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PROSTATE CANCER: NEW QUESTIONS ABOUT
SCREENING AND TREATMENT

THURSDAY, MARCH 4, 2010

HOUSE OF REPRESENTATIVES,
COMMITTEE ON OVERSIGHT AND GOVERNMENT REFORM,
Washington, DC.

The committee met, pursuant to notice, at 12:10 p.m., in room
2157, Rayburn House Office Building, Hon. Edolphus Towns (chair-
man of the committee) presiding.

Present: Representatives Towns, Maloney, Cummings, Watson,
Connolly, Issa, and Cao.

Staff present: Linda Good, deputy chief clerk; Velginy Hernan-
dez, press assistant; Carla Hultberg, chief clerk; Mike McCarthy,
deputy staff director; Ophelia Rivas, assistant clerk; Julie Rones
and David Rotman, counsels; Jenny Rosenberg, director of commu-
nications; Christopher Sanders, professional staff member; Leneal
Scott, IT specialist; Shrita Sterlin, deputy director of communica-
tions; Ron Stroman, staff director; Gerri Willis, special assistant;
Adam Fromm, minority chief clerk and Member liaison; and Ashley
Callen and Jonathan Skladany, minority counsels.

Chairman TOwNS. The committee will come to order.

Good morning and thank you all for being here.

Prostate cancer is the second most common type of cancer found
in American men, the first being skin cancer. It is also among the
leading cause of cancer death in men, second only to lung cancer.
One man in six will get prostate cancer in his lifetime, and 1 man
in 35 will die from it.

The good news is that the death rate for prostate cancer is de-
clining. The bad news is that we still don’t know what causes it.
We still don’t know why African-American men are more likely to
get it, and we still don’t know why it seems to be most prevalent
in North America and Europe.

But most importantly for today, there is still controversy over
whether men should be screened for prostate cancer and there are
still questions about how it should be treated. We are hoping to
shed some light on these questions today.

Before we begin, I would like to acknowledge the important role
my colleague, Rep. Elijah Cummings from Maryland, has had in re-
questing this hearing and helping to ensure that these issues get
the attention they deserve, and I would like to give him a special
thanks for that as well.

I also want to welcome to our hearing today Mr. Lou Gossett, a
Brooklyn, NY native. Mr. Gossett is very well known for his work
in the film industry, and has been widely recognized as one of the
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great actors of our time. What is not well known is that he has
been diagnosed with prostate cancer. Mr. Gossett has agreed to tes-
tify today to help bring attention to the issue. I want to thank you
for that as well.

We also have Mrs. Betty Gallo, widow of our former colleague,
Congressman Dean Gallo, who I served with, who died from pros-
tate cancer. And we have with us also, Mr. Thomas Farrington, a
10-year prostate cancer survivor who has done a lot of work in this
area as well.

There is a high degree of public awareness of the need for regu-
lar screening for certain kinds of cancers, notably breast cancer,
prostate cancer, and colon cancer.

However, this widespread belief is now being debated. A few
months ago, the New York Times reported that some scientists had
concluded that the benefits of detecting many cancers, especially
breast and prostate cancer, have been overstated, and that regular
screening might do as much harm as good.

This has caused widespread confusion, which we hope to help
clear up today. To help us do that, we have assembled some of the
leading medical experts in the country to discuss the latest think-
ing on screening and treatment for prostate cancer.

I look forward to your testimony today because this is a very,
very important issue.

Again, I thank my colleague, Elijah Cummings, for making cer-
tain that we move forward with this discussion.

[The prepared statement of Chairman Edolphus Towns follows:]



Opening Statement of
Chairman Edolphus Towns

House Committee on Oversight and Government Reform
March 4, 2010

“Prostate Cancer: New Questions About Screening and
Treatment”

Good morning and thank you all for being here.

Prostate cancer is the second most common type of cancer found in
American men, the first being skin cancer. It is also among the leading
cause of cancer death in men, second only to lung cancer. One man in six
will get prostate cancer in his lifetime. And one man in 35 will die from it.

The good news is that the death rate for prostate cancer is declining.
The bad news is that we still don’t know what causes it. We still don’t know
why African-American men are more likely to get it. And we still don’t
know why it seems to be most prevalent in North America and Europe.

But most importantly for today, there is still controversy over whether
men should be screened for prostate cancer and there are still questions
about how it should be treated. We are hoping to shed some light on these
questions today.

Before we begin, I would like to aknowledge the important role my
colleague, Rep. Elijah Cummings, has had in requesting these hearings and
helping to ensure that these issues get the attention they deserve,



I also want to welcome to our hearing today Mr. Lou Gossett. Mr.
Gossett is very well known for his work in the film industry, and has been
widely recognized as one of the great actors of our time. What is not well
known, is that he has been diagnosed with prostate cancer. Mr. Gossett has
agreed to testify today to help bring attention to the issue.

We also have Mrs. Betty Gallo, widow of our former colleague,
Congressman Dean Gallo, who died from prostate cancer. And we have
with us also, Mr. Thomas Farrington, a ten-year prostate cancer survivor
who will tell us about his experience.

There is a high degree of public awareness of the need for regular
screening for certain kinds of cancers, notably breast cancer, prostate cancer,
and colon cancer.

However, this widespread belief is now being debated. A few months
ago, the New York Times reported that some scientists had concluded that
the benefits of detecting many cancers, especially breast and prostate, have
been overstated, and that regular screening might do as much harm as good.

This has caused widespread confusion, which we hope to help clear
up today. To help us do that, we have assembled some of the leading
medical experts in the country to discuss the latest thinking on screening and
treatment for prostate cancer.

I [ook forward to their testimony on this very important issue.

Thank you.
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Chairman TowNS. Now I yield to the gentleman from California
for his opening statement, Congressman Issa.

Mr. IssA. Thank you, Mr. Chairman. Thank you for holding this
important hearing today. I would like to echo your comments about
our colleague, Mr. Cummings. Last year he approached me to ask
for us to work together on a bipartisan basis on this legislation. I
accepted and I again thank him for his leadership.

As the chairman said, prostate cancer affects 2 million American
men living here every day, including one of our witnesses. More im-
portantly, when there is confusion as to what to do about it, even
after decades of improvement in survivability, as there is with
prostate cancer and also breast cancer, it is very clear Congress
has a role to hold these types of hearings and fact-finding to reach,
if at all possible, either a consensus on an outcome or a consensus
on direction. I hope today is a beginning of that process so that we
can provide guidance to the administration and to the health care
industry about what the message should be.

We are not health care professionals here at the top of the dais;
we do not intend to become that. What we do intend is to try to
help make the message clear and understandable to 306 million
Americans, slightly less than half of whom are men, but all of
whom are concerned with the effects that will happen to them-
selves or loved ones and the possibility of preventing it or early de-
tection leading to a cure.

With that, Mr. Chairman, I look forward to our witnesses and
yield back.

[The prepared statement of Hon. Darrell E. Issa follows:]
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Thank you, Mr. Chairman, for holding today’s hearing to consider new questions about the sereening and
treatment of prostate cancer. In the last Congress, it was a privilege to work with you and Mr. Cummings
on a bill that supported the development of new technologies for the detection and treatment of prostate
cancer, a disease that affects more than two million men living in America today. Because Congress has
made a priority of research programs that are working to discover new treatments — and perhaps a cure — for
all types of cancer, more then $890 million has been appropriated to the Congressionally Directed Medical
Research Programs since 1997,

There are three commitments, Mr. Chairman, that should guide our discussion of this important issue.

First, the American people should know that Congress is committed to supporting the work of front-line
medical researchers seeking more accurate diagnostic tools and more innovative treatment technologies.
We are also committed to encouraging every American to receive regular medical exams, without which the
chance of early detection and successful treatment is seriously reduced.

Second, Mr. Chairman, the American people should know that Congress will not cut comers as we continue
1o look for ways to reform our health care system. Last year, we saw what happened when news got out that
a task force commissioned by the Department of Health and Human Services was using mathematical risk
models to justify a change in the age and frequency at which women should get mammograms. Decisions
about when to get screened, and how frequently to get screened, are decisions that are best left to patients
and their doctors ~ not panels of bureaucrats tinkering with algorithms at HHS.

Finally, the American people should always have the assurance that their medical care and treatment will be
guided by patient safety principles and not by a need for doctors to protect themselves from out-of-control
malpractice litigation. The cost of health care in America is skyrocketing, Mr. Chairman, and a large part of
the growing cost is directly tied to the costs of defensive medicine and malpractice insurance that gets
passed along to patients. As millions of Americans deal with prostate cancer — and other forms of cancer —
they should be confident that their doctors are targeting their treatment, and not exposing them to
unnecessary, expensive, and inconclusive tests.

T look forward to hearing from today’s witnesses, Mr. Chairman, who have faced prostate cancer, spent their
professional lives searching for a cure, and worked tirelessly to raise awareness.

Thank you, and 1 yield back.
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Chairman TowNs. Thank you very much.

Now I yield to the gentleman from Maryland, Mr. Cummings.

Mr. CUMMINGS. Thank you very much, Mr. Chairman. I want to
thank you and the ranking member for scheduling the hearing. I
realize we have witnesses that have been waiting for a while, so,
Mr. Chairman, I will submit my written statement. But, again,
thank you so very much for addressing this very crucial issue.

Chairman TownNs. Without objection, so ordered.

[The prepared statement of Hon. Elijah E. Cummings follows:]
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Hearing Statement
Representative Elijah E. Cummings, (D-MD7)
Committee on Oversight and Government Reform
U.S. House of Representatives
111th Congress

Hearing on “Prostate Cancer: New Questions About Screening and
Treatment”

Thursday, March 4,2010

Chairman Towns,

I appreciate your leadership on prostate cancer issues and
thank you for granting my request for today’s hearing to

examine prostate cancer screening and treatment options.

Many of us in Congress, and indeed throughout the
country, have either personally been affected by the
disease, or had a loved one suffer from it. For me, it was

my father.

Each year, thousands of families in the United States are
impacted by prostate cancer—which is the second most

common cancer in men — striking 1 in every 6. It is also
the second leading cause of cancer-related death in men.

1
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In 2009, studies reported that over 190,000 men were
diagnosed with prostate cancer and more than 27,000 died

from the disease.

Of course, prostate cancer strikes men from all ethnicities.
However, African American men are 60% more likely to be
stricken with the disease and have a 100% higher mortality

rate than Caucasians.

Despite these tragic statistics, there are no reliable,
accurate, diagnostic tools for the detection and

treatment of prostate cancer.

In fact, the current diagnostic tests are arcane and
inconclusive, leaving men with:

> debilitating side effects;

» uncertainty of treatment;

> a false sense of security; or

» a sense of panic

all of which have devastating consequences.
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1 Mr. Chairman, it is with an eye towards developing more
2 effective and efficient diagnostic and treatment tools that I
3 welcome our expert witnesses this morning and look

2 forward to hearing their opinions. Specifically, I extend a

s heartfelt welcome to:

7 » Dr. Theodore DeWeese who is a professor and

8 Oncologist in Chief at Johns Hopkins Hospital,

9 located in my congressional district and hometown of
10 Baltimore, Maryland;

11

12 » Mr. Thomas Farrington, prostate cancer survivor and
13 President of the Prostate Health Education Network;
14 and

15

16 » Dr. Fay Shtern, President and CEO of the AdMeTech
17 Foundation.

18

19 Dr. Shtern worked with me on H.Res. 353 that passed

20 during the 110" Congress, which recognized the need for

21 developing innovative advanced imaging technologies for

3
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prostate cancer detection and treatment. She also helped
with the PRIME Act that was reintroduced this morning
that provides federal funding for detection and treatment of
prostate cancer, and also creates a national campaign to

increase awareness about prostate cancer screening.

All of you have provided invaluable guidance that has
allowed me to gain a better understanding of where we
stand today on prostate cancer education, detection and

tfreatment.

In closing, Mr. Chairman, last year the National Cancer
Institute found that men who received the PSA or the DRE

lived the same amount of time as those who did not.

The same study also determined that 15% of men with
normal blood test levels may still have prostate cancer and
88% of men who undergo a biopsy end up not having

prostate cancer at all.
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Studies such as this and a report by the Journal of the

American Medical Association led the American Cancer
Society (ACS) to announce last year that the benefits of
prostate cancer screenings have been overstated, and the
ACS reaffirmed yesterday that men should discuss the risks
and benefits of screening for prostate cancer with their

doctor prior to being tested.

While I agree that patients should make informed
decisions, I am worried that many men will not bother to
have the initial discussion with their physician because of
the “new” perception that screening will not make a

difference in their overall health.

We saw a similarly threatening phenomenon unfold last
November when the U.S. Preventive Services Task Force
announced that women in their 40s should stop routinely
having annual mammograms and older women should cut

back to one scheduled exam every other year.
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This controversial repost caused mass confusion and grave
concern that women would no longer get the tests they need

for their optimal health.

[ am concerned that insurance companies may change how
they cover these procedures but I am mostly concerned that

people will no longer make their health a priority.

We only have one vessel and we must take all of the

necessary steps to keep it in working order.

I look forward to hearing from our witnesses on ways to
better inform the public about screening and learning what
is being done to ensure that we are developing diagnostic
tools that can detect aggressive and non-aggressive prostate

cancer.

At a time when all of us are being more responsible with
our money, we can and must do better to ensure that we are

developing the best treatment options, as these unnecessary
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surgeries and biopsies add a large cost to our health care

system and take a toll on our lives.

Mr. Chairman, thank you for calling today’s hearing and
with that I yield back my time.
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Chairman TownNs. Will the witnesses stand? We always swear
our witnesses in, so if you would stand and raise your right hands.

[Witnesses sworn.]

Chairman TowNS. You may be seated.

Let the record reflect that the witnesses all answered in the af-
firmative.

Dr. DeWeese, we will start with you first.

STATEMENTS OF THEODORE L. DEWEESE, M.D., CHAIRMAN,
SIDNEY KIMMEL COMPREHENSIVE CANCER CENTER, JOHNS
HOPKINS UNIVERSITY HOSPITAL; THOMAS A. FARRINGTON,
PRESIDENT, PROSTATE HEALTH EDUCATION NETWORK,
INC., PROSTATE CANCER SURVIVOR; LOUIS GOSSETT, JR.,
AWARD WINNING ACTOR AND PROSTATE CANCER VICTIM;
AND BETTY GALLO, WOMEN AGAINST PROSTATE CANCER,
WIDOW OF REPRESENTATIVE DEAN A. GALLO

STATEMENT OF THEODORE L. DEWEESE, M.D.

Dr. DEWEESE. Chairman Towns, Ranking Member Issa, and hon-
orable members of the committee, good afternoon and thank you
for the opportunity to testify at today’s hearing. Let me also say
thank you, Mr. Chairman, for accommodating my schedule. I do
need to get back to Baltimore to see, actually, my prostate cancer
patients this afternoon, so I do appreciate this opportunity.

I do care deeply about my patients with prostate cancer, and I
am committed to doing what I can to improve their health and life.

By way of background, I am a professor and chairman of the De-
partment of Radiation Oncology at the Johns Hopkins University,
and I am also professor of urology and oncology. For more than 15
years I have dedicated my life to the treatment of men with pros-
tate cancer and have treated over 2,000 men diagnosed with this
disease. I also have directed a laboratory at Johns Hopkins over
the same period of time and am intimately involved in research to
develop new tests to diagnose prostate cancer and therapies to ef-
fectively treat the disease.

I have published more than 150 scientific articles, abstracts in
these areas, and I believe these experiences provide me a unique
perspective on the problem of prostate cancer and the need for im-
provements in imaging AND genetic analyses to enhance prostate
cancer care. So, my goal today is to provide a brief background on
the gaps in screening and treatment approaches, and explain why
more robust research funding is needed in order to help our
present and future patients.

Major advances supported by Federal funding have been made in
the past 25 years to improve the care of patients with prostate can-
cer. The development of the PSA blood test has been one of the
most important advances and serves as the primary means of
screening men for the disease. The problem is that the PSA is not
cancer-specific, it is only prostate-specific, such that changes in the
PSA can occur for both cancerous and non-cancerous reasons, such
as an infection. Moreover, the PSA typically does not indicate ex-
actly how aggressive the cancer will be in any individual patient.
This particular problem has produced great confusion for physi-
cians and for patients alike.
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And while advances in our understanding of how to properly use
the PSA test have been made, significant changes in the PSA level
typically results in a biopsy of the prostate to determine if cancer
is present. This is problem one. Some men do not need to be
biopsied because they really do not have cancer, only an abnormal
PSA. However, we cannot tell which patients have cancer from
those who do not. And for those patients with cancer, we cannot
tell which have the aggressive type that can be deadly.

While the PSA test allows us to find some cancers earlier than
we might without using the test, we find many cancers that would
never have been a problem for the patient and do not need treat-
ment of any sort. Put another way, prostate cancer comes in two
general types. One is analogous to a domesticated kitten and the
other to a dangerous lion. But right now we cannot easily tell them
apart.

Now, this is not to say our present screening and biopsy methods
are useless. No. In fact, many men have had their cancer detected
early enough to receive care that was lifesaving. But this has been
at a cost of finding many more men with cancer that never needed
treatment. This approach is problematic because it exposes many
men to unnecessary risk of treatment-related side effects. That is
to say, we must find a way to ignore the kittens and focus our
treatment on those deadly lions.

At present, a biopsy of the prostate is the only definitive way to
determine if the patient has prostate cancer, and needles are
placed through the rectum into the prostate to obtain that tissue.
This is the second problem. Biopsies of the prostate are done in a
blinded fashion. Unlike virtually any other organ we biopsy for
cancer, we do not have effective imaging to guide the biopsy nee-
dles to suspicious areas of the prostate. We cannot see the cancer.
Thus, it is very possible that needles placed into the prostate might
miss the cancer cells. Even if the needles hit cancer cells in one
area, the needles might miss a more aggressive cancer elsewhere
in the prostate, which then goes undiagnosed and thus the appro-
priate management for the aggressive cancer cannot be used.

These facts demonstrate that our present approach can result in
the over-diagnosis and over-treatment for many patients, the
under-diagnosis in some men, resulting in less optimal therapy be-
cause an aggressive prostate cancer was not biopsied, while some
patients are left undiagnosed because the biopsy completely missed
the cancer. Finally, our ability to accurately determine which pros-
tate cancers in which patients are likely to be lethal is limited.

Taken together, a strong case can be made that significantly im-
proved prostate cancer imaging and genetic markers are needed.
Such imaging would allow us to avoid blindly biopsying the pros-
tate. Instead, these images would be used to help guide the place-
ment of biopsy needles to the suspicious sites. In addition, ad-
vanced imaging and analyses of blood and urine may allow us to
actually determine if a patient has the type of prostate cancer that
will never cause harm, avoiding treatment for such men, while al-
lowing us to direct more aggressive treatment to those that will
benefit by it.

So despite these concerns, I am quite optimistic about the oppor-
tunities for our present prostate cancer imaging and genomic anal-
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ysis that they will afford. The positive steps forward that I believe
policy planners could consider include an increase in NIH research
funding to support prostate cancer imaging, genetic and biomarker
research, and clinical trial development by at least 100 percent in
these areas of the next 2 fiscal years; support the creation of an
NIH request for proposal that would specifically encourage study of
imaging, biomarkers, and genetic analysis from patients that are in
large patient networks so that the uniform analyses of these tech-
niques could occur; and, last, to urge the NIH to make these initia-
tives a priority and request a public report on progress by 2011 in-
volves outside experts.

So, in closing, I will say I have had the great privilege of caring
for thousands of men with prostate cancer, including several distin-
guished Members of Congress. It has been a blessing for me, frank-
ly, to see that most of these men are alive and doing well. How-
ever, not all of my patients have been so fortunate, and I wonder
how much better their lives might have been if I would have had
better imaging and diagnostic tools to take care of them. Thus, on
their behalf, I am compelled to ask you to support legislation that
increases research funding for prostate cancer screening, imaging,
genetic analysis, and therapy; and I thank you all for your atten-
tion and for your consideration.

Mr. Chairman, thank you.

[The prepared statement of Dr. DeWeese follows:]
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Statement of
Theodore L. DeWeese, M.D.
Professor of Radiation Oncology, Oncology and Urology
Chairman, Department of Radiation Oncology and Molecular Radiation Sciences
Johns Hopkins University School of Medicine
Radiation Oncologist-in-Chief
Johns Hopkins Hospital and Health System
Before the Committee on Oversight and Government Reform

March 4, 2010

Chairman Towns, Ranking member issa, and honorable members of the committee, it is my
pleasure to testify at today’s hearing regarding prostate cancer screening and the efforts to
improve the health of men with prostate cancer. By way of background, { am Professor and
Chair of the Department of Radiation Oncology and Molecular Radiation Sciences at The lohns
Hopkins University School of Medicine {(URL: http://www.radonc.jhmi.edu/), and I am also a
Professor of Urology and Oncology. For more than 15 years, | have dedicated my life to the
treatment of men with prostate cancer and have treated over 2000 men diagnosed with this
disease. | have also directed a laboratory over this same period of time that investigates how
prostate cancer responds to radiation therapy and chemotherapy. | am intimately involved in
research to develop new tests to diagnose prostate cancer and therapies to effectively treat the
disease. | believe these experiences provide me a unique perspective on the problem of
prostate cancer and the need for improvements in imaging and genetic analyses to enhance
prostate cancer screening, diagnosis, and treatment. My goal today is to provide a background
on the gaps in screening and treatment approaches, explain why more robust research funding
is needed, and suggest policies that may help protect prostate cancer patients as we progress
forward.

As you all know, major advances have been made in the past 25 years to reduce the suffering
and death caused by prostate cancer. Since the mid-1970s when federal support was initiated,
the death rate from prostate cancer in the United States has been reduced by about 30%.
Despite that impressive figure, we can do even more to fight this disease. Among the most
important advances in the screening for prostate cancer was the development of the prostate
specific antigen (PSA) blood test. This blood test, typically combined with a digital rectal
examination of the prostate, has served as the primary means of screening men for prostate
cancer. The problem is that the PSA test is not cancer specific, it is only prostate specific. As
such, not only can prostate cancer result in suspicious changes in PSA, but so can benign growth
of normal prostate tissue and other non-cancerous conditions like infection. Moreover, the PSA
typicaily does not indicate exactly how aggressive the cancer will be in any individual patient.
This problem has produced great confusion for physicians and patients alike.

While it may sound odd, it is now generally accepted that many prostate cancers will never
progress to cause harm to the patient or result in death from the disease. While refinements
in our understanding of how to properly use the PSA test have certainly been made, significant
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changes in the PSA level typically result in a biopsy of the prostate to determine if cancer is
present in the organ, This is problem one—some men do not need to be biopsied because they
really do not have cancer, only an abnormal PSA. However, we cannot tell which patients have
cancer from those that do not. in addition, while the PSA test allows us to find some cancers
earlier than we might without using the test (sometimes termed “lead time”}, we find many
prostate cancers that would never have been diagnosed in the patient’s lifetime without
screening, would never have been a problem for the patient, and do not need treatment of any
sort {sometimes termed “over diagnosis” and “over treatment”).

Even when diagnosed, we presently do not have adequate genetic markers to definitively
determine which cancers are potentially lethal and, thus, demand treatment. This is not to say
that our present screening and biopsy methods are useless. In fact, many men have had their
cancer detected early enough to receive care that was life saving but this has been at the cost
of finding many more men with cancer that never needed treatment. It is estimated that for
every man that benefits from prostate cancer treatment, about 30-50 men who do not need
treatment still receive it. Obviously, this approach is problematic in that it exposes many
patients to the unnecessary risk of treatment-related side effects, and these treatments are
associated with real economic cost.

Once a patient receives the news of an abnormal PSA test, the anxiety and fear associated with
a potential cancer diagnosis begins. As noted earlier, the only definitive way to determine if the
patient has prostate cancer is a biopsy of the prostate. This biopsy is done by inserting a biopsy
device into the rectum which then guides needles into different areas of the prostate.

Typically, 12 separate needles are placed through the rectum into the prostate in order to
“sample” the organ. Hence, the second problem—the biopsies are done in a so-called “blinded
fashion”. That s, unlike virtually any other organ we biopsy for cancer, we do not have
effective imaging that is or can be routinely used to guide the biopsy needles to suspicious
areas in the prostate. We cannot see the cancer. Thus, it is very possible that biopsy needles
placed into the prostate may miss cancer cells. Even if the needles hit cancer cells in one area,
it may be that the needles miss a more aggressive cancer elsewhere in the prostate which then
goes undiagnosed and, thus, the appropriate management for that more aggressive cancer is
not employed. In fact, different therapies are used for different levels of prostate cancer
aggressiveness, Many studies have been completed which document the benefit of more
aggressive therapies, like high precision radiation therapy combined with hormonal therapy,
which have resulted in improvements in survival for men with more aggressive prostate cancer.

As you can imagine, as more men are diagnosed with prostate cancer, the choice of the best
treatment for a specific patient becomes critical. Currently, there are four options for prostate
cancer patients with localized disease: prostatectomy (surgical removal of the prostate},
external beam radiation therapy, brachytherapy {which is the insertion of radioactive seeds into
the prostate), and watchful waiting. While these four options are generally equivalent for many
men, there are specific reasons why a particular patient is a good candidate for one of these
options rather than another. For example, a patient with a large prostate may not be a good
candidate for brachytherapy; a patient with a history of bowel issues may not be a good
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candidate for external beam radiation. In order to reduce the risk of overtreatment as well as
to determine who should be treated and which treatment might be best for a given patient,
more refined screening and genetic analyses applied to the problem are required.

| believe that because we do not have the type of the refined screening and genetic analyses
that we need, strange treatment practices have emerged. Across the country, including in my
community, new business arrangements are forming that produce strong incentives for one
type of treatment {external beam radiation), while the use of other clinically appropriate,
significantly less expensive treatments, such as radiation seed implants, or “watchful waiting,”
have declined or disappeared. | am concerned that the financial incentives are so great, that
patients are not being given their full range of treatment options. | believe that high-quality,
efficient patient care and informed patient choice supersedes financial benefit, and | hope this
Committee will investigate and stop these perverse financial incentives.

These data make it easier to understand why and how our present prostate cancer screening
and diagnostic strategy is not optimal and has actually resulted in treatment decisions that are
not always in the patient’s best interest. These facts demonstrate that our present approach
can result in the over diagnosis and over treatment for many patients; under diagnosis in some
men resulting in less optimal therapy because an aggressive prostate cancer was not biopsied;
while some patients are left undiagnosed because the biopsy completely missed the cancer.
Finally, our ability to accurately determine which prostate cancers in which patients are likely to
be lethal is limited.

Taken together, a strong case can be made that significantly improved prostate cancer imaging
and genetic markers are needed. With improved imaging, one would no longer have to biopsy
the prostate blindly but instead, would have images to help guide the placement of biopsy
needles to the most appropriate and suspicious sites. This would help to insure that all the
cancer in the prostate is evaluated and that no lesion is missed. In addition, advanced imaging
and genetic analysis of blood and urine may allow us to actually determine if a patient has the
type of prostate cancer that wiil never cause harm and, thus, avoid a biopsy all together. Such
optimized imaging and genetic analyses is also likely to allow us to determine which therapy
would be most effective for a particular patient, avoiding unnecessary treatment for some men
while directing more aggressive treatment to only those that will clearly benefit by it. Finally, it
should be pointed out that most imaging and genetic analysis techniques that are
contemplated are non- or minimally-invasive which tends to reduce the fear of the test and
reduces the likelihood of complications.

It is my contention that our present prostate cancer imaging techniques are not adequate to
meet the challenges we face and, thus, do not allow us to develop the robust genetic markers
of aggressiveness that we need. Routine ultrasound imaging has not proven useful in
identifying cancer in the prostate. CT scans have limited resolution and, thus, cannot be used
for detecting cancers in the prostate. MRI scans with spectroscopic analysis are better and
have improved our ability to detect some cancers in the prostate. Unfortunately, these scans
also suffer from limited resolution and are not able to routinely detect the frequent, small
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cancers with which most patients present. Standard PET and SPECT scans (which are similar in
certain ways to PET scans) and their associated imaging agents have also proven to have limited
utility in prostate cancer screening and diagnosis. Thus, a need exists for improved technology
and academic institutions along with the government and private industry must play a role in
creating these advances. It is fortunate that new imaging agents for PET scans, SPECT scans and
MR continue to be developed and show early promise. This also includes development of
nanoparticles that preferentially target to areas of cancer and molecular-based imaging
techniques that indicate cancer aggressiveness. While exciting, more support for development,
testing and deployment of these and other approaches is necessary.

Despite these concerns, | am quite optimistic about the opportunities our present prostate
cancer imaging situation affords. Studies using combinations of advanced imaging studies,
performed on large networks of patients and employing uniform evaluation criteria could begin
relatively soon, and | believe these studies would result in a much improved evaluation of our
present imaging techniques. While such studies are laborious and relatively expensive, they are
critical to moving closer to our goal. in addition, incorporation of novel, directed biopsy
techniques (e.g. robotic) to obtain tissue for critical genetic analyses would more rapidly
advance the evaluation and validation of these imaging studies over time and help in the
development of tests to more accurately determine which cancers threaten the patient’s life. it
is critical that funding agencies demand and support genomic analysis of blood cells, normal
prostate and prostate cancer tissue from all patients enrolied in these imaging studies in order
to correlate genetic information with imaging data, which will in turn guide development of
better imaging techniques, improved imaging agents and, ultimately, optimized biomarkers and
treatment.

I remain devoted to my patients with cancer and continue to strive to develop better diagnostic
and therapeutic technigues to help them. | fully support the notion that greater resources
need to be directed toward the problem of prostate cancer screening, imaging and therapy.
Positive steps forward that policy planners should consider include the following:

1) increase NiH research funding to support prostate cancer imaging, genetic and
biomarker research and clinical trial development by at least 100% in these areas over
the next two fiscal years

2} support the creation of an NIH request for proposal that would specifically encourage
study of imaging, biomarkers and genetic analyses from patients in large patient
networks so that uniform analysis of these techniques and genetic evaluation tools can
be performed

3} urge the NIH to make these initiatives a priority and request a public report on progress
by 2011 that involves outside experts in the analysis

Significant opportunities in each area exist. Federal research funding has already resulted in
improved care for patients with prostate cancer and the 30% decline in the death rate from the
disease is likely a result of both screening and better treatment. With enhanced research
support for prostate cancer, { am confident further progress for our patients will be made.

Thank you all for your attention and consideration of my testimony.
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Chairman TowNsS. Thank you very much, Dr. DeWeese.
Mr. Farrington, good to see you.

STATEMENT OF THOMAS A. FARRINGTON

Mr. FARRINGTON. Chairman Towns and members of the House
Committee on Oversight and Government Reform, I am honored to
appear before you today to address our Nation’s prostate cancer cri-
sis as a 10-year prostate cancer survivor and having witnessed the
death of my father and both grandfathers from this killer disease.

Since my treatment for prostate cancer in 2000, I have worked
nonstop to help educate others about this disease, including found-
ing the Prostate Health Education Network in 2003, with a focus
on African-American men who have the highest risk for being diag-
nosed with and dying from prostate cancer.

There is an urgent need for clarity in the fight against prostate
cancer today. The high visibility debate sparked by the PLCO
screening study released last year has caused public confusion, ele-
vating the risk of men most vulnerable to the disease. This confu-
sion comes at a time when we have witnessed a steady decline in
the prostate cancer death rates over the past decade, which most
attribute to earlier detection of the disease through PSA screening.

These are some of PHEN’s positions, concerns, and recommenda-
tions for the committee: The PLCO study included approximately
10 percent of men at high risk for prostate cancer, which would be
analogous to a study on lung cancer which includes only 10 percent
of smokers. Because of this and other factors in the conduct of the
study, we do not believe that the results should be the definitive
basis for national policies on prostate cancer, but important data
to be included with what is already known.

We strongly support early detection, and just as strongly dis-
agree with any policies that would advocate men gamble with their
prostates and their lives by not monitoring and knowing their pros-
tate health through the use of the available tools. Today, those
tools include screening via the PSA test and digital rectal examina-
tion.

The Federal budget for prostate cancer is inadequate to meet the
education and awareness outreach needs, and the research needed
for new detection and testing procedures that are mandatory to
move us beyond today’s confusion. We recommend that the budget
be equivalent to that for breast cancer, a disease with comparable
incident and death rates for women.

Lack of access to treatment and lack of equal treatment where
there is access are critical factors in the higher African-American
death rate that need to be addressed.

Expanded educational efforts for the public, and for doctors,
should be undertaken to address the problem of over-treatment of
prostate cancer.

Prostate cancer is a medical, political, and economic issue. We
are concerned that the short-term political and economic factors not
be allowed to overwhelm and minimize the pressing medical needs.

Prostate cancer can be beaten, and it is also a disease that can
end in tragedy which can oftentimes be prevented. My personal
and family experiences illustrate this.
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In 2000, I was treated for prostate cancer after detection through
regular PSA testing. Every 6 months since my treatment I would
get a PSA test, and in 2009 I had a disease recurrence. However,
because of the early detection of this recurrence and my knowledge
about treatment options, I am free of prostate cancer in 2010. I
have been blessed with no side effects from any of my treatment
because of early detection and knowledge. Ironically, because of to-
day’s confusion about screening, some survivors no longer believe
they should be screened after treatment, a major step backward in-
creasing the risk to those men who should be most on guard.

While battling my recurrence last year, I lost two additional
members of my family to prostate cancer. One, my age, did not get
annual PSA testing. The other, my uncle, because of his age, was
told by his doctor that he would die of something else before pros-
tate cancer. They both suffered horribly and needlessly. I also had
another uncle diagnosed and treated successfully for the disease
during this time. Unfortunately, my family situation is not unique,
but represents the real and chaotic multi-generational prostate
caélcer devastation within high-risk families across our country
today.

Black America is suffering a prostate cancer epidemic where men
die at a rate two and a half times higher than for all other men.
At what stage the disease is detected, and with what knowledge,
determine whether we live or die, and, if we live, whether we have
a good or poor quality of life. However, some of the policies now
being advocated would accept this epidemic within Black America
as collateral damage.

Chairman Towns and members of the committee, I sincerely
thank you for addressing the prostate cancer crisis. We recommend
that the policies and solution for this significant health issue have
a primary focus on those most in need and implemented with a
sense of urgency, an approach taken where most other diseases of
this magnitude. This is an approach that we believe would better
serve all men. With a publicly clear, well-focused war on prostate
cancer and a high level of leadership and priority within the Fed-
eral Government, our Nation can save countless lives, dramatically
reduce suffering, and overall impact of the disease.

Thank you.

[The prepared statement of Mr. Farrington follows:]
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PART 1

House Committee on Oversight and Government Reform
(Chairman, Ed Towns, D-NY)

Hearing on
“Prostate Cancer: New Questions About Screening and Treatment”
March 4, 2010

Statement of
Thomas A. Farrington, Prostate Cancer Survivor, and
President, Prostate Health Education Network, Inc.

Chairman Towns and members of the House Committee on Oversight and Government Reform, I am honored
to appear before you today to address our nation’s prostate cancer crisis as a ten year prostate cancer survivor,
and having witnessed the deaths of my father and both grandfathers from this killer discase.

Since my treatment for prostate cancer in 2000 I have worked nonstop to help educate others about this disease
including founding the Prostate Health Education Network (PHEN) in 2003, with a focus on African American
men who have the highest risk for being diagnosed with and dying from prostate cancer.

There is an urgent need for clarity in the fight against prostate cancer today. The high visibility debate sparked
by the PLCO screening study released last year has caused public confusion elevating the risk of men most
vulnerable to the disease. This confusion comes at a time when we have witnessed a steady decline in the
prostate cancer death rates over the past decade which most attribute to earlier detection of the disease through
PSA screening.

These are some of PHEN's positions, concerns and recommendations for the committee:

o The PLCO study included approximately 10% of men at high risk for prostate cancer which would be
analogous to a study on lung cancer which includes only 10% of smokers. Because of this and other factors in
the conduct of the study we do not believe that the results should be the definitive basis for national policies on
prostate cancer but important data to be included with what is already known.

e We strongly support early detection, and just as strongly disagree with any policies that would advocate men

gamble with their prostates, and their lives, by not monitoring and knowing their prostate heaith through the use
of the available tools. Today those tools include screening via the PSA test and digital rectal examination.
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® The federal budget for prostate cancer is inadequate to meet the education and awareness outreach needs, and
the research needed for new detection and testing procedures that are mandatory to move us beyond today’s
confusion. We recommend that the budget be equivalent to that for breast cancer, a disease with comparable
incident and death rates for women.

o Lack of access to treatment and lack of equal treatment where there is access, are critical factors in the higher
African American death rate that need to be addressed.

® Expanded educational efforts for the public, and for doctors, should be undertaken to address the problem of
over-treatment of prostate cancer.

® Prostate cancer is a medical, political and economic issue. We are concerned that the short term political and
economic factors not be allowed to overwhelm and minimize the pressing medical needs.

Prostate cancer can be beaten, and it is also a disease that can end in tragedy which can often times be
prevented. My personal and family experiences illustrate this.

In 2000 1 was treated for prostate cancer after detection through regular PSA testing. Every six months since my
treatment [ would get a PSA test and in 2009 T had a disease recurrence. However, because of the early
detection of this recurrence and my knowledge about treatment options I am free of prostate cancer in 2010. 1
have been blessed with no side effects from any of my treatments because of early detection and knowledge.
Ironically, because of today’s confusion about screening, some survivors no longer believe they should be
screened after treatment, a major step backwards increasing the risk to those men who should be most on guard.

While battling my recurrence last year I lost two additional members of my family to prostate cancer. One, my
age, did not get annual PSA testing. The other, my uncle, because of his age was told by his doctor that he
would die of something else before prostate cancer. They both suffered horribly and needlessly. I also had
another uncle diagnosed and treated successfully for the disease during this time. Unfortunately, my family
situation is not unique but represents the real and chaotic multi-generational prostate cancer devastation within
high risk families across our country today.

Black America is suffering a prostate cancer epidemic where men die at a rate 2.5 times higher than for all other
men, At what stage the disease is detected, and with what knowledge, determine whether we live or die, and if
we live whether we have a good or poor quality of life. However some of the policies now being advocated
would accept this epidemic within Black America as “collateral damage.”
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Chairman Towns and members of the committee, I sincerely thank you for addressing the prostate cancer crisis.
We recommend that the policies and solutions for this significant health issue have a primary focus on those
most in need and implemented with a sense of urgency, an approach taken with most other diseases of this
magnitude. This is an approach that we believe will better serve all men. With a publicly clear well focused war
on prostate cancer, and a high level of leadership and priority within the federal government, our nation can
save countless lives, dramatically reduce suffering, and the overall economic impact of the disease.

1 sincerely thank the committee for the opportunity to provide this statement.
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PART Il

Written Testimony of
Thomas A. Farrington, Prostate Cancer Survivor, and
President, Prostate Health Education Network, Inc,

The Prostate Health Education Network, Inc., (PHEN) is a non-profit 501(c)3 organization. PHEN was founded
in 2003 by Thomas A. Farrington, a prostate cancer survivor and author of the books, "Battling the Killer
Within", and "Battling The Killer Within And Winning”". PHEN is governed by a board of directors, and works
with local advisory boards, partners and volunteers to assist with implementation of its programs and activities
around the United States.

PHEN’s primary mission is to increase prostate health education and awareness among African Americans.
Saving lives through early detection and eliminating the African American prostate cancer disparity is PHEN's
education and awareness goal. PHEN's mission also includes efforts to increase the overall support and
resources to wage a war on prostate cancer that will eventually lead to a cure for the disease.

In 2005 PHEN organized and hosted the first ever “African American Prostate Cancer Disparity
Summit.” This historic event was held in collaboration with U, S. Senator John Kerry (MA) and

U. S. Congressman Gregory Meeks (NY), and hosted in the Rayburn House Office Building. This summit is
now an annual two day event which assembles members of congress, medical and research leaders, prostate
cancer survivors and advocates to collectively address the prostate cancer epidemic. In 2009, for the second
consecutive year, the summit was an official session of the United States Congressional Black Caucus™ “Annual
Legislative Conference.” One day of the summit is now hosted in the Washington, DC Convention Center.

Why The African American Prostate Cancer Disparity? — This was a session held as part of the second
annual summit in 2006. The presentations and findings are very pertinent to the hearing topic:

“Prostate Cancer: New Questions About Screening and Treatment”
Presenting as part of this session:

James L. Mohler, MD - Roswell Park Cancer Institute

Matthew Freedman, MD - Dana-Farber Cancer Institute

V. Diane Woods, Dr.P.H., M.SN., RN. ~ Loma Linda University
Timothy Gilligan, MD — Cleveland Clinic

Issac J. Powell, MD — Karmanos Cancer Institute

Mr. Yussif Dokurugu - Florida A&M University

S el

1/4

One Adams Place, 8390
W

Strest, Suite 400+ Q

SMAB2ESS e ol TRIASTI230 o Pan TREARTTH

Praaits thomas o Prostuchleudihldiorg



29

PHEN

Prostate Health Education Network, Inc.

Each of the presenters outlined key findings resulting from their research projects that were related to better
understanding the key factors causing the African American prostate cancer disparity. Some of the findings
included:

1. There is a lack of communication between doctors and black men about screening and early detection,
More than half the doctors in one government funded study did not discuss early detection with their
patients and more than half the patients did not know why they should be screened.

2. A prostate cancer risk locus has been identified through genetic research that appears to be a stronger

effect at an earlier age for African American men.

Evidence suggests that prostate cancer incidence is higher in African men than African Americans

4, African American men are less likely to be screened for prostate cancer, be treated aggressively for
localized disease, be followed for PSA relapse after treatment, receive androgen deprivation therapy for
advanced disease.

[

Each of the presentations are available on PHEN ‘s website at http:/prostatehealthed.org/page php?id=66 in
addition the presentations are available as part of PHEN Television at
http://www prostatehealthed.org/phen_tv_video.php?tv_id=3

In addition to these presentations other research has established that African American men are detected for
prostate cancer at a later stage than white men. It has also been established that when black men and white men
are diagnosed with the same conditions (stage and Gleason score) and receive the same treatment then the
outcomes are the same.

The 2009 PHEN “African American Disparity Summit” addressed the subject:

Prostate Cancer Screening for African American Men

The Prostate cancer screening trial results released by the PLCO (Prostate, Lung, Colorectal and Ovarian)
project team in March 2009 propelled this issue into the forefront of public visibility prompting debates on
whether men should be regularly screened for prostate cancer. This session will presented an overview of the
African American prostate cancer crisis, examined the screening debate issues as they relate to

Addressing this crisis, and outlined a recommended set of early detection screening guidelines.

Session Moderator:
J. JACQUES CARTER, MD, MPH, Assistant Professor of Medicine, Harvard Medical School, PHEN
Medical Advisor

Presentations:

The PLCO Prostate Cancer Screening Trial Results:

Christine D. Berg, MD - Chief, Early Detection Research Group, Division of Cancer
Prevention, National Institutes of Health
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The National Comprehensive Cancer Centers (NCCN)

Position on Screening and Recommended Guidelines:

Mark Kawachi, MD -Chair of the NCCN Guidelines for Prostate Early Detection and

Associate Professor of Surgery, Urology and Urologic Oncology at City of Hope Comprehensive Cancer Center

The American Cancer Society Position on Screening

And Recommended Guidelines:

Durado D. Brooks, MD, MPH - Director of Prostate and Colorectal Cancers, American
Cancer Society

The American Urological Association Pesition en
Screening and Recommended guidelines:
Willie Underwood, ITI, MD, MS, MPH - Roswell Park Cancer Institute

The Impact on Public Policies:
Mr. Scott Williams, VP - Men’s Health Network

All of the presenters support early detection screening for prostate cancer for African American men. The
presentations are available on PHEN’s website at http://prostatehealthed .org/page php?id=83 and they can be
viewed on PHEN television at http://www prostatehealthed.org/phen_tv_video.php?tv_id=26

PHEN’s position and recommendation to the committee on the screening and treatment issues are that we use
the knowledge that has been accumulated over the past years and increase the focus on the African American
epidemic with the urgency and resources required to tackle a true epidemic which it is. This added urgency will
surely accelerated new developments to aid in the overall prostate cancer crisis which will be available to assist
all men. Efforts to minimize screening and early detection efforts because of the flawed PLCO study will be an
acceptance of the African American epidemic. This would be a tragic direction in the fight against prostate
cancer and one totally unacceptable to Black America,

Knowledge is the key prevention of prostate cancer deaths, PHEN has developed a national education and
awareness initiative which is outlined here. Knowledge is an important part of treatment for prostate cancer.
PHEN recommends that an audit assessment of the resources that are being allocated to prostate cancer
education and awareness relative to the overall needs be made, again with a focus on the needs of the men most
at risk and impacted by the disease.

PHEN’s Raily Against Prostate Cancer - The PHEN “Rally Against Prostate Cancer™ (RAP Cancer) initiative
combines the outreach teadership efforts of prostate cancer survivors, cancer center partners. the communications reach of
the internet. radio and television broadcasts for a broad and highly visible national movements to address the African
America prostate cancer crisis. With an incidence rate 60% higher and a mortality rate 140% higher than for all other men
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in the United States, black men are in desperate need of help in the struggle against prostate cancer. Dramatically
increasing the knowledge, awareness and support among these men at highest risk are the objectives of RAP Cancer

RAP Cancer Activities

The PHEN Survivor Network: PHEN mobilizes prostate cancer survivors to work together and assume leadership
roles in the fight against prostate cancer within their communities. PHEN empowers the survivor network members with
online tools, materials, PHEN TV programs, and other resources which leverage their valuable volunteer efforts to reach
men where they are; in their homes, at work, church, and other organizations.

PHEN Web Portal (www.prostatehealthed.org): The hub for communications and information for PHEN's online
and local grassroots outreach efforts. The Web Portal highlights activities in the various focus cities providing news,
information on screening locations and other important resources. The PHEN blog and online support community are
hosted on this site.

PHENTV, com: Online television programs featuring national leaders, survivors, celebrities and medical specialists.
These programs are produced by PHEN from presentations at its annual summit, meetings and guest interview
discussions. PHENTV.com serves as an important online education and awareness resource for the public, and a tool to
support the local outreach efforts of the PHEN survivor network members.

Community Television Outreach: PHENTV com programs are broadcast on community television stations in
cities nationwide, PHEN releases new programs monthly for regular broadcasts, These visible education and awareness
programs allow PHEN to educate men and their families at home, as never before done.

Radio Broadcasts: Members of the US Congressional Black Caucus, and others, have recorded PHEN radio
awareness messages which are broadeast on local radio stations across the country, These broadcasts reach their
constituencies who are at high risk for prostate cancer. PHEN also broadcast special radio programs with members of its
survivor network and medical specialists via its monthly radio program which broadcast in Boston on 106.1 FM and
worldwide on the internet at www TOUCHFM.org.

Student Outreach: PHEN recruits college students to use their computers as tools to view and discuss
PHENTV.com programs with family members who are at risk, and possibly facing prostate cancer. This initiative will
also inform and educate students about prostate health issues and related career opportunities that they can pursue.

On Father’s Day 2009, PHEN implemented its inaugural “Father’s Day Rally Against Prostate Cancer”
in partnership with 33 churches in Massachusetts, This groundbreaking and highly successful effort is the
model for a national rally on Father’s Day 2010 where more than one thousand churches are expec