
a 1 out of 5 cancer, with the intent  
to reassure patients that that is the 
least amount of cancer you can have.

One troubling thing that we’re seeing 
is the rise of focal therapies for these  
low-grade cancers. There is general  
agreement that the lesions don’t 
need to be treated at all, so treating 
them with focal therapy is also not  
necessary. Focal therapy can be 
expensive and somewhat exploitative,  
I think. We’re seeing the rise of for-
profit centers that specialize in focal 
therapies. Responsible people in the 
field need to take a stand and say 
that this is really overtreating lesions 
and preying on patients’ fears. 
Patients are told they have cancer 
and they’re scared to death. We need 
to explain to them that this type of 
cancer almost never kills and can  
be managed with active surveillance. 
There is no need to intervene  
with treatment. 

If the tumor has bad elements— 
a Gleason 3 + 4 with a significant 
amount of 4 pattern histology— 
that is a different story. There may 
be a role for focal therapy in those 
cases. But patients have to realize that  
that is entirely unproven. There are 
no large studies supporting it;  
this is not an approved therapy. 

The other thing I would add is  
that prostate MRI-guided biopsy  
is a complicated system. There can 
be weak links in any part of that 
system. For instance, the quality of 
the MRI may not be adequate. If the 
MRI is adequate, the interpretation 
may not be adequate. If the quality 
is adequate and the interpretation is 
adequate, the biopsy itself may not  
be accurate. One has to be a bit cautious  
about the chain of quality in MRI 

ultrasound fusion biopsies. Not all 
providers provide in an equal way. 

We do need quality indices, which 
we’re working on. We don’t have any 
solid answers on what constitutes 
a good-quality MRI or a good-quality 
interpretation.

Computer-aided diagnosis could 
certainly assist with interpretation, 
or robotic biopsy could help reduce 
errors during the biopsy itself. There 
might be a way to have the machine 
assess an image and say whether  
it is of high enough quality to perform 
an interpretation. 

This a relatively new technology;  
it’s only been out since 2013 and  
was not in wide use until 2014.  
There were some early adopters  
who did a great job, but as the 
technology enters the general pool, 
we’re seeing some problems.  
We need, as a community of both 
patients and physicians, to improve 
quality so that everyone can equally 
benefit.

There is a difference in both the quality 
of the MRI and in the ability of the 
physician to interpret the result?

Dr. Choyke: Absolutely. It all varies: 
the experience of the person 
doing the MRI; the quality of the 
equipment; the experience of the 
interpreter; the ability of the person 
performing the biopsy to integrate all 
these into a biopsy of the right thing 
in an accurate manner. As we do 
more and more of these, we will  
get better and better. 
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Dr. Mark A. Moyad, Director of 
Preventive & Alternative Medicine 
in the University of Michigan 
Department of Urology, has 
published over 150 medical journal 
articles and 12 books, including 
The Supplement Handbook:  
A Trusted Expert’s Guide to  
What Works & What’s Worthless 
For More Than 100 Conditions.

Prostatepedia spoke with Dr. Moyad  
about what men on active surveillance  
can do to maintain overall health.

What can men do while they’re on active 
surveillance to maintain overall health? 

Dr. Mark Moyad: Prostate cancer 
patients on active surveillance should 
reduce their cardiovascular risk to as 
close to zero as possible. The disease 
that has been the primary killer in active  
surveillance patients has been 
arguably cardiovascular disease. 
Cardiovascular disease has also been 
the number one killer of men and 
women for a hundred years in a row. 
Why do we think that 2016 is going 
to be any different? It’s not.

If active surveillance is true to itself,  
then it should take care of cardiovascular  
health. Otherwise, what we are saying  
to men is: “I think you’re going to die 
earlier of something else, so there is  
no reason to treat your prostate cancer.” 

I hate that philosophy. The philosophy  
should be: “Whatever we’re 
recommending you do while you’re 
on active surveillance is your greatest 
chance of you making it to 100 in 
good mental and physical health.” 
That is the real goal of active 
surveillance: that you will ideally 
never be treated but will still live  
a long and wonderful life. That is what  
urologists want for their patients, 
because that is what they want  
for themselves.

So what does all this mean? I like it when  
people know several of their numbers 
—I call them the five Bs—as well as 
they know their PSA. 

Men need to know their BMI 
(body mass index) or their waist 
circumference/belly size. The top  
three blood tests are blood cholesterol,  
blood pressure, and blood sugar.  
The last one is brain or mental health 
(depression, stress, anxiety, etc.).

If you know those five Bs (BMI, blood 
cholesterol, blood pressure, blood 
sugar, and brain health), then you 
know whether or not what you are 
doing is working. You’ll know if you 
need a statin, aspirin, or metformin.  
If you go on a diet and those 
numbers are moving in a positive 
direction along with your PSA, then you  
know you’re reducing your chances 

of dying from all causes. That also 
supports what is going on with your 
prostate cancer. Heart healthy equals 
prostate healthy while you still have  
a prostate.

So the real first task is to do everything  
possible to reduce your cardiac disease  
or heart disease risk to as close to zero  
as possible. Know your basic numbers  
(BMI, blood cholesterol, blood pressure,  
blood sugar) as well as you know 
your PSA. 

You should request not just a fasting 
blood sugar test, but also a test that 
measures your blood sugar over 
three months called hemoglobin  
A1c. That percentage can tell you 
if you’re prediabetic. (Most of the 
American population now is either 
diabetic or prediabetic.)

None of the five Bs have been  
helpful for prostate cancer when 
they’re going in the wrong direction. 
They either do nothing or they 
accelerate the growth of prostate 
cancer. Gaining weight complicates 
the situation. Higher cholesterol 
seems to encourage growth.  
Higher blood sugar and insulin seem 
to encourage growth. Higher blood 
pressure is a bit controversial,  
but it still hasn’t helped. In fact,  
high blood pressure is associated 
with larger growth of the prostate,  

Mark Moyad, MD
Heart Health +  
Active Surveillance
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or BPH, which can make the PSA  
go up artificially. 

Cardiovascular disease is what  
kills men on active surveillance.  
If prostate cancer killed men on 
active surveillance, then we would 
treat their prostate cancer. 

Once men have a monitoring program 
in place—routine PSA testing, periodic 
imaging, periodic biopsy—they should 
worry about cardiovascular health over 
prostate health? 

Dr. Moyad: Everybody is playing  
a game of probability. How long can 
I live? How well can I live? It’s no 
different than putting on a seatbelt 
or playing the lottery. What are my 
odds? Your odds of living longer to 
fight your prostate cancer are always 
better if you use an aggressive 
approach of eliminating any chance  
of heart disease. By doing that,  
you also eliminate anything that you 
could possibly be doing to yourself  
to accelerate tumor growth. 

As a doctor, I want to give  
a recommendation whereby,  
if I’m wrong, the recommendation  
is still right for the patient. Let’s say  
cholesterol or blood pressure or weight  
end up having nothing to do with 
prostate cancer. I apologize that all 
I’m doing is increasing your lifespan. 

I’m not downplaying active surveillance.  
But sometimes people on active 
surveillance become obsessed with 
their prostate cancers and obsessed 
with minutia. Then they have a stroke 
or a heart attack. Diseases that were 
preventable become their cause  
of death. 

If you’re going to be on active 
surveillance, then you should do 
everything possible to reduce your 
risk of the most common causes  
of death in men.

What about exercise?

Dr. Moyad: Ask yourself: are you 
exercising enough to keep yourself 
mentally and physically fit? The answer  
in many of these cases is no. We know  
that exercise is associated with a 
longer lifespan, including in prostate 
cancer patients. 

What is enough exercise? Exercise could 
be a 15-minute leisurely walk after 
dinner or a 60-minute run.

Dr. Moyad: It all also goes back 
to your numbers: BMI, blood 
cholesterol, blood sugar, blood 
pressure, and brain health are your 
guidelines for how much exercise 
you need. If you exercise enough 
that your heart rate starts to reduce 
or you can lower your dosage of your 
blood pressure medicine or your 
cholesterol medicine, then you know 
it’s working.

Blood sugar responds quickly to 
exercise. As you develop more lean 
muscle mass, your demands for insulin  
are lower. Exercise along with caloric 
reduction is enormously effective in 
reducing your chances of prediabetes 
becoming diabetes. In fact, it worked 
significantly better than metformin 
to prevent diabetes in the largest 
head-to-head randomized clinical trial 
published back in 2002 in the New 
England Journal of Medicine and now 
many of these patients have been 
followed for 10 years and exercise 
and diet still beats the drug!

Some people need to exercise an hour  
a day, seven days a week to function 
better and to get all of those numbers 
significantly better. Other people can 
walk 30 minutes a day, five times  
a week and maintain those numbers. 
It comes down to basic human 
physiology. How much exercise you 
need is determined by your genetics, 
which you don’t know until you know 

all of your numbers—again, BMI, 
blood cholesterol, blood sugar,  
blood pressure, and brain health. 

For me, if I don’t work out every single  
day, seven days a week, I am an 
anxious mess that no one wants  
to be around. I recognize that. If I take  
a day off, I feel anxious. I feel stressed.  
I am not as happy so my brain health 
suffers. If I take several weeks off, 
my numbers get worse—which is 
true of most patients. I’m not saying 
you have to be a triathlete. I’m saying 
enough exercise to keep your B 
numbers in check. Keep in mind  
that the data consistently shows that 
exercising, intense or non-intense, 
is associated with prostate cancer 
survival. 

Let’s say a man’s urologist places him on 
active surveillance, but doesn’t prioritize 
the things you’ve just talked about.  
What should that man do?

Dr. Moyad: He should go to his 
primary care doctor, which insurance 
covers. This is not your urologist’s 
job, and it’s not your oncologist’s job. 
Say to your primary care doctor,  
“I need us to monitor my heart health 
while I’m on active surveillance as 
closely as my urologist monitors  
my cancer and PSA.”

Is there anything else a man can do 
while he’s on active surveillance?

Dr. Moyad: Ask yourself what other 
screening tests you qualify for based 
on your family history. Do you have 
diabetes? Is there colorectal cancer  
in your family? Have you had  
a colonoscopy? Have you had your 
prostate size measured accurately 
by an MRI or ultrasound and not 
just a finger? How is your brain 
health? Do you have stress, anxiety, 
or depression? Do you surround 
yourself with people that celebrate 
you rather than just tolerate you?  
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Get as far away from tobacco  
as possible because the most recent 
study found that up to 7000 genes 
are negatively altered by tobacco 
exposure! That represents one-third 
of all your genes!  Imagine how many 
other genes are then impacted by 
other heart-unhealthy changes!

But at the top of the list are 
vaccinations. Men have the most 
embarrassingly high noncompliance 
rates of adult vaccines. Pneumonia  
is one of the top five or six killers  
in the United States. Not many 
people understand the side benefits 
of vaccines. They become fixated 
with the primary outcome of the vaccine  
itself. The flu vaccine reduces your 
risk of stroke or heart attack, in my 
opinion, and now some of them are 
being studied in clinical trials for their 
additional anti-cancer effects. 

Vaccines have turned out to be 
enormously heart healthy. When you  
get a serious infection like pneumonia,  
flu, or shingles, there is a chronic 
inflammatory response. The inflammatory  
response can last anywhere from 
six months to a year. With that 
inflammatory response, we see 
little plaques break off, or a plaque 
become occluded in a certain vessel.  
That is why we see lower rates 
of hospitalization and serious 
cardiovascular events in adults  
who are compliant with their 
vaccines. The overall benefit of  
a vaccine outweighs the negative. 

There is no downside. Unfortunately, 
we do a horrible job of selling all 
these potential side benefits. 

By “we,” do you mean physicians?

Dr. Moyad: I mean healthcare 
professionals. You can’t just say  
to someone that they need to 
exercise and get their numbers 
down. You’ve got to sell it, live it, 



November 2016 Volume 2 No. 3 P25 

embrace it, and show the data to 
patients with the same verve that 
you would sell a life-altering drug or 
procedure because that is what it is!  

When a cancer doctor says that your 
heart health is just as important as your 
cancer and preventive heart-healthy 
vaccinations, such as the flu, pneumonia, 
shingles, and tetanus, are just as 
important as the monitoring, it validates 
the approach. Patients are not used to 
hearing that from their cancer doctor.

What about dietary supplements? 

Dr. Moyad: Don’t ever take an 
over-the-counter pill while you’re 
on active surveillance unless the data 
overwhelmingly suggests that the 
benefit outweighs the negative.

A lot of active surveillance patients 
pop soft medications. High doses 
of multivitamins are shown to potentially 
increase the risk of prostate cancer 
aggressiveness. Selenium increases 
the risk of prostate cancer returning, 
or the aggressiveness of the disease. 
Vitamin E increases the risk of 
prostate cancer. 

If you’re going to consider taking 
a pill, it should be in the realm of 
aspirins, statins, and metformin—
something that works to change one 
or more of your heart-healthy numbers. 

Remember: life is just a game 
of probability. 

Are you at risk?

Heart Risk Calculator:
www.cvriskcalculator.com

Type 2 Diabetes Risk Test:
www.diabetes.org/are-
you-at-risk/diabetes-risk-
test/?referrer=https://www.
google.com
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Dr. Monique J. Roobol, Associate 
Professor and Head of the 
screening office of the Department 
of Urology at Erasmus Medical 
Centre in the Netherlands, is the 
Head of the Dutch part of the 
European Randomized Study  
of Screening for Prostate Cancer 
(ERSPC) and the Prostate Cancer 
Research International Active 
Surveillance (PRIAS) Project.  

Prostatepedia spoke with her 
recently about PRIAS and her role 
in Movember’s Global Action Plan-3 
initiative on active surveillance.

How did you become involved in 
prostate cancer?

Dr. Roobol: I worked as a research 
technician in a lab. I was working on 
mesothelioma, an asbestos-related 
lung cancer. I became a mother in 
1991 and wanted to work part time. 
There was a vacancy for a daytime 
manager at the Department of 
Urology at Erasmus University  
(www.erasmusmc.nl/) to start a pilot 
study on prostate cancer screening. 
It was part time, so I applied for the 
job. I never left; I’m still working  
in the Department of Urology. 

That pilot study became the European  
Randomized Study of Screening for  
Prostate Cancer (www.erspc.org).  

I set up the Dutch part of the study. 
I then moved on to become an 
epidemiologist and did my PhD  
in prostate cancer screening.  
Early next year I will become  
a professor in the Department  
of Urology.

For the last 25 years, all my time has  
been spent on prostate cancer screening.

What is the PRIAS study?

Dr. Roobol: With screening, it soon 
became obvious that we were 
detecting a lot of cancers. More 
than a decade ago, these low-risk 
cancers were treated actively. 
Active surveillance, which delays 
and perhaps even avoids active 
treatment, was not very common. 
There were a lot of insecurities about 
how to do active surveillance.

In 2006, we started PRIAS  
(www.prias-project.org), a web-based 
study open to urologists across the 
world. PRIAS is meant as a tool 
that can help urologists in following 
and monitoring patients who are 
on active surveillance. It gives 
recommendations based on currently 
available knowledge. PRIAS is the 
largest active surveillance study 
in the world with currently 6,000 
patients included. 

There are now a lot of other initiatives,  
both multi- and single-center, around the  
world that have their own protocols and  
follow patients on active surveillance. 
We decided three years ago that we 
should all join forces to combine the 
different active surveillance datasets 
into one large dataset. Then we can 
do a really good analysis of how  
to conduct active surveillance.

Movember (www.movember.com)  
has global action plans, so we talked  
to Movember about funding. 
Together with Professor Chris 
Bangma, who is the head of the 
Department of Urology at Erasmus 
University, and Movember it was 
decided to finance this kind of initiative.  
Movember called it the GAP-3,  
or Global Action Plan Number 3.  
We contacted all the active surveillance 
cohorts around the world. 

As you can imagine, it took almost 
a year to get all the relevant data 

Clinical Trial:
Monique Roobol, PhD 
Large Active  
Surveillance Datasets 

“PRIAS is the largest  
active surveillance 
study in the world.”
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together due to legal regulations 
and data quality control. We have 
a database up and running now 
including more than 14,000 
patients on active surveillance. 

We are now working with this 
large dataset to address the crucial 
questions in active surveillance: 
who is eligible for active surveillance; 
how do we monitor; how often do 
we do a biopsy, PSA test, or an 
MRI; when do we switch to active 
therapy; and when do we decide that 
active surveillance has now become 
watchful waiting because the patient 
is of a certain age for comorbidities. 
That is what we are trying to address 
with this very large dataset and just 
started our first analysis working 
with five statisticians in the United 
States, Canada, Australia, the United 
Kingdom, and the Netherlands.

Were all these other initiatives similar 
to PRIAS, i.e. a website where urologists 
entered information themselves?

Dr. Roobol: No. The majority are 
single-center hospital databases 
on active surveillance.

There is a large one in San Francisco, 
for instance. Also Toronto has a large 
database. There are databases in Japan, 
New York, London, and Milano; 
they’re all owned by the hospitals.

Is active surveillance more accepted in 
some parts of the world than in others?

Dr. Roobol: Yes, definitely. In Asia, 
for instance, active surveillance is not 
very common. Japan is an exception. 
But in countries like China and Hong 
Kong, it simply doesn’t fit the culture. 
The same is true for Russia. In Russia 
it’s not even discussed. If you have 
cancer, you need to have an operation. 

But in Sweden active surveillance 
rates are high. There was a recent 

report that in very low-risk prostate 
cancers detected by screening, 91% 
of Swedish men go on active surveillance. 
The rest of Europe is catching up.

What about places like Australia and 
New Zealand?

Dr. Roobol: They are working 
on it. A lot of our PhD students, 
or former PhD students, go to work 
in Melbourne, Australia, with Professors 
Declan Murphy and Anthony Costello 
during their urology training and try to 
motivate urologists to become part of 
PRIAS. And Australia is part of PRIAS. 
All the data from Australia goes into 
a central database and is uploaded 
into the PRIAS database. 

Still, in Australia, there is more radical 
prostatectomy or radiation therapy 
than in Europe.

Is the PRIAS database closed now that 
you’re examining the data or can patients 
still enter?

Dr. Roobol: It’s constantly open. 
If there is a urologist who wants
to follow a patient with active
surveillance, but is a bit insecure
about what kind of follow-up he 
needs to do, he can ask for approval 
from PRIAS and his medical 
institution and, with consent from 
the patient, enter the patient’s 
information into this database. 

Can a man participate on his own—
without his doctor’s participation?

Dr. Roobol: No. That is not possible 
now, but it is a side project of ours. 
We are working on a mobile app based 
on PRIAS. We can then have patients 
on active surveillance enter their 
schedule of appointments, their PSA 
values, etc. Patients will be able to 
ask questions to treating physicians. 
The PRIAS app will be for the patient. 
The PRIAS website is, in principle, 
for urologists.

When do you anticipate publishing the 
data you’ve collected through GAP-3?

Dr. Roobol: We have two publications 
already. 

One of the major goals of GAP-3 
is to develop a global evidence-based 
guideline on active surveillance. 
The first step was to review all the 
current available guidelines on active 
surveillance. The second paper is 
on semantics, so that we can define 
the terms we use—like surveillance, 
biopsy, first repeat biopsy, second 
repeat biopsy, progression, etc.

We are working on the first descriptive 
paper on the content of the large 
database.

Do you think initiatives like GAP-3 will 
help urologists explain to patients the 
issues they face?

Dr. Roobol: Yes. I think the more data 
that becomes available, the more 
evidence-based the discussion will be. 

For more information… 

Vist:
www.prias-project.org

“We are now working 
with this large dataset 
to address the crucial 
questions in active  
surveillance.”
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William Goeren is the Director of 
Clinical Programs for CancerCare,  
an international organization that 
offers counseling, support groups, 
education, and financial assistance 
to cancer patients and caregivers.

Prostatepedia spoke with him recently 
about common issues prostate cancer 
patients face at diagnosis and after 
treatment.

How did you become involved in cancer 
support services?

Mr. William Goeren: I’ve been a social 
worker for 28 years. My background 
in social work has been in oncology, 
HIV/AIDS, and mental health. 

I migrated to CancerCare nine  
years ago when I was hired to be  
the Director of Quality Assurance.  
I then became Director of the Men’s 
Program and finally the Director  
of Clinical Programs. 

What services does CancerCare offer 
to men with prostate cancer and their 
caregivers?

Mr. Goeren: A group of oncologists 
founded CancerCare in 1944 to help 
their clients with the emotional, 
financial, and psychosocial aspects  
of living with cancer. That mission 
has expanded in the 72 years  

since CancerCare was founded. 
Today, we provide psychosocial 
support and clinical counseling 
services to anyone affected by 
cancer. By that, I mean the person 
with cancer, the caregiver, and the 
bereaved. The person with cancer 
never has to cross our threshold.  
We can work solely with the 
caregiver and with the bereaved.

We provide individual counseling  
as well as group counseling in person  
and on the phone. We have a very  
robust Online Support Group Program.  
There are approximately 45 online 
support groups. All groups run in 
three yearly cycles of three months 
each. CancerCare provides resources, 
limited financial assistance, referrals, 
education, and publications. All services  
are free. We serve people in the New 
York City tri-state area in person and 
in all 50 states in America online and 
via telephone.

What are some of the common issues 
prostate cancer patients and their 
caregivers struggle with?

Mr. Goeren: All people diagnosed 
with any kind of cancer, or any kind  
of catastrophic illness, find themselves  
and their lives altered by the diagnosis.  
Life is now shifted, as is someone’s 
identity whether they are the person 
with cancer or the caregiver. There are  

now questions about who one  
is in the world; who one is going  
to be now; how is one going to cope 
with the diagnosis; and what is one’s 
relationship with one’s world, which 
includes family, friends, profession, 
short- and long-term goals, and finances.

Prostate cancer has a profound 
impact on a man’s sense of self,  
the identity he has created for 
himself as a man, and his definition 
of what it means to be a man. 
Prostate cancer can have a profound 
impact on his body image and how 
he relates to himself and his partner 
or spouse, as well as to other men.

When a man is diagnosed with 
prostate cancer, it speaks to the core 
of a man’s identity because of the 
prostate cancer’s location and the 
function of the prostate in terms of 
sexuality, libido, and bodily function.

One of the constant and consistent 
themes when providing psychosocial 
support and counseling to men with 
prostate cancer is that many men 
feel they were not fully informed, not 
told enough, about the impact and  
side effects of treatment. This could  
be because they truly weren’t fully  
informed in a comprehensive manner, 
or they didn’t really grasp the depth 
and complexities of the impact  
of the treatment’s side effects,  

William Goeren,  
LCSW-R: Shame + Anger  
After Prostate Cancer
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or they didn’t or couldn’t hear the 
information. Men in my support groups  
say, “The side effects were really 
downplayed or minimized, or they 
were sort of secondary to the 
conversation that my doctor was 
having with me. I asked about the side  
effects, but I was led to believe that  
they would be minimal and temporary.” 

Once they’re in treatment, or have 
finished treatment, they experience 
some startling realizations that the 
changes in their lives might be 
permanent which then affects quality 
of life. They’re really quite shocked, 
stunned, and dismayed at the severity  
and chronicity of these side effects.

Are they saying that their doctors didn’t 
tell them about the side effects, or they 
just didn’t fully understand what their 
doctors were saying? 

Mr. Goeren: Depending on the man,  
it could be a little bit of both or it could  
be one or the other. Sometimes they  
didn’t really grasp it, they didn’t know  
enough to ask questions in an informed  
way, or the doctor minimized the 
severity of the side effects. This is 
another general theme in oncology. 
Make sure you have prepared your  
questions for the physician before  
the appointment. Most people, diagnosed  
with cancer, are overwhelmed and 
in cognitive overload when sitting 
with the oncologist and executive 
functioning can be short-circuited. 

Another theme I see in both individual  
men and in support groups is that 
men are oftentimes left with a sense 
of shame, of embarrassment, and are  
often angry. There is a sense of stigma  
about the side effects of treatment 
that they have to confront and begin 
to understand and cope with, which 
often presents as anger toward 
themselves, their loved ones, or life 
in general. Oftentimes, men struggle 
with, or are not really in touch 

with, how deeply emotionally and 
psychologically they’re responding  
to these side effects.

Do you think that sense of shame and 
embarrassment influences whether  
or not, or when, men seek treatment  
for those side effects?

Mr. Goeren: I don’t think it really 
affects when they seek treatment, 
but I think it does impact their attitudes  
toward treatment for side effects. 
And it certainly impacts their attitude 
toward their doctors. 

In post-treatment, there is a lot  
of second-guessing and questioning 
about treatment choices: Did they 
get the right treatment for them or 
should they have possibly chosen 
another treatment? There is a lot of 
second-guessing and questioning of 
whether or not they went down the 
right avenue in terms of treatment.

You’re saying there is a level of distrust 
of their doctors?

Mr. Goeren: Yes. While they may not 
question directly their doctor’s advice 
or suggestions or directions, I think they  
are very concerned about next steps.

By next steps do you mean treating side  
effects or addressing potential recurrence?

Mr. Goeren: I mean potential 
recurrence, future treatments, 
complications, and addressing side 
effects. It feeds a questioning of  
the choices the doctor has made  
or the choices the doctor is offering. 
It leaves some men feeling like 
they’re floundering, like they’re not 
sure which direction to go in next.

Each man is different, of course, 
so there is no clear trajectory of the 
impact of the side effects or the 
chronicity of side effects. A doctor 
may tell a man, “You’re going to have 

incontinence and impotence. That will  
eventually go away.” For some men, 
the side effects don’t go away,  
or they just last much longer than  
the doctor told them they would.

It adds an obstacle to communication 
between the client (the patient) and  
the doctor. It can become a stumbling  
block that impedes good communication.

Some side effects, like erectile 
dysfunction or urinary or bowel 
incontinence, don’t show up until well 
after the treatment has completed.

Mr. Goeren: Exactly. Some men 
go through radiation or go through 
hormone treatment and then find 
out way down the line that their 
testosterone levels may not ever rise 
again and they are left with a new 
way of feeling, or now not feeling, 
sexual. Some men, because they 
feel they can’t be sexual, don’t feel 
sexual. Other men feel sexual but 
they know they can’t. There is a level 
of frustration and anger. And of loss, 
of grief. They’ve lost something that 
was really important to them and 
defined them as men—as a husband, 
a partner. Many ask: Who am I now  
if that’s gone?

Is the role of the caregiver different in 
prostate cancer than in other cancers?

Mr. Goeren: I would say yes, because 
prostate cancer has an impact on the  
intimate and sexual life not just of the  
man with cancer, but also of his partner.  
To really be able to acknowledge 
and explore what those changes are 
and how the man and his partner 
will relate to each other is important. 
Or to explore how this will change 
things for a man who is not married 
and looking for a relationship, or still 
interested in finding a partner. 

I’m working with a man now who  
is in his mid-fifties who asked,  
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“What do I say if I’m in a situation 
where there is a possibility of some 
sort of connection? How do I say this?”  
I think for a lot of men, it’s oftentimes 
the caregiver and/or the wife or partner  
who is the proactive one, the one 
who says, “We need to investigate 
how to deal with this and how to 
cope with this and what this means 
to us as a couple.”

I was talking to a colleague the other 
day who was at a prostate cancer 
meeting. There were many men 
with their partners and wives in the 
audience. When they were talking 
about the emotional impact and the 
psychological impact of prostate 
cancer, this colleague looked around 
the room and saw that a lot of the 
wives were shaking their heads,  
“We get this. We understand.  
We’re the ones who are working 
with our partners to really get to the 
core of the matter here, to figure out 
how our lives are different now and 
what that means in terms of physical 
changes, in terms of performance 
changes, intimacy, and expression. 
What does intimacy mean now to  
us as a couple?”

What advice would you give a man who 
was just diagnosed? 

Mr. Goeren: There are two things  
I would say to a man. One is talk  
to other men with prostate cancer. 

Find other men who have gone 
through what you are going through 
so you realize that you’re not alone  
in trying to negotiate this new world.

Men talk about the issues we were 
just discussing in support groups or 
in one-on-one counseling, where men 
talk about intimate topics, share with 
each other, and are vulnerable with 
each other. They talk about the losses 
that they’re experiencing, or the 
life changes, whether its complete 
impotence or partial impotence.

For some men, they have impotence 
as well as a loss of libido. Others still  
have sexual urges, but their performance  
is different now. It could mean not 
being able to get an erection or 
maintain an erection. For other men, 
it’s the loss of ejaculate.

Do you have any advice for men who 
have already been treated?

Mr. Goeren: This is the other advice.  
Stay informed, stay ahead of the game.  
Medicine, especially in oncology  
is constantly changing and evolving, 
not only in treating prostate cancer  
recurrence, but also in treating impotence.

I would say to men on active 
surveillance or post-treatment:  
find a support group. Find other men 
to speak with. Share what’s going 
on and how the diagnosis and your 
treatment have changed your life. 
Explore with other men what this 
means to you and how impactful  
this has been to you.

I’m generalizing, but men have  
a tendency to be stoic, independent, 
and autonomous, which can in these 
types of complex situations lead  
to isolation and a sense of aloneness. 
They feel that they have to take it on  
the chin and power through. That can  
lead to depression. It can lead to anxiety.  
It can lead to negative changes and 

shifts in their relationships with their  
partners, children, friends, and colleagues.

Find a program of peer counseling, 
group counseling, or individual 
counseling. Learn what you can about 
prostate cancer and its treatments. 
Stay on top of things.

Things change so fast that the research 
you did four years ago before you were 
treated may no longer be cutting edge?

Mr. Goeren: Absolutely. Things 
are constantly changing. Prostate 
cancer is one of those cancers in 
which there is a lot of research and 
exploration. It’s constantly changing. 
It behooves a man to stay on top of 
the game.

There is a lot of information out  
there and a lot of that information  
can be confusing and overwhelming. 
That is why I think it’s important for 
men to speak with each other.  
That is where a lot of learning takes 
place, in discussions with other men. 
That is when the defenses drop.  
They know they’re in similar company.  
They know the other men are in the 
same boat they are in. Defenses drop  
and men really talk to each other about  
intimate and oftentimes taboo subjects.

If a man reading this is interested in 
finding out more about your programs 
what should he do?

Mr. Goeren: He can visit our website, 
www.cancercare.org. He can call our  
toll-free helpline 800 813 HOPE (4673)  
and talk to an oncology social worker 
who can inform him as to what we 
have to offer. We also provide other 
resources and referrals that might  
be helpful for a man or his caregiver. 
As I said before, sometimes the 
caregiver is the one who is the client 
and the person with cancer never 
walks through our door. 

“Many men feel they  
were not fully informed,  
not told enough, about 
the impact and side  
effects of treatment.”
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Prostatepedia spoke to Walter 
Feierday about his experiences with 
active surveillance for prostate cancer.

How did you find out you had prostate cancer?

Mr. Walter Feierday: In 2010, I was 
on a motorcycle vacation and found 
myself having to go to the bathroom 
way more often than I ever had before.  
It scared me. My wife wasn’t with 
me. I called and asked her to make 
an appointment with a urologist for 
when I got back.

Prior to that, I had been having my 
PSA checked on a fairly regular basis. 
Unfortunately, I went through a two-
year period without getting a PSA. 
Things went awry. The urologist did  
a digital rectal exam and then decided 
to do a biopsy. Sure enough, it came 
back as a Gleason 6 prostate cancer. 

This particular urologist said— 
this is the part that really rankles me—
You’re a very good surgical candidate. 
Why am I a good surgical candidate? 
He said, because you’re healthy 
otherwise and this and that. He didn’t  
talk about anything other than surgery.

I got ticked off and started looking 
around, finding as much information 
as I could. The more I read, the more  
scared I got. When you look at the 
traditional means of treating prostate 
cancer, it’s all about radiation or surgery  
and that there are going to be all kinds  

of negatives: You’re going to be  
incontinent; you’re going to be impotent.  
You’re going to be everything but 
what you really want to be.

Did you look for information online  
or did you ask your friends? 

Mr. Feierday: I didn’t ask any friends. 
I did it all on my own. I went online. 
Anything that had anything to do with 
prostate cancer, I read it or sent for it. 

I became convinced that I was going  
to go to Germany to have transurethral  
hyperthermia. They basically go up  
through the urethra and apply heat  
to the prostate to shrink, and, theoretically,  
kill the tumor. I bought an airplane 
ticket; I was going. 

Somehow, though, I came up with 
Dr. Snuffy Myers’s name and went  

Walter Feierday:
My Experience With  
Active Surveillance

“We all think we know 
about cancer.” 
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to see him. I told him I was heading 
to Germany to do X, Y, and Z. He said  
what I was proposing to do was like  
trying to kill a mouse with an elephant  
gun. He convinced me that my situation  
wasn’t as dire as I thought it was and 
that active surveillance was the way 
to go.

What was your gut reaction when you 
heard about active surveillance?

Mr. Feierday: I was unsure. 

Did the idea of having prostate cancer 
and not treating it make you nervous?

Mr. Feierday: No. I know there are 
some people for whom the thought 
that they’re walking around with  
a cancer inside their body just 
drives them crazy. They have to do 
something about it. 

But I looked at the downsides of just 
doing something and I said to myself 
I want no part of any of that. I want 
no part of wearing diapers. I want  
no part of not being able to have  
sex with my wife when I want to.  
It’s a quality-of-life thing. 

There are other people who feel just 
as strongly the other way; that’s just 
not me. 

So, no, I didn’t have any problems 
with the idea of active surveillance. 
My biggest problem was thinking 
about the downsides of treatment. 
That made me crazy.

What has monitoring for active 
surveillance looked like for you?
 
Mr. Feierday: I go to see Dr. Duke Bahn  
for color Doppler transrectal ultrasound.

How often do you do that?

Mr. Feierday: I had been doing it every  
year since 2011.

Have you had another biopsy or just the 
initial biopsy? 

Mr. Feierday: The last color Doppler 
ultrasound showed something that 
Dr. Bahn wasn’t so sure about. He asked  
for another biopsy, which I agreed to. 

Right now, I’m trying to get an MRI 
done locally. If I can get the insurance 
company to pay for an MRI, that is all 
the better because I’m paying for the 
color Doppler transrectal ultrasound 
out-of-pocket; my insurance won’t 
cover it.

Is MRI readily available near you  
or do you have to travel?

Mr. Feierday: It’s available. 

Have you made any dietary or 
lifestyle changes as part of your active 
surveillance program?

Mr. Feierday: Dr. Myers recommends 
monitoring and diet. I try as best as 
possible to stick with the diet.

What about exercise? 

Mr. Feierday: I lift weights. I do aerobics  
every day. 

Is that the same amount of exercise you 
were doing before you were diagnosed 
with prostate cancer or do you exercise 
more since you were diagnosed?

Mr. Feierday: I’ve modified it somewhat.  
In the past, I did marathons and 

triathlons and things like that. I would 
work out for a couple of hours.

But I’ve come to the conclusion that 
maybe that isn’t the best for me. 
Now I’m more into interval training. 
I’ll work hard for 20 minutes. Warm 
up for a couple of minutes and then  
cycle—which is a little easier on my  
joints—really hard for about 45 seconds  
to where I can’t even breathe anymore.  
Then I take it easy for a minute and  
a half and then do it again for another 
30 to 40 seconds. I’ll do that six or 
eight times. I think that’s better.
I also do weights every other day.

What would you say to a man who 
has just been diagnosed with prostate 
cancer?

Mr. Feierday: I would absolutely say: 
Stop right now and reconsider the 
whole thing. 

We all think we know about cancer. 
Cancer is the terrible C-word. We all  
know about people who were diagnosed  
and six months later they were dead. 
But that’s not the way it is with 
prostate cancer. 

Do due diligence. Do more research. 
Go get some imaging done. Imaging 
is huge. Imaging wasn’t available 
years ago. 

Do you belong to a support group  
in your local community?

Mr. Feierday: I don’t. I don’t hide  
the fact that I’ve got prostate cancer. 
If anybody wants to talk about it,  
I’ll talk about it. But maybe I need  
to be more active.

I’ve been selfish about support groups.  
I’m looking for support. I never thought  
about the fact that I can lend support 
to someone else. 

“I never thought about 
the fact that I can lend 
support to someone else.” 
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XTANDI takes on advanced prostate  
cancer while you take on what matters to you.

 
Important Safety Information
Who should not take XTANDI? 
XTANDI is not for use in women. Do not take XTANDI if you are 
pregnant or may become pregnant. XTANDI can harm your unborn 
baby. It is not known if XTANDI is safe and effective in children.

Before you take XTANDI, tell your healthcare provider  
if you:
•  Have a history of seizures, brain injury, stroke or brain tumors.
•  Have any other medical conditions.
•  Have a partner who is pregnant or may become pregnant. Men who 

are sexually active with a pregnant woman must use a condom 
during and for 3 months after treatment with XTANDI. If your sexual 

partner may become pregnant, a condom and another form of birth 
control must be used during and for 3 months after treatment. 
Talk with your healthcare provider if you have questions about birth 
control. See “Who should not take XTANDI?”

•  Take any other medicines, including prescription and 
over-the-counter medicines, vitamins, and herbal supplements. 
XTANDI may affect the way other medicines work, and other 
medicines may affect how XTANDI works. You should not start  
or stop any medicine before you talk with the healthcare provider 
that prescribed XTANDI.

How should I take XTANDI?
•  XTANDI is four 40 mg capsules taken once daily.
•  Take XTANDI exactly as your healthcare provider tells you.
•  Take your prescribed dose of XTANDI one time a day, at the same 

time each day.
•  Your healthcare provider may change your dose if needed.
•  Do not change or stop taking your prescribed dose of XTANDI 

without talking with your healthcare provider first.
•  XTANDI can be taken with or without food.
•  Swallow XTANDI capsules whole. Do not chew, dissolve, or open  

the capsules.
•  If you miss a dose of XTANDI, take your prescribed dose as soon  

as you remember that day. If you miss your daily dose, take your 

Who is XTANDI for? XTANDI is a prescription medicine used to treat men with prostate cancer that no longer 
responds to a medical or surgical treatment that lowers testosterone and that has spread to other parts of the body.

prescribed dose at your regular time the next day. Do not take  
more than your prescribed dose of XTANDI in one day.

•  If you take too much XTANDI, call your healthcare provider or go  
to the nearest emergency room right away. You may have an 
increased risk of seizure if you take too much XTANDI.

 What are the possible side effects of XTANDI?
 XTANDI may cause serious side effects including:
•  Seizure. If you take XTANDI you may be at risk of having a seizure. 

You should avoid activities where a sudden loss of consciousness 
could cause serious harm to yourself or others. Tell your healthcare 
provider right away if you have loss of consciousness or seizure. 
Your healthcare provider will stop XTANDI if you have a seizure 
during treatment.

•  Posterior Reversible Encephalopathy Syndrome (PRES).  
If you take XTANDI you may be at risk of developing a condition 
involving the brain called PRES. Tell your healthcare provider right 
away if you have a seizure or quickly worsening symptoms such  
as headache, decreased alertness, confusion, reduced eyesight, 
blurred vision or other visual problems. Your healthcare provider  
will do a test to check for PRES. Your healthcare provider will stop 
XTANDI if you develop PRES.

The most common side effects of XTANDI include weakness or feeling 
more tired than usual, back pain, decreased appetite, constipation, joint 
pain, diarrhea, hot flashes, upper respiratory tract infection, swelling in 
your hands, arms, legs, or feet, shortness of breath, muscle and bone 
pain, weight loss, headache, high blood pressure, dizziness, and a 
feeling that you or things around you are moving or spinning (vertigo).

XTANDI may cause infections, falls and injuries from falls. Tell your 
healthcare provider if you have signs or symptoms of an infection  
or if you fall.
Tell your healthcare provider if you have any side effect that bothers 
you or that does not go away. These are not all the possible side 
effects of XTANDI. For more information, ask your healthcare provider 
or pharmacist.

You are encouraged to report negative side effects of prescription 
drugs to the FDA. Visit www.fda.gov/medwatch, or call 
1-800-FDA-1088.

Please see the Brief Summary on the following page and the  
Full Prescribing Information on XTANDI.com.

XTANDI, Astellas, and the flying star logo are trademarks of Astellas Pharma Inc.
© 2015 Astellas Pharma US, Inc. 076-1030-PM 8/15
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XTANDI takes on advanced prostate  
cancer while you take on what matters to you.

 
Important Safety Information
Who should not take XTANDI? 
XTANDI is not for use in women. Do not take XTANDI if you are 
pregnant or may become pregnant. XTANDI can harm your unborn 
baby. It is not known if XTANDI is safe and effective in children.

Before you take XTANDI, tell your healthcare provider  
if you:
•  Have a history of seizures, brain injury, stroke or brain tumors.
•  Have any other medical conditions.
•  Have a partner who is pregnant or may become pregnant. Men who 

are sexually active with a pregnant woman must use a condom 
during and for 3 months after treatment with XTANDI. If your sexual 

partner may become pregnant, a condom and another form of birth 
control must be used during and for 3 months after treatment. 
Talk with your healthcare provider if you have questions about birth 
control. See “Who should not take XTANDI?”

•  Take any other medicines, including prescription and 
over-the-counter medicines, vitamins, and herbal supplements. 
XTANDI may affect the way other medicines work, and other 
medicines may affect how XTANDI works. You should not start  
or stop any medicine before you talk with the healthcare provider 
that prescribed XTANDI.

How should I take XTANDI?
•  XTANDI is four 40 mg capsules taken once daily.
•  Take XTANDI exactly as your healthcare provider tells you.
•  Take your prescribed dose of XTANDI one time a day, at the same 

time each day.
•  Your healthcare provider may change your dose if needed.
•  Do not change or stop taking your prescribed dose of XTANDI 

without talking with your healthcare provider first.
•  XTANDI can be taken with or without food.
•  Swallow XTANDI capsules whole. Do not chew, dissolve, or open  

the capsules.
•  If you miss a dose of XTANDI, take your prescribed dose as soon  

as you remember that day. If you miss your daily dose, take your 

Who is XTANDI for? XTANDI is a prescription medicine used to treat men with prostate cancer that no longer 
responds to a medical or surgical treatment that lowers testosterone and that has spread to other parts of the body.

prescribed dose at your regular time the next day. Do not take  
more than your prescribed dose of XTANDI in one day.

•  If you take too much XTANDI, call your healthcare provider or go  
to the nearest emergency room right away. You may have an 
increased risk of seizure if you take too much XTANDI.

 What are the possible side effects of XTANDI?
 XTANDI may cause serious side effects including:
•  Seizure. If you take XTANDI you may be at risk of having a seizure. 

You should avoid activities where a sudden loss of consciousness 
could cause serious harm to yourself or others. Tell your healthcare 
provider right away if you have loss of consciousness or seizure. 
Your healthcare provider will stop XTANDI if you have a seizure 
during treatment.

•  Posterior Reversible Encephalopathy Syndrome (PRES).  
If you take XTANDI you may be at risk of developing a condition 
involving the brain called PRES. Tell your healthcare provider right 
away if you have a seizure or quickly worsening symptoms such  
as headache, decreased alertness, confusion, reduced eyesight, 
blurred vision or other visual problems. Your healthcare provider  
will do a test to check for PRES. Your healthcare provider will stop 
XTANDI if you develop PRES.

The most common side effects of XTANDI include weakness or feeling 
more tired than usual, back pain, decreased appetite, constipation, joint 
pain, diarrhea, hot flashes, upper respiratory tract infection, swelling in 
your hands, arms, legs, or feet, shortness of breath, muscle and bone 
pain, weight loss, headache, high blood pressure, dizziness, and a 
feeling that you or things around you are moving or spinning (vertigo).

XTANDI may cause infections, falls and injuries from falls. Tell your 
healthcare provider if you have signs or symptoms of an infection  
or if you fall.
Tell your healthcare provider if you have any side effect that bothers 
you or that does not go away. These are not all the possible side 
effects of XTANDI. For more information, ask your healthcare provider 
or pharmacist.

You are encouraged to report negative side effects of prescription 
drugs to the FDA. Visit www.fda.gov/medwatch, or call 
1-800-FDA-1088.

Please see the Brief Summary on the following page and the  
Full Prescribing Information on XTANDI.com.

XTANDI, Astellas, and the flying star logo are trademarks of Astellas Pharma Inc.
© 2015 Astellas Pharma US, Inc. 076-1030-PM 8/15

FIND OUT HOW YOU CAN  
FIGHT BACK. 

Talk to your doctor and visit  
XTANDI.com/info

QUESTIONS 
ABOUT XTANDI?

Call 1-855-8XTANDI 
(1-855-898-2634)

XTND15CDMI3296_E_Prostatepedia_Print_Ad_Resize_r8_FSU.indd   All Pages 8/17/15   5:26 PM



P36 November 2016 Volume 2 No. 3

What is XTANDI?
XTANDI is a prescription medicine used to treat men with 
prostate cancer that no longer responds to a medical or  
surgical treatment that lowers testosterone and that has 
spread to other parts of the body. 
It is not known if XTANDI is safe and effective in children.

Who should not take XTANDI?
XTANDI is not for use in women.
Do not take XTANDI if you are pregnant or may become  
pregnant. XTANDI can harm your unborn baby.

What should I tell my healthcare provider before taking XTANDI?
Before you take XTANDI, tell your healthcare provider if you:
 •  have a history of seizures, brain injury, stroke, or brain tumors
 •  have any other medical conditions
 •  have a partner who is pregnant or may become pregnant. 

Men who are sexually active with a pregnant woman must 
use a condom during and for 3 months after treatment 
with XTANDI. If your sexual partner may become pregnant, 
a condom and another form of effective birth control must 
be used during and for 3 months after treatment. Talk with 
your healthcare provider if you have questions about birth 
control. See “Who should not take XTANDI?”

Tell your healthcare provider about all the medicines you 
take, including prescription and over-the-counter medicines, 
vitamins, and herbal supplements. XTANDI may affect the 
way other medicines work, and other medicines may affect 
how XTANDI works.
You should not start or stop any medicine before you talk 
with the healthcare provider that prescribed XTANDI.
Know the medicines you take. Keep a list of them with you to 
show your healthcare provider and pharmacist when you get 
a new medicine. 

How should I take XTANDI?
 •  Take XTANDI exactly as your healthcare provider tells you.  
 •  Take your prescribed dose of XTANDI one time a day, at 

the same time each day.
 •  Your healthcare provider may change your dose if needed. 
 •  Do not change or stop taking your prescribed dose of 

XTANDI without talking with your healthcare provider �rst.
 •  XTANDI can be taken with or without food.
 •  Swallow XTANDI capsules whole. Do not chew, dissolve, 

or open the capsules.
 •  If you miss a dose of XTANDI, take your prescribed dose 

as soon as you remember that day. If you miss your daily 
dose, take your prescribed dose at your regular time the 
next day. Do not take more than your prescribed dose of 
XTANDI in one day. 

 •  If you take too much XTANDI, call your healthcare provider or 
go to the nearest emergency room right away. You may have 
an increased risk of seizure if you take too much XTANDI.

What are the possible side effects of XTANDI?
XTANDI may cause serious side effects including:
 •  Seizure. If you take XTANDI you may be at risk of having a 

seizure. You should avoid activities where a sudden loss 
of consciousness could cause serious harm to yourself or 

others. Tell your healthcare provider right away if you have 
loss of consciousness or seizure. Your healthcare provider 
will stop XTANDI if you have a seizure during treatment.

 •  Posterior Reversible Encephalopathy Syndrome (PRES). 
If you take XTANDI you may be at risk of developing a  
condition involving the brain called PRES. Tell your  
healthcare provider right away if you have a seizure or 
quickly worsening symptoms such as headache,  
decreased alertness, confusion, reduced eyesight, 
blurred vision or other visual problems. Your healthcare 
provider will do a test to check for PRES. Your healthcare 
provider will stop XTANDI if you develop PRES.

The most common side effects of XTANDI include:
 •  weakness or feeling more 

tired than usual
 •  back pain
 •  decreased appetite
 •  constipation
 •  joint pain
 •  diarrhea
 •  hot �ashes
 •  upper respiratory tract 

infection 

 •  swelling in your hands, 
arms, legs, or feet

 •  shortness of breath
 •  muscle and bone pain
 •  weight loss
 •  headache
 •  high blood pressure 
 •  dizziness
 •  a feeling that you or things 

around you are moving or 
spinning (vertigo)

XTANDI may cause infections, falls and injuries from falls. 
Tell your healthcare provider if you have signs or symptoms 
of an infection or if you fall. 
Tell your healthcare provider if you have any side effect that 
bothers you or that does not go away.
These are not all the possible side effects of XTANDI. For more 
information, ask your healthcare provider or pharmacist.
Call your doctor for medical advice about side effects. You 
may report side effects to FDA at 1-800-FDA-1088.

How should I store XTANDI?
 •  Store XTANDI between 68°F to 77°F (20°C to 25°C).
 •  Keep XTANDI capsules dry and in a tightly closed container.
Keep XTANDI and all medicines out of the reach of children.

General information about XTANDI.
Medicines are sometimes prescribed for purposes other 
than those listed in a Patient Information lea�et. Do not use 
XTANDI for a condition for which it was not prescribed. Do 
not give XTANDI to other people, even if they have the same 
symptoms that you have. It may harm them. 
This Patient Information lea�et summarizes the most 
important information about XTANDI. If you would like more 
information, talk with your healthcare provider. You can ask 
your healthcare provider or pharmacist for information about 
XTANDI that is written for health professionals.
For more information go to www.Xtandi.com or 
call 1-800-727-7003.

What are the ingredients in XTANDI?
Active ingredient: enzalutamide
Inactive ingredients: caprylocaproyl polyoxylglycerides, 
butylated hydroxyanisole, butylated hydroxytoluene, gelatin, 
sorbitol sorbitan solution, glycerin, puri�ed water, titanium 
dioxide, black iron oxide
Manufactured by: 
Catalent Pharma Solutions, LLC, St. Petersburg, FL 33716
Marketed by:
Astellas Pharma US, Inc., Northbrook, IL 60062
Medivation Inc., San Francisco, CA 94105
14L082-XTA-BRFS

© 2015 Astellas Pharma US, Inc. 
XTANDI® is a registered trademark of Astellas Pharma Inc.
076-1121-PM

This Patient Information has been approved by the U.S. Food 
and Drug Administration.
Revised: August 2015
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What is XTANDI?
XTANDI is a prescription medicine used to treat men with 
prostate cancer that no longer responds to a medical or  
surgical treatment that lowers testosterone and that has 
spread to other parts of the body. 
It is not known if XTANDI is safe and effective in children.

Who should not take XTANDI?
XTANDI is not for use in women.
Do not take XTANDI if you are pregnant or may become  
pregnant. XTANDI can harm your unborn baby.

What should I tell my healthcare provider before taking XTANDI?
Before you take XTANDI, tell your healthcare provider if you:
 •  have a history of seizures, brain injury, stroke, or brain tumors
 •  have any other medical conditions
 •  have a partner who is pregnant or may become pregnant. 

Men who are sexually active with a pregnant woman must 
use a condom during and for 3 months after treatment 
with XTANDI. If your sexual partner may become pregnant, 
a condom and another form of effective birth control must 
be used during and for 3 months after treatment. Talk with 
your healthcare provider if you have questions about birth 
control. See “Who should not take XTANDI?”

Tell your healthcare provider about all the medicines you 
take, including prescription and over-the-counter medicines, 
vitamins, and herbal supplements. XTANDI may affect the 
way other medicines work, and other medicines may affect 
how XTANDI works.
You should not start or stop any medicine before you talk 
with the healthcare provider that prescribed XTANDI.
Know the medicines you take. Keep a list of them with you to 
show your healthcare provider and pharmacist when you get 
a new medicine. 

How should I take XTANDI?
 •  Take XTANDI exactly as your healthcare provider tells you.  
 •  Take your prescribed dose of XTANDI one time a day, at 

the same time each day.
 •  Your healthcare provider may change your dose if needed. 
 •  Do not change or stop taking your prescribed dose of 

XTANDI without talking with your healthcare provider �rst.
 •  XTANDI can be taken with or without food.
 •  Swallow XTANDI capsules whole. Do not chew, dissolve, 

or open the capsules.
 •  If you miss a dose of XTANDI, take your prescribed dose 

as soon as you remember that day. If you miss your daily 
dose, take your prescribed dose at your regular time the 
next day. Do not take more than your prescribed dose of 
XTANDI in one day. 

 •  If you take too much XTANDI, call your healthcare provider or 
go to the nearest emergency room right away. You may have 
an increased risk of seizure if you take too much XTANDI.

What are the possible side effects of XTANDI?
XTANDI may cause serious side effects including:
 •  Seizure. If you take XTANDI you may be at risk of having a 

seizure. You should avoid activities where a sudden loss 
of consciousness could cause serious harm to yourself or 

others. Tell your healthcare provider right away if you have 
loss of consciousness or seizure. Your healthcare provider 
will stop XTANDI if you have a seizure during treatment.

 •  Posterior Reversible Encephalopathy Syndrome (PRES). 
If you take XTANDI you may be at risk of developing a  
condition involving the brain called PRES. Tell your  
healthcare provider right away if you have a seizure or 
quickly worsening symptoms such as headache,  
decreased alertness, confusion, reduced eyesight, 
blurred vision or other visual problems. Your healthcare 
provider will do a test to check for PRES. Your healthcare 
provider will stop XTANDI if you develop PRES.

The most common side effects of XTANDI include:
 •  weakness or feeling more 

tired than usual
 •  back pain
 •  decreased appetite
 •  constipation
 •  joint pain
 •  diarrhea
 •  hot �ashes
 •  upper respiratory tract 

infection 

 •  swelling in your hands, 
arms, legs, or feet

 •  shortness of breath
 •  muscle and bone pain
 •  weight loss
 •  headache
 •  high blood pressure 
 •  dizziness
 •  a feeling that you or things 

around you are moving or 
spinning (vertigo)

XTANDI may cause infections, falls and injuries from falls. 
Tell your healthcare provider if you have signs or symptoms 
of an infection or if you fall. 
Tell your healthcare provider if you have any side effect that 
bothers you or that does not go away.
These are not all the possible side effects of XTANDI. For more 
information, ask your healthcare provider or pharmacist.
Call your doctor for medical advice about side effects. You 
may report side effects to FDA at 1-800-FDA-1088.

How should I store XTANDI?
 •  Store XTANDI between 68°F to 77°F (20°C to 25°C).
 •  Keep XTANDI capsules dry and in a tightly closed container.
Keep XTANDI and all medicines out of the reach of children.

General information about XTANDI.
Medicines are sometimes prescribed for purposes other 
than those listed in a Patient Information lea�et. Do not use 
XTANDI for a condition for which it was not prescribed. Do 
not give XTANDI to other people, even if they have the same 
symptoms that you have. It may harm them. 
This Patient Information lea�et summarizes the most 
important information about XTANDI. If you would like more 
information, talk with your healthcare provider. You can ask 
your healthcare provider or pharmacist for information about 
XTANDI that is written for health professionals.
For more information go to www.Xtandi.com or 
call 1-800-727-7003.

What are the ingredients in XTANDI?
Active ingredient: enzalutamide
Inactive ingredients: caprylocaproyl polyoxylglycerides, 
butylated hydroxyanisole, butylated hydroxytoluene, gelatin, 
sorbitol sorbitan solution, glycerin, puri�ed water, titanium 
dioxide, black iron oxide
Manufactured by: 
Catalent Pharma Solutions, LLC, St. Petersburg, FL 33716
Marketed by:
Astellas Pharma US, Inc., Northbrook, IL 60062
Medivation Inc., San Francisco, CA 94105
14L082-XTA-BRFS

© 2015 Astellas Pharma US, Inc. 
XTANDI® is a registered trademark of Astellas Pharma Inc.
076-1121-PM

This Patient Information has been approved by the U.S. Food 
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The majority of prostate cancers diagnosed 
appear to be low-risk. But how can you be sure?
Jim and his doctor used Oncotype DX® to help decide with 
confidence if he could delay or avoid immediate aggressive 
treatment like surgery.

MyProstateCancerTreatment.org/Jim 
855-6-PROSTATE

Jim, prostate cancer survivor and Oncotype DX® patient

low-risk?
PROSTATE CANCER 
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Tell your healthcare provider if you get any of the following symptoms:
  Dizziness   Confusion 
  Fast heartbeats   Muscle weakness 
  Feel faint or lightheaded   Pain in your legs 
  Headache   Swelling in your legs or feet

  Adrenal problems may happen if you stop taking prednisone,  
get an infection, or are under stress.
  Liver problems. You may develop changes in liver function blood  
tests. Your healthcare provider will do blood tests to check your liver  
before treatment with ZYTIGA® and during treatment with ZYTIGA®. 
Liver failure may occur, which can lead to death. Tell your healthcare 
provider if you notice any of the following changes:

  Yellowing of the skin or eyes
 Darkening of the urine
  Severe nausea or vomiting

The most common side effects of ZYTIGA® include:
  Weakness
  Joint swelling or pain
  Swelling in your legs or feet
  Hot flushes
  Diarrhea
  Vomiting
  Cough
  High blood pressure
  Shortness of breath
  Urinary tract infection
  Bruising

  Low red blood cells (anemia) and low blood potassium levels
  High blood sugar levels, high blood cholesterol and triglycerides
  Certain other abnormal blood tests

Tell your healthcare provider if you have any side effect that bothers  
you or that does not go away.

THESE ARE NOT ALL THE POSSIBLE SIDE EFFECTS OF ZYTIGA®.

FOR MORE INFORMATION, ASK YOUR HEALTHCARE PROVIDER  
OR PHARMACIST.

Tell your healthcare provider about all the medicines you take,  
including prescription and over-the-counter medicines, vitamins,  
and herbal supplements.

ZYTIGA® can interact with other medicines.

You should not start or stop any medicine before you talk with the 
healthcare provider who prescribed ZYTIGA®.

Know the medicines you take. Keep a list of them with you to show to 
your healthcare provider and pharmacist when you get a new medicine.

Call your doctor for medical advice about side effects. You are  
encouraged to report negative side effects of prescription drugs  
to the FDA.

Visit www.fda.gov/medwatch, or call 1-800-FDA-1088 (1-800-332-1088). 0
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WHAT IS ZYTIGA® (abiraterone acetate)?
ZYTIGA® is a prescription medicine that is used along with prednisone. 
ZYTIGA® is used to treat men with castration-resistant prostate cancer 
(prostate cancer that is resistant to medical or surgical treatments that 
lower testosterone) that has spread to other parts of the body.

IMPORTANT SAFETY INFORMATION

Who should not take ZYTIGA® (abiraterone acetate)?
Do not take ZYTIGA® if you are pregnant or may become pregnant.  
ZYTIGA® may harm your unborn baby. Women who are pregnant  
or who may become pregnant should not touch ZYTIGA® without  
protection, such as gloves.

ZYTIGA® is not for use in women or children. Keep ZYTIGA® and all  
medicines out of the reach of children.

Before you take ZYTIGA®, tell your healthcare provider if you:
 Have heart problems
 Have liver problems
 Have a history of adrenal problems
 Have a history of pituitary problems
 Have any other medical conditions
  Plan to become pregnant (See “Who should not take ZYTIGA®?”)
  Are breastfeeding or plan to breastfeed. It is not known if ZYTIGA® 
passes into your breast milk. You and your healthcare provider should 
decide if you will take ZYTIGA® or breastfeed. You should not do both. 
(See “Who should not take ZYTIGA®?”)
  Take any other medicines, including prescription and over-the-counter 
medicines, vitamins, and herbal supplements. ZYTIGA® can interact 
with many other medicines.

If you are taking ZYTIGA®:
  Take ZYTIGA® and prednisone exactly as your healthcare provider  
tells you.
  Take your prescribed dose of ZYTIGA® one time a day. Your healthcare  
provider may change your dose if needed.
  Do not stop taking your prescribed dose of ZYTIGA® or prednisone 
without talking to your healthcare provider first.
  Take ZYTIGA® on an empty stomach. Do not take ZYTIGA® with  
food. Taking ZYTIGA® with food may cause more of the medicine  
to be absorbed by the body than is needed and this may cause  
side effects.
  No food should be eaten 2 hours before and 1 hour after  
taking ZYTIGA®.
  Swallow ZYTIGA® tablets whole. Do not crush or chew tablets.
  Take ZYTIGA® tablets with water.
  Your healthcare provider will do blood tests to check for side effects.
  Men who are sexually active with a pregnant woman must use a  
condom during and for one week after treatment with ZYTIGA®.  
If their female partner may become pregnant a condom and another  
form of birth control must be used during and for one week after  
treatment with ZYTIGA®. Talk with your healthcare provider if you  
have any questions about birth control.
  If you miss a dose of ZYTIGA® or prednisone, take your prescribed dose 
the following day. If you miss more than 1 dose, tell your healthcare  
provider right away.

ZYTIGA® may cause serious side effects including:
  High blood pressure (hypertension), low blood potassium levels  
(hypokalemia), and fluid retention (edema).

...talk to your doctor to see if ZYTIGA® is right for you and visit 

ZYTIGA.com/ask for more information.

RETIREMENT WON’T CHANGE WHO HE IS.

 

NEITHER WILL

ADVANCED PROSTATE CANCER*.

 IF YOU THINK YOUR TREATMENT OPTIONS ARE LIMITED, THINK AGAIN.

* ZYTIGA® is a prescription medicine used along with prednisone to treat 

metastatic castration-resistant prostate cancer, a type of advanced 

prostate cancer that is resistant to medical (eg, hormonal) or surgical 

treatments that lower testosterone and has spread to other parts of  

the body. 

For 33 years, he guarded our freedom around the world.

Janssen Biotech, Inc.
800 Ridgeview Drive  
Horsham, PA 19044 USA
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Tell your healthcare provider if you get any of the following symptoms:
  Dizziness   Confusion 
  Fast heartbeats   Muscle weakness 
  Feel faint or lightheaded   Pain in your legs 
  Headache   Swelling in your legs or feet

  Adrenal problems may happen if you stop taking prednisone,  
get an infection, or are under stress.
  Liver problems. You may develop changes in liver function blood  
tests. Your healthcare provider will do blood tests to check your liver  
before treatment with ZYTIGA® and during treatment with ZYTIGA®. 
Liver failure may occur, which can lead to death. Tell your healthcare 
provider if you notice any of the following changes:

  Yellowing of the skin or eyes
 Darkening of the urine
  Severe nausea or vomiting

The most common side effects of ZYTIGA® include:
  Weakness
  Joint swelling or pain
  Swelling in your legs or feet
  Hot flushes
  Diarrhea
  Vomiting
  Cough
  High blood pressure
  Shortness of breath
  Urinary tract infection
  Bruising

  Low red blood cells (anemia) and low blood potassium levels
  High blood sugar levels, high blood cholesterol and triglycerides
  Certain other abnormal blood tests

Tell your healthcare provider if you have any side effect that bothers  
you or that does not go away.

THESE ARE NOT ALL THE POSSIBLE SIDE EFFECTS OF ZYTIGA®.

FOR MORE INFORMATION, ASK YOUR HEALTHCARE PROVIDER  
OR PHARMACIST.

Tell your healthcare provider about all the medicines you take,  
including prescription and over-the-counter medicines, vitamins,  
and herbal supplements.

ZYTIGA® can interact with other medicines.

You should not start or stop any medicine before you talk with the 
healthcare provider who prescribed ZYTIGA®.

Know the medicines you take. Keep a list of them with you to show to 
your healthcare provider and pharmacist when you get a new medicine.

Call your doctor for medical advice about side effects. You are  
encouraged to report negative side effects of prescription drugs  
to the FDA.

Visit www.fda.gov/medwatch, or call 1-800-FDA-1088 (1-800-332-1088). 0
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WHAT IS ZYTIGA® (abiraterone acetate)?
ZYTIGA® is a prescription medicine that is used along with prednisone. 
ZYTIGA® is used to treat men with castration-resistant prostate cancer 
(prostate cancer that is resistant to medical or surgical treatments that 
lower testosterone) that has spread to other parts of the body.

IMPORTANT SAFETY INFORMATION

Who should not take ZYTIGA® (abiraterone acetate)?
Do not take ZYTIGA® if you are pregnant or may become pregnant.  
ZYTIGA® may harm your unborn baby. Women who are pregnant  
or who may become pregnant should not touch ZYTIGA® without  
protection, such as gloves.

ZYTIGA® is not for use in women or children. Keep ZYTIGA® and all  
medicines out of the reach of children.

Before you take ZYTIGA®, tell your healthcare provider if you:
 Have heart problems
 Have liver problems
 Have a history of adrenal problems
 Have a history of pituitary problems
 Have any other medical conditions
  Plan to become pregnant (See “Who should not take ZYTIGA®?”)
  Are breastfeeding or plan to breastfeed. It is not known if ZYTIGA® 
passes into your breast milk. You and your healthcare provider should 
decide if you will take ZYTIGA® or breastfeed. You should not do both. 
(See “Who should not take ZYTIGA®?”)
  Take any other medicines, including prescription and over-the-counter 
medicines, vitamins, and herbal supplements. ZYTIGA® can interact 
with many other medicines.

If you are taking ZYTIGA®:
  Take ZYTIGA® and prednisone exactly as your healthcare provider  
tells you.
  Take your prescribed dose of ZYTIGA® one time a day. Your healthcare  
provider may change your dose if needed.
  Do not stop taking your prescribed dose of ZYTIGA® or prednisone 
without talking to your healthcare provider first.
  Take ZYTIGA® on an empty stomach. Do not take ZYTIGA® with  
food. Taking ZYTIGA® with food may cause more of the medicine  
to be absorbed by the body than is needed and this may cause  
side effects.
  No food should be eaten 2 hours before and 1 hour after  
taking ZYTIGA®.
  Swallow ZYTIGA® tablets whole. Do not crush or chew tablets.
  Take ZYTIGA® tablets with water.
  Your healthcare provider will do blood tests to check for side effects.
  Men who are sexually active with a pregnant woman must use a  
condom during and for one week after treatment with ZYTIGA®.  
If their female partner may become pregnant a condom and another  
form of birth control must be used during and for one week after  
treatment with ZYTIGA®. Talk with your healthcare provider if you  
have any questions about birth control.
  If you miss a dose of ZYTIGA® or prednisone, take your prescribed dose 
the following day. If you miss more than 1 dose, tell your healthcare  
provider right away.

ZYTIGA® may cause serious side effects including:
  High blood pressure (hypertension), low blood potassium levels  
(hypokalemia), and fluid retention (edema).

...talk to your doctor to see if ZYTIGA® is right for you and visit 

ZYTIGA.com/ask for more information.

RETIREMENT WON’T CHANGE WHO HE IS.

 

NEITHER WILL

ADVANCED PROSTATE CANCER*.

 IF YOU THINK YOUR TREATMENT OPTIONS ARE LIMITED, THINK AGAIN.

* ZYTIGA® is a prescription medicine used along with prednisone to treat 

metastatic castration-resistant prostate cancer, a type of advanced 

prostate cancer that is resistant to medical (eg, hormonal) or surgical 

treatments that lower testosterone and has spread to other parts of  

the body. 
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PATIENT INFORMATION  
 ZYTIGA® (Zye-tee-ga)
(abiraterone acetate)

Tablets

Read this Patient Information that comes with  ZYTIGA before you start taking it and each time you get a refill. There may 
be new information. This information does not take the place of talking with your healthcare provider about your medical 
condition or your treatment.

What is  ZYTIGA?
 ZYTIGA is a prescription medicine that is used along with prednisone.  ZYTIGA is used to treat men with castration-resistant 
prostate cancer (prostate cancer that is resistant to medical or surgical treatments that lower testosterone) that has spread 
to other parts of the body.

 ZYTIGA is not for use in women.

It is not known if  ZYTIGA is safe or effective in children.

Who should not take  ZYTIGA?
Do not take  ZYTIGA if you are pregnant or may become pregnant.  ZYTIGA may harm your unborn baby.

Women who are pregnant or who may become pregnant should not touch  ZYTIGA without protection, such as gloves.

What should I tell my healthcare provider before taking  ZYTIGA?
Before you take  ZYTIGA, tell your healthcare provider if you:
• have heart problems
• have liver problems
• have a history of adrenal problems
• have a history of pituitary problems
• have any other medical conditions
• plan to become pregnant. See “Who should not take  ZYTIGA?”
•  are breastfeeding or plan to breastfeed. It is not known if  ZYTIGA passes into your breast milk. You and your healthcare 

provider should decide if you will take  ZYTIGA or breastfeed. You should not do both. See “Who should not take  ZYTIGA?”

Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter medicines, 
vitamins, and herbal supplements. ZYTIGA can interact with many other medicines.

You should not start or stop any medicine before you talk with the healthcare provider that prescribed  ZYTIGA.

Know the medicines you take. Keep a list of them with you to show to your healthcare provider and pharmacist when you 
get a new medicine.

How should I take  ZYTIGA?
•  Take  ZYTIGA and prednisone exactly as your healthcare provider tells you.
• Take your prescribed dose of  ZYTIGA 1 time a day.
• Your healthcare provider may change your dose if needed.
•  Do not stop taking your prescribed dose of  ZYTIGA or prednisone without talking with your healthcare provider first.
•  Take  ZYTIGA on an empty stomach. Do not take  ZYTIGA with food. Taking  ZYTIGA with food may cause more of the 

medicine to be absorbed by the body than is needed and this may cause side effects.
•  No food should be eaten 2 hours before and 1 hour after taking  ZYTIGA.
• Swallow  ZYTIGA tablets whole. Do not crush or chew tablets.
• Take  ZYTIGA tablets with water.
•  Men who are sexually active with a pregnant woman must use a condom during and for 1 week after treatment with ZYTIGA.  

If their female partner may become pregnant, a condom and another form of birth control must be used during and for  
1 week after treatment with ZYTIGA. Talk with your healthcare provider if you have questions about birth control.

•  If you miss a dose of  ZYTIGA or prednisone, take your prescribed dose the following day. If you miss more than 1 dose, tell 
your healthcare provider right away.

•  Your healthcare provider will do blood tests to check for side effects.
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ZYTIGA® (abiraterone acetate) Tablets

What are the possible side effects of  ZYTIGA?
 ZYTIGA may cause serious side effects including:
•  High blood pressure (hypertension), low blood potassium levels (hypokalemia) and fluid retention (edema). Tell your

healthcare provider if you get any of the following symptoms:

° dizziness ° confusion
° fast heartbeats ° muscle weakness
° feel faint or lightheaded ° pain in your legs
° headache ° swelling in your legs or feet

•  Adrenal problems may happen if you stop taking prednisone, get an infection, or are under stress.
•  Liver problems. You may develop changes in liver function blood test. Your healthcare provider will do blood tests to

check your liver before treatment with  ZYTIGA and during treatment with  ZYTIGA.
Liver failure may occur, which can lead to death. Tell your healthcare provider if you notice any of the following changes:

° yellowing of the skin or eyes
° darkening of the urine
° severe nausea or vomiting

The most common side effects of  ZYTIGA include:
° weakness ° high blood pressure
° joint swelling or pain ° shortness of breath
° swelling in your legs or feet ° urinary tract infection
° hot flushes ° bruising
° diarrhea ° low red blood cells (anemia) and low blood potassium levels
° vomiting ° high blood sugar levels, high blood cholesterol and triglycerides
° cough ° certain other abnormal blood tests

Tell your healthcare provider if you have any side effect that bothers you or that does not go away.

These are not all the possible side effects of  ZYTIGA. For more information, ask your healthcare provider or pharmacist.

Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088.

How should I store  ZYTIGA?
• Store ZYTIGA at room temperature between 68°F to 77°F (20°C to 25°C).

Keep  ZYTIGA and all medicines out of the reach of children.

General information about  ZYTIGA.
Medicines are sometimes prescribed for purposes other than those listed in a Patient Information leaflet. Do not use ZYTIGA 
for a condition for which it was not prescribed. Do not give ZYTIGA to other people, even if they have the same symptoms 
that you have. It may harm them.

This leaflet summarizes the most important information about ZYTIGA. If you would like more information, talk with your 
healthcare provider. You can ask your healthcare provider or pharmacist for information about ZYTIGA that is written for 
health professionals.

For more information, call Janssen Biotech, Inc. at 1-800-526-7736 (1-800-JANSSEN) or go to www.Zytiga.com.

What are the ingredients of ZYTIGA?
Active ingredient: abiraterone acetate

Inactive ingredients: colloidal silicon dioxide, croscarmellose sodium, lactose monohydrate, magnesium stearate, micro-
crystalline cellulose, povidone, and sodium lauryl sulfate.
Manufactured by: Patheon Inc. Mississauga, Canada
Manufactured for: Janssen Biotech, Inc. Horsham, PA 19044
© Janssen Biotech, Inc. 2012

This Patient Information has been approved by the U.S. Food and Drug Administration.  Revised: May 2016
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UNDERSTANDING YOUR CANCER 
Helping you answer your most pressing questions:
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myRiskUrology@Myriad.com
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855-469-7765
ProlarisCS@Myriad.com

Prostate Cancer

Testing brought to you by Myriad Genetic Laboratories, Inc

Myriad, the Myriad logo, Prolaris, the Prolaris logo, Myriad myRisk, and the myRisk logo are either trademarks or registered trademarks of Myriad Genetics, Inc. in the United States and other jurisdictions. ©2016
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Conversations with Prostate Cancer Experts

www.prostatepedia.net

Subscribe To Prostatepedia

$110.00 for 1-year print subscription

$85.00 for 1-year mail subscription 
 (organizational).

$55.00 for 1-year email subscription 
 (individual).

$30.00 for 6-months email subscription.

$15.00 for 3-months email subscription.

Please enclose a check made payable to 
Rivanna Health Publications or order online 
at www.prostatepedia.net.

Name:

Address:

Email:

Phone:

Please return to:
Rivanna Health Publications
274 Redwood Shores Pkwy, #739
Redwood City, CA 94065
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SAVE THE DATE - 
Saturday, March 4th, 2017

For more information - 

Contact Jan Manarite

JManarite@hotmail.com  

or (239) 208-4400
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Coming Up!
 

December 
Salvage Therapy

January 
Immunotherapy

February 
Cardiovascular Disease + Prostate Cancer

March 
Using Genomics to Guide Treatment




