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Natlonal/Prostate Cancer Coalltlon‘cg\} "

Working Together 1o End Prosiate Cancer c;g/Seriows Heal:k Concern for Men and Thelr Familles >

Fax

To:  DonnaGeisbert . " From: Flo McAfee

P 202-456-7431 , ‘ . Pajom 2 including cover
pm 202-456-5554 | . Dater U8

Re:  NPCC Leadership Traning Sessuon ”éc: ~ Jay Hedlund.\qresldant. NPCC

Durgent X Fnr Revisw [IPlease comm D Pisase Racycle

¢ Message:

Here are additional detalls regarding the National Prostate Cancer Coalition (NPCC) legislative session
on Monday, March 2. This session is part of a 2-day Isadership training session and lobby day
conducted by NPCC. Approximately 70 people will be attending including prostate cancer survivors, |
NPCC board members and advocates. The Legisiative Session will run from 9:30 am to 10:15 am.
The other speaker will be either Congressman Bilirakis or a member of his staff. Each speaker will
have 10 to 15 minutes to speak followed by 10 minutes of questions from the audience. Tom
Bruckman, NPCC's policy chalr and the executive director of the American Foundation for Urologic
" Disease (AFUD), will moderate the session and introduce the speakers. -

It would be maost helpful if Chris gave an overview of the Admlniétration‘s initistive on cancer research
and prov?dq any specifics on prosiale cancer.

Attached is a copy of the Monday agenda to give Chris an idee of the other aclivities taking place. On
Tuesday, the group has Hill meetings. They want to encourage members of Congress to increase
spending for prostate cancer research. NPCC is encouraged by the President's cancer initiative and
hopes that more money can be directed toward research on prostate cancer.

The session will take place at the following:

Locatlon' Doublstree Hotel, 1515 Rhode Island Avenue, NW (Note This ls two blocks up
from the Washington Post and Madlson Hotel on 15” Street.)

Room: Terrace West Ballroom (located on the main floor of the hotel)
Time: 9:30 am to 10:15 am

1 will be willing to meet Chris at the entrance of the hotel around 9:25. If need additional
information, please give me a call at (202) 463-9455 or over the weekend a{ P6/b(6) |

Thanks. .. - ‘ % ' . ) A . e

1156 15th Street, NW, Sulte 905 « Washington, DC 20005 « Tel: (202) 363-9433 « Fax: (202) 463-9436 » www.4npcc.org
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- * " National Prostate Cancer Caalition ‘
Leadership Training and Congressional Strategy Session
. Monday, March 2, Washington, DC
Doubletree Hotel 151§ Rhode Island Avenue NW

Te entat:ve Agenda 21"1 0/98

9:00-9:30 ‘ Wclcomeflntroduct:ons
E 77 Overview of the Agenda o
Jay Hedlund, President, NPCC o

9;30-10:15 | Perspectives on Legislative Environment *
;< e Tom Bmtkman, Policy Chair, NPCC
- o Chris Jennings (invited), White House
- o Congressional Staffer .

10:15-10:30  Break
10:30-11:45 Lobbymg Techmques
' ' Q&A *

- Vin Weber, Cla.rk & Wemstock

12:00-1:15 - - Lunch ‘ R
: ~ - - Introduction, Bob Samuels, NPCC Chmr
Speaker Col. Irene Rich

\\»ﬁ’ 1:30-3:00 - Grassroots Lobbymg Techmques or Medm Trammg Skills*
300330 Break | |
‘1"»:30-5:00 3 ) i ~‘Grassroots Lobbymg Techmques or Medla Tralmng Sk]lls*
. “,Dinrier s | On your own |

Optional Evéninvgv‘A ctii:ity Basketball Game, Washington Wizards v. LA Lakers, 7pm .
(Each seat costs $35. A Imuted number of 1 tzckets are available. Call 202-223-9541 x1 16
to reserve tickets.) ‘ , ‘ '

*For the aﬁemoon the full grcmp will be split into 2 smaller groups for interactive
training. Each of these sessions w:II be oﬁ’ered twice and wzll cover the same
mfomat:an S



FEB. 17 ' 98 (FRD) 17:44  NPCC T . 2024639456 . PAGE, 13 o

R , [ .. ¥ . .
e A : . . i

¢ .
Y -
sy Cow

[‘;?_ National Prostate Cancer Coalition

Working T;ge(he( to End Prostate Concer as a Serious Health Cfonmm._(qr Men and Their Families ‘

"To: Maureen Shea From: Afton Gauron - o » . ‘

. Fax: 4566218 - Pages: 3 . o
Phone: ,S“bate:fozhwa'.
Re: Chns Jennings mvrtahon cc. o | |

O Urgent x For Rovlow O Please comment D ﬂoésoﬁ"l!éply : o *

e CGmments.

Per: Flo's request | am forwardmg a copy of the mv:tahon that was sent to Chris
Jennings. We have changed the panel discussion to the moming from 9:30 — 10:15
am. | have let his scheduler know of the ﬁme change and we are awamng a reply If .
| can be of any help, please call. . , o

o et b,

- 1156 15th Street, NW, Suite 908 - Washington, DC 20008 » Tel: '(202) 463-9455 - Fax: (202 ‘ ‘ 6 » www.dnpcc.org
S 7 , N ) .
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[‘; @ National Prostate Cancer Coalition

Working Together to End Prostate Cancer as a Serivus Health Concern for Men und Their Families

February 5, 1998

- Chris Jennings
Deputy Assistant to the Presndem and
Senior Health Policy Advisor
Domestic Policy Office
The White House
1600 Pennsylvania Avenue, NW
Washington, DC 20500

Dear Mr. Jennings:

The National Prostate Cancer Coalition is encouraged by the cancer research
nitiative outlined recently by President Clinton and Vice President Gore. We believe
this important initiative can accelerate momentum toward meaningful breakthroughs.

’ We believe that prostate cancer, which has lagged as a cancer research priority in
the past, can benefit greatly by this enhanced federal commitment to cancer research.
That will only happen, however, if the public, Congress and the Administration put new
attention on the need for prostate cancer research. As yon know, while prostate cancer
constitutes 20 percent of all new non-skin cancer cases, less than 4 percent of federal
cancer research and awareness funds currently go to prostate cancer. a

We lodk forward to working with you and others in the Administration to ensure
equity for prostate cancer research as the nation goes forward with its major canccr
research 1nmanve

Toward that end, the National Prostate Cancer Coalmon wonld llke to invite
you, as part of a panel, to address a group of prostate cancer grassroots activists on
Monday, March 2, 1998 at noon at the Doubletree Hotel, 16" Street and Rhode
Island Avenue (Scott Circle). The panel will include a senior staff aide from
Capitol Hill and a representative from the Department of Defense congressionally
mandated prostate cancer research program. ’

The audience of about 75 people will include the Board of Directors of the
National Prostate Cancer Coalition, representatives of other national groups working on
prostate cancer advocacy and about 50 activists from around the country who will be in

' Washington for briefings, training and lobbying on prostate canccr issues.

‘Attendees would benefit greatly from hearing your views on the new cancer
research initiative and how they and the NPCC can work with the Administration to

1156 15th Sireet, NW, Suite 905 « Washington, DC 20005 » Tel: (202) 463-9455 » Fax: (202) 463-9456 - www.4npcc.0|;g
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ensure that the necessary funds are appropnated by the Congress to make the goals of
that plan a reallty We hope that you can join us..

We wnll be in touch with your ofﬁce to see if axrangements can be made for you’ .

to part1c1pate in this important bneﬁng

v

Sincerely,

Jay Hedlund
President and CEO



The Problem.

. This year over 210,000 men are expected to be diégnosed with prostate cancer and over
42,000 men are projected to die from this disease (virtually the same number of women
who die from breast cancer). Only lung cancer claims more cancer deaths for men.

. Prostate cancer does not manifest itself in most men until they have reached traditional
retirement age and, when it does, there are great disparities among minorities relative to
incidence. ' ' ‘

. In fact, fully 80 percent of those diagnoééd with this disease are over age 65. African

American men have an incidence rate over 35 percent higher than white men.
Interestingly, Asian-Americans have an incidence rate that is less than half of white
Americans. (Clinical trials are underway at NIH to determine the causes of these
differences.) : ;

Administration Agenda.

. Medicare Cancer Clinical Trials. This policy is particularly important for people with
prostate cancer b/c: - v

(1) Lack of participation in brostat_e clinical trials is a bbg problem -- some trials ha\:;e
been shut down. ' C o :

(2) Most peoplé get prostate cancer after 65 -- when elgible for Medicare.

«  Cancer Research Funding. The President’s budget includes a 10 percent increase in
cancer research fundng and 65 percent over five years.
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PROSTATE CANCER

BACKGROUND:

210,000 men are predicted to be diagnosed with prostate cancer this year, making
it the most common non-skin cancer in American men. It is only the second

"leading cause of cancer death for men (a second distant behind lung cancer) About

42,000 deaths are expected this year.

(Comparatively about 180,000 women will be diagnosed with breast cancer this
year and about 44,000 will die), - '

Eighty percent of the men diagnosed with prostate cancer are over the age of 65.
African-American men have an incidence rate about 37 percent higher than white
men. In addition, their mortality rate is twice as high of that of whites. Asian-
Americans have the lowest rate of prostate cancer.

BUDGET:
InFY 1998, NCI will spend about §84 million on prostate cancer, an 248%
increase since FY 1993, Breast cancer spending at NCI has increased 160% over
this same time period. However, the overall spending on breast cancer research at |
the NIH is much higher ($338.9 million in the President’s 1998 budget).
SUMMARY OF RESEARCH:

There are currently nearly 60 clinical trials being conducted on prostate cancer.
Studies are currently being done to understand why some races are more prone to
prostate cancer. It is believed that these studies will lend a great deal of insight
into the nature of this disease. There are also studies on the environmental,
dietary, occupational and genetic (see section on genetic research) on prostate
cancer. The study that is furthest along is a clinical prevention trial involving
18,000 healthy men over age 55 to determine if the drug finasteride can safely
reduce the risk of developing this cancer. This study also seeks to help better
define who is at risk for prostate cancer, and improve early detection and
screening technologies. '

There are also studies being conducted that seek to improve treatment for prostate
cancer, including an emphasis on reducing the side effects of treatment (usually
impotence and in older patients sometimes death). There has been some recent

_ progress in the treatment of prostate cancer, including a recent discovery that

hormone thérapy after radiation therapy can prolong disease free survival and-
overall survival of patients with locally advanced prostate cancer.



SCREENING RECOMMENDATIONS:

The PSA test for prostate cancer measures the level of prostate specific antigen
(PSA) in blood. It detects early stage tumors. However, it can lead to some men
receiving aggressive treatment for abnormalities found in the screening that do not
need to be treated. There is also a possibility that prostate tumors may remain
latent for a number of years. There is currently no ways to predict accurately

. which cancers will progress rapidly. The uncertainties that remain about which
men will benefit from treatment obviously complicates the issue of whether to
screen-asymptomatic men for the disease. Given the existing level of knowledge,
there are no recommendations on whether the men should screen. ‘

The American Cancer Society, CDC, and NIH dre working to develop guidelines
about prostate cancer. (FYI -- in a'conference in Houston in December -- for the
first time ever -- these three organizations are going to make a consistent
recommendation that prostate cancer screening should be an individual decision.
‘They will recommend that doctors and other health care providers should make
clear the pros and cons of screening. The primary focus of this conference is
prostate cancer in African-Americans.) '

NCI is carrying out the Prostate, Lung, Colorectal, Ovarian Cancer Screening
Trial -- one of the largest clinical trials in history with 185,000 participants -- to
assess the efficacy of screening for prostate cancer and other cancers. Recent sites
have been added to encourage participation of minorities.

GENETICS:

In a recent study of Ashkenazi Jews in the Washington, D.C. area that found three
specific alterations in breast cancer genes BRCAI and BRCA?2 also assessed
prostate cancer risk for men carrying BRCA1-or BRCA?2 alterations. Scientists
estimate that men with one of the alterations have a 16 percent chance of getting
prostate cancer by age 70, compared to,3.8 percent for non-gene carriers. Ina -
separate study, scientists narrowed down the location for the first prostate cancer
gene HPC1. It is estimated that one in 500 men carry an altered version of HPC1.
The gene once identified is expected to provide insight into the cause and
progression of both the hereditary and sporadic forms of prostate cancer.

CANCER GENOME ANATOMY PROJECT:

NCI has begun the Cancer Genome Anatomy Project the goals of which are to
‘build an infrastructure of resources, information, and technology to establish an
index of all genes that are expressed in tumors and to support the development of
new technologies to better understand these genes. The tumor type with the
highest representation in the early stages of the CGAP effort is prostate cancer.



PROSTATE CANCER PROGRESS REVIEW GROUP:

This group started in June is conducting a nine-month review to assess research .
opportunities in prostate cancer. It will also assess the activities of NCI in the
context of these opportunities and help set NCI's research agenda in prostate
cancer by identifying and prioritizing those scientific opportunities.

DEPARTMENT OF DEFENSE:

DoD was authorized to spend about $45 millionron prostate cancer research in FY
1997. This is the first time that DoD has been given money to spend on prostate .
cancer research. However, for the past five/six years they have been given money
to spend on breast cancer research. This year $112 million has been authorized
for this program. This program has been applauded by the cancer community and
the Institute of Medicine recently wrote a report praising it.. It is particularly -
popular because it involves breast cancer survivors and advocates on the panel
that determines grants. DoD is planning to announce the first grants in the next
few months. (Also FYT -- remember Jen K asked why we do not propose dollars
for these programs in our budget. I talked to DoD about this and they told me that
* they never ask for this spending because not within their overall mission).



VICE PRESIDENT GORE ANNOUNCES HISTORIC CANCER INITIATIVE
J anuary 29, 1998

“We've won a great many battles, but we know we can’t stop until we win the war. That is why, even as we
are balancing the budget and making tough cuts across the board, we must invest more in the war against

cancer. We must give America’s families new hope for a healthy future.”

-- Vice President Gore, January 29,1998

Today, Vice President Gore announced a historic initiative to step up the battle against
cancer. Building on the Administration’s support for legislation to prevent genetic
discrimination by health insurers and employers the President’s new cancer initiative
includes: :

. A historic $4.7 billion increase in spending in cancer research at the National
 Institutes of Health (NIH), a 65% increase over the next five years; and
. A groundbreaking initiative that explicitly provides coverage of cancer clinical

trials for Medicare beneficiaries.

More than 40 percent of Americans will be diagnosed with cancer during their lifetime and more than
20 percent will die from it. While scientists have made important strides in cancer, particularly in
childhood cancers, experts believe that we are at the cusp of important new breakthroughs in the war

against cancer that merit or justify a much greater investment in research that could lead to help better
* diagnose, prevent, treat, and potentially cure cancer.

Less than three percent of cancer paiients participate in clinical trials. Americans over the age of 65
make up half of all cancer patients, and are 10 times more likely to get cancer than younger
Americans. Many scientists believe that higher participation in clinical trials could lead to faster
development of therapies for more of those in need, as it often takes between 3 and 5 years to enroll
enough partiéipants in a cancer clinical trial to make the resﬁlts scientifically legitimate and statistically
meaningful. Furthermore, older Americans frequently cannot participate in cutting edge cancer clinical
trials because Medicare daes not pay for such treatments until they are estabhshed as standard
therapies.

Historic Increases in Cancer Research at the National Institutes of Health. The Vice President
announced a 65 percent increase in funding for cancer research at the NTH over the next five years.
This is part of the President’s proposal for an unprecedented $1.15 billion increase at the NIH in
FY1999 and a nearly 50 percerit increase over the next five years.

. Unprecedented new investment of $4.7 billion in cancer research over five years. In 1999
alone, the Administration is proposing a 10 percent increase in cancer research and by 2003, the
NIH will sperid $4.8 billion on cancer research. A significant and new increase in research has
great potential to improve early detection and diagnoses of cancer; speed the discovery and:
development of new cancer drugs and devmes, dramatically increase adult participation in clinical
trials; and provide all cancer patients ‘and their care givers w1th easy access to the latest
information on treatmg their disease. -



| Investment will support cancer research throughout the NIH.  Almost 90 percent of the
cancer research money will be supported at the National Cancer Institute, but the initiative will
also involve new and enhanced activities in at least twelve other Instltutes of the NIH, such as
the Human Genome Project.

Coverage of Cancer Clinical Trials for Medicare Beneficiaries. The Vice President also announced
that, for the first time, Medicare beneficiaries would be ‘able to have the patient care costs associated
with cancer clinical trials explicitly covered through a new demonstratidn. This would give Medicare
beneficiaries access.to cutting-edge treatments and encourage higher participation in clinical trials.

: . _ . L

. Gives Medicare beneficiaries access to cancer clinical trials. The Administration’s proposal
would establish a three-year demonstration program for Medicare beneficiaries, to cover the . /
patient care costs for those who participate in certain federally-sponsored cancer clinical trials.
The proposal is based on NIH-sponsored clinical trials but will allow for determination of the
eligibility of an alternative set of trials by the Secretary of Health and Human Services within the
same funding constraints, with the advice of the Institute of Medicine’s National Cancer Policy
Board. The President’s budget would establish a three-year demonstration program, specifically
for Medicare beneﬁmanes to cover the patlent care costs for those who participate in cancer
clinical trials.

. Administered through HCFA for Medicare beneficiaries, but has no impact on the
Medicare Trust Fund. The demonstration would be-administered by the Health Care Financing
Administration, which administers Medicare, but would be funded by $750 million in receipts

from tobacco legislati,o‘n; It would therefore have no effect the financial condition on the Medicare
Trust Fund. The proposal includes a review and evaluation of the demonstration by the Secretary
of Health and Humah Services, in consultation with the Institute of Medicine's National Cancer
Policy Board, to consider whether to extend and/or expand the demonstratlon no later than 30
months after enactment.

. Builds on the bipartisan legislation in the Congress. Senator Mack and Senator Rockefeller
and Representative Nancy Johnson have taken leadership in this area by proposing similar
legislation that would provide cancer clinical trial coverage for Medicare beneficiaries. The
Administration looks forward to working closely with these leaders, as well as other Members of
Congress, on this important issue.
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FRIENDS OF CANCER RESEARCH HAILS
ADMINISTRATION CANCER RESEARCH FUNDING INITIATIVE

The Friends ol Cancer Research today hailed President Clinton and Vice
President Gore's proposal to increase cancer research funding for Fiscal Year 1999 as “a
significant step forward in the fight to eliminate cancer.” The President announced the
initiative in his State of the Union address on Tuesday.

“Too many of us have watched those we love suffer and lose their lives
-prematurely o cancer. Right now, the main obstacle 10 new discoveries to end that A
suffering is money,” Dr. Sipal said. “There are promising new therapies that aren’t being
tested because we simply don't have the resources. Four oul of five approved rescarch -
proposals go unfunded -- proposals that may contain the breakthroughs we need io make
a differencc. We saluie the President and Vice President for making increased cancer
research funding a top priority and look forward to working with them to make the
proposal a rcality.”

“We also support the Administration’s proposal to offer clinical trials to Medicare
patients,” Dr: Sigal said. *This pilot program will not only give hope to many cancer
patients around the country, but it will help advance cancer research.”

The Friends of Cancer Research is-a non-profit organization formed 10 spearhead
a public awareness campaign aboul the importance of cancer research. Tt has successfully
reinforced that message with key policymakers and media both directly and in partnership
with the Creative Community Task Force on Cancer.
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Narmonai. BREAST CANCER COALITION

« a gprassroors advocary effort

Statement of the
National Breast Cahc'er Coalition
in support of the _
President’s Initiative to Establish a
Medicare Cancer Clinical Trial Coverage Demonstration Project

January 29, 1998

The National Breast Cancer Coalition (NBCC) applauds President Clinton and his
Administration for their support of 8 Medicare Cancer Clinical Trial Coverage Demonstrauon
Pro;ect and their continuing commitment to eradicating breast cancer.

The Clinton Administration's proposal is vitally important to every aspect of breast
cancer - 10 making certain that we learn how to prevent the disease, cure it and best treat it and
insuring that managed care and insurance companies make decistons on the highest quality
scientific evidence and not just cost.

The Clinton Administration has steadfastly supported thc'goa!s and mission of the NBCC
during the past five years. This Administration recognizes that breast cancer is not just an issue
for one month, but an ongoing crisis. Their work has helped make finding the cause of and a

" - cure for breast cancer a national priority by 1 mcreasmg research efforts and i unprovmg current

breast cancer pohcy

Today’s annoimocment of the Medicare Cancer Clinical Trial Coverage Demonstration

- Project further establishes the Administration as the leader in the effort to create national policies

B Sy 18]

which will lead to the eradication of breast cancer. Without clinical trials we simply will not
move forward in our efforts to eradicate this disease. It is only through encouraging increased
research and incorporating the use of evidence-based science and new technology in treating
patients that we will be able to find the urgently needed answers about breast cancer.

_The unparalleled contribution made by clinical trials to the progression of evidence and
science based medicine and health care, clearly illustrates the need to provide insurance coverage:
for patients enrolled in clinical trials. The proposed demonstration project, which offers
reimbursement for out of pocket expenses to Medicare patients, is the first critically needed step
toward providing coverage to all clinical trial parucxpants

7 L Strecr, NW, Suice 1obe, Washington, DC 20036 phone: (202) 206-7477 fax: (202) 265-6854 hrep:/fwww.natlbee.org
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Because we still do not know the cause or have a cure for breast cancer, the NBCC, a
grassroots advocacy organization made up of over 400 organizations and hundreds of thousands
of individuals, is dedicated to the eradication of breast cancer. The NBCC's goals are (1) to
increase the federal funds available for research into breast cancer and to focus research on
prevention, on finding the cause of and a cure for this insidious disease; (2) to make certain that
all women have access to the quality care and treatment they need, regardless of their economic
circumstances and (3) to increase the influence of women with breast cancer in the decision
making that effects their lives. On behalf of the 2.6 million women living with breast cancer,
with the ongoing exceptional commitment of President Clinton and support from our friends in

- Congress, the National Breast Cancer Coalition will continue to work to make this proposal
reality. '
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AMERICAN ASSOCIATION FOR CANCER RESEARCH INC.

PuBLIC Lsmzn BUNDING » SUITE B26

150 SOUTH INDEPENDENCE MALL WEST
FPHILADELPHIA, PA 15106-3403

TELEPHONE: (215) 440-8300 » Fax: (215) 440-9313

MARGARET FOTI, Pn.D.,
EXECUTIVE DIRECTOR

Embargoed ' A Contact: Jenny Anne Horst-Martz

For Release: January 29, 1998 AACR |
. (215) 440-9300

E-mail: horst@aacr.org

American Association for Cancer Research
Salutes Presidential Initiative on Cancer

PHILADELPHIA - The American Association for Cancer Rescarch (AACR) today hailed
President Clinton"stannounc‘ement, made during the State of the Union Address on Tuesday,
that he would seek a large“ increase in funding for the National Institntes of Health, and
specifically the National Cancer Institute (NCI) to specd new developments in the battle

against cancer.

AACR President Dom;ld Sv. Cofféy, Ph.D., had ’written to President Clinton and Vice
President Gore in December to urge that the Administration propose a significant increase in
funding for the NCI, and more than 30 other cancer orgamzatlons endorsed this request. "We
,’aIc dehghted about the new cancer research initiatives just announced by the Clinton |
Administration. Make no mlstakc,about it, the commitment of President Clinton and Vice
President Gore to cancer research will save thousa.nds'of lives, and we are deeply gratéful to
them for their leadership and vision," Dr. Coffey stated. "We look forward to working with

- the President, Vice President, and Membcm of Congress to ensure that th‘cse funds are
realized in the FY 1999 budget.”

-Tore-


mailto:horst@aacr.org
http:PHILADEI-PHIII\.PA

Dr. Coffey noted that the Nation’s past investment in cancer resecarch has been meager as
compared with the enormous cost of cancer. “The United States spends over $100 billion
each year to deal with the effects of cancer, but we have spent ohly a little more than $2
billion annually to figure out how to prevent and cure this horrible illness,” Coffey stated.
He noted that cancer has a devastating effect on families, and thus the President’s
commitment to enhancing cancer research will be welcomed across the Nation.. “This new
 initiative is an important first step toward providing the gravely need§d resoufces to mount a

* “real war on cancer’ that will result in victory over this terrible disease.”

Dr. Coffey emphasized that the eradication of canccriis within fescarchers’ sights. "Research
has already found the cure for several forms of cancér, including some childhood cancers that
" were once considered uniformly fatal. Expanding the research effort through additional
funding will cure or prevent the remaining cancers," he stated. |

Founded m 1907, the American Association for Cancer Research (AACR) is a professional
society of more than 14,000 laboratory and clinical séientists engaged in' cancer research in
the United States, Canada, and more than 60 other countries. The AACR’s principal activities
include fostering advances in cancer and biomedical research through programs that promote |
scientific communication and science education and training, organizihg scientific meetings

for the presentation of new and significant discoveries in the cancer field, and publishing four L
major peer-reviewed scientific journals (Cancer Research, Clinical Cuncer Research, Cell

Growth & Differentiation, and Cancer Epidemiology, Biomarkers & Prevention).

g



SOCIETY

Tanuary 29, 1998

The Honorable Albert Gore, Jr.
Vice President of The United States
- The White House -

Washington, DC 20500

Dear Vice President Gore:

The American Cancer Society commends you for your leadership in bringing forward two critical
cancer initiatives - a significant increase in cancer research funding, and a demonstration program
covering patient care costs for those Medicare beneficiaries enrolled in NIH-sponsored cancer -
clinical trials. These initiatives represent an important step in our national efforts to mount a new
attack on cancer through a revitalized National Cancer Program.

The proposal to increase funding for cancer research at the National Cancer Institute is a critical |
component of this effort. The American Cancer Society and others have called for-this increased
investment in order to move today's knowledge about cancer more rapidly to the next level of

- breakthroughs, exploiting in particular our understanding of molecular biology and genetics and
to enhance clinical research efforts. An expanded cancer research initiative must also include
continued study of individual and social behaviors to develop more effective cancer interventions
and define information needs -- for the public and cancer survivors alike, and stepped up efforts to
translate research findings into cancer fighting tools available to all Americans. We applaud this
announcement, and support its intent, but call on the Administration and Congress to more
broadly define our investment in cancer research so that we are fighting cancer on all fronts - not
;ust m the laboratory

. The Society has long advocated for full coverage of all costs of parncrpatmg in cancer chmca]
trials - often the best treatment option for those patients for whom standard therapies are not
satisfactory. The proposed new Medicare demonstration project for coverage of clinical trials will
ensure that more older Americans have access to a wider range of new and potentially effective
treatment options. We commend the Administration’s commitment to expanding the
demonstration project to include other quality cancer clinical trials if recommended by the
National Cancer Policy Board. The American Cancer Society believes that all Americans
should have access to high quality cancer clinical trials, and have been working with Senators
John Rockefeller and Connie Mack to enact legislation that would establish a broad benefit under
Medicare for coverage of costs under all approved, quality cancer trials.

701 PENNSYLVANIA AVE., N.W;, SUITE 650, WASHINGTON, DC 20004 « 202-661-5700 o FAX 202-661-5750
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Last year, we marked a twenty-five year turmng point in the War on Cancer, mth the
- announcement of the first sustained downturn in deaths from cancer - a direct result of steady, but
uncoordinated efforts to apply the knowledge that basic research has brought us in three mam
areas: cancer prevention, early detection, and improved treatments. The American Cancer
Society believes that we can accelerate this trend significantly by the year 2015 - perhaps cutting
 the rate of lives lost to cancer to half the current rate. To achieve those goals the ACS appointed
a Blue Ribbon Advisory Group and asked them to examine community cancer control both inzide
the Society and throughout the nation. The Society intends to provide national leadership in
formulating a plan that helps us reach those goals, and has fully committed our organization s
resources to meeting these goa]s, in collaboratxon with our cancer ﬁghtmg partners in the public
and private sectors. _ ‘

Finally, this'announcement reinforces the important message that cancer is a national priority.
More than 1500 people die each day from cancer - that is a national crisis which deserves our
immediate response as a nation and must be funded accordingly. Asyou are aware, the American
Cancer Society is fighting to enact bipartisan comprehensive national tobacco control legislation
that will protect children and the public health. We must support our National Cancer Program,
including the proposals you are announcing today, and top priority should be given to see that
these initiatives move forward, mdependent of fundmg provided through any national tobacco
control leglslanon

" Thank you for your leadership.

incerely, |
ba—u) ?osw?‘-/L
David Rosenthal, MD
President
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January 19, 1998
. Letters to the Editor

PROSTATE CANCER, A CASE OF DEADLY NEGLECT

In December 199 7, Pxesndent C[mton, with hohday rcﬂections on the loss of his mother to breast cancer,
- outlined Medicare reforms that will make cancer screening less expensive for the 39 million Americans.
Beginning in January 1998, under the 1997 Balanced Budget Act, Med:care wﬂl cover the costs for regular
: tests for brcast cemcal and colorectal cancer

" There has been a glanng omission in this act In 1997 almost 42,00 Amencan men died of prostan: cancer.
However, screening for this deadly disease will not go into effect until January 2000. The act inexplicably -
singles out and delays prostate cancer screening coverage under Medicare until January 2000, 'I'herc isno

: scxentlﬁc medxcal or loglcal basis for this delay v -

- The National Prostate Cancer Coalition (NPCC) strongly suppons HR 2639, legxslatlon mtroduced by
Reprcsentatwc John Murtha to provide that Medlcare coverage for annual screening for prostate cancer
begm in 1998 A

| Thc National Prostatc Cancer Coalmon supports this cntlcal leglslatwn to advance prostatc cancer
screemng covcrage to 1998 for thmc reasons. : S

‘ Flrst the key for surviving prostate cancer is early dxagnosns and treatment Whﬂe detectlon can be
- difficult and there needs to be more research money to improve diagnostic tests and treatments, annual
.- screenings under Medicarc are extremely important tools for men and their doctors for combating the
‘disease. Congress has already. recognized the importance of annual screenings by coverage starting in the
year 2000 Thxs ﬁrst step of wly dxagnosns is critical, because hmlth care delayed is health care denied.

Second, there is no ]ustnﬁcatmn for delaymg screemng unnl the year 2000 The Ba]anced Budget Act
of 1997 provides for annual screening for breast cancer, diabetes, osteoporosis, pap smears and pelvic
exams starting in January, but singled out prostate cancer for delay until 2000. In the meantime, an
additional 12,000 men each year will be put at unnecessary risk from prostate cancer that may go

* undetected because of this two-year delay. thz simply, movmg annual screening under Medicare to 1998
can help save thousands of men. One of them may be you -- your son, your father, or your husband

Third, a sxmple fact regardmg men’s health is that too many men put off or avond going to the doctor

Too often this attitude hurts their health and takes their lives. By putting off annual prostate screening

coverage, Congress is making the same health mistake too many individual men make - and nskmg the hves
. of thousands of constituents. o . : S

Office of the Chazrman ' ‘ V
8509 Woodwick Court * Tampa, FL . 33615 - Tel @13 886-2171  Fax: (813) 886-2522 - bsamuels@ste.net
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Coosnder thwe statxsncs
® Prostate cancer is the second leadmg cause of death of men in America
[ Every 90 seconds a man will be diagnosed with prostate cancer in this country
m ' Every 14 ¥ minutes a man will die of prostate cancer
" & In 1997, more than 210,000 men were diagnosed with prostate cancer
u During 1997, 41,800 men died of prostate cancer. -
. Prostatc cancer dcath rates are Ewme as hxgh among Afncan Amencan maies

More men than ever are now bemg dlaguosed thh prostaxe cancer in thclr 50‘3 and 60's — in the prime of ‘

their lives: The physical, emotional and financial toll on these men, their families and society is incredibly
high. In 1996 the estimated cost of prostate cancer was about $3.7 billion .. $2 billion was for hospital and
physician care .. $200 million for nursing home care and $200 million for prescription medicines.. The
remaunng $l 3 billion represent losscs to famihes and to soc:ety in expenence producnvnty and wages

Yet, prostate cancer receives s the least ﬁxmimg per patient of all the major cancers, only 3. 6!% of all cancer
research funding. Put another way, prostateé cancer.accounts for 25 percent of all newly diagnosed
cancer cases each year, butreceives just 3.6 percent of the federal dollars for cancer research. .
_Research funding for disease is never adequate but when compared to the funding dedicated to other | major
diseases like $550 million for breast cancer, and $1. 6 bn]hon for AIDS $80 mllhon for prostate cancer is
clearly underfunded ; .

We are working at the stateAlé"vcl with our elected officials to develop support for prostate cancer. Florida -
has the second highest incidence of prostate cancer in the country. During 1997, 25,400 men in Florida

- were expected to be diagnosed with prostate cancer. That is twice the incidence rate of breast cancer. And

. yet, according to the 1998 Florida Cancer Control and Research Advisory Council’s Florida Plan: “At this
time, there are no federal or slate-funded progmm relatmg speaﬁcally to prostate cancer.”

While we support the ﬁmdmg for mearch in breast cancer and AIDS two diseases Wlth sumlar number
of annual deaths as prostate cancer. But if funding does not- dramanmlly increase, tens of thousands of men

* each year could dic while mscarch that could lead to a cure or bettcr treatments Iangulshes This is

unacccptable

Wc nwd your help taodayf 1invite you to join with us to urge Congxess to mcrease fundmg for prostate
~ cancer research and to start Mcdlcarc prostatc cancer screunng in 1998.. . |

Bob Samuels Chanrman :
National Prostate Cancer Coalition
Tampa-313-sss-2171 - Washmgton ~sss-245-9455
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JAY ROCKEFELLER, |
U.S. SENATOR FOR WEST VIRGINIA
WASH:NGTON OFFICE, PHONE (202 ) 224 -6472 » CHAF?LESTCN OFFICE ( 304 ) 347 ~ 5372
IMMEDIATE RELEASE Contact: Kassy Kelley
January 29, 1998 , (202) 224-6101

ROCKEFELLER, GORE ANNOUNCE HISTORIC PUSH IN WAR AGAINST CANCER

WASHINGTON — At the White House today, U.S. Senator Jay Rockefeller joined Vice
President Al Gore to announce a historic, two-pronged initiative to step up the nation’s battle against
cancer. Gore announced that President Clinton would propose a $4.7 billion increase in funding for
cancer research at the National Institutes of Health (NIH) and would support Rockefeller’s initiative to
expand Medicare to cover chmcal cancer trials for its recipients.

“Today’s proposal will have a profound impact on the lives of thousands and thousands of cancer
patients and their families,” Rockefeller said. "My view has always been that every cancer patient
should have access to the best treatment available. Unfortunately, as we all know, that’s not always the -
case. But the proposal announced today will help elderly cancer patients get access to some of the most
effectwe clinical trials in the world. That’s smportanl progress.”

v More than 40 percent of Americans will be diagnosed with cancer during their lifetimes, and .
more than 20 percent will die from it. Medicare beneficiaries account for more than 50 percent of cancer
cases, and for 60 percent of the half-million Americans who die of cancer each year. Scientists have
made important strides toward fighting many cancers, but a long road still lies ahead. Today’s
announced $4.7 billion increase for cancer research at NIH — a 65% increase over (he next five years —
boosts the potential of improving early detection methods, speeding the discovery of new cancer drugs -
and treatments, dramatically increasing adult participation in clinical trials, and providing all cancer
patients and their care givers with easy access to the latest information on treating (heir diseases.

Last year, Rockefeller and Sepator Connie Mack (R-Fla.) teamed up to introduce the “Medicare
Cancer Clinical Trials Coverage Act of 1997," upon which the Clinton Administration is basing its own
clinical trials proposal. That legislation would plan would direct Medicare to cover the patient costs
associated with NIH-sponsored cancer clinical trials, ensuring beneficiaries have access to cutting-edge.
treatments.

“We’ve won a great many battles, but we can't stop until we win_fhe war,” Gore said. “That is
why, even as we are balancing the budget and making tough cuts across the board, we must invest more
in the war against cancer. We must give America’s families new hope for a healthy future.”

14 LI I S EL NS RS R



, ~Fighting cancer 1s tough enough. Irealment should be determined Dy wWnat g1ves UIC pauciis e
best shot at beating the disease, not what Medicare may or may not cover,” Rockefeller said. “This
proposal will atlow our scientists to conduct groundbreaking research, and it will help elderly cancer

_patients benefit from the high-quality medical treatments that result from that research.” :
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FOR IMMEDIATE RELEASE , CONTACT: Jim Whitey
January 29, 1998 , (202) 224-6101
Statement by U.S. Senator Jay Rockefeller (1)-WV)

White House Announcement of the Clinton Administration’s
Proposal to Improve Access to Cancer Clinical Trials
for Medicare Bencficmnes

What a way to start the day. More cancer research and better access to cancer clinical trials
for the elderly.

I'm very pleased that the Administration, behind Vice President Gore’s and Secretary
Shalala’s leadership, is fighting for major increases in cancer research funding and lmpmved access
to cancer clinical trials for Medicare beneficiaries.

[ have the same optimism about the Administration’s push for strengthened efforts to battle .
cancer this year as [ did about its effort to expand kids’ health care coverage last year.

~ Asthe Vice President laid out, there is real money in the Administration’s budget for cancer
clinical trials. I'm going to fight hard for this and I know my colleague Connie Mack, who has been
such a leader on a whole range of cancer issues, will be right there w'ith me.

This proposal will have a profound impact on the lives of thousands and thousands of cancer
patients and their families.

: My view has always been that every cancer patient should have access to the best treatment
available. Unfortunately, as we all know, that’s not always the case. But the proposal announced
today will help elderly cancer patients get access to some of the most effective clinical trials in the
world. That’s important progress. '

As we have heard this morning, the Adm1mstran0n s budget will provide Medicare coverage
to cancer patients participating in a National Institutes of Health-sponsored cancer clinical (rial.. -
After a year, the National Cancer Policy Board would make recommendations to the Secretary of
Health and Human Services, expanding the list of eligible trials.- :

Battling cancer is difficult enough. Treatment should be determined by what gives the
* patient the best shot at beating the disease, not by what may or may not be covered by Medicare.
*And today’s announcement is an important step toward reaching that goal.
One of every four deaths in the United States is caused by cancer. Of the estimated half-
million Americans who die from cancer each year, 60% are covered by Medicare. We cannot
underestimate the need for a major, major effort in this area.

b Basically, we’re saying today that if you enroll in a NIH—sponsored clinical trial because it
offers you the best treatment option, you will receive Medicare coverage to cover the same costs,

such as hospital and physician fsc: that would be covered outsids 0f f rial ﬁcmng. Thav's very

cxuhng
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As many of you may know, legislation [ introduced with Senator Mack last year goes further
than what the Administration is proposing, but [ am truly excited that this issue has been put on the
list of Presidential priorities. And [ want to again applaud the Vice President [or working so h.ard
to bring this about. Thank you

it
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Floor Remarks
Senator Jay Rockefeller
January 28, 1998

Last night, President Clinton gave us in his State of the Union speech a road map that 'm
convinced is exactly where thc Amencan people want Congress to head as we start this new
session. ‘

Thanks to his leadership, we have good news to celebrate and the foundation to make
even more progress for Americans and the country. We are finally done fighting abour whether
or when to balance the budget — instead, before our eyes, the federal deficit is rapidly
disappearing and turning into the first balanced budget for thirty years. Our economy is in the

_best shape it’s been in for years — inflation, interest rates, and unemployment all are down.

And none of this — a balanced budget, lower crime rates, a stronger economy — have
happened by magic or by accident. Since 1993 when the President rallied Democrats on our own
to pass a bold plan to slash the deficit, until last year when he brought together Democrats and
Republicans to finish the job, tough decisions and hard work have been the only way to get these
rcsults

Now, we must go forward and take on the next challenges. The President laid out in his
speech the priorities and the dreams of Americans that spell out much of the work to be done,

Americans of all generations now look at the next century on the horizon, and want to be
ready. Parents want their children to get the best education possible. Workers nearing retirement
want the security of a good pension and decent health care coverage. And those who fall into the
Baby Boomer and younger generations wonder whether there will be anything left over in Social
Secunty and Medicare for them.

- As Presuient Clinton said last night, we now have the opportunity to act on these and
other needs, and we should get to work right away.

Like the President, I want this Congress to press on with the idea that all Americans need
and deserve access to affordable, quality health care. We made a tremendous leap last year by
passing a programn of $48 billion to get up to 5 million children insured over the next ten years.
In West Virginia, our Govemnor is leading the way to grab this opportunity and work with our
legislature to put a plan into place so that our uninsured children will get good coverage and
good medical care. Insunng our children is as fundamental to a future of economic growth and

‘ prospenty as decent roads or lnvestmg in technology

- The President laid out the next steps for health care. It’s our time to pass legislation that
ensures the most basic rights for Americans when they’re in managed care. We’re going to hear

1
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insurance companies and their lobbyists run the same old ads with scare stories about "mandates”
and “big government.” But listen to the American people this time, and take your direction from
them. They know that expecting access to specialists, to an ambulance, and to confidentiality
about your medical records are far from over-reaching. This is called basic decency.

It’s time to recognize the special problems and needs ot people over 55, but who aren’t
old enough to get Medicare. Close to 15% of these older Americans are uninsured — at an age
when you're more likely to have health problems and when insurers turn you away flat or charge
the impossible. : : :

The President has given us a proposal on what we can do for these very people — many
who have watched their employers drop their retiree health benefits and downsize them out of a
job. We should act on this for the people who need us to address these problems.

And we have a Commission on Medicare’s long-term future with a charge to look even
further ahead, so that the next generation and the generations after that can count on quality
health care and a secure retirement.

[ will serve on that Commission, with members from both houses on both sides of the
aisle. And when ] heard President Clinton urge Congress to resist spending any surplus until we
fix Social Security, [ applaud the idea and I add Medicare to our challenge. Through the work
we did in the balanced budget bill, we have extended Medicare’s solvency for another ten years.
But the Commission must come to grips with the realities facing Medicare after that, and figure
out how to sustain one of this country’s greatest achievements of all — health security for all of
aur older citizens. ' -

I hope that all of my colleagues in the Senate will look at the year with the focus, the
energy, and the sense of direction that we heard in the President’s speech last night. We know
the ingredients that went into balancing the budget, reforming welfare, and making the
commitment to insure our nation’s children. We now must go forward, so our children get the
best education possible; so parents get help like child care to juggle work with family

- responsibilities; so decent health care isn’t subject to the whims of claims processors or the
harsh effects of losing a job after age 55; and so we do the work now to shore up and strengthen
Medicare and Social Security, to continue their role in making all of our generations feel secure.
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PROSTATE CANCER

THE NUMBERS

Prostate cancer is the most commonly diagnosed cancer
among American men and the second leading cause of cancer
death. ' :

* Projected 1997 Incidence- 210,000
* Projected 1997 deaths- 42,000 %5 oL

* Incidence Trends-
o0 176% increase from 1973-93
o Sharp increase from 1989-93
o Downturn in incidence since 1993
* Mortality Trends- -
o 23% increase from 1973-92

‘72. Years.

* Death Rates by Age Groups

* Survival-
o related to stage at diagnosis
local stage- 10 year survival, 75%
distant stage- 10 year survival, 15%

RISK FACTORS

* Age X
* Family History
* Others, diet?????

EARLY DETECTION TOOLS

* Digital Rectal Exam (DRE)
* Serum Tumor Markers
o PSA (Prostate Specific Antigen)

* Evaluation of the effectiveness of screening- Lack of
scientific evidence that screening saves lives

SCREENING RECOMMENDATIONS

* Lack of a recommendation- U.S. Preventive Services Task
Force, Canadian Preventive Serxrvices Task Force, American
College of Preventive Medicine, and American College of
Physicians

* Posgitive recommendation for screening- American Cancer

Society and American Urological Association



V. TREATMENT OPTIONS

* Watchful Waiting
Radiation therapy
* Radical prostatectomy

*

* Side effects of treatment
* Evaluation of the effectiveness of treatment options-
lack of evidence
VI. THE SEARCH FOR ANSWERS
* PLCO Trial- NCI: Does screening reduce mortality?

* PIVOT- VA, compares the effectiveness of watchful
waiting and radical prostatectomy
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Announce Long-Term Care Initiative. important, but relatively unaddressed, effect of the
aging of the Baby Boom generation is the fncredible strain it will place on long-term care

systems. The President could announce g initiative to: (a) encourage private savings and

insurance -- offer long-term care insurance through Federal Employees’ Health Benefits Plan;

and (b) provide assistance to families that care for their elderly parents by providing respite care
tax credit (still in development). This announcement could coincide with the release of a DHHS
study documenting the impact and strain of caregiving on families. Note: because the tax credit

has budget implications, it has to go through an NEC/DPC process before going forward| Ce? m:zg )
. Al d

Approve the 25th State Children’s Health Insurance Program. As of June 19, 20 states have
had their plans approved; within the next two to three weeks, we will have hit the 25th -- half of
the states, maybe 2.5 million children estimated to be covered by the states (still checking). We
could release another progress report, maybe bring in the Governors, or bring in families who
have already been helped by the program.

Linking Race and Health Initiative with Children’s Health Outreach. Nearly half of the
children eligible but not enrolled in Medicaid are minorities. In conjunction with a release of an
HHS report that includes successful models for outreach for uninsured minority children, we

- could announce (a) clarifications of Medicaid eligibility (i.e., possibly the public charge issue

. and the lack of a requirement of parents SS numbers) that will make families with immigrants
less worried about enrolling their children; (b) Hispanic language outreach messages and
materials; and ( ¢) a public-private partnership to enroll hard-to-reach children (e.g., get
commitments U.S. Soccer League, minority religious organizations; etc.)

Announce Allowing All States to Cover Two-Parent Families in Medicaid. We will
hopefully be able to bridge an impasse about publishing the “100-hour rule” reg. This will allow
the 17 states who did not have an 1115 welfare waiver before welfare reform to have the option
of expanding coverage to two-parent families under Medicaid.
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Natlonal Prostate Cancer Coalltlon

 Working Together 10 End Prostate Cancer as Serious Health Concern for Men and Their Families

1156 15“’ Street, N.W. Washmgton, DC 20005

" Date: January 13,1998

To:  Chris Jennings Fax:  (202) 456-7431 |
From:  JayHedlund = Phone: (202) 463-9455

Fax:  (202) 463-9456

Number of Pages: §
(Including Cover SI;eet)

. Thisis for your pernsal Please feel free to contact me or my assxstant, - ; o
Brian Moran, if you would like addmona] mformatlon

Thank vou
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) [‘?— Natlonal Prostate Cancer Coalltlon

. Working Toge!ker 10 End Pmrcte Carecer as a Senous Heahh Concern for Men and Their Famrhec

'MEMORANDUM

VJanuary 12, 1998 |

- To: . Chris Jennings
.~ Deputy Assistant to the President and Semor Health Policy Advisor N
. Domestic Policy Ofﬁce B
- From: - Jay Hedlund - '

- ~ President, National Prostate Cancer Coalition

Re: - Why Prostate Cancer Needs to be a Natmnal Health Prlority ‘

‘As the President prepares his positions and remarks for thc State of the Union address
and his FY 99 Budget proposal, the following points on prostate cancer may be relevant
regardmg his views on mcreasmg the federal commitment to bm—medlca] research.

" e Prostate cancer is the most frequently diagnosed non-skin cancer in Amenca and the
second-leading cause of cancer death of American men (behind lung cancer).
Prostate cancer represents more than 30 percent of all cancers in men.
- & Prostate cancer accounts for approximately 20 pcrccnt 'of all new rion-skin'cahccrs,
“but receives less than 4 perccnt of federal cancer research fundmg

& 209,000 men were diagnosed wuh prostate cancer in 1997 and 41 800 men died of the
‘disease. About 20 percent of prostate cancers are now occurring in men between the
ages of 40 and 60.

. Prostate cancer has a particularly devastating impact in the African-American
cornmunity Affican-Amencan men have the highest prostate cancer incidence rates
in the world. The mortality rate from prostate cancer for Aﬁacan-Amencan men is
more than twice that of white Amencan men.

‘¢ In 1996, approxxmately the same number of hves were lost due to prostate c’ahcver,’
breast cancer and AIDS. ‘Deaths due to prostate cancer continued to rise in 1997.
Deaths due to breast cancer and AIDS declined.

¢ In 1997, the federal commitment to breast cancer research was about 6 times that for

prostate cancer research and for AIDS more than 16 times the a]lecanon for prostate L

CﬁI’lCCf

¢ More money was spent to makc lhe movie Titanic (more than 5200 rmlhon) than

spent by the federal government for pmstate cancer research in 1997 (approxnmately
$120 mllhon) : : ‘

1156 15th Street, NW, Suite 905 - Washington, DC 20005 » Tel: (202) 463-9455 « Fax: (202) 463-9456 - www.dnpec.org
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¢ Research works.. In the 1950°s when the conntry was shaken by the poho epidemic,
research found a cure. In the 1980’s the country made a national commitment to
AIDS research — and that research has paid off in dramatic breakthroughs that have
led to significant drops in AIDS deaths, 1mproved quality of life and real prospects of
a cure. While we need to continue the major commitment to AIDS research, we need.
that same kind of national commitment to research that will lead to cures for prostate
cancer and breast cancer and other deadly diseases.

¢ Of specml mterest for. Buddy, the First Dog: only two species in the ammal kJngdom
have a prostate — humans and dogs. Dogs can develop prostate cancer if fed a heavy
~ diet of food that humans consume. '

Cé :  Ron Klain, Chief of Staff, Office of the VicevPresidént’
. Melanne Verveer, Chief of Staff, Office of the. First Lady -
Barbara Wooley, Pubhc Llalson Office
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By the Numbers
Prostate Cancer in America

209,000

The number of American men who were diagnosed
with prostate cancer in 1997.

41,800

The number of Amencan men who died of prostate cancer in 1997,

| 720%

The percentage of all non-skin cancer cases that are of the prostate.

3.6%
The percentage of all federal cancer research funding ded:cated to
prostate cancer research.

$250 million

The amount of promising prostate cancer research that was
‘not conducted in 1997 due to lack of funding.

<- - -
[\;é The National Prostate Cancer Coalition

1158 15th Street, NW - Sulte B05 » Washington, DC 20005 » 202-483-9455 » Fax 202-463-9456 « wwwAnp;c,org
\ N . .
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National Prostate Cancer Coa]itioh

Working Together to End Prosiate Cancer as a Serious Health Concern for Men and Their Families

Tesfimonials of Prostate Cancer Survivors & Spouses
: ' gt w
H. Norman Schwarzkopf, U. S Army general, retired - ‘
“The PSA test is important, but by itself it is no enough (my number was 1.2, which led me to believe I didn't .
have cancer). The digital-rectal examination is absolutely necessary and the'patient'should challenge the
. doctor to take as much time as necessary for a thorough examination. Screenmg and early detecnon allowed
me to undergo a complete cure, and today 1 am cancer-free.” MR oo . :
L - i . \
Robert Dole, Former U S. Senator ' R B e
* “If I have one message about prostate cancer it is his: nere is no doubt t}za! early delecnon and research save
hves .80 my.advice to every man is to get tested regularly and voice your supporl of mcreased fundmg for
‘ pms:a:e' cancer research "

Rxchard Shelby, U.S. Senator

“Prostate cancer is a disease that has a similar inadence and death rate to breast cancer yet receives pne-,
fourth as much research money. This is a serious oversight that we should correct 10 increase the pace of
research and develop conclusive evidence on what really works and does not work in treatmg prostate -
cancer.’

- . AN - o sl w oy

o

Tyt
Ted Stevens, U.S. Senator ‘
“An annyal prostate checkup meant much for me. My physician found signs of change, in my prostale during

" iy yearly visit in 1990. After follow-iip'tests, the diagnosis‘was cancer — before it had spread Surgery took

care of my problem,. annual exams continue to confirm compiere recovery

Jesse Helms, U.S. Senator T A A IO

“The dangerous reality of prostate cancer has stmck a number of us here on CapuaI Hill. F orlunately for me,
surgery was not necessary — I underwent radiation therapy every morning for 39 days It goes without saying
that I am thankful for earty detection and am convinced that it was the key to my recovered health.”

»

Rep. James A. Leaclx U.S. Congressman . Coa T L T

"I encourage all people reading this to contact your represemat:ves A linle phone cafl could make the
difference in prostate cancer funding. If we can increase research do!fars rhen I befzeve we can get that much
closer to fi nding a cure.’ ‘ ; .

Betty Gallo, wife of the.late Dean Gallo, retired U.S. Congressman. Board member of NPCC.

e “On Feb. 10, 1992, my whole life changed. Dean informed me that he had prostate cancer and that his
PS4 was over 800. When he told me this, the f rst thing I a‘:d was pray.

o “In August 1994, whzle A, ghtmg prostate cancer, Dean decxd’ed to retire from C'ongress He was in
tremendous pain.’

» “Preszdenl Bush came to New Jersey for an event honoring Dean’ s ret:remem ﬁ'am Congress.
Unformnately Dean could not attend. The President came 10 the hospital and saw Dean befare the event.'

® A few days later, Dean passed away, and the last thing Dean said was, Jesus, please:take me now.’

e  “Dean and I fought prostate cancer with fast}: and love, and now I am a dedicated, active pamcrpam in the
fight against prostate cancer.” . L

Robert J. Samuels, retired banker. Chairman of the National Prostate Cancer Coalition. T e
e “In October 1994, a urologist friend of mine ordered a series-of tests for me because of iy high PSA level.
While Iymg on the doctor’s 1able, resulls to my second biopsy came back within 20 minutes mdzca!mg

_ positive.” “ A
“My initial reaction was-shock; confuslon fear anger depress:on seIf pzty ‘
“I realized that this disease would not only affect me, but all the people who love and care about me.”
“There needs to be more federal research funding for prostate cancer, and we need to target and build
awareness with the African American community.”
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State}:ment‘ of
' Col. David G. McLeod, M.D.

. Chief, Urology Service -
Walter Reed Army Medical Center
~Washington, D.C.

For a hearing on

| Prostate Cancer Prevention and Treatment

Before the

Special Committee on Aging
United States Senate

September 23, 1997

The opinions and assertions contained herein are the private views of the author and are not to be
construed as reflecting the views of the U.S. Army or the Department of Defense.



Mr. Chairman and Members of the Committee:

My name is Cblonei David G. MCLéod, MD Iam Chief of Urology
at Walter Reéd Army Medical Center and Director of the &C.e}nt‘c!r for Prostate
Disease Research af thd Uniformed Serhdch University of the Health
Sciences.

The Center for Frostape bisease Research‘ (CPDR) was eétahlished in
1991 to manage éoo;;erdtivé research efforts of thé Tri-Service Medical
Centers. The CPDR i is currcnt]y funded through the U.S. Army Medlcal
Research and Matenel Command and the Henry M. J ackson Foundatlon for
the Advancement of MllltarSr Medlcme Over the years Congress has
prov1ded a total of $23 mllhon for CPDR activities. The Center is currently
1nv01vcd in a variety of actlwtleh mcludmg the 1mp1€mcnfah0n of a multi-
center datd base to analyze treatment outcomes on pros‘taté‘ cancer patients,
the establishment of a clinical research center, and estéblishment of
collaborative epidemiological and basic res!eérch.on prostate cancer. | Thé
Center is rapidly bécorhing a vital resource fdr the improved understanding‘

of prostate disease.



I am here today to discuss the treatment of proétate é'ancer &énd the role .
that innd\‘f'at‘io.nsin treatment are playing in improving patient oﬁtcgmes.’. .

As Doctor Crawford rflentioned.iﬁ his testimbny -- prostate ‘cancer 18
very commoﬁ aﬁlong oider men. O‘nAe-—,‘in-ﬁve men i&i]l devl'eloi) prostate
cancer in their lifetime. M‘oys‘t }iros'tate cancer paticnté will be 'éver 65 when
they are diagnosed and will suﬁive 10 or more years with theidise.:e'lsef
However, a éigniﬁ‘caﬁt i)ercentage will be diagnosed when they are still -
relatively young. For most prostate capéer paﬁenfs, their survival Will
‘depend on wheth_er they gét early detéction ’(‘)r treatment. Many patients will
be diagnosed late _br to ha{/e a'rép’idly-i)rcj)g‘}rc‘-":ssing jfo‘rm of the dise_aSg.

The good néws aB‘out prostate canpef is that when detected. eéﬂy ina
‘1Q§v stage and grade;, it gan be effecﬁvély."curéd" in 80 t0 90 percent of |
patienfs through surgery or radiation. Tﬁis issa remarkabl¢ result‘ Whgn you -
think of how raré it 1s with cani:el; that we are able to talk abou‘ti ‘;.czui;csf'.

There ‘is even‘mqore, good ne{ys; Witﬁ the advent of the PSA test, a
larger proportioﬁ of patienté 18 Coming to ﬁs at earlier stages of th¢ illness. -
This detection has helped us provide eérlier treatrneht with a grcéter rate Qf
success. This yéar, the Congreés extended Medicare céveragc to early |
A detectioh of prostate cancer, "effective in the year 200iO. You arvl'dAyour

colleagues are to be commended on this significant step, because it will



make prosiate cancer tests completely availablébto tﬂat large portion of men
~with th¢ diseésé who are of Médicare ége. I only wish that we éould'
advance the date Qhen Medicare will begin paying,for thése tests.

' There isa ‘por,tion' of paiienfs whose treatment will be effectiv.e. in
eliminating the pfostate ;:anéér; ﬁo@ever, thc.?y will hav¢ side-effects from

treatment that may affect their quality of life -- mOSﬂy urinary incontinence

A Z o - 4= f_

or impqtence,, For these reasons, not all patients diagnosed with prostate
cancer will choose definitive treanﬁent. For older patieﬁts, With less thaﬁ 10
years of life expectancy or those with sex_ious‘ health probiefns, it may be
more ‘appropriate to nﬁénitor the progreés of fhc disease ahd withhold surgery
“or radivati_‘on if fhe diseasé ‘doesfnot appéar‘to prdgress rapidly; Itis .
particularly important thét patients be given information about their |
t:reatrneﬁt .oﬁtions and participate activély in thé decision-making.
While there are comélicatidns for some patignts; treatment outcomes .
for prostate cénczr are i'mproving dramatically. The advances we are |
- making in ‘forms of treatment are improving the effectiveness of treatmeht
whilelreducing complications fdy patients. Earlier detection of ihe ciisease
and bgttef >patient outcomes from early treatment are lessening many of tﬁe ‘
cbncéms that were raised in the past about prostate canc;eyr’ detection and

treatment. *



T would like to start m‘y‘discussi(‘)n of treatment advances by - -
, describing how we st‘age .and ‘grade proétate cancer .énd how this infqnﬁaﬁbn
1s used to guide the choice o.f treatment. Doctor Crawford talked about.
deteétion -- uysing the PSA blood test and the digiféﬂ rectai exam (ERE); A
positive re‘sult from the P’SAa;hd/or DRE is generally followed by é Biopéjx'
where we take samples of tissue from the prostafe for tﬁé pathologist to
examine. There are two important questions we need answered in this N
fprocess: |
. | Stagé ~-‘Is;the‘ cz;ncef still co‘nﬁn'ed:ro tﬁ‘e' prostate gland or has 1t K
| ~ extended beyond the Vglan‘d and into adjoining tissue, pelvic“‘ly.mph
nodes, or b;me?- |
| * Grade -- Is the form of the ca‘n't‘:erAcell - .thé degree of cell |
differentiatioh -- éne thc;it would suggest very rapid progression or
‘one that will progress slowly?‘ |
Well-diffgrentiatéd c‘a‘ncelfs which ar'e¢still conﬁnéd to the prostaté
gland'have the greatest chance of successful treatment. A.recent‘“s_tyudyf
ﬁublished in the Journal of thé‘Amerz‘can Medical Associatfon, for ekample,

showed that 75 to 97 \percent. of the patients with organ-confined, well- .



differentiated 'canéef were stﬂi alive 10 years after radical provstatectomyli.
~ Cancers tﬁaf have fspvre'ad beyond the prostate are much léss .ljkely to be
eradicatcd; Cancer that haé métastasjzed‘to'the bone will nearly always be
fatal. | A

: Once we know the stage and grade of the cancer, as muéh'as can be
determined from our clinicalvévaluation, wé discuss treatment options With ‘
the patient and his family. There are four,,b'asic treatment choices: sﬁrgery, o
radiation, "watchful Waiting;" and hormonal 'therapy.

. Surgery -- surgical removal of the ent1re prostafe gland
(radlcal/tofal prostatectomy) -- is a treatment that is appropnate if
the cancer is still'clinically confined to the prostate. Survival is
cjuite g0ood, 'and'o'nly a ‘minori@ of men ha?e-cdmpli§ations. |

. Radiation -- an aitemative to surgery, that may also be effective
with soﬁle’éancers that have spread beyond th¢ prostate gland to
surrounding fiséue. Outcomes a’nci compliéaﬁons are genefally_

‘ similar té those for surgery.; |
= Watchful waifing . a form of treatment in which the ;')hysicianv

~ actively monitors the disease - through regular patient visits and

' Krongrad A, Lai H, Lai S. "Survival after radical prostatectomy," Journal of the American Medical
Association. 1997;278:44-46. ‘



| t}esti;lg‘.’l ‘With thi_#a’ppr}oach, 'surgéry Or‘ radlatlon wivlyl"be' withh%:ld
unless. thcidiée‘z‘lsebég.ins to‘.prbg'ress. | .
- ‘Horm(:mal. theta"py‘-'.— b_l.o_c-ksA mal.e‘ Hormonéé ﬁhai t"feed the. o
cfa_n(;er“‘ tﬂus slov?iﬁé the g'rowth‘ of the c}:anceri,v’ Th‘exoptivmgl*., | |
' trieétfhéﬁtAforvadvaﬁéed pr(;stéte .Carricer.iriv‘c‘)lvés ﬁ:orﬁbinétion |

E' ‘hofnional thcrapy (iﬂcluding éral éntifanfdrogens)'fd cdmpletély. ,

block »pr;()(viuc‘tiono'f male hormones. Tréatmeﬁf of advancéd
pro‘statév‘éisease can.nbtw cure the caﬁcer,.butv-iti ,‘héis been sho@ to o :
‘ exténd li,fc-‘expécfanCy and imiaroye quality ;)f life Vfo'rﬁ. me‘r'.l.: w1th
3 late A.stagéic'ﬁgnccr.i Ohé:sjtu_dy, I ﬁvas invbﬁzéd withéhow;éd vt‘hat’ the
| additio'n" (S‘f Ao.ra‘l' ar;ti‘-‘andrégehs. in .corﬂbinationi with. an injectable
,. .hOrvnil’oI‘lalréome'ﬁ;nd' (an LHRHagoni{;;tn)ttof block pfddch[ion» of

testosterone from the testicles improved survival of patients with

i ',ad_vénced prostate cancer by 26 perfgehtl Othérétudies have shown -

~mixed results in the use of anti-androgens in combination with-

orchiectomy (surgical castration).

~ Inaperfect world, we would limit surgery to cases in which we were
sure the cancer was entirely ‘conﬁn'ed'to“the prostate. 'Unfortﬁnately, we

cannot always be sure of the stage prior to surgery. 'Occasionaily we



disoover cancer in surroundiﬁg ﬁssue or pelvic lymph nodes when we
examine the prosfate and nédes after surgery. | Signiﬁcant i‘m.provements n
diagnosis and staging ﬁrior to surgery are helping to reduce the number of

| erostate cancers that are found to extend outside the prostate.v For exami)le‘,

. laproscopic surgery can now be used in selected patie;lts to reméve the
pelvic lymph nodes priof to prostatectomy or radiatioﬁ to détermine wﬁether
they contain cancer ceﬂs; Surgery can be avoided in patients with evidence
of cancer in the lymph nodes. ' T

In recent years, we have made a number of signiﬁcémt strides in. afi_umx,uz_},g
(

‘treating prostate cancer. I'would like to briefly describe ‘Fhese for you and |

then discuss thg:if importance in improving the chances that treatment will be

effectiv:ca in curing the cancer with rhinimal_ si‘dé effects. |

. "NerVé—sparing" p_rostéte_ctqmy}— a 3urgical technique thatwas

pioneered ’several years ago by Dr. Patrick Walsh at Johns Hopkins
to reduce the chances of impotence or incontihence in patients
having‘surgel;y. In the past, gurgeons generally cut thrdugh the
nerve bundles around the prostétg gland to remove the gland. In
the nerv'e—spafing approach, the surgeon atfempts to keep the |
.nerves intact that are c’ritica} to potency. Studies of this techﬁique

have indicated that it reduces impotence and incontinence rates



among men having surgery. Unfortuna;tely, there are still
relatively few surgeons with extensivc trgining in thié techniqué. :
Cryésurgery -- an old technique that has recently bc:c;:xme popular
again, involving the freezing of the prostaté gland to kiﬁ cancer
cells. Since a feﬂow panelist is discussing cryosurgery, I will not -
elaborate on it here. .

- External Beam Radiotherapy - Better tnethods are beihg
developed to localize the prostéte for radiation treatment
(conformal radiothéral‘)y).‘ Also,‘t.echniques utilizing .diffefent |
types of radiﬁ;ibn energy are be»inxg‘vinves;tjgat‘ed -- neﬁtroﬁ and
proton therapy. |
Braéhythera'py -- a form of radiation therapy whére rédioactive
seedé a;fe implanted in the prostate glaﬁd to kill cancer cells:
Patients have the seeds impianted ‘during oné sitting, rather ‘t}.lan
coming in repeatedly for external beam radiation. The latest
technique 1n brachytherapy is one whéfeby seeds are placed in the
prostate with ultrasound guidénée. |

Neoadj ﬁvant hormonal ther:ipy -- Reéently,"th;: FDA has
approved the use of combination hormoﬁal therapy with radiation

in the treatment of early stage cancér. The hormonal therapy slows



the. growth ‘of thecancer ahd Shrinks the prostate to enable more
effective therapy by radiatioh. Studies are on-going using |
neoadjuvant therapy prior to radicel prostatectomy ..

. Chemothefapy -- Chemotherapeutic agents have usually been
used with patients who hetve metastatic proetate disease and are no
longer responding to hormonal therapy. Recently a chemotherapy
drug was approved by the FDA for_»l.tse‘»in managing pain and

: reducing PSA levels for patiehts with advanced prostate disease..
LR ’Immunotherapy’ and Gene Therapy -- There iS'a potential for the
ose of _immunotherapy and gene therapy in preventing prostate
cancer. Additional research money is needed to reatlize this

potential.

These 'treattnent advences are encouragihg,» and offer great -hope that
we can be quite suecessfol 1n curing prostate cancer for many patients ztt ,
“some point in the not too distant future. -Uhfoﬁunately; there ere a numberA-
of government imposed barriers that rhay stand .iri 'otitWay. Let me discuss a

few of these barriers that | am most concerned about.



= Delayved Medicare coverage of early detection with the PSA test:

Unfortunately, when fhe Congress extencied coverage to the PSA.
- test earlier this yéér, they Stépped short of putting it into. effect
immediately along the other preventive beheﬁts. ’fhe 3-year \&aitx
: ’before the new coverage goes i.nto'effeét seem unnecéssafy. A
patient wﬁo appéars at the doctor's office aftér they have begun to
experience pain or difﬁéulty 1n urination may have pfoétate cancer
‘that is too advanced for a cﬁre. Early detectién has been véi‘y
: helpfu] in getting‘patients in early enough to treat theni _effectiifely.
[ ;W(_)uId think Medicaré costs wQuld be lowef if these patieﬁts were
"‘detectf::d early and-treated early than if thcy were to pifogrcss to
« advénced cancer and hahve‘ significant, and expens.ilve, o
complications associated with end-stage disease. Congress should
accelerate the timetable to put this benefit into éffect in I 998.
= I’nadévg'ua'te'Medicare céverag. e bf treatment -- Medicare does not
cover some forms of prOstaté cancer treatment. Of pérticular |
concem is the féilure of Medicare to cover oral anti-androgens that
ére now showing promise in neo-adjuvant therépy with radiation
-and possible with surgery. Back in 1993, when the Congress

enacted coverage for oral cancer drugs, it neglected to cover oral

10



anti-androgens. This omission is bééause fhe definition was
limited to drugs that subst{tuted 'fdr injectable drugs, and it did not
- include drugs (like oral anti-éndrogens) that supplement injectable’
drugs.' As a result, there is a considerable bias m Mediv‘care
payment in favér ‘of ~less;effective forms of treatment. Medicare
should not be in the business of picking some forms of treatmeﬁt
over others. It should cover all approi/ed aﬁd effective treatments
for prostate cancer and let the, medical community decide what is
appropriate care for parﬁculér patients. |
Underfunding for p rostate cancer research -- Until last year,
prostate cancer r;esearch reéeive,d only one-fourth.as rhuéh funding f
as breast cancer research. Then in fiscal year 1 997, Congress
appropriated $38 million for prostate cancer research through the
Departmenf of Defense. ,'Unfortuhately, fhe apprppriaﬁon for fiscal~
year 1998 is still ungéﬁain at this time. When signs are pointing to
the chancé for signiﬁcant breakthroughs in prostate cancer
detection ‘gnd tréaﬁriént, we shouid not bé starving ghe research
commuhit}c dédicated to this problem. We have made great
progress, but wé need to make much more progress to begin to

control this cancer that révages so-many older men.

.



I commend the Chairman and Senator Shelby, and appreciate the
_iriterest other melﬁbers-.of the Committee have shown in haying this hearing
today. ! will» be pleaséd to .support any activities this Committee can.

undertéike to help us solve fhe reméining problems iﬁfackling prostate

cancer.
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