PRESIDENT CLINTON AND VICE PRESIDENT GORE ANNOUNCE HISTORIC EFFORTS
TO RENEW THE WAR ON CANCER ~ -
September 26, 1998

Today, the President and Vice President launched a new series of initiatives to redouble our «tforts in the
war against cancer. The President outlined these new steps in his weekly radio address on cancer and the
Vice President delivered the keynote speech to tens of thousands of Americans at the March to Conguer
Cancer on the National Mall. ' ' : S ‘

ADVANCING COMMITMENT TO HIGH QUALITY RESEARCH

Called on the Congress to pass the President’s historic multi-year commitment to cancer
research. Experts believe that we are at the cusp of important new breakthroughs in the war
against cancer. Today, the President and Vice President called on Congress to pass the

Administration’s historic five-year, 65 percent increase in cancer research at the National Institutes
of Health. This multi-year investment would ensure that our nation’s scientists conduct more -
extensive and fruitful research than ever before, secure in the knowledge that the research will not
be interrupted as the result of funding lapses. " ‘ :

Announced that Federal cancer research programs will fully integrate patients and
advocates into research within a year. Canccr advocates and patients provide a unique and
critical perspective on the cancet research agenda, Building on unprecedented efforts to integrate
_patients and advocates into the cancer tesearch program at the Department of Defense and ongoing
innovative efforts at NCT, the President and Vice President announced that by next year NCI will
fully integrate patients and advocates.into activities such as reviewing grant propusals and
planning policy. _' 2 .

Issued nationwide challenge for new technological approaches to fight cancer. Winning the
war against cancer requires innovative approaches to prevent, detect, treat, and one day cure this
disease, Today, the Director of NCI announced a $48 million competitive grant program for
researchers to apply new technologies -- from areas such as computer science, cngineering,
military defanse, and astronomy -- to prcvent, detect, and treat cancer. = ‘ «

USING NEW PROGRESS IN GENETICS TO ADVANCE PREVENTION AND TREATMENT
FOR CANCER ) | . : :

~ Anpounced that in the first year of the Cancer Genome Anatomy Project (CGAP) @ientists
have identified twice as many genes and gene sequences as expected, In 1996, the Vice
President unveiled the CGAP, a comprehensive effort to profile genes in precancerous and - .

cancerous cells and by doing so, 10 unravel the genetics of cancer. The President and Vice
Prcsident announced that in the first year of this historio effart. the project already has idemined
more than 300,000 DNA sequences and 12,000 new genes -- double what the NCI mitially
expected. ' ‘ « : :

Issued historic challenge to scientists to use the CGAP to develop new diagpostic techniqucs
for every major cancer in the next two years. Efforts to unravel the genetics of cancer sho_uld ,
be used to make unprecedented progress in-improving detection and treatment for cancer patients.



The Prosident and the Vlce President issued a challenge to scientists 1o use new. knowledge aboui

genetics to deveiop new diagnostic strategies for every major cancer in the next two ycm, so that
doctors can pinpoint cancers in their earliest and often most treatable stages.

" Challenged Congress to pass blpartlsan legxslanun preventmg genetic dis cnmmatmn.
According to one report, 63 percent of Americans would not take a genetic test'if their bealth
insurers or employers could get access to the results. The President and Vice President renewed
their call for Congress to pass bipartisan legislation, similar to legislation mtmduccd by Rep.
Slaughter and Sepator Snowe, to prohibit health plans and employers from u-m:xg genetic scrcemng
to discriminate agamst mdmduals

SPUR RESEARCH BREAKTHROUGHS BY INCREASING THE NUMBER ()F PA’I'IENTS
ENROLLED IN NEW NATIONAL CLINICAL TRIALS SYSTEM.

Directed NCT to fulbf_implement its mew cpmputer—bnsed clinical trials system for breast,
prostate, and colon cancers by next Spring. The President and Vice President directed NCI to
fully implement a new system to make it easier for physicians to enroll patients in clinical trials,
Under the directive, NCI will complete this simplified system for breast, colon and prostate cancer
by pext spring and expedite the system for other cancers as well. This new system will ensure that
physicians are informed sbout cutting-edge cancer clinical trials and will allow them to enroll
patients on the spot. This effort will gives tens of thousands of cancer patients improved access 10
cancer clinical trials. By increasing participation in these trials, the effart Wﬂl sccelerate test
results and spur research breakthroughs :

Challenged Congress to pass a bipartisan initiative that authorizes caverage of cancer
clinicul trials for Medicare beneficiaries, Americans over the age of 65 fiake up half of all
cancer patients, and are 10 times more Jikely to get cancer than younger Amcncans Older
Ametricans, however, frequently cannot participate in cutting-edge cancer clinical trials because -
Medicare does not pay for experimental treatments. The President and Vice President renewed the
call on Congress to pass a proposal, similar to legislation supported by Senators Mack and

" Rockefeller, that authorizes coverage of chmca.l trials for Med!care benehmzmcs without harming
the Trust Fund. ,

NEW STEPS TO [MPROVE QUALITY OF CAIRE I‘OR CANCER PATIFNTS AND
SURVIVORS

Rencwed call on Congress to pass a stmng enforceable bipartisan patients’ bill of rights to
assure cancer patients of high-quality care. The President and Vice I’resxdent urged Congress

to stop delaying and pass a strong enforceable patients’ bill of rights this year. The-patients’ bill of
rights would provide many critical protections for patients with cancer including access to the
specialists they need and continuity-of-care protections to prevem them fmm havmg to change
care suddenly in the middle of‘ treatment :

Unveﬂed groundbreakmg research grants to examine how to prevent cancer recurrence,
understand the lifelong impact of cancer treatment, and to improve the quality of life for
eancer survivors. The Vice President announced that the NCI 1s rcleasmg $15 million ip new
canéer survivorship grants to fund top-of-the-line research to examine the impact of this discase on
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patients and thelr families. Specifically, resemche:m will examine the lbng-téxm effovts of canoer
- treatments and the most effcotive ways to prevent récurrence of cancer and fo improve the qunhty
-of life for cancer survivors and their fazmhes '

APPROVING NEW CUTTINC-EDGE i)RUGS FOR PATIENTS C
A.nnounced that FDA bas appmved @ recnrd number of cancer dmgs. In 1996 the Prc:mdc-nt ’

" launched the FDA Initiative on Remvenung the Regulation of Cancer Drugs, Since that time, the.
FDA Division of Oncolngy Drug Products has approved more than twice as mcmy new theraples ,
as in the three yt:ars prior to the 1mtiauve \

Urged Cungress to conﬁrm Jane Hexmey, the ﬁrst woman and the first oncolnglst nommatcd
as FDA Commissioncr. The President and Vice President urged the Senate not to adjourn without
- confirming Dr. Jane I—Ienney, the first woman and the first {)ncologmt to be nominated as FDA
: Ccmmlssmncr : :

URGING CONGRESS T() PASS CDN.[PREHENSIVE TOBACCO LEGISLATION

The President and Vice Presndent are ﬁghhng agamst the Ieadmg causec of preventable
cancer - tobueco. Every day 3,000 children start smoking, and one thousand will die of a
tobacco-related disease. Today the President and Vice President reminded Americans that they

need a Congress that has the couragc to pass comprehenswe tobacco leg1slatmn to stop ldds trum
; smokmg ' L ‘ S
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REMARKS FOR VICE PRESIDENT AL GORE
MARCH TO CONQUER CANCER RALLY
- Saturday, September 26, 1998

Every single one of us today has been inspired by our heroes. I'm lucky, because my
hero lives under the same roof. Thank you, Tipper. -

Today, 1 have some new herocs Thank you Renee Cole for working to save other
women from cancer. Thank you Dani Grady, for riding your bike 4,000 miles to make a
difference. Thank you Ellen Stoval, for believing that 100,000 people would come to
Washington for 2 March to conquer cancer. And most of all, thank you - all of you -- for
showing America that we can meet, we can treat, and we can beat this horrible disease.

This isn’t just a noon rally for cancer. This is high goop for cancer. It was more than a
quarter-century ago that America first declared war on cancer. We are here today because we
want to be the first generation that finally wins that war. T want to talk to you for a few minutes
today about what we are doing to redouble our commitment to make it happen.

As any cancer surviitor will tell you: the power to fight cancer comes from the heart and
from the soul. But most of all, it comes from being able to imagine a day when you are cancer-
free. 1 want to begin today by asking all of you to imagine a day when America is cancer-free.

Imagine waking up tomorrow morning and reading that not a single American died today
from cancer. Imagine waking up in a world where not a single child has ever heard the word
“chemotherapy.” Imagine waking up in a world where children at the local kindergarten start the
school year with a nap, a flu shot, and a routine cancer immunization. And imagine how it would
feel to visit the Smithsonian and see a radiation machine next to an iron lung as a relic from the

Vpast. : .

Make no mistake about it: this dream can happen in our lifetime. But to get there, we
have to continue to make cancer research a priority today. And it’s time: because this disease has
haunted this land and hurt our families for too many years.

We meet today in the shadow of the Washington Monument, a short walk from the
Lincoln Memorial, and a stone’s throw from the Memorial to FDR. Guess what they have in

- common? George Washington’s mother, Franklin Roosevelt’s daughter, and Abe Lincoln’s

great-granddaughier all died from this horrible disease. In America today, more than 40 percent
of us will be diagnosed with cancer, and 20 percent of us will die from it. If you’re wondering
whal that means, visit the Vietnam Memorial when this rally is'over. If we were going to build a
monument to all the Americans who die from cancer this year; it would take ten Vietnam Walls.

‘Like all of you, when I hear the word “cancer,” [ don’t think of statistics, I see faces. 1
have spoken often about my family’s tragic experience withi this disease in the past. Tipper has
had similar experiences. We have all seen what cancer does, and we ere to ause we
hope fora when it doesn’t n to anyone else.
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 Thanks to your work, and the breathtaking advances in science, we are closer to a cure
- than we have ever been. Trom 1991 1o 1995, cancer deaths actually dropped for the first ime in
history. As we meet here today, the first medicines to preverit prostate cancer, colon cancer, and
breast cancer are being tested. You know, I have run the Race for the Cure more than five times,
and T love that race. But one of (he happmst days of my life wzll be the day that none of us has to
run it agam.

President Clinton and I have been proud to play a mle in. ﬂns p:rogrcss We have helped
" . cancer patients keep health coverage when they change jobs. We have accelerated the approval
of cancer drugs.. We have increased funding for cancer research. We are working to end the
most preventable form of cancer by stopping our kids from smoking. And today, we are taking
unprecedented new steps to build on our progress to make cancer a relic of the past.

- First_President Clinton and T have incr c arch in
“history. Somewhere in America today, a young researcher has an tdea that wﬂ] one day lead to a
“cure for cancer. It would be a tragedy if his idea was lost because we didn’t fund his project.
- This March proves that Democrats and Republicans can come together to conqguer cancer. We
also need to do more to ensure that patients are involved when research decisions are made.
Nobody knows more about this disease than cancer patients and advocates, and your voice must
be heard. That’s why, today, wc are announcmg that by next spring, the National Cancer
Institute will ensure that patients have a full voice -- at every step of the way.

Second. we need to be surc these advances are used to improve treatment for people with
cancer. We are just a few years away from the complete sequencing of all the genes in the
human body. In 1996, I unveiled the Cancer Genome Project, a historic effort to unravel the
genetics of cancer. I am proud to report that already, this project has more than doubled its
original goals. . Today, we issue a historic challenge to the scientific community: as we unlock
the genetic code, let’s make sure we develop new diagnostic techniques for every major kind of
cancer by the year 2000 — 50 we can catch it at its earliest and most preventable stage. History
shows: if we crack the enemy’s code, we win the ‘war. We are going to win this war for
America’s families.

more to improve aceess for patients to cutti clinical trials. We
won't cure cancer if only three percent of America’s cancer patients are enrolled in clinical trials.
Today, we are directing the National Cancer Institule 1 speed up the process, to allow patients to
be enrolled on the spot with no wait. We are also calling on Congress to pass our proposal to-
cover the patient care costs for Medicare beneficiaries enrolled in elinical trials, America’s
seniors make up more than half of all cancer patients. They deserve to have the latest weapons to

fight it

h, we need to continue 1o j uality breakthrough medicati d
for cancer. Two years ago, we launched an historic effort to speed up the drug approval process
while maintaining quality.
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In just two years, we have £norc than doubled the nurnber of approvals for new therapies.

Today, we h weapon in the inst bre Er. Ju night d and

* ion a brand | uiting-edge dry cat bre er. This will
hclp Some s of the, 1.6 m:llmn women who are dmgnosed with breast cancer each year. There is
one more thing we can do to advance this fight. Con g4 sh e I
onco Jane He g the first woman Co sioner i i of the Food
Administration. ;

make sure that nee 0 Im the i life of

cancer patiepts. As we crack the genetic code, it should be used to improve treatment, not

increase discrimination. No person should be have their health care or their job put at risk
because they are genetically at risk for cancer. I urge Congress: pass our proposal to give all
Americans the protection they deserve. At the same time, w@&m&m
can’t go to their do ause they’re afraid o will sec ds. Privacyisa
basic American value, and it must be upheld. I urge Congress: work with us to keep medical
records private. And let’s make sure that critical health decisions are made by doctors, not by
bean counters in the back room. If you're in the middle of chemotherapy, you shouldn’t be
forced to stop treatment because your employer changes health plans. Iurge Congress: give

Americans the quality care they peed, when they need it. Passa Mg Patients’ Bill of Rights
into law.

Some people say it’s ixhpossible to find a cure for cancer. But 100 years ago, they said
the same thing about smallpox. Sixty years ago, they said the same thing about polio. They
were wrong then -- and they are wrong today. The beauty of this March is not just that all of you
have come together to conguer cancer. The beauty of this March is that your lives and your
stories prove that yes, we can conguer cancer. '

When people say that we can’t make prevention work, we say, “YES WE CAN.” When
people say we can’t find a cure, we say, “YES WE CAN.” When people say we can’t get people
mvolved, we say, “YES WE CAN.” When people say no we can’t, we say, “YES WE CAN.”

Can we save lives? [Yes we can]. Can we save families? [Yes we can]. Canwe find a
cure? [Yes we can]. Working together marching together, fighting together, 1 kmow we will.
Thank you.

Foo4



March to Conque_r Cancer

' Brleﬁng Prepared by Sarah Bianchi.
. Event Tame Saturday, September 26, 1998
' Ime to 12: 45pm o

EVENT * - ,
“You are delivering the keynote address at “‘The March: Coming Together to Conquer Cancer,” a
rally to raise awareness about the devastating impact of cancer and the need to renew our efforts to
- conquer this disease. As many as 150,000 people from around the natlon are expected to attend The -
March on the National Mall on Washmgton DC. : '

LOGISTICS

~ Upon arnval you.and Mrs. Gore are doing a photo -op- with the Termessee delegation
part1c1pat1ng in The March;

‘ Sam Donaldson and Cokie Roberts make very brief welcoming»remarks; '

Sam Donaldson mtroduces you and Mrs. Gore, accompamed by Renee Cole onto
=the stage;’ :

Renee Cole makes remari(s and inffoducesf Mrs. ~'Gorf3;j~ |
Mrs. Gore makes femarks and introduces you; .
You deii?e,r keynote address; o
You and Mrs Gore depart.
YOUR ROLE AND CONTRIBUTION

~ This event provides an opportunity to outline a new vision for how we can redouble our efforts to - _
win the war against cancer. It also provides a forum for you to highli ght your Iongstandmg

. commitment to this dlsease

.In the past several years we have made historic progress in fighting cancer. Cancer incidences and
death rates are down for the first time ever, and while 10 percent of children survived cancer in the
1970s, nearly 70 percent do today. There are new cutting edge treatments for cancer and advances
in the Humane Genome Project are providing unprecedented possﬂnhtlcs for the ways we detect,
treat, and cure cancer. In fact, scientists beheve that we will look back on the 1990s as the decade
we turned the tlde in the fight against cancer.



Cancer continues to affect millions of Americans. About 1.2 million Americans are diagnosed with
cancer each year and 560,000 will die from it. In fact, fully 40 percent of Americans are expected to
be diagnosed with cancer during their lifetime, and moreover, cancer costs us nearly $100 billion
(indirect and direct costs) each year.

You are outlining a series of new steps to intensify our efforts in the war against cancer. .
Specifically, you are: (1) calling on Congress to spur new progress in research by passing
unprecedented increases in cancer research and initiating new efforts to integrate patients into
setting the agenda for Federal.cancer research programs; (2) highlighting new advances in genetics,
through the Cancer Genome Anatormy Project and issuing an unprecedented challenge to the
scientific community to develop, by the year 2000, new diagnostic techniques for every major kind
of cancer so we catch it at its earliest and - often most treatable stage; (3) increasing the number of
patients who participate in cancer clinical trials by directing the National Cancer Institute to speed
development of a national clinical trials system --a simple, accessible resource for health care
providers and patients across the nation; and renewing the call on Congress to pass our proposal to
cover patient care costs for Medicare beneficiaries in cancer clinical trials; (4) initiating new steps to
improve quality of care for cancer patients and survivors; and (5) urging Congress to pass
comprehensive tobacco legislation to stop-children from smoking. - -

PROGRAM NOTES :
Following your departure, there are a number of other speakers at The Marck including Jesse
Jackson, Scott Hamilton, General Norman Schwarzopf, Michael Milken, Senator Mack, Senator
- Harkin, Bob Dole, Representative John Porter, and Representative Rosa DeLauro. Performers
include Aretha Franklin and Michael Bolton.

You should also note that the President is giving his weekly radio address on cancer. He will be
highlighting briefly some of the new steps we are taking to redouble our efforts on cancer. He is
also noting that you are attending The March today to outlme more specifically the Administration’s
vision for how to advance the war on cancer.

Renee’ Cole. You will be introduced by Renee’ Cole, a breast cancer survivor. Renee’ detected an
abnormal mass in her breast, which she brought to the attention of her general practitioner. This led
to a diagnosis of breast cancer when she was 31. Early detection was the key to her recovery.

After the initial shock of the diagnosis, Renee’ went on a personal crusade to raise awareness about
cancer. Renee’, her husband and her family, began to prepare themselves mentally and spiritually
so that they could become medically informed and fight the cancer. Renee’ is a native
Washingtonian (she currently lives in Lanham, Maryland). She works for IBM and serves on the
ministerial staff of Reid Temple A.M.E. Church as minister to women. She is married to Reverend
Henry Cole and is the mother of three.

ATTACHMENTS .

¢ ~Detail on announcements to move ahead on the war on cancer;
. President’s weekly radio address.

. List of Tennessee photo op.



NEW STEPS IN THE FIGHT AGAINST CANCER
ADVANCING COMMITMENT TO HIGH QUALITY RESEARCH

Calling on the Congress to pass the President’s historic multi-year commitment to
cancer research. Experts believe that we are at the cusp of important new breakthroughs
in the war against cancer. Today, the President and you are calling on Congress to pass the
Administration’s historic five-year, 65 percent increase in cancer research at the National
Institutes of Health. This multi-year investment would ensure that our nation’s scientists
conduct more extensive and fruitful research than ever before, secure in the knowledge that
the research will not be interrupted as the result of funding lapses. [You unveiled this '
proposal in January. You should note that many advocates at The March support even
greater increases in cancer research, although they very much appreciate the

Admz‘nistration s efforts in this area].

Announcmg that cancer research programs will fully mtegrate patlents and advocates
into research within a year. ‘Cancer advocates and patxents provide a unique and critical
perspective on the cancer research agenda. Building on unprecedented efforts to integrate’
patients and advocates into the cancer research program at the Department of Defense and
ongoing innovative efforts at NCI, you are announced that by next year NCI will fully
‘integrate patients and advocates into activities such as reviewing grant proposals and
planning policy. [This initiative is a high priority for. the leadership at The March, who have’

- fought hard to play a major role.in setting the cancer research agenda. The DoD progranis
well-renowned Sfor mcludmg patients in research design. NCI has only recently éegun
efforts in this area]. ‘

'Issumg nationwide challenge for new technologlcal approaches to fight cancer.

Winning the war against cancer requires innovative approaches to prevent, detect, treat, and
one day cure this disease. Today, the Director of NCI announced a $48 million competitive
grant program for researchers to apply new technologies -- from areas such as computer
science, engineering, military defense, and astronomy -- to prevent, detect, and treat cancer.

" USING NEW PROGRESS IN GENETICS TO ADVANCE PREVENTION AND -
TREATMENT FOR CANCER -

Announcmg thatin the first year of the Cancer Genome Anatomy Project (CGAP),

_ scientists have identified twice as many genes and gene sequences as expected. In 1996,
you unveiled the CGAP, a comprehensive effort to profile genes in precancerous and ‘
cancerous cells and by doing so, to unravel the genetics of cancer. The President and you ’
are announcing that in the first year of this historic effort, the project already has identified
more than 300,000 DNA sequences and 12, 000 new genes -- double what the NCI initially
expected.



Issuing historic challenge to scientists to,usé the CGAP to develop new diagnostic
techniques for every major cancer in the next two years. Efforts to unravel the genetics
of cancer should be used to make unprecedented progress in improving detection and
treatment for cancer patients. The President and you are issuing a challenge to scientists to
use new knowledge about genetics to develop new diagnostic strategies for every major
cancer in the next two years, so that doctors can pinpoint cancers in their earliest and often
most treatable stages :

Challenging Congress to pass bipartisan legislation preventing genetic discrimination.
According to one report, 63 percent of Americans would not take a genetic test if their health
insurers or employers could get access to the results. The President and you are renewing
their call for Congress to pass bipartisan legislation, similar to legislation introduced by Rep.
Slaughter and Senator Snowe, to prohibit health plans and employers from using genetic
‘screening to discriminate against individuals. [You unveiled the Administration’s support fér
legislation to prevem‘ employers from genetzc dlscrzmmafzon in January at the James

Watson leclure] ‘

SPUR RESEARCH BREAKTHROUGHS BY INCREASING THE NUMBER OF
PATIENTS ENROLLED IN NEW NATIONAL CLINICAL TRIALS SYSTEM.

Dlrectlng NCI to fully lmplement its new computer-based clmlcal trials system for
breast, prostate, and colon cancers by next spring. The President and you are directing
.NClI to fully implement a new system to make it easier for physicians to enroll patients in
clinical trials. Under the directive, NCI will complete this simplified system for breast,
colon and prostate cancer by next spring and expedite the system for other cancers as well.
This new system will ensure that physicians are informed about cutting-edge cancer clinical
trials and will allow them to enroll patients on the spot. This effort will gives ‘tens of
thousands of cancer patients improved access to cancer clinical trials. By increasing
participation in these trials, the effort wﬂl accelerate test results and spur research
breakthroughs. - o ,

Challenged Conlgl"ess to pass a bipartisan initiative that authorizes coverage of cancer
clinical trials for Medicare beneficiaries. 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.
- Older Americans, however, frequently cannot participate in cutting-edge cancer clinical
trials because Medicare does not pay for experimental treatments. The President and Vice
President renewed the call on Congress to pass a proposal, similar to legislation supported
by Senators Mack and Rockefeller, that authorizes coverage of clinjcal trials for Medicare
beneficiaries without harming the Trust Fund. [You unveiled this proposal with Senators
‘Mack and Rockefeller in January. Currently only 3 percent of cancer patients participate in
clinical trials. Scientists believe that if more patients did participate, we would get results

faster, as certain trials take three lo five years to get enough partzczpants to be statistically
meaningful]. '
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NEW STEPS TO IMPROVE QUALITY OF CARE FOR CANCER PATIENTS AN D
SURVIVORS '

‘ 'Renewed call on Congress to pass a strong enforceable blpartlsan patlents bill of
rights to assure cancer patlents of hxgh quality care. The President and Vice President’
urged Congress to stop delaying and pass a. strong enforceable patients’ bill of rlghts this
year.: The patlents bill of rights would prov1de many critical protectlons for patients with
cancer including access to the specialists they need and continuity-of-care protections to
prevent them from having to change care suddenly in the middle of treatment. The Dingell-

L Ganske legislation, that the President has said he would sign into law has a prov1310n that

would require all health plans to cover chnlcal trlals an extremely. popu]ar prov1sron among o
the caricer community. : ,

Unveiled groundbreaklng research grants to examlne how to prevent cancer
" recurrence, understand the llfelong impact-of cancer treatment, and to improve ‘the
quality of life for cancer survwors You are announcing that the NCI is releasing $15

- million in new cancer survivorship grants to fund top-of-the-line research to examine the

impact of this disease on patients and their families. Spemﬁcally, researchers will examine -
the long-term effects of cancer treatments and the most effective ways to prevent recurrence
~of cancer and to 1mprove the quahty of life for cancer surv1vors and their families. '

APPROVING N EW CUTTIN G-EDGE DRUGS FOR PATIENTS

Announced that FDA has approved a record number of cancer drugs In 1996, the
President launched the FDA Initiative on Reinventing the Regulation of Cancer Drugs.

i 'Sznce that time, the FDA Division of Oncology Drug Products has approved more than

tw1oe as many new therapres as 1n the three years prior to the 1n1t1at1ve

'Urged Congress to confirm Jane Henney, the first woman and the first oncologlst

" nominated as FDA Comrmssnoner You are urging the Senate not to adjourn without

. confirming Dr. Jane Henney, the first woman and the first oncologlst to be nommated as
-FDA Commlssmner : :

URGING CONGRESS TO PASS COMPREHENSIVE TOBACCO LEGISLATION

N The Presndent and Vlce Presxdent are ﬁghtmg agamst the leadlng cause of preventable
* cancer =- tobacco. Every day 3,000 children start smoking, and one thousand will die of a

- tobacco-related disease. Today the President and you are reminding Americans that they
need a Congress that has the courage to pass cornprehenswe tobacoo leglslatlon to stop klds
from smokmg o S
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PRESIDENT WILLIAM J. CLINTON
RADIO ADDRESS ON CANCER
* . SAN JOSE, CALIFORNIA
,September 26, 1998

Good morning. Cancer, as everyone knows is the cruelest of fates; and it strikes nearly
every family. It struck mine, and I lost my mother to this devastating disease. Losses like these
are the reason why tens of thousands of Americans are coming together today, on the National
Mall in Washington, DC, with one, common purpose: to focus our nation’s attention on cancer.
Gathering today are patients and survivors; families and friends; doctors and Americans from all
walks of life. The Vice President, who has led our administration’s struggle against cancer, will
join their ranks, and will speak about the specific steps we are taking to win that fight.

This morning, I want to talk to you about our-overall vision of cancer care and research as
~ we approach the 21st'century. This is a time of strikinig progress, of stunning breakthroughs.
With unyielding speed, scientists are mapping the very blueprmt of human life, and expectations
of the Human Genome Project are being exceeded-by the day. We are closing in on the genetic
causes of breast caricer, colon cancer and prostate cancer. New tools for screening and diagnosis
are feturning to many patients the promise of a long and healthy life.- It is no wonder the
scientists say we are turning the corner in the fi ght agamst cancer.

For six years now., my admlmstratlon has made a top priority of conquering this terrible
disease. We have helped cancer patients to keep health coverage when they change jobs. We
~ have accelerated the approval of cancer drugs while maintaining safe standards. We have
 increased funding for cancer research, and, as part of our balanced budget, strengthened
Medicare to make the screening, prevent1on and detectlon of cancer more avadable and more
affordable. - - :

Still, we know that we must never stop searchmg for the best means of prevention, the
most accurate diagnostic tools, the most effective and humane treatments -- and, someday soon, a
cure. To that end, there are several steps we must take. ’

First, to build on our rernarkable progress I have proposed an unprecedented multi-year
increase in funding for cancer research. As studies proceed, we must remember that patients, as
much as sc1ent13ts ‘have a critical perspectxve to add to any research program. That is why I am
announcmg that all federal cancer research programs will, by next year, fully integrate patients
and advocates into the process of setting research pr1or1tles Next, as we continue to unravel the
genetic secrets of cancer, we must apply that knowledge to the detection of this disease. I am,

* therefore, issuing a challenge to the scientific community: to develop, by the year 2000, new
“diagnostic techniques for every major kind of cancer so'we catch it at its earliest and often most

1



treatable stage. Also, we should give more patients access to cutting-edge clinical trials, so théy -
-- and researchers -- can get faster results. That is why I am dlrectmg the National Cancer - »
Institute to speed development of anational clinical trials system -- a simple, accessible resouree »

- for health care providers and patients -across the nation. - I am ‘also urging Congress to pass my
' proposal to cover the, costs of those trrals for Medlcare beneﬁcranes who need them rnost

Fmally, we are: ﬁghtmg agalnst the Ieadmg cause of preventable cancer by domg
. everything we can to stop kids from smoking. America needs a Congress that has’ the courage to
. finish the _]Ob and pass comprehensrve tobacco leglslatron B -

New technologlcal tools new networks of 1nformat10n new research prrorrtles all are
part of our overall approach to health care that puts the patlent first. On this day, as Americans
renew our national fight against cancer, we do well to remember that we are doing more than
curing a disease. We are curing the ills that disease may cause -- the stigmas, the rnyths the

. barriers to-quality care The concerned citizens on the Mall foday show that we are overcommg ,

those barrlers one by one; and at the same time bulldmg a stronger and healthler Arnerrca ‘

Thank you for hstenrng
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The Tennessee group will include the following individuals:
‘ Canccr Survivors -
Peggy Earnest
Darren Gish
Sandra Hamilton
Paula Hill -
" Vada Newcomb
Barbara Christian Sproul
- Keith Junior, M.D. :
Lori A. Teague
Kimbra Wilder
- Dr. Harold Moses, Director, Vanderbilt (.a.m,er Center
- Mrs. L. Sykes Martin, Board of - Directors, Vanderbilt Cancer Centcr
Mrs. William Wade Wood, Board of Directors, Vanderbilt Cancer Center
Mrs. Francine Corzine, Board of Dircctors, Vanderbt it Cancer Center .
_ Dr. Jim Whitlock, Cancer Survivor, Chair Vanderbilt Pediatric
 'Hematology/Oncology -
- Dr. Dennis Hallahan, Vanderbilt Canccr Cenicr
~ Linda Quigley, Cancer Survivor, Journalxst, The Tennessean
" Marianne Bouldin, President, Nashville Women's Political Caucus
- Dr. Larty Kerr, Vanderbilt Fellow, National Science Foundation
- Marilyn Yager, Director, Health Policy Development, Vanderbilt
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PR U.Ss. DEPARTMENT OF HEALTH AND HUMAN SERVICES

Py

September 26, 1998 Contact: HHS Press Office (202) 690-6343

HHS FOCUSES EFFORTS ON PREVENTION, DETECTION
~ AND TREATMENT OF CANCER . B

Overview: More than 40 percent of Americans will be diagnosed with cancer during their
lifetime and more than 20 percent will die of it. But our concerted efforis lo battle cancer are
making progress. The National Cancer Institute reports that cancer death rates in the U.S,
population fell berween 1991 and 1993, the first sustained decline since national record-keeping
was instituted in the 1930s. In the short erm, this decline means that as many as 16,000
Americans will survive cancer this year who would have died if the rates were the same as they
were in 1990. The decline in cancer mortality has been greatest among African Americans,
although overall cancer rates.remain significantly higher among this group than among white

 Americans. While this news is encouraging, rhe fight agamst cancer remains a top przorzty for
the Clinton Administrarion.
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To meet the challenge and contiviue the progress, the Administration has implemented a variety e
of initiatives to improve cancer research, encourage cancer prevention and make cutting edge -
treaiment available to Americans through Medicare and Medicaid. A

The President has proposed a §1.9 billion z'ncrease over five years in cancer research at the
National Institutes of Health, an historic 65 percent increase to 84.8 billion in 2003. Medicare
has instituted important new benefits for prevention and screening for breast, colorecial, and :
cervical cancers. Americans over age 63 make up half of all cancer patients, und are 10 times. L
more Itkely 1o gel cancer than younger Americans. .

Across HHS., experts are working to understand, prevent and trear cancer. On March 26, 1996,
President Clinton announced the FDA Initiative on-Reinventing the Regulation of Cancer Drugs,
which outlined several initiatives to enhance cancer drug development and 1o provide LA
opportunities for people 1o be actively involved in FDA's cancer drug advisory commiltee '
process. In the 30 months since the initiative was announced, FDA has approved 24 new
- ~therapies lo Ireat more than a dozen different types of cancer, 16 new uses for already available bt
“cancer drugs, and |4 new medical devices to diagnose or treat t:ancer'. The Centers for Disease
Control and Prevention supports a variety of cancer-related programs, including carly detection,
surveillance, skin cancer prevention, and education projects.

Finally, the Preszdenz and the Department of Health and Human Services have worked to
prevent fobacco use among yourh, step up the fight against breast cancer, decrease
environmenial hazards, and educate the public aboul. the importance of prevention and early
detection of breast, cervical, prostate, colorectal and skin cancer.

e el MRS
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RESEARCH AND PREVENTIO

| Understandmg Cancer. The National Cancer Institute at the Natxona.l Insntutes of Health leads the
nation’s efforts in cancer research. The most remarkable progress made in recent years has beenin the .
knowledge of cancer biology. Research on how cancer develops has shown that cancer invariably "
involves altered genes and altered gene function. Studies in cancer genetics are providing . ‘
unprecedented insight into the development and evolution of cancer and are generating knowledge
about the most basic processes involved in the onset of cancer — those at the molecular level. In the
past few years, scientists have made remarkable progress in the study of cancer genetics, identifying a

‘number of genes that are mvolved in a number of cancers, including breast prostate, kidney, skin, and
colon

o In 1994, studies of women with a family history of breast cancer revealed that alterationss in two
- genes, BRCAI and BRCA2, increase a woman’s risk for developing breast cancer.

e Scientists also are honing in on the locatlon of the first hereditary prostate cancer gene, HPC-1.
Researchers estimate that one in 500 men has an alteration in HPC-J. Familial prostate cancer
accounts for about 1 in 10 cases, and HPC-1 may be responsxble for about one third of these cases.

o In 1998, NCI established a new Cancer Genencs Network to provtde our nation with a network of .
nearly a dozen institutions that will collaborate in building a research and information technology '
infrastructure to explore ways to-answer the many medical questxons raised by dlscovenng the genes
responsﬂale for cancer. : :

o NCIhasa multttude of chmcal trials underway to test various agents as possxb[e preventive agents
against cancers. One of the largest is the Prostate Cancer Prevention Trial which will determine
whether the dmg ﬁnastende reduces prostate cancer risk.

, Treatment. NCl is taking a new approach to conductmg chmcal research by harnessmg the power of
computer-based information technologes to speed the application of what is discovered in research to
the practice of medicine. Once in place, the new Cancer Informatics Infrastructure will revolutionize
cancer clinical research, making it easy for patients, families, at-risk individuals, and physicians to get
information about available clinical trials. Using the information superhighiway, these programs
integrate the worlds of laboratory science, informatics, the World Wide Web, and clinical research to
speed the application of scientific discoveries to the real world problems faced by doctors and patients.
These pro_;ects make scientific information more accessible to scxenusts doctors, and the public.

Drug Development. Over the past year, the Natlonal Cancer Institute started an ambitious program to
help us develop new and effective anticancer drugs. The “Chemlstxy-onlogy Centers Program,” brings
together the best scientists in these two disciplines to focus their efforts. on cancer drug dxscovery
These Centers promise to help discover truly novel ways 1o prevent and treat cancer that were
‘previously unimaginable. (

For example, Herceptin, 2 new anti-cancer compound that was approved by the FDA on September 25,
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1998, was developed by a biotechnology firm working with NCI and effectively attacks specific cancer
cells that produce a protein called HER2, Studies indicate that Herceptin can help 25-30 percent of
patients with advanced breast cancer. Also, early findings of a large, NCI muiti-center trial show that
the drug Taxol, when used in combination with other standard chemotherapy agents, has a small but

~ significant benefit for breast cancer patients whose disease had spread to nearby lymph nodes.

In 1998, an NCI-sponsored study showed a 49 percent reduction in breast cancer incidence among the
high-risk participants who took tamoxifen. The tamoxifen study proved for the first time that it is
possible to reduce the short term incidence of breast cancer in women at high risk. An FDA advisory
panel recently recommend approval of tamoxifen for reduction of short-term breast cancer incidence. -

The FDA works closely with both NCI and private industry to make promising products available to
patients with cancer. These products included some novel and even breakthrough approaches. Many
were available in the United States before they were approved anywhere else in the world:

the first therapeutic monoclonal antibody for cancer patieats with refractory lymphoma;
The first approval of a lipid encapsulated intravenous chemotherapy to minimize toxicity while
preserving efficacy for patients with Kaposi sarcoma ~ a cancer that affects people with AIDS;

e a new use for chemotherapy that results in a dramatic increase in survival for patients with ovarian
cancer. :

Vaccine Development. Vaccine development is another major area of research designed to obtain an
immune response in patients against their tumor cells. NCI scientists designed a synthetic vaccine to be -
used in patients with melanoma, an often deadly form of skin cancer.

Another example of targeted treatment, is anti-angiogenesis research. In cancer, tumors cannot grow or
spread without developing new blood vessels that supply the cancer with oxygen and nutrients. About
20 compounds that inhibit the growth of blood vessels are being tested in human clinical trials.

Studies of Issues Faced by Cancer Survivors, Although cancer remains among the worst fears of
Americans, it is becoming clear that -- thanks to research - cancer is not the death sentence it once was.

More than 8 million Americans today are cancer survivors who have special needs, and to help them,
the National Cancer Institute is spending more than $13 million a year studying the issues and problems
‘they face. : :

For the first time this year, the National Cancer Institute began including consumer advocates as full
voting members of the peer review groups that judge the worth of grant applications. This year the
National Cancer Institute also formed a Director’s Consumer Liaison Group, a formal committee of 15
cancer survivors who directly advise the NCI director and bring the patient’s perspective to bear on the -
full range of NCI activities. ' :
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As part of the March 1996 announcement, FDA also initiated a progrﬁm to educate and recruit cancer
patients and their advocates to participate in meetings of FDA advisory committees — groups of outside -
experts that advise FDA on cancer-related therapies. More than two dozen cancer patients or their

advocates have made i important contributions to the advisory committees that review cancer-related
therapies.

ENSURING RIGHTS FOR CANCER PATIENTS | B
With the “Consumer Bill of Rights,” the Administration has proposed to protect the rights of all health
care consumers and their families by assuring the health care system is fair and responsive to consumers’
needs. Among the patient protections are two of special concern to cancer patients: Guaranteed access
to specialists, which would allow cancer patients to have direct access to their oncologists without
having to see¢ a primary care physician for a referral; and, transitional care, which would allow patients -
to continue with an oncologist for a period of time, even if their insurance changes or if the doctor
leaves or is terminated from the managed care plan. The Administration continues to press Congress to
pass a comprehensive Patients’ Bill of Rights and has already applled the Bill of Rights to all Federal
health care programs and plans.

On September 17, the President announced that HHS had completed work on a new regulation
establishing patient protections for Medicaid beneficiaries enrolled in managed care plans. The rule
.would bring Medicaid managed care in line with Patient's Bill of Rights, and provide the more than 15
million Medicaid beneficiaries enrolled in managed care plans with comprehensive, easy-to-understand

" information about those plans, along with a list of providers and their locations. The Medicaid managed
care regulation fulfills the President's promise to extend the Patient's Bill of Rights to the tens of millions
Americans enrolled in public health care prOgrams including the more than 20 million Americans in
Medicare and Medxcmd

MEDICARE PREVENTIVE BENEFITS : * V

' On January 1, 1998, Medicare expanded several preventive procedures to detect diseases at early stages
when they are most treatable. These new benefits were part of the Balanced Budget Act of 1997.
Expanded benefits include: annual mammogram screenings for women age 40 and over; a one-time
baseline mammogram for women age 35-39; expanded pap smear coverage to include both a pelvic
exam and clinical breast exam every three years for most women; annual pap smear coverage for
women at high risk for cervical or vaginal cancer; and coverage for colorectal cancer screening.

ELIMINATING RACIAL DISPARITIES

President’s Clinton’s Initiative on Race and Health has set, among other goals, a target of eliminating
longstanding disparities in cancer rates that afflict racial and ethnic minority groups by the year 2000.
Though overall health statistics have improved since 1993, research shows minorities suffer from certain
diseases at up to five times the rate of white Americans. For example, African-American men under 65
suffer from prostate cancer at nearly twice the rate of whites; Vietnamese women suffer from cervical
cancer at nearly five times the rate of whites; and Latinos have two to three times the rate of stomach
cancer.
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Surgeon General Dr. David Satcher has launched an outreach program to educate the public about the
risks of cancers and other public health problems, and the President’s budget proposal contains a $250
million investment over five years to strengthen public health programs such as prostate cancer
screening for African American men and breast and cervical cancer screenmg for Native Americans.
Overall, the plan sets a national goal of eliminating health disparities in six areas by the year 2000: infant

mortality; cancer screening and management; cardlovasoular disease, diabetes; HIV/AIDS rates; and :
child and adult i mxmumzanon levels. . . o

ETEg.m gg FIGHTING BREAST CAN CER
Breast cancer is the most commonly diagnosed cancer, and the second leading cause of cancer deaths among
American women. Early detection through mammography and clinical breast exams are essential to reduce .
.deaths from this disease. For women age 50-69, having regular mammograms can reduce the chance of
“death from breast cancer by one-third-or more. Despite the potennal benefit, 33 percent of women ages 50-
64, and 45 percent of women age 65 and older reported not recewmg 2 marmnogram during the past two
years.

National Actxon Plan on Breast Cancer. The Clinton Adxmmsinnon has raponded to the sxgmﬁcant threat -
posed by breast cancer with increased efforts in research, prevention and treatment. HHS' Secretary Donna

E. Shalala convened a conference in December 1993 to establish a National Action Plan on Breast Cancer,
which has awarded more than $9 million in grants for 99 innovative research and outreach projects. In 1995,
First Lady Hillary Rodham Clinton launched a campaign urging older women to obtain mammograms, and, in
particular, to promote use of Medicare coverage for mammography Both the President and the First Lady
have appeared inTV pubhc service announcements encouraging older women 10, get mammography
soreemng : :

Breast and Cervical Cancer Early Detectlon Program The Centers for Disease Control’s Breast and
Cervical Cancer Early Detection Program brings critical screening services to underserved women in all 50
states, including older women, women with low income, and women of racial and ethnic minority groups. To
date, more than 1.7 million screemngs hsve been provided. '

Mammography Quality Standards Act (MQSA) The Mammography Quality Standards Act (MQSA),
published October 1997, gives FDA the authority to set high standards for mammography facilities and

- certifies those which meet the standards. The roughly 10,000 mammography facilities nationwide certified by
the FDA must meet quality standards for both equipment and personnel, and are inspected annually. MQSA
regulations require facilities to hire capahle technologists, use quality dedicated equipment that produces clear
images, and employ skilled interpreting physicians to interpret the results both accurately and efficiently. The
rules also require that doctors and patients be  fully and quickly informed of results so that any foliow-up '
testing or treatrnent can begin mmedmtely
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PREVENTING YOUTH TOBACCO USE

Each day, almost 3,000 young people in the United States become regu]a.r smokers, and nearly 1,000 of them
will die prematurely from diseases related to tobacco use. Each year, more than 400,000 Americans die from
smoking-related diseases, more Americans than are killed each year by AIDS, alcohol, car accidents,

murders, suicides, illegal drugs, and fires combined.

In August, 1996, President Clinton announced the FDA tobacco rule designed to reduce the incidence of
youth smoking. The FDA rule made it a federal violation to sell cigarettes or spit tobacco to anyone younger
than age 18, and required retailers to ask for photo identification from anyone under age 27 who attempts to
purchase tobacco products. In February, 1998, Vice President Gore announced a new national education

- campaign to educate consumers and help retailers prevent illegal sales of tobacco products to children, The
Vice President also announced progress by the Substance Abuse and Mental Health Services Administration
(SAMHSA) in nnplementmg the Synar Amendment, legislation that requires states to monitor retailer
compliance to ensure they prohibit tobacco sales to children.

The administration is also working to pass comprehensive national tobacco legislation, encompassing the
President's five key principles: (1) a8 comprehensive plan to reduce youth smoking; (2) full authority for the

FDA to regulate tobacco products; (3) changes in tobacco industry policy, including an end to marketing and
promotion to children; (4) progress toward other public health goals, including biomedical and cancer Af
research, a reduction of second-hand smoke, promotion of smoking cessation programs, and other urgent
priorities; and (5) protection for tobacco farmers énd their communities. \

OTHER PREVENTION ACTIVITIES

Protecting Children from Environmental Exposures: In April 1997, President Clinton issued an
executive order assigning high priority to addressing environmental health and safety risks to children. The
executive order established a Task Force on Environmental Health Risks and Safety Risks to Children, which
has identified four priority areas: 1. Asthma, 2. Unintentional injuries, 3. Developmental disorders, 4.

Cancers. Through this task force, HHS is working with the Environmental Protection Agency (EPA) to
_promote policies and practices that emphasize child health. On September 3, 1997, HHS and EPA announced
that they are creating the first federal research centers dedicated to the protection of the health of children
from environmental threats. ‘A total of $ 10 million has been allocated for the initial year of the centers. The

agencies plan to establish six centers nationally, ;

1';

"Choose Your Cover™ Skin Cancer Prevention Campaign. In May 1998 HHS Secretary Donna E.
Shalala launched a national, multi-year awareness initiative to prevent skin cancer among Americans.
The "Choose Your Cover" public service announcements target 18- to 25-year-olds, an age group that
spends many hours out in the sun. The "Choose Your Cover" initiative will also reach out to 9- to 18-
year-olds -- a critical time when adolescents set patterns of behavior that they carry with them into
adulthood. The campaign was designed by the Centers for Disease Control and Prevention.

/



' Changes to Disability Bill
September 24 1998

The followmg are two optlons that replace Sec. lOl(b) of the draft bill that had offered all states
the option to expand to a group of workers with disabilities as defined by the state.

1. Allowing states to offer eligibility to people with disabilities leaving SSI/Medicaid
because of health .care: This would narrow the second eligibility option to include only people
with disabilities who lose SSI/DI because their disability has improved due to health care
provided by Medicaid (e.g., not.a natural improvement over time, cure of a condition, etc.)

Example: A person has rheumatoid arthritis. At the time of application for disability benefits,
laboratory findings were positive for this condition and the doctor reported persistent joint pain
that prohibited work. At the disability review a year later, laboratory tests were still positive for .
rheumatoid arthritis, but the impairment responded favorably to therapy and a new drug, so that
the pain subsided enough for the person to potentially return to work. Although this is a-
temporary remissions that can be attributed to health care, the improvement would disqualify the
person from disability and-thus health benefits under current law. This pr0V151on would give
 states the option to allow this type of person to buy into Medicaid at a premium set by the state.
Draft language “ o
“(v)(1) The term ‘working 1nd1v1duals with disabilities’ means—
“(A) individuals ages 16 through 64 who— '

(I) but for medical improvement, would be consndered disabled under
1614(a)(3) or 223(d) at the time of a regularly scheduled contmulng disability
review; and

(ii) is employed, defined as: :

(I) earning at least the appl1cable minimum wage requ1rement
under section 6 of the Fair Labor Standards Act (29 U.S.C. 206) and
WOrl(ing at least 40 hours per month; or

o ‘(1) is engaged in a work effort that meets substantial and -
reasonable threshold criteria for hours of work, wages, or other. measures,
as defined by the State and approved by the Secretary.”.

1

2. Limited state option to cover for people with potentially severe disabilities: Without
adequate health care, some moderate disabilities can become severe enough to prohibit work and
~qualify people for disability and health benefits. " This demonstration would allow a limited _
“number of states to create an optlonal el1g1b1l1ty category for people with such conditions. States
would be given the authority to restrict eligibility based on functional status and/or medical
listings without the risk of opening up Medicaid to all people with lesser disabilities.” Only a ,
limited number of states could participate for a five-year trial period (modeled on the Community
Supported Living Arrangements option under 193 0). To limit Federal cost liability, states would
no longer receive Federal matching payments-for additional workers with potent1ally severe
disabilities if a cumulatlve Federal expendlture target is exceeded.
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Example: Some people with diabetes or epilepsy require health care to control their conditions
but do not have enough hypoglycemic attacks or seizures to meet the SSA medical listings -
criteria. Similarly, workers with multiple sclerosis or Alzheimer’s disease will likely become
eligible for disability benefits but may not have the severity of their condition or functional
limitations to qualify. This option would allow a limited number of state to opt cover such
people in a Medicaid buy-in.

Draft language:
SEC. 104. MEDICAID BUY-IN FOR WORKERS WITHPOTENTIALLY SEVERE
- DISABILITIES. . . o
(a) Medlcald Buy-ln for Workers w1th Potentlal]y Severe Dlsablhtles —Under thlS tltle,
the term “Medicaid buy-in for workers with potentially severe disabilities” means the medical
assistance in the State plan of a participating State, as determined under subsection (c), furnished
to an individual, as determined under subsection (b), who is a worker with a potentially severe
disability.
(b) Worker with a Potentially Severe Disability Deﬁned —In this tltle the term “worker
with a potentially severe disability” means an individual ages 16 though 64 who—

(1) meets the State definition, as approved by the Sécretary under subsection (c),
of having a specific physical or mental impairment that, but for medical assistance, will
result in eligibility under section 1614(3); and

(2) is employed, as defined in 1902(v)(1)(ii).

(¢ ) Criteria for Approval of Participating States.—The Secretary shall approve a 11m1ted
number of State plan amendments under this section using the following criteria:

(1) the State definition under (b)(1) is determined by the Secretary to be clearly
specified and developed with public consultation, so as to reduce the likelihood of
litigation over the limits of such definition;

(2) the State provides medical assistance to individuals described in
1902(a)(10)(A)(ii)(XV) and applies the same premiums and cost-sharing charges applied
to individuals eligible under-1902(a)(10)(A)(ii))(X V) to-individuals-eligible under this
subsection; and

- (3) the number of participating States shall be limited to 5; and

(d) Maintenance of Effort.— Federal funds paid to a State for medical assistance under
this section must be used to supplement but not supplant the level of State funds expended for
workers with potentially severe disabilities under programs in effect for such individuals at the
time the State plan under this section is submitted for approval. A State plan under this section -
is approvable on condition that the Governor certifies that the plan satisfies this requirement.”

(e) Limitation on Federal Financial Participation.—If the sum of all participating States’
cumnulative Federal financial participation, beginning with the effective date, exceeds
[$300,000,000], Federal financial participation shall end.

(f) Effective Date, Evaluation, and Sunset.—This section shall apply on and after October
1, 1998 and expires on September 30, 2003. The Secretary shall assure that an independent
evaluation of this option is completed prior to its sunset.



DRAFT
September 2x, 1998

TO:
FROM:

" RE: HEALTH INSURANCE NUMBERS FOR 1997

On Tuesday, September 29, the Census Bureau will release its estimates of health insurance
coverage for 1997. Its main findings include: ‘

e+ ... Number of uninsured has_fi..n.,creased._by..vlj million: About 43.4 million people had no. .
health insurance coverage in 1997, up from 41.7 million in 1996 and 38.6 in 1992.

e - Number of uninsured children remained constant at 10.7 million. The same holds
true for poor children: about 3.2 million were uninsured in both 1996 and 1997. Thisis a
big difference from the change between 1995 and 1996, when 800,000 of the 1.1 million
increase in the uninsured were children.

. Number of uninsured poor also did not increase. About 11.2 million poor Americans
were uninsured, virtually unchanged from the 1996 estimate of 11.3 million. The Census
" press release notes that about half (49.2 percent) of poor full-time workers were
uninsured, down from 52.2 percent in 1996. The proportion of all uninsured who are
poor continues to fall -- showing that this is an increasingly middle-class problem.

. The increase in the uninsured occurred among non-poor adults. It appears that all of'
the increase in the uninsured was for adults with income above the poverty line.

¢ . The rate of lack of insurance increased most in young adults (18 to 24), people in
families earning between $25,000 and 50,000, and working in firms with 25 to 500
employees. People considered “near poor” -- in mid-size firms; often in first jobs that
earn them a decent income -- are increasingly lacking insurance.

REASONS FOR THE CHANGES

Since the number of people covered by Medicaid has decreased at the same time as'the increase
in the uninsured, we expéct that most advocates will blame welfare reform for this effect. Critics
of welfare reform have been watching the poverty and health coverage trends closely, looking for
validation for their predictions of negative effects. There is evidence that some states use '
“diversion” programs which discourage people from applying for TANF and thus learning about
Medicaid. A more important issue is that many low-income people assume that they are not
eligible for Medicaid because their work. ‘
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However, a close look at the trends suggests that what is happening is not closely related to
welfare reform. The general trend toward fewer people in poverty and a greater proportion of
low-income people working suggests that adults are moving out of Medicaid eligibility and into
jobs that may not offer affordable health insurance. States have to offer Medicaid only to adults
who would have been eligible for AFDC under its pre-reform rules and those transitioning to
work. States have the option to expand to higher income parents -- an option expanded through
the “100 hour rule” released this summer -- but generally do not even cover all parents below
poverty, thus leaving out most workers.

This leads to the question of trends in employer-based insurance. There continues to be a strong
relationship between health insurance coverzfge and the type of work and firm size. Coupled
with an increase in the number of people who work part-time (check), a growing proportion of
part-time workers are uninsured (24 percent). Also, the proportion of firms with 25 to 500
employees that offer employer-based insurance continues to decline, although their rates of
offering coverage are still not as low as employers with few than 25 workers (only 28 percent of
such workers have employer-based coverage). However, on the whole, the proportion of the
U.S. workers receiving employer-based insurance has remained relatively constant.

. . . \
Recently, the Health and Human Services Actuaries released their projections of national health
spending that include an interesting assumption about employer-based health coverage. They
suggest that employment-based insurance may begin to increase in the future as unemployment
remains low, since it will serve as a way to attract workers. This could mitigate the increasing
number of uninsured.

RESPONSE .

We believe that we should express strong concern about this trend. Health insurance coverage

has always been one of the President’s major concerns, and, given the gains made in o
employment, incorme and the reduction of poverty, this news is particularly distressing.

To ensure that this problem does not get worse, we should emphasis our work with Children’s
Health Insurance Program (CHIP). The rapid decline in coverage for children stopped in 1997,
as the nation debated expanding coverage to children and states began expanding coverage. '
Now, we must work with states to implement CHIP as rapidly as possible and work with Federal
agencies, the private sector, providers, community-based groups and others to'make sure that all
children eligible for CHIP and Medicaid are enrolled.

It also might be helpful to suggest that we will consider new policies that will help adults as well
as children in working families. In the same way that CHIP was built on state and Medicaid
programs for children, we should examine models for coverage low-income, working adults,
including simplifying Medicaid or seeing if CHIP can be extended.

J



" Recent Trends in Health Insurance: Embargoed Until 9/29/98

' | 1994 |

1995

1996

1997

Medicaid

Uninsured (millions) 39.7m 40.6m * 41.7m ** 43.4 m **

Uninsured 15.2% 15.4% * 15.6% * 16.1% **

Private covérage» 70.3% "70.3% 70.2% 70.1%
12.1% 12.1% 11.8% 10.8%

Medicaid

Uninsured (millions) I1.1m 11.0m * 11.3m 11.2m
Uninsured 29.1% 30.2%* 30.8% * 31.6%
Proportion of uninsured who 57.8% 27.1% 27.0% 25.9%
are poor |

46.2% 46.4% 45.5% 43.3%

0 to 17 years 14.2% 13.8% 14.8% 15.0%
18 to 24 years . 26.7% 28.2% 28.9% 30.1%
25 to 34 years 22.0% 22.9% 22.3% 23.3%
35 to 44 years 16.0% 16.6% 16.3% 17.3%
45 to 64 years 13.3% 13.3% 13.7% 14.1%
65 + years 0.9% 0.9% 1.1% 1.0%

<$25,000 232% 23.9% 24.3% 25.4%
$25,000 - 49,999 15.4% 16.2% 16.6% 18.1%
$50,000-74,999 8.7% 9.3% 10.0% 10.1%
$75,000 + 7.0% 6.7% 7.6% .8.]%

All firms 53.3% 53.2% 53.1% 53.0%
<25 workers 27.9% 28.3% 28.2% 28.4%
25-99 workers 52.6% 53.7% - 53.9% 52.4%
100-499 workers 63.2% 63.5% - 63.1% 61.8%
500-999 workers 67.4% 65.1% 66.1% 66.7%
1000 + workers 67.9% 67.7% 67.1% 66.6%

* Insignificant change; ** Significant change; if no asterisk, no test available.




Uninsured Children Less than 18 Years Old

Poor uninsured (number)

31m

Total (number) 9.8 10.7 #* 10.7 *
Total 13.8% 14.8% ** 15.0%
Private 66.1% 66.3% 66.9%
Medicaid 23.2% 21.8% 20.5%

34m*

Poor uninsured -

21.4%

23.3% *

< 6 years 13.3% 13.8% 14.4%
6to 11 years 13.5% 14.6% 13.9%
12 to 17 years 14.5% 16.1% 16.7%

IRE

L
White 13.4% 13.9% 14.1%
Black 15.3% 18.6% 18.9%
Hispanic 26.8% 28.9% 28.6%

* Insignificant change; ** Significant change; if no asterisk, no test available. .
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TALKING POINTS ON THE NEW HEALTH INSURANCE NUMBERS

BACKGROUND. On Tuesday, the Census Bureau will release its estimates of the health
insurance coverage of Americans for 1997. Highlights include: ~

Number of uninsured has increased by 1.7 million: About 43.4 million people had no
health insurance coverage in 1997, up from 41.7 million in 1996 and 38.6 in 1992.

4Number of uninsured children remained constant at 10.7 million.

Number of uninsured poor also did not increase. About 11.2 million poor Americans
were uninsured, virtually unchanged from the 1996 estimate of 11.3 million. The
proportion of all uninsured who are poor continues to fall -- showing that this is an
increasingly middle-class problem. . - '

RESPONSE

The increase in the number of uninsured Americans is of great concern to the President.
Since the day he took office, the President has recognized the problems that come from
lacking insurance: parents not being able to buy needed medication for their children;
people letting chronic conditions go uncared for-and ending upin the emergency room;-
families losing thelr savings due to a catastroph1c illness.

~ We remain concerned that some of this increase in the number of uninsured may be an

unintended consequence of welfare reform. One of the President’s highest priorities in -
welfare reform was maintaining Medicaid eligibility for people who have had such
eligibility before reform. He also recently released a regulation, called the “100 hour
rule,” that essentially allows states to cover working parents who earn too much to be
eligible for Medicaid. We hope that states take advantage of this option.

However, many low-{xfage workers may think that, because they are not eligible for work.
assistance, they are not eligible for Medicaid — which is not always true. Additionally,
not all of the jobs employing former welfare recipients offer affordable insurance.

To address these problems, the President has directed his staff to review pblicies that can
better ensure that workers eligible for Medicaid are enrolled and that those who are not
eligible for Medicaid have affordable options.

The good news is that the number of uninsured children, which had been climbing, did
not increase in 1997." This may have resulted because of the President’s, Governors’ and
Congress’s focus on this problem. The Children’s Health Insurance Program (CHIP),
created in the Balanced Budget Act, is the largest single expansion of coverage for

~ children in 30 years. Passed in August, it became effective in October 1997 and some

states began enrolling children at that point. We hope that next year we w111 begin to see
the number of children decline as a result
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NEW - MONOCLONAL ANTIBODY APPROVED" FOR ADVANCED BREAST CANCER'

FDA today l;cé nsed a new bloiogxc approach. for the :reatmé§:
of met agtat1P breast cancer,‘or cancer that has spread beYond the -
breast and 1ymph ned .“nderfthe»arm. The ‘new Lﬁﬁrévénoué
product,_trasLuzumab (traq9 name HSRCEP¢IN) ig approved fur use
:alone for certain patlencs who have t*]ﬁd chemotheraoy with

4

litzle success oY as firs llﬂe treatment t““ metastat;c

[\

dieeasaywhen péeﬁ *ﬂ.ﬁn‘combination‘with paciitaxel {Trade-name

Taxol) . |
HER&EPTEN iS~é monoclonal aﬁiibddy-bioenéihéeréd~from par

of & mouse antibody which is altered to closely resembie a -human .
éctibody. AItAbindélﬁQ3é'pr;e;n éalled4HER2 wﬁich is tound on
thélsur;ahe of some normai célls)and plays‘a;role inireéuia£ing
cell growth. " In léboracory”experimentsq HERMEPTIN,iﬁhibited
Tumor cell growth byuthig pinding action. In thg'casefof
mezastatic breast cancer cells, approximately 30% of tumors.
oroducé"exceée amounté of HER2. ‘Oﬁiy patients who héve tumoxr
with tnls charac;er_s ic have bepn atudied and chown to~benefit¥:’
from tnetnew, kdrgote~ appvoach uszng HERCEP”IN

"' Approximately 1.6 million women have been dlagno;cd wiib‘
breas:'cancer,;ﬂ the United Sﬁa;es witp 180,000 new cases
diégnqéed each year, accofdingfto the AmerLCaﬁ lancer éociety.
When breast can¢ef ;gmoré produce,ekcess amount . :ﬁe HER2

proteir, it appears trnat the cancer may be more ‘aggressive.
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. with adﬁanced dlsease, this Ju-tsproduct bﬁ&ﬁgﬁ hope

months for.

"We now’have a new weapon in our fight againat breast

cancer,” said HHS Secretary Donna o Shalala Por certain women

cc"\ MC.AM. r\&,_.,l

T

“As aw oncolog st myself I know nothlng is more -mpo*“aﬂ“
than giving pat1ents and thelr doctors new ways to fight merious

and life-threatening lilne sses,' said Dr. Michael A. Friedman,

FDA Acting Commissicner. . "The increasing use of biological

N

products such as HERCEPTIN to treat the underlying causes of

11

e

diseases 1s an exciting development in medicine. FDA w

continue to maxe the review of products for‘serious ancg life-

threatening dlseaaes one of our highest agency priorities.’

The benefits of'HERCEPTlN'waS showd in twc clinical trials.
on a randomized, controllied clinical trial, 469 patients with

merastatic disease who over-expressed HER2 were assigned to

receive chemotherapy aione or chemotherapy in combination with

HERCHPTIN. 'As a group, the women who received chemotherapy plus

:ERCEDTIﬁ,ﬂad less rapid tumor growth, more tumoxrs were reduced

33%~5r morevi:'size; angd ohé—year éurvivalvrates were nigher.
Specilicaily, rhe median t{mé“to ﬁiéease progression was 7.3

monéha for thdée recéiving nERCEPTIN and chemotharaoy and 4.

atients receiving chemotherapy alone. Tne overall

'(}

tumor response was 44%.1in the HhRCSPTIN group and 29% in the
Nnemotnerapy alone g*oup - The Qne-year;survlya; rate for the
TERéHPxIA cowb‘natlo“ treatmémt wésrTS% versus 68% for
nemot lerapy alone.

In a second clinical trial with 222 patients, HERCEPTIN was

found effective when used alone for a group of breast cancer

K
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is critical for

parlents who had re‘apsed follow1ng prev1ous chemo*hcrapy ‘o*‘

metastatic dlseaseﬁ The tumor response rate was 14% overall wwth

« 3% ot patients héving Lhelz Lumors comp?erely d*sappear Tumor

responses lasted in. a range of & weeks to 18 months, ‘with a

wmedian of 9 ‘months.

In poth clinical urials, the paticnts who responded best Lo

WERCEPTIN had the highest levels of HER2 protein.

ot

< Testing of tumors from women with metastatic breast cancer

4

he -identification of the 25-30% of patients who

PR

overexpress HER2 and who can potentially bepefit from treatment

" with HERCEPTIN. A new test to mcasurc HER2 proteln 1in' Lumors was

app oved today (DATE) and is called the DAKO HercepTest,
mahutach;-ea Dy Dako, a Denmark-based company.
‘Seiection of parients who are most likely to benefit is

important beéause‘albhg with the benefit for certain patients

. alsc comes possible scrious risks.. The use of HERCEPTIN either

I'd

alone or in combination with chemotherapy can result in a

~

,wﬂaxen ng of the hear:‘muscle which can lead~tofcongesuiv: heart

caiitre. ~ This potencially life-threaténing'side4eifect‘was'most |

common in\“a 1¢n 8 who reccvved HERCEPTIN in comnlnarlon with

chemeth *any consmutﬁnc of an;hracyclznes and cycxophosphamlde
(AC) . Beoause the benefit is not grea* enougn to ove*comp this

serious ILSK HHRC?PTTN is an applovod to be us ed'%:;h AL.-'
Al patlents treated w;*h HERCEPTIN shoulu nave *heir.heart

{unccion assessed sefove starulng rrpatmeng 3nd c‘osely monltornd

duri:§~tfea:ment. If pat ien»s have hparr proolems phyplc»ans
must bo extremély cautious 1 dECLdlng whetber tﬁe DOtent+aL
921 : " S dgr:iL0 8B S2
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beneflt is worth thlb nzak i,fh’ **'f
O*her sxde effect Whlch wpre mozc frpqncn' with HFRCEP "IN
. p us chemotherany as’ compared to chemorherapy a?one incl ude a

reductlon o‘ whl*e blood celis (leukopenla),,anemgaa d;arrhga,

abdomlnal paln and lPLeCthﬂS Slde effecrs that‘occhr,in about. - i
- half o;gtne:pa:: nEs . durlnu Lhc rxrsr 1nfu91o“ with {TRCEPT:N“ - L

-

in:lude Chil15,'féverf/PaiS; eakness, nauseag vom4tin9 and
ne aaacne.. These were tr ea“able and were. much less l-xely to
bbcnr*w*tr Bubsequent Lnfualons

HERCEPT N is acn;nlate*ed as an 1ntravenous Lnfu51oh qlven

weékly,\éé@ordingfﬁb thénpackage inswtt. The'"reatmehggcan be

ac*mnls ered in an dutna ient Beutxng 6;{‘:;~_% |
. HERCEPTIN is the seﬁond monoclonax antlnody app*oved g& :
treat'cance::"The'first, thuxan L:ade name; ~waS‘approv¢d in ?
No?{j 1§9#, fdx:pa:ieﬁ&éiﬁith one ype of non Ho“g ;.{s iyﬁphoma; :
3 éa;cér:cf tH% l@mure sys;em. R ;
| CER EDT N ig waqu:actured oy Genentech : gg{wéén ?%énciéco ’1V]ff
oa 1% orhi a-. rbé 8 en:e“ Lov Bzo¢oglcs Evaluacwcn Qﬁd‘geviéw ‘ - :
}(CBS g*antpd: M’ ‘:rack:and p rlty rev1cw gtatus iéA‘ 1
: e;e“~ .nfsvappli;a:}én‘ECf "E EP?IN andfreyiewed aﬁd apprbvedv
| iéiii~ap§ro£iﬁa;éi§ﬁais%mcnths;lFQQ fulthe“ ;.forﬁ V1 o1 about the:
_;a?éilﬁbiigzyggf HERCERTIN, phv31c1ans or patlonts Lag Ahii;the.::}k L
CQmp§§y.82‘55Q5225;L;;:;ik !“f L . e v .”AE ‘ o S
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New, Innovativg Programs of the N ati'onAal Cancer Institute

Here are ﬂesh\ed out descriptions of sw&al of the mpovative new National Cancer
- Institute fnitiativcs discussed at the Monday meeting. Also included is a ﬁmetﬁblc for the further
integraﬁon of consumer in the opcration"s of the NCI and its review processes. The final item is
a press release about the new survivorship grants, written as though‘ the Vice President will make
the announcement September 26.
Table of Contents .

Cancer Genome Anatomy Project, Page 2 |
| Unconventional Innovations Program, Pagc; S
Clinical Trials and Informatics, Page 8
New KDrug Development: Chemistry/Biology Centers and Drugs from Nature, Page 1 1
Integration of Patients and Advocates in NCI Programs, Page 13

Draft Press Release on Survivorship Grants, Page 15 |



Cancer Genome Anatomy Project
A year ago, T unveiled a powerful new tool in the fight against cancer, the Cahcér
Genome Anatomy.:Project. This project may prove to be the davn}n of a new em in harnessing
genes for the good of people.
CGAP uses mterdiSCipHnmy research teams at the National Cancer Institute (NCI), at
ac#den;ic centers, and within the private industrial sector. The overall goal is to determine the |
' corﬁple‘te proﬁie of the genes exprgssed in normal, precancerous,vand canicer ceHs, with the aim.
of ﬁxéking it possible to recognize all major steps of cancer development. This genetic
information can guide future efforts to develoi:’ diagmsﬁc indicators and f.o identify targets for
Aearly detection or drug discovery. The progress madc by CGAP in just one year is staggenng
. The project is now the leadmc. source for discovery of new genes associated wzth
cg.ucer. Despite the complexity of the task, the NCI predicts that it Will complete
. the index of genes expressed m cancer in the year 2000, well ahead of thé original
| schedule. When complete, this iﬁformation and the technologies needed to test
| these findings will be provided to doctors to 1mprove our ability to diagnése cancer
by the molecules fuehng cancer growth A significant problem now for doctors 1S
that they are unable to identify thc organof originin a SIgmﬁcant number of
cancers. CGAP information will make this a problem of the past, because the genes
. expressed in all cancers will be known, and cancers previously recorded as “of
' unknown origi:f’ will be identifiable based on their genetic pmﬁlés.._ |
- To date, the project has uncovered more than 300,000 DNA sequences and more
than 12,000 new genes. In five major cancers (breast, co.lon,‘ovary, prostate and

lung), CGAP has discovered 1,500 new genes that can now be studied for their |



Background

possible role m cancer dévelopmerit.

CGAP research has lead to improved methods for preparing and examining DNA

for é’cudy. Under the microscope, tissues are complicated structures with many
different types of cells. To be able to analyze the genetics of 2 partiéular type of

cell, gcientiéts must first be able to dissect those cells from the tissue sample. A

_new technology originated at the NIH, laser capture microdissection, is being

commercially dévebped by the NCI in. collaboratidn with a private sector company.

Thus research techoology pfocm pure cells from microscopic sampleé of tissue,

;
-

enabling the genetic analysis of norrmal and cancerous tissues by a broad spectrum
of scientists worldwide.
CGAP research has lead to the discovery of a gene that is strongly expressed in the

epithelial cells of the male and fem;lc reproductive systems. Because epithelial

cells are the source for most of the cancers of these organs, the new geneis a

possible target for the development of new diagnostic a:itibody tests and new
treatrnent vaccines.

Researchers working with CGAP information have discovered a gene for the

_ enzyme telomerase, ékey to the genetic processes that control cell aging and death.

Scientists are actively looking at telomerase as an early indicator of a wide variety

of cancers.

Of the approximately 100,000 genes found in human cells, scientists believe that the altered

activities of a relatively small number of them are responsible for transforming a normal, well- .

behaved cell into a cancer cell. Identifyéng these cancer genes and their patterns of expression

3



defines the central scientific hunt in c:anﬁer biology and opens an unprecedented window into the
nature of cancer. |

No one genetic alteration is enough to make a normal, healthy cell a cancerA cell. Rather, an
accumv;llation of changes m é rela.tivdy small number of genes during the lifetime of acellis
mqmred This undexstanding has allowed scientists to begin describing the evolution of specific
cancers froin normnal to pfe«:anccr to cancer.

Each cancer is ultimatel‘_s; defined by its pattern of ”genc activity. This unique pattern
detennines the cancer’s rate of growth, its tendency to spread, and whether 1t will be responsive to
hormones and drug treatments. The genetic activity is also responsible fér the ability of 2 person’s
imuune system to reco@izé and rrespon;i to the cancer.

To do this work, scicﬁtisté are extracting RNA from turnor tissue. When a éeﬁc become; :
activated, RNA instructs a cell to manufactmé ’a particular protein. By reading the RNA, scientists
can identify the genes that are expressed in é cancer cell. By making copies of the RNA, making
complementary DNA (cDNA), ihey can décipher the code of tﬁe gene. As scientists find the -
~ genes, they organize them into a library. Bach library includes information on the number of genes
discovered so farfor a specific cancer, codes for each gene, the gene’s location, and informationon
how prominently it is expressed. = Many laboratories around the world are working to decipher
the genetic code of various cancérs. -It1s a labonious, tlme—consummg and exﬁensiv‘e precess. The -
Tu@or Gene Index will help scientists in this work by enabling them to compare genetic
information from cancer cells with the genetic information from normal cells of the same body' |

site.



Unconventional In‘povat'ions Program
| Imagine that youf doctor can scan your body for alterations in the molecules within your
cells and identify changes leading to‘ cé.ncer. Imagine also that the doctor can correét the éhanges ‘
with minimally invasive procedufcs instead of the Eu:fcnt use of biépéies, surgery, chéﬁotherapy
and mdio;};em;?y. |
Star Wars medicine? Perhaps, but the Naﬁoﬁal Cancé; Institute’s foﬁvmi—th_inking vision
for cancer mgdicine in the 213 ccntufy is based on sﬁmulgting the development of brand new
technologies, such as remote sensing (from a monitor outéide of the body) to detect body célls that
 are beginning to express genes typical of the profiles se;a'n in cancer cells. The long-term goal is.
the development of ﬁonin\;asive detecﬁon; diag;noéis and intervention in cancer at its ¢ai‘ﬁcst stages
of dcvelop;ncnt |
The problem with current approachcs to caﬁ;:er tests and treatments 1s that, while often
effective, they can be uncomfortable, painful, or reqﬁire surgery Even then, the doctor often must
recommend treatment approaches based on incomplete information. By building on the growing
index of genetic informgtion expressed by normal‘and.canccr ceils, scienti.sts‘ at the NCI are putting ‘
together the Un&nventiénal Innovations ngram to take what is being rapidly learned about the
geﬁet.ic profile of ’canc.er cells and cr@te highly speciﬁc,‘ nonim}asiv;a apéﬁcatioﬁs for cancer care.
This past summer, the NCI began to plant the seeds fof the dévelopmcnt of these new
‘approaches. The NCI is reééhing out to comrmunities of scientists outside of cancer research to
find out about techr;ologies developed for other pxirposcs, such as interplanetary probes and
military defense, to find technologies that might be useful for the highly specific molecular
recognition and sign@g @@ility needed for this new generation of diagnostic and tfeatment

‘tools. Once this information is acquired and sifted, the NCI will solicit proposals for the first
' o \



/

- investments in these new teﬁhnologies, year 1999 contracts to dc;velop new technologies and build
a community of scientists working synergistically in this new field of cancer researéh. o .
- The vision of the Unconventional Innovations i’;ogram is to couple detection ;m;l
diagnostic approaches, based on remote sensing of tfhe genetic éroﬁlt_a and location of éancef cells,
to treatments tﬁat are less invasive. The uitimate goal of the program is medical care for cancer
patients using diagnostic approaches to detect very early cellular changes tjrpical of cancer and to
suggest treatments that stop the precisg molecular alterations occurring in individual patient’s cells.

Cancer results from changes in the genes and changes in how our genes z‘tre at work within
our celis- As scientists learn more and more about gehc changes that lead to cancer, fhey aré ,

'cor;xce,iving new ways to apply that knowledge to cancer medicine, including pfevcnﬁoq.

Ha§v would the new cancer medicihe work? Imagine that you are visiting your physician
for a routine yearly checkup. You are given a cocktail with synthetic molecules that together can
spotlight hundreds of genetic chang&s that are spcmﬁc for cancer. You then receive a whole body
scan. It detects a small focus of cells in your hyer that are related to cancer devclopment.

You éxe-then sent to another room, where a laser focuses on the exact location of the
- abnormal cells in your liver. A short burst of the laser destroys the cells that were marked during
_the diagnostic procedures, avoiding any damage to normal cells. Y"ou then return to wofk with th;
recommendation that you return to yom*doc"ror‘in six months for another checkup.

Or, say that you go to your doctor for your yeaﬂir medical examination. .Samples of your
urine, blood, Sputum and salxva are tested by a handheld device that detects hundreds of cellular
cha.nges associated w1th cancer. The dev1ce detects at low levels the presence of alterations
indicating that your bladder harbors cells that may becorme a cancer. Your doctor then administers

fluids that go to your bladder and wash it with molecules carrying a drug and a marker for the



cancer cells, so that the drugs only enter the cancer cells. A weekk later, you receive from thé
doctor a kit of indicator sticks to t;:st your urine weekly for reappearance of the altered cells.
Sounds amazing, doesn’t it? Yet, scientists at the NCI believe that, by imagining what is
cuﬁmtly impossible, sciehtists will be able to visualize radically new approéches to cancer
diagnosis and treatment, such as injectable tumor-killing nano-robots ok sma‘xﬁ polymers that both
'aetect cancer and deliver drugs. NCI is creating a creative and ambitious new research
environment for technology innovation and, within a year or two, will Segin to fund the ﬁrst new

projects ihat will some day make their vision of better cancer care a reality for all of us.



Clinical Trials and Informatics -

The Natjonal Cancer Institute is reforming it§ national clinical trials program through tﬁc
power of computer-based communications and the capabilities of the World Wide Web. This new
effqrt, called the Cancer Informatics Infrastmcmrc (CIN), will transform the current siystem over the
next two years. After the transformation, patiénts and thcﬁ physicians wﬂl be able to obtain cancer
information faster and easier, and it will be.easier to takle part in clinical trials, CII will greatly
speed the application of today's amaziﬁg discoveries to the daily prac';tice of medicine.

NCl is developipg the CI[ to simplify and accelerate all intervention stﬁdjes—-prevention,
diagnosis, and treatment. The result will be xevoluﬁonazy. For the first time, all cai;cer clinical
trials will have common terminology and reporting requirexpents, g.réatly Increasing the speed and
,efﬁcigncy vof conducting a trial and the accuracy of their results‘ For example, by making trials
simpler, with common data sets, doctors :’md‘pa,tients kwiIl have one form to fill out rather than 50,
and will have the privacy of their personal cancer inférmation protected by the best technology
avéﬂafrlc. | |

NCI is modemnizing information links and establishing standards thai will allow
collaboration and sharing of resuits among North America, Eumpg, I apah, and indeed the whole
world. Already, the U.S. Office of Protection from Research Risks has fo;xned an agreement with
the Europg"an Organization for Research and Treatment of Cancer that will improve :ﬁxd speed up
trans-Atlantic cancer clinical research. It will make accrual of patients to trials faster, help
'h.a;moﬁize cancer treatment worldwide, and sp"c':'ed transfer of th@l@@ge from research to clinical
practice. In‘addition, the U.S. Food and Drug Administration recently took action ti'xat flﬁthe;r set
the stage for a joint trans-Atlantic cancer clinicai trials network.

Industry and fhe academic sector will play the principal role in buﬂdmg the Cﬁ. NCI will

8



promote communications among pafticipaﬁng organizations, help develop appropriate standardo,
and fund initial projects. V | | |

But it will be the private sector that will ultimately ﬁake it happen. Over the next two
years, the mfrastructure will cxpand $1 gmﬁcantly as cancer centers, groups managing clinical trials,
physicians in private practice, managed care orgamzatmns large self- insured employers,
pharmaceutical companifs, patient advocatos, and consumers join in an unprecedented partnership |
to make the CII a reality. NCI has requested $20 million for this effort for 1999.

Another CII goal 1s to make it easier for patients, families, at-nsk individuals, and
phy;siciéns who wish to learn about available chmcal trials. Slow and cumbersome paper-based
systems of collccﬁng data for multi-center studies will glve way to electronic communication, -
linking sites of care delivé}'y (hospitals, doctors' offices and clinics) and secure, research databases
of investigators. ‘ |

For ekample, by usmg their a computer, pationts and their oncologists can find, fora
patzent s specific cancer, the best treatments and clinical tnals The physxcxan can fillina snnple
form, subrmt it, and — if the physwlan and patient meet certain standards and criteria — the
patient will be entcrod into the clinical tral, receive the therapy, and remain in the care of his or
her physician. This will remove mony of the barriers patients and physicians face in entering
clinical trials. At the same time, by accrufng patients to trials faster than before, answers
to key scientific questions will come much faster. |

In addition, the CII will provide' instant acceos to.information on best cancer management
practices, new research results, and on the hvailabiﬁty of clinical tnals m the areas of diagnosis,
trcamxcn'r,'and prevention. As a key part of this initiative, NCI has begun, a oomprehcnsive
overhaul of its Physicians Dafa Query (PbQ) a clinjcal trialo databaso, and has dcvoloped the new
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cancerTrials web sitév(cahcertrials.nc‘i-nih.gov)’, a comprehensﬁe resource designed to hcli: the
public find cﬁnical trials informatit;ﬁ quickly and easily.

Not only will fhc ‘public, patients, and physicians have easy access to the latest infonnzftion,
they will be able to be able to tailor the informaﬁon to fit thelr individual needs.
| The CII is 2 superb example of how NCI will use the information superhighways to ‘test\
more rapidl&' the exploston of new idea$ in cancer research and reach more Americans with vital
cahcer inforr:'iatién; NCI realizes, however,-ihat notéveryone has access, or will have access, to
the information superhighways. The CII is designed to Exing infomiétion to people in all ways |
i:ossiblc--the Web, the telephone, through an HMO, through print and electronics. NCI is
exploring the use of public kiosks in libraries and malls to e;nabie the public to ane online access
to cancer informx"ﬁ.‘i‘on.v A .V

~ Thus is but another in a senes of bold new appmacheé at the ﬁCI to create specialized

- cancer science mf:astructures so that a%ll Americans have ready access to the best, newest cancer |
' information. 'fhesc programs will be developing new diagnostics, new interventions, and new
treatments by applyﬁng the discoveries of scientists in molecular biology to the practice of
medicine. Using the inforation superhighways to best éffect, these ﬁrogréms integrate the worlds .
'of labo_mtory scicnée, informatics, the Worl;i Wide Web, and clinical resgarch to speed the |

application of scientific discoveries to the real world of cancer that is faced by doctors and patients.
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Dl;ug Development

~ Recent developments in chemistry and biology suggést possibilities for an entirely new
vision for cancer drug discovexy. Usmg cpmpounds developed in the laboratory or found in
nature, scientists can now use the principles of genetics, chemistry, and engineering to develop
new anti-cancer drugs. |

Chemistry-Biology Centers Program

‘Sc:ientists’ use of genetic chemistry is making it possible to develc;p millions of new -
molecular c&mpouxxds within only a few months and then screen them for potential use against
cancer. In the past, scientists relied oﬁ ‘molecules fc;ﬁnd only in nature. Today, thousands of
cdmpoimds can be developed and tested instantly, ﬁsing high tech machinery, to determine if they
may have an anti-cancer "eﬁ_"ect o

New cancer treatments must come from the discovery of new molecules. To speed the
discovery of these new molecules, the Natibnal Caﬁccf Institute bqgan the “Chefxl‘isuy—Bi'ology
Ccﬁtem Program,” to create multidisciplinary teams for drug discovery. These teams feature close
collaboration between chemists and biologists to take full advantage of fhe opportunities presented
by scientific advances in genetics, biology, and engineering. This year, NCI awarded $5 .5 million
in grants to create Cherﬁisu-y—Biology Cente;s at four ihsﬁtutions: Harvard University (co-funded
by Mexck), the University of Pittsburgh, Torrey Pines Institute for Molecular Studies m San Diego,
and the Scripps Reséaxch Institute in La Jolla, CA. NCI has set aside an additional $3 million for
the first year of ﬁmdiﬁg fora qew round of grants that will create more centers in 1999.

The program bﬁngs together the best scientists in chemistry and biology to focus their

efforts on cancer drug discovery.. By enabling chemists and biologiSts to work together on

1L



r&séa:ch projects, these Centers promise to help discévcr truly novel ways to prevent and treat
cancer Mt were previously unimaginable.
| New Drugs from Nature
Recent developments in biology, chemistry, and genetics are enabling scientists to take full .

advantage of the rich, untapped world of microbes 1n ways_l that were previously imi:ossible.
The National Cancer In_stitute has been r&scarclu'ﬁg natura) products for the last 40 years, and a
number of anti-cancer agents have been discovered. Until recently, however, scientists have been
greatly limited in their ability to study them. It is estinated that iess than 1% of bacterial species.
and less than 5% of fungal species are currently kmown, and recent evidence indicates that millions
of microbia.l specles remain undjscovered. New cultivation technologies .;and geneﬁc engineering
are. opening the door to this vast and valuable resource. Extreme environments, such as hb; Springs
and sulfur pools, deep-sea reefs, terrestrial ice fields, and Arctic and Antarctic waters are now
beiﬁg studied t§ find anti-cancer compounds. |

Beyond finding compounds in nature, scientists are now using geneﬁé engineering to create
“biosynthetic’f or "‘unﬁatu.ra.l natural” products that may produce novel drugs for the treatment of
cancer. Scientists novf can change the genes 1n an organism that is pr_dducing one type of chemical
soit produceé anqther_type of chemical altogethq;. The new chemical may be a more effective
antj-cancer agent, or cause fewef side—effects, tﬁan the onginal. | |

- NCl is supporting research in these areas aimed at finding new molecules and enhancing

the potentiai for the discovery of novel drugs to fight cancer.
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Integrating Patients and Advocates in NCI Programs
) The role of patients and advocates in decision-making at the National Cancer Institute
~ (NCI) has grown in recent years as NCI's mechaxiismsfor obtaining and uti]iﬁng their input have -
~ expanded. In 1996 NCI established the Office of Liaison Activities (OLA) to serve as a central
point of contact and link to cancer advocacy organizations, and to strengthen NCI’s ,relationships
and cooperation with these groups. With the help of that office, the NCI Director, Dr. Richarri
Klausner, established the Director’s Consumer Liaison Group (DCLG), the frst all-consumer
advocate advisory commi&ee at NCI and the 'Naﬁonal Institutes of Health (NIH). The DCLGis a
landmmark initiative that brings together a diyérse group of consumer advocates and s¢ientists on a
regular basis to address key issues in cancer research. It is a model for other NIH institutes.
| | By virtue of its own work, and by facilitating tiae broader participation of other consumer
~ advocates in various NCI acﬁvities, the DCLG 1) ensures that cancer patients help to shape the
course of ﬁCI’s cffofts to eradicate this djsgase; 2) provides a rich source of ideas and viewpoints
for NCI; 3) gives the cancer ’ativocacy comununity an opportunity to provide input in the planning
of NCI programs and ﬁlture directions; 4) is a channel for consumers to voicé their opinions and
;:oncerﬁs; and 5) provides NCI with advice and feedback from the cdnsu;ner community on a broad
array of issﬁ&e. | |
Cancer consumer advocates also:
. Provide a cancer p;ﬁeﬂt’s view on a wide range of 1ssues including those of special concern
to medically under-served pol;ulaﬁons. |
. Serve on a variety of NCI advisozy committeés, including the National Canc;zr}'\dvisory
Board (NCAB), and review groups to help NCI determmine the current state of research in
the most prevalent cancers affecting men and woxﬁen, such as prostate and breast cancers.
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For several‘years, consumer a&voca’tcs have served on NCI peer review groups evaluating

special competitions for contracts and grants. .

In 1998, for example, consumers served as full voting members of a peer review panel

evgluating grant applications received in response to NCI’S request to dévelcp research .

pr;njects in cancer survivorship. (These are scheduled to be amiouncéd by the Vice |

‘P_resident on September 26 — see following press release draft).

This yeal;, NCI expanded its use of consumers in review panels for grénts to cancer centers

and for grants supporting Specialized Programs of R@eearc,h Excellence on specific cancers.

They also participate in the revxew of grant and contract applications for clinical studies

and population-based (epidemiological) research. | ‘

In 1999, NCI will expand its current database of consumer advocates available for service
‘on its committees. It will do this by soliciting nominations for people’ to be included in thaf

database, with a special attempt to find advocates for diseases now under—rcpresentei s;uch

as lung and colorectal cancers.

In 1999, NCI will formally evaluate its éxperience In using consumers in grant and contract

review; then, if feasfblé, plan a pilot teét for use of consumers on panels reviewing more

basic and translational science grant proposals. | K

By 2000, consumexé will bevpanicipaﬁng»in the review of all large, mulu'~project (program

project) grant applications that deal with clinical or popﬁlaﬁon—based‘r‘csearch- If the |

earlier evaluation is favorable, NCI'wil'l begin its pilot test using consumers on panel |

reviewing basic research applications.
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DRAFI'API"CSS Release on Survivorship Grants

For Response to Inquirtes : Nattonal Institutes of Health

EMBARGOED FOR RELEASE
" pm.EDT

Saturday, 'Seg:tember 26,1998

NCI Press Offce

(301) 496-6641

NCI Awards $15 Mﬂlion to Sfudy Cancer Survivors

Vice President Al Gore today announced that the National Cancer Institute (NCI) has
edrmarked $15 million over five years for new research into the physical and emotional well-
being of cancer survivors who are alive five or more years after diagnosis. This i is in addition to
the approximately ’$1 8 million already earmarked by NCI for survivorship-related studies.

Advances in. prevention, early detection, and treatment — the j:ayoff from decades of
research — all contribute to improved survival rates for most major cancers. As a result, eight
mi{lion Armericans are ﬁx;ing with a history of cancer. Recent sﬁrviirotship 'milestones:

- The five-year survival rate for children with cancer improved from 65 percent in the early

1980s to 74 percent in the early 1990s.

. The five-year survival rate for all cancers improved from 51 percent in the early 1980s to
almost 62 percent m the early 1990s.

. Two million women with breast cancer are alive today.

. ‘One mxlhon men are survivors of prostate cancer.

I

The grants w111 be made by NCI’s Oﬁice of Cancer Surwvorshlp (OCS) headed by Anna
T. Meadows, M.D. OCS was formed in 1996 to identify important areas of research on
survivorship. Workshops in 1996 and 1997 shaped OCS prioritiés, and in November 1997 the
office supplemented existing NCI survivorship research with an additional $4 million over two
years. (Co—fundiﬁg came from the Komen Foundation and the Public Health Service Office of

Women’s Health.) A request for applications for new grants on long-term cancer survivor
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research went out during the summer of 1997.
NCI is funding 13 new survivorship grants the National Instltute on Aging is funding an
- additional two. The 15 grants listed below were chosen from a pool of 80 applications.

University of California-Berkeley, Berkeley, Calif.

Title: Young breast cancer survivors: a population based cohort
Principal investigator: Joan Bloom, Ph.D.

Term: Sept. 30, 1998 - Sept. 29, 2002; First-year amount: $404,000 - -

This study focuses on the social, emotional, and physical changes experienced by young breast

" cancer survivors — those diagnosed at age 50 or younger. By using information from a cohort of
San Francisco-area survivors, the researchers will also assess the usefulness of workshops
offering the latest breast cancer information.

University of California - Los Angeles, Los Angeles, Calif.
Title: Psychological well-being in long-term cancer survivors
Principal investigator: Beth Leedham, Ph.D.

Term: July 1, 1998 - June 30, 2000; First-year amount: $42,000

Mental health conscqusnces of cancer include depression and anxiety. But no one knows if these
problems tend to linger 5 years or longer after diagnosis. This study will start answering these
questions by developing new ways to measure the psychological well-being of cancer survivors.

~ AMC Cancer Research Center, Denver, Col.

Title: Quality of life in gynecologic cancer survivors

Principal investigator: Lari Wenzel, Ph.D.

Term: July 1, 1998 - June 30, 2000; First-year amount: $169 ,000

Women suffering ovarian and uterine cancer oﬁen expenent:c quality-of-life disruptions -- like

nfertility. By looking for ways to improve care for these cancer survivors, this study will

hopefully point to stzategxes for reducmg long-term problcms caused by these cancers and their
treatment.

University of Miami, Miarni, Fla.

Title: Quality of life in adult cancer survivors

Principal investigator: Charles Carver, Ph.D. ‘ »
Term: July 1, 1998 Jupe 30, 2003; First-year amount- $324,000

After developing a method to measure quality of life for cancer survivors, researchers will assess
Hispanic, White, and African-American survivors of breast, prostate, and colorectal cancers and

Hodgkin’s disease. Another branch of the study will look for psychological or social factors that

may predict breast ¢cancer recurrence.

*Cancer Research Center of Hawaii, Honolult.g Hawaii

Title: Well-being in long-term multiethnic cancer survivors
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Principal investigator: Carolyn Gotay, Ph.D.
Term: July 1, 1998 - June 30, 2003; First-year amount: $256,000

This study will track 2,100 Filipino, Hawaiian, Japanese, and White prostate cancer survivors and
their partners. Data on overall quality of life and satisfaction with treatment received and its side
_effects will help the researchers identify what interventions may be needed.

Sloan-Kettering Institute for Cancer Research, New York, N.Y.
Title: Premature menopause in survivors of childhood cancer
Principal investigator: Charles Sklar, M.D.

Term: July 1, 1998 - June 30, 2001; First-year amount: $200,000

Girls who survive childhood cancers may experience early menopause and other reproductive

problems. Studying a cohort of 5,500 adult fernale survivors of childhood cancer will help

researchers determine what risk factors - such as treatment received and age at treatment -- leads

to reproductive problems. Understanding these risk factors will help patients and their doctors
- decide which treatments to pursue.

University of Rochester School of Medicine, Rochester, N.Y.
Title: Cardiac risk factors in pediatric cancer survivors

. Principal investigator: Steven Lipschultz, M.D.

Term: July 1, 1998 - June 30, 2003; First-year amount: $308,000

Children who survive leukemia and other cancers may have an increased risk of heart disease as a
side effect of their treatments. By studying childhood cancer survivors from upstate New York,
the researchers hope to find out which treatments cause such Iong-term heart problems and then
Jook for ways to miitigate those risks.

*Wake Forest University School of Medicine, Winston-Salem, N.C.
Title: Issues of survivorship among breast cancer survivors

Principal investigator: Electra Paskett, Ph.D.-

Term: July 1, 1998 - June 30, 2001; First-year amount: $122,000

‘Two million American women are breast cancer survivors, yet little is known about their physical,
emotional, social, and economic well-being. After tnterviewing 400 long-term survivors about
their quality of life, the xesearchers will develop a telephone counseling service.

Case Western Reserve University, Cleveland, Ohio

Title: Quality of life of older long-term cancer survivors

Principal investigator; Gary Dermling, Ph.D.

Term: July 1, 1998 - June 30, 2003; First-year amount: $234,000

~ This study will look at a host of factors contributing to the quality of life of cancer survivors age
60 and older -- including physical and emotional well-being — and will point to possible
interventions -- such as support groups -- to improve the overall well-being of these survivors.
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Oregon Health Sciences University, Portland Ore. -
Title: Quality of life following successful therapy for acute myelogenous leukemia
Principal investigator: Henry Nicholson, M.D.,, MP.H.

Term: July 1, 1998 - June 30, 2002; First-yea:r amount: $213,000

This study will measure health problems that may stem from bone marrow transplants in children
who survive leukemia. Intervention strategies aimed at improving the quality of life for future
transplant recipients will also be developed.

American College of Radiology, Philadelphia, Pa.

Title: Quality of life in survivors of head and neck and prostate cancer
Principal investigator: Charles Scott, Ph.D. *
Term: July 1, 1998 - June 30, 2001; First-year amount: $187,000

More than 4,500 prostate cancer survivors and 2,700 head and neck cancer survivors will
contribute to this survey of overall health and functioning. Among other topics, the study will -
explore survivors’ physical, social, emotional, and spiritual well-being.

University of Texas M. D. Anderson Cancer Center, Houston, Texas
Title: Mutations induced in human sperm by cancer thempy

Principal investigator: Marvin Meistrich, Ph.D.

Term: Sept. 15, 1998 - Sept. 14, 2000; Fmst-ycar amount $57,000

Radiation and chemothcrapy often damage sperm cells, perhaps even to the point of causing
‘permanent mutations. By using longitudinal data from men with a variety of cancers, this study
will help detcrmme the risk of birth defects the children of men with cancer may face.

Fred Hutchmson Cancer Research Center, Seattle, Wash

- Title: Enhancing long-term survival after bone marrow transplant
Principal investigator: Karen Syrjala, Ph.D.

Term: Iulyl 1998 - June 30, 2003; Fu'st-year amount: $231,000

Although leukemia patients often receive bone marrow transplanm the long-tcrm cffects of such
transplants are largely unknown. This study will compare two cohorts: the first received
transplants 10 or more years ago; the second transplant group participated in clinical trials aimed
at easing transplant recovery. After comparing the groups, the researchers will have better
understanding of physical and psychological side effects of bone marrow transplants.

University of Wisconsin Comprehensive Cancer Center, Madison, Wisc.
Title: Quality of life in female colorectal cancer survivors

' Principal investigator: Patrick Remington, M.D. '
Term: July 1, 1998 - June 30 1999; First-year amount: $72,000

J

Do women who survive colorectal cancer bencﬁt from support gmups? A survey of several
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hund.red survivors will help answer this question while also pmvxdmg data for further research on
colorectal survivors’ quality of life.

Medical College of Wisconsin, Milwaukee, Wisc.

Title: Measurable effects in head and neck capcer survivors
Principal investigator: Bruce Campbell, M.D.

Term: June 1, 1998 - May-31, 2001; First-year amount: 3230 000

Head and neck cancer survivors often have difficulty talking, swallowing, and performing other
day-to-day tasks. Pilot data shows survivors who report these symptoms and continued pain. also
report a fear of recurrence; the mearchers would like to look for ways to mitigate thls fear.

* Grant finded by Nanonal Insututc on Agmg
HH#H
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Record Type: Record

To: Sarah A. Bianchi/OPD/EOP

cc: David H. Morrison/OMB/EQP, Bryan R. Smith/OMB/EQP, Robert L. Nabors/OMB/EOP
Subject: Materials for Response tc Dean Ornish letter

Here is info you requested.

House appropriators have included the followmg in their report accompanymg HR 4103 {they have
said nothing specific in the bill}:

"The bill includes $10,000,000 only to continue the Department’'s nationally-recognized
program to conduct basic and clinical research studies to combat diseases of the prostate. The.
goal of this program is to develop more effective, more specific and less toxic forms of therapy
for patients in all stages of prostate disease. The Center for Prostate Disease Research
established under this program uses the large net work of military hospitals arount the country
as a resource for information on the improved detection and treatment of prostate disease. The
Department [of Defense] should continue to give the highest proiority to funding research that
is multi-institutional, multi-disciplinary and regionally focused. The Committee directs that of
these funds, not more than $2, 500 000 shall be available only for a non-invasive prostate and
coronary disease reversal program.”

The Senate made the following statement in its report (also ho mention in the bill):

"The Committee provides a total of $250,000,000 for medical research activities conducted by
the Department [of Defense]. Of this amount, the Committee directs that not les than
$135,000,000 be available for peerreview breast cancer research and not lessthan
$40,000,000 be available for peer review prostate cancer research....”

You should be aware that 10 USC 2361 requires that DoD grants or contracts to colleges or
universities be awarded on a competitive basis {except under very strict and difficult to meet
circumstances). Thus, in all likelihood, even if Congress appropriates some funding, Ornish would
have to submit to the competitive, peer-reviewed grants application and award process.

‘The following is a summary of DoD-Funded Prostate Cancer Research since 1992 ($ in millions). Note that all
funding was the result of earmarks. No President's Budget has ever requested funding in DoD for prostate cancer
research, although significant funds are requested for NIH. .

$ in millions 1992 | 1993 1994 1995 1996

DoD Funded Prostate Research 2.0 2.0 20 14.3 7.5
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BACKGROUND

, Academic medical centers, the training ground for our nation’s future health care

professionals and the centers for world class, breakthrough, medical advances, are facing
significant financial challenges. as new efforts at cost containment force radical
transformations in the health care marketplace. The Administration has shown its
commitment to academic health centers by supporting increases in NIH funding for extra-
mural research and, in health care reform by ensuring that they would be a cornerstone of
managed care networks.

As recognized in the 1996 Democratic National Platform, investments in science and
technology drive economic growth, generate new knowledge, create new high-wage jobs,
build new industries, and improve owr quality of life. The Platform states, “[wle
recognize that our system of research colleges and universitics is the bedrock of
American leadership in science and technology...We recognize  the enormous
contribution of our teaching hospitals and medical schools — they lay the foundation for
the best medical care in the world, and we will continue to promote policies that
strengthen them.” However, recent reports make clear that the increased prominence of
managed care has placed serious stressés on university hospital systems, which, unlike

‘community bospitals, have the added missions of medical education and medical

research. Greater attention to cost has decreased the ability of university-based hospitals
to simultaneously compete for patients with institutions with no research and teaching
capacity. '

The erosion of support for biomedical research will endanger our effort to discover and -

develop new therapies for serious disease conditions and threaten America’s world
leadership in medicine. Plainly put, research is the cornerstone of creation in sciepce and
technology.” To take but one example, our ability to exploit the achievements of basic
science earlier this century led to the discovery of antibiotics and to the treatment of
bacterial diseases. This was an unprecedented cooperative effort on the part of science,
industry, and government that is rightly called “a miracle™ and introduced an era marked
by extracrdinary advances to treat a broad range of heretofore intractable diseases. Yet
today, more and more bacterial strains no longer respond to the same drugs that once
killed them. Without a new partnership between academic medicine, the pharmaceutical
and biotechnology industries, and government, such medical miracles may become relics
of the past. If our commitment to biomedical research wavers, then 1t is possible that our
children, and our children’s children, will not achieve the same level of health that we
have long taken for granted. This bridge to, and for, the future must be part of our legacy.

In mote worldly terms, generous funding of biomedical research stimulates the creation
of high-paying jobs, fosters the success of prosperous industries, and helps fuel a vibrant
economy, all of which are essential if America is to continue to work for all Americans.
The Clinton Administration has a good story to tell apd should take advantage of it
during the remaining few weeks of the campaign,
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POLITICAL MESSAGE
A public event by the President at the campus of an academic medical center can
accomplish several important objectives:

e Showcase the Administration’s commitment to encouraging biomedical research and
advancements in breast and prostate cancer (or other famijliar diseases) as a result of

research conducted at academic medical centers.

e Underscore the President’s commitment to invéstmems in research and development
-and improving the quality of life of all Americans. :

s Highlight the preeminence of our nation’s research institutions.

¢ Encourage private sector investments in university-bassd research activities (public-
private partnership has been an important theme of the Administration),.

» Emphasize continued NIH funding for university-based research.

e Stress the importance of the survival of academic medical centers as the training
ground for future scientists and physicians.



Senate Subcommittee on Aging
September 23, 1997

E. David Crawford, M.D.
Chairman, National Prostate Cancer Education Council
Associate Director, University of Colorado Cancer Center

Prostate cancer represents a male epidemic. During
1997, it is projected that over 200,000 men will be diagnosed
with prostate cancer --- and 41,000 will die as a direct result
of the disease. In the past 15 years, the number of new cases
of prostate cancer diagnosed has increased by three-fold.
Less than seven years ago, greater than 80% of the cases of
prostate cancer diagnosed were advanced, and therefore
incurable. During this presentation, I will explain why testing
for prostate cancer is important as well as discuss the urgent
need for research support. l

Faced with these previously mentioned grim statistics
regarding the rising incidence and mortality from prostate
- cancer, there are a number of possible strategies to pursue.
One can bury his head in the sand and ignore the problem,
citing the fact that prostate cancer is usually a disease of
older men, and you “have to die of something”. Others
might rationalize that our healthcare system cannot afford to
deal with this disease because there are so many other
pressing issues such as AIDS, childhood immunizations,
smoking cessation, etc. In fact, during a trip to Europe just
two weeks ago, I found that many countries subscribe to the
latter way of thinking.

A second strategy is to try to prevent the disease. Ideally,
this would be the optimal solution. In the past decade, we
have learned a lot about what causes prostate cancer. This
knowledge leads to strategies to alter its initiation. If we



examine the worldwide incidence of the disease, we see that
it is extremely low in Japan, China, and other Oriental
cultures. Yet when you examine the US incidence, it is
dramatically increased -- especially in African-American
males -- why?

A Western diet which is high in fat plays a major role in
the development of prostate cancer, since when men from
countries with a low incidence move to the United States and
partake of our diet, their incidence of prostate cancer
dramatically increases.

Table 1

Worldwide Age-Adjusted
Prostate Cancer Death Rates

per 100,000 Population
Sweden 21.1
Demark - 19.5
United States 17.5
United Kingdom 17.1
Spain 13.2
Singapore 4.4
Japan | | 4.0

Recently, there have been reports of a reduced
incidence of prostate cancer in men consuming tomato
products, soy, vitamin E, selenium, and other items in our
food chain. These findings offer exciting leads to see if
adding one or more of these substances to our natural diet
will decrease the risk of prostate cancer. Ibelieve there exists
a lot of exciting potential in preventing prostate cancer -- but
unfortunately, even if we knew how to prevent prostate




cancer today, it would be many years before a positive

impact would occur on either the incidence or mortality rates.

And why do African-Americans have such an alarmingly

high rate of prostate cancer and increased mortality? In some

cases it'is due to the lack of access to healthcare, but many

other factors are emerging through research in the area. It is

critical that we understand these.factors if we are to change
the high incidence and death rate from prostate cancer

expenenced by African -Americans.

A third strategy would be to develop some a cure for
advanced prostate cancer. Progress has been made in this
area during the last decade, but the “magic bullet” has yet to
be discovered. Doctor David McLeod from Walter Reed
Army Medical Center will talk about a large, randomized
clinical trial that we performed in advanced prostate cancer,
where the simple addition of a well-tolerated oral
antiandrogen (Eulexin) improved survival in this fatal disease
by 26%. Recently it has also been reported that a well-
tolerated chemotherapy "drug called Mitozantrone can
improve the quality of life in men dying of dying of prostate
cancer. Neither one of these treatments represents a cure;
however, as I travel around the world to visit research
centers, it is apparent that significant potential exists. I have
become very optimistic that progress is being made which
will either cure many patients with advanced prostate cancer,
or at least slow its growth.

The fourth strategy, and one with the most immediate
benefit, is to find it early, treat it, and to cure it. In 1988, we
did a survey of several hundred men over the age of 40 --
asking questions about whether or not they had a regular
physical exam, and what they talked about with their
physician. Surprisingly, less than 50% of men had a physical
exam within the last two years, and -- of greater concern -- of
those who did, less than half of their physicians had
performed a rectal exam to attempt to detect prostate cancer.



| In 1989, prostate cancer became the most common
cancer diagnosed in American males, surpassing lung cancer
in incidence. That same year, we formed the Prostate Cancer
Education Council to try to inform men about how common
prostate cancer was and to try to encourage early diagnosis.
One of the first challenges was to try to find a national
spokesperson. We couldn’t find a prominent male with
prostate cancer who was willing to help us. However, former
Pittsburgh Steeler running back, Rocky Bleyer, agreed to
help that year -- primarily because his grandfather had
prostate cancer. We utilized Mr. Bleyer to generate national
media coverage and launch Prostate Cancer Awareness
Week the last week of September, 1989. During that Prostate
Cancer Awareness Week, nearly 10,000 men visited sites
around the country to find out about prostate cancer, as well
as to undergo early detection with a rectal examination. We
did attract a lot of media attention, and it appeared that men
were starving for information about prostate cancer.

The growth of Prostate Cancer Awareness Week has -
been phenomenal. We have been able to secure the help of a
number of prominent spokespersons, including Norman °
Schwarzkopfand (for this year) Harry Belafonte. In the past
seven years, over three million men have been screened
during Prostate Cancer Awareness Week. Millions of others
have requested examination because of the publicity
generated. The American Urological Association, the
American Foundation for Urological Diseases, and the
American Cancer Society have all contributed to prostate
cancer awareness.

' Table 2
Prostate Cancer Awareness Week
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Vital information has been accumulated since our initial
Awareness Week in 1989. We found that a simple blood test
known as PSA (prostate specific antigen) was capable of
detecting cancers and at an early curable stage. We
discovered that the combination of an abnormal PSA blood
test and abnormal rectal exam (DRE) had a 50% predictive
value for the presence of prostate cancer.

See Table 3

- This compares very favorably to an accepted screening
modality, mammography for breast cancer detection The
predictive value for mammography is only 20%. . Through
careful analysis of our data, as well as that of others, we have
improved the sensitivity of testing to detect the disease while
reducing false negative results. Recently, different forms of
the PSA blood test have been discovered which has further
refined our diagnostic accuracy. We’ve learned to screen for
prostate cancer beginning at age 40 in higher-risk groups
such as African-Americans and those individuals with a
family history of the disease. Finally, we have the virtually
eliminated advanced incurable prostate cancer in men who
participate in annual screening. Screening for prostate cancer
has been shown to be cost-effective compared to the
financial outlays to detect breast and a number of other
cancers.

See Table 4

In spite of all this good news, there is controversy about
the value of screening. =~ A number of prestigious
organizations do not endorse screening, yet they donot deny
that it might be beneficial.
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Positive Biopsy Detection, by Year
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Table 4
- Stage of Cancer, by Year with Serial Screenings
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I believe that in order to comprehend their position, it is
necessary to separate the components of concern. No one
can deny that early detection detects early and potentially
curable cases of prostate cancer. Early detection is associated
with some financial implications, but it is not prohibitive, and
falls within cost parameters to detect other cancers, including
breast cancer. Through early detection we have reduced or
~ eliminated the presence of advanced, incurable prostate
cancer. ,

The real area of controversy is in the value and side
effects of treatment. I believe that if you find and treat an
early prostate cancer in a man with a ten-year life expectancy,
you can extend his life. . Unfortunately, we do not have a
randomized clinical trial which proves my conviction. Unlike
breast cancer, where research support existed in the early
1960s for studies which ultimately showed a survival benefit,
we don’t have these in prostate cancer. At the University of
Colorado, we are participating in a large and important
National Institutes of Health-sponsored trial called the PLCO
(prostate, lung, colorectal, ovarian) Cancer Screening Trial
The purpose of this study is to establish the value of early
detection. It will be many years (perhaps 10-15) before we
know the results of this pivotal study. Because we do not
know the value of early detection on ultimate mortality, we
have established a motto for Prostate Cancer Awareness
Week which states that “men should be able to choose to know
in order to know to choose their treatment”. Once they have
the reassurance of knowing whether or not they have
prostate cancer, they can make an informed decision. If a
diagnosis of prostate cancer is made, options from simple
watchful waiting to surgery or radiation can be considered.
It is discouraging to see many men who are refused the
opportunity to have a PSA test and rectal exam. In order to
deal with this challenge, three and a half years ago,
legislation was enacted in the state of Colorado which
mandates the PSA test be covered by health insurance
carriers. We need this coverage on a nationwide basis, and
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your efforts to provide this coverage through Medicare is
important.

We need significant research support to evaluate and
improve our results, as well as the side effects from
treatment.

In summary, there is a good and bad news about
prostate cancer. The good news is that there has been an
intense public focus concerning the disease. At least for
those men who undergo early detection, we have drastically
changed the grim statistics regarding their chance of
developing an incurable cancer. Because prostate cancer is
so common, more researchers are interested in finding a cure,
prolonging survival, and eliminating the pain and suffering
that accompanies the disease.

The bad news is that men are still reluctant to declare
war _on_prostate cancer. We haven't been able to get
significant numbers of African-Americans to participate in
early detection when compared to Caucasians. Men still die
seven years earlier than women, and make one-quarter as
many doctor visits. We don’t have enough research dollars
to effectively combat this disease. Increased research moneys

will result in a rapid development of a cure. These moneys .

are necessary in the arena of prevention, early detection, cure
of advanced disease. In 1989, when we first began to talk
about this lack of research support, less than $10 million were
allocated for prostate cancer research During 1990 to 1997,

$376 million have been directed toward prostate cancer

research -- and over $1.8 billion for breast cancer.

See Tables 5 and 6

I believe that every dollar (and even more!) allocated for
breast cancer research is deserved -- but I also believe that
what is currently happening relative to prostate cancer
research borders on insult to American males, especially
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those of African-American descent. We need support for
programs like Prostate Cancer Awareness Week. It currently
costs less than $200,000 a year to support the awareness
week, which is minuscule when one examines its overall
impact. We need at least $500,000 per year to continue this
Prostate Cancer Awareness Week under the auspices of the
Prostate Cancer Education Council. These moneys will
permit us to expand successful promotional efforts, and to
analyze and add to our tremendous database.

Researchers become frustrated when great ideas in
science exist, when months are spent writing grant
“applications, and then learn there is less than a 20% chance of
any funding. A great deal of what occurs with this disease in
the next decade is dependent on the research dollars that are
available for education, detection, and treatment. [ sincerely
request your assistance on behalf of the American male.

Thank you. .
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PRESIDENT ANNOUNCES HISTORIC PROSTATE CANCER RESEARCH GRANTS AT THE
DEPARTMENT OF DEFENSE AND
HIGHLIGHTS THE ADMINISTRATION’S AMBITIOUS AGENDA TO FIGHT
PROSTATE CANCER
June 19, 1998

Today, in his Father’s day radio address, the President announced the release of nearly $60 million at the
Departmert of Defense for prostate cancer research. These largest-ever prostate cancer grants will be
awarded by DoD to promising researchers making important contributions to the diagnosis and treatment
of prostate cancer. These efforts will complement exciting developments in prostate cancer research at

- the National Institutes of Health (NIH). This year nearly 200,000 men are expected to be diagnosed with
prostate cancer, accounting for 30 percent of cancer in men, and nearly 40,000 men are projected to die
from this disease (virtually the same number of women who die from breast cancer). The President also
renewed his call on Congress to pass his budget proposals for historic, multi-year increases in cancer
research at NIH and coverage of cancer clinical mals for Medicare beneficiaries. These proposals
complement the President’s sttong record in the war agamst cancer. Highlights of the President’ s
ambitious prostate cancer agenda include:.

¢ Releasing the Largest-Ever Grants at the Department of Defense (DoD) for Prostate Cancer -
Research. The President announced that approximately $25 million for prostate cancer research is
being awarded today and another $34 million will bé announced in the next month. Over 600
grant applications were submitted for the prostate cancer research program. The DoD conducted a
comprehensive two-tiered scientific review process involving prostate cancer experts, patients, and
advocates to identify the most promising proposals. - This new prostate cancer research program
builds on the widely-acclaimed peer-review breast cancer research program at DoD. DoD will also
be posting the recipients of these new grants on the Internet.

* Proposing Unprecedelited Multi-year Increases in Cancer Research at the National
Institutes of Health. The President’s budget includes a historic 65 percent increase in cancer
research at NIH over the next five years. Since the President took office, research in prostate
cancer at the NIH has increased by 100 percent to $122 million in FY1998. This year alone there
- are 450 research projects at the National Cancer Institute (NCI) on prostate cancer, including
prevention research studying the environmental, dietary and other influences on this disease; and
" research to develop more effective interventions and desigh more effective screening techniques.
There is also new genetic research in this area, as scientists recently located the first gene that
predisposes men to prostate cancer. Also, prostate cancer was the first cancer studied as part of
NCI’s recently launched Cancer Genome Anatomy Project, which resulted in the discovery of
ozens of new genes that may be associated with the development of prostate cancer.
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LA Supportmg Coverage for Cancer Clinical Tnals for Medicare. Beneﬁelarles ‘The President’s
' budget includes a three-year, $7 50 million demonstratlon to cover Medicare beneficiaries’ patient
- care costs associated. with certain Federally sponsored cancer clinical trials. ‘Medicare currently
~does not cover cancer clinical trials. This proposal is particularly 1mportant for prostate cancer

patients becausé: most of men with prostate cancer are Medicare beneficiaries, as fully 80 percent -

. of those diagnosed with this disease are over age 65; the lack of participation of elderly men in
. trials has undermined clinical research for the treatment, prevention, and screening for this disease;
~and given promising new findings in research, NCI expects there may be an increase in clinical -
. trials for prostate cancer, creatmg a need for even more participants. -
buq\wf

K Proposmg $25 Mllhon to Raise Awareness About Pr,
" Screening for Minorities. African-American men hgve an incidence rate over 30 percent higher

than white men and a mortality rate over 50 percent/or prostate cancer. The President’s race and

" health initiative includes $25 million-over the next five years at the Center for Disease Control to

promote awareness about who is at risk for prostate cancer, current screening options, and the best

tréatment options for those who are diagnosed with this disease. This investment, in addition to
clinical trials underway at the NIH, will also help determine why there is such variation in the
prevalence and mortahty of prostate cancer. :

These Proposals Build on. the Presrdent’s Strong Record m the War Agamst Cancer Ineludmg

“Swpprh
. Ma Federally—Enforceable Patrents’ Brll of Rights. The President has called on
.Congress to pass Federally enforceable consumer health care protections before it adjourns this
fall. This patients’ bill of rights contain-a range of protections that are particularly important to
‘people with cancer, including guaranteed access to needed health care specialists, continuity of

care if a health provider is dropped in the middle of treatment, and access to a meaningful internal

‘and external appeals process for consumers to resolve their differences with their health plans and
“health care providers. The nation’s health-care system has changed dramatically, with 160 million
Americans now-in managed care plans. This l'egislatibn will ensure that whether Americans have

traditional health insurance or managed care, they- are fassure'd gu"ality care.

L Pushmg for Leglslatlon Preventmg Health Insurers and Employers from Dlscrlmmatmg on
the Basis of Genetic Discrimination. Scientists recently discovered the first gene related to
prostate cancer and more progress in understanding the genetic basis of this disease is expected in
- the near future. However, progress in genetics has the potential to be undermined by fear of
genetic discrimination.. One study showed that 63 percent of Americans would not take a genetic
" test if their health insurers or employers could get access to the results. To ensure that new
advances in genetics are used to improve health rather than to discriminate against individuals, the
President has called for legislation prohibiting the use of genetlc screemng to. dlscrrmmate in-
health Jinsurance and employment ' ‘

«  Enacted New Prostnte Caneer Sereening Benefit for Medicare Beneficiaries. As part of the
historic Medicare réforms in the Balanced Budget Act of 1997; the President signed into law a

series of new preventwe benefits for Medicare beneficiaries, mcludmg coverage of prostate cancer

‘'screening. Starting i in 2000, Medlcare will cover prostate cancer screemng

e
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Record Type: Record

To: Sarah A. Bianchi/OPD/EOP

cc: ~ See the distribution list at the bottom of this message
becc:

Subject: Re: please advise asap [

Sarah,

Please note that the numbers | gave you in my voice mail for NIH breast cancer and AIDS research
are estimates, which may turn out to be high (after the HHS 1% transfer authority, the CBW
transfer, etc.}). Again, for breast cancer, | have $433 million in FY98, and $458 million in FY99.
For AIDS, | have $1,607 million in FY98, and $1,731 million in FY99 (these are NIH numbers only...
they do not include AIDS/breast cancer research in other areas of HHS, in DoD, etc.).

~ What's the context in which you're asking for these numbers? Is the press release/radio address
also going to deal with breast cancer and AIDS?? I'm confused.

I'm going to be in a staff meeting until noon. If you have any questions between now-and then,
just leave a.voice mail or an email. If it's really urgent, call the Health Division line {5-4925).

| RGP -
Sarah A. Bianchi _ _ -
| Corm nan B ke

Yo ‘dem(a.'-M\
-~ NI

/"Sarah A. Bianchi 06/19/98 10:46:31 AM
L S R Ao paphbior dog
" Record Type: Record 3 L1\-/ L/VLP

ot Gk A Any dhny

Thanks. -

To: David Rowe/OMB/EOP@EOP

cc:
Subject: Re: please advise asap 5

One more question.... Do we have the NIH breast cancer ## $625 million? and the AIDs number???

pls advise.

sb
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May 21, 1998

SUBJECT: PROSTATE CANCER RESEARCH PROGRAM

U.8. ARMY POSITION; ,

The U.S. Army began managing Congressionally Directed Medical Research Programs in Fiscal Year
1992 with a breast cancer research program focused on short-term, high-technology research aimed as
early detection and novel interventions. In Fiscal Year 1997, the Joint Appropriations Bill 104-863
provided $38 million for both basic and clinical research in prostate cancer. In Fiscal Year 1998, the
Joint Appropriations Bill 105-265 provided $38 million to conduct basic and clinizal research studies
aimed at combatting diseases of the prostate. The U.S. Army was designated as the Department of
Defense executive agent to administer a Prostate Cancer Research Program in accordance with the intent
of the Fiseal Year 1997 and 1998 Appropriations Acts, using the same highly focused, goal-directed
strategy that is applied to all of its medical research efforts. The Prostate Cancer Research Program:
follows an execution strategy recommended by the Institute of Medicine, Coungressional language, and a
panel cnrnposed of advocates end scientists/clinicians who are experts in prostate cancer research.

TALKING POINTS:

» . Congress directad the U.S. Army’s involvement in the current Prostate Cancer Research Program.

¢+ 345 million was appropriated in Fiscal Year 1997 for peer reviewed research in prostate cancer that
is multi-institutional, multidisciplinary, and regionally focused.

» A stakeholders meeting was held in April 1997 10 solicit opinions from the prostate cancer scientific

‘and advocacy/support coinmunities about direction for the Program.

» An Integration Panel was recruited and a meeting was held in June 1997,

v A Broad Agency Announcement was r¢leased on July 28, 1997, which solicited proposals across all

arcas of basie, clinical, behavioral, and epidemiclogical research.

s $40 million was appropriated in Fiscal Year 1998 for peer reviewed research in prostate diseases to
develop more effective therapies.

* Due to the high scientific quality of the proposals received and the desire to increase the efficiency of
getting the funds to the seientists, the appropriations for Fiscal Year 1997 and 199§ were used 1o
fund proposals received in response to the July 28, 1997 Announcement.

Award negotiations of Fiscal Year 1997 and 1998 funds began in April 1998,

The ume between receipt of the Fiscal Year 1997 appropriation and distribution of the research funds
to scientists was 15 months. A proposal has been submirted 1o Congress to further decrease the time
between appropriation and distribution of research funds %o scientists to 6-7 months.

BACKGROUND:

«. Disease Background '

Cancer of the prostate is the most commonly diagnosed cancer in men accounting for 29 percent of all
cancers in men. An estimated 184,500 men will be diagnosed with and approximately 39,200 will die
from prostate cancer. Prostate ¢ancer is second only to-lung cancer as a leading ¢ause of cancer deaths in
men. The incidence rates are 66 percent higher for and mortality rates are more than two times higher in
African-American men than Caucasian men, Current}y, there is no cure for Jocally advarxced or
metastatic prosiate cancer.

Z002
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Good Moming. Tomomw is Father's Day, a day to celebrate the role our fathefs have
piayed in our lives. | | | |

Today, I'd like to talk about how the Federal government is warking 10 find ways 10
protect men from a disease that, only a few years ago, peaple rarely discussed -- prosinte caﬁcer.
But now, there is a great awareness of this disense and there is a strong cﬁnmﬁtment to do
something about it. Reseafch to overcmﬁu prostate cancer is a high national priarﬁy, because |
only through research can we conquer this disease and remove the fear we still have of it. The
National Cancer Ins;inite’s budget for prostate cancer along has nisen over 1,300 percent f‘mm

1981 to 1998 -- fmm/$6.4 million in fiscal 1981 10 an eslimate of $90 million in fiscal 1998,

o (l‘r ';;‘;;ihg_ﬁ,};_pginning of my Administration in 1993, NCI support for prostare cancer research

:-i‘r‘:::x‘ééi‘sad‘,’zﬁf) percent, from $31 million to $96 million.) This year alone, the National Cancer

Insmute wlll ﬁmd more than 450 research projects on prostate cancer,

Thls hugh level of effort is necessary because prostate cancer is a serious and a complex
problem in this country. Serious bacausrs it affects so many men and complex because it has such
g variahle behavior. It is the most common cancer in men, Abouf; 184,500 Americen men will be
diagnosed with prostate cancer this year. Nearly 40,000 will die of it. But in many cases, the
tumors are very slow gmwmg and may not require reatment, Research is under way to help us
decide which men could benefit from tf‘eatlnent |

Federally sponsored research is Ia.kmg a broad, comprehensive approach to cangquering.
thls disease. First, and very important, is basie research. The recent upsurge in research on
prostate cancer includes several notable breakthroughs in our basic understanding of the disease:

. The presence of the first gene whose alteration predisposes men to prostate cancer
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SUBJECT: Prostate Cancer Research Program

b. Origin of the Program
The Prostate Cancer Rescarch Program was established in F iscal Year 1997 by public law (P.L. 104-863,
The National Defense Authorization Act for Fiscal Year 1997) 1o address “the need for bath basic and
clinical research in prostate cancer in order to reduce the incidence of this lifg-threatening disease and to
develop more specific and less toxtic forms of therapy for patients in all stages of the disease.” One '
hundred million dollars was authorized and $45 million appropriated in the U.8. Army Medica)
Advanced Technology program element for the establishment of a prastate cancer reseatch Smdy
Cangress urged that the Depar‘rment of Defense give highest priority to funding research that is multi-
institutional,. . and regionally focused. An additiona) $40 million was appropriated in
7t .S-Army Medical Advanced Tachnology program element in Fiscal Year 1998 for the continuation
of the Prostate Cancer Research Program to address “basic and clmu:al research to combat diseases of the
- prostate.”

_¢. Fiscal Year 1997 and 1998 Operation Plan and Timeiine
Congressionally Directed Medical Research Programs, such as the Prostare Cancer Research Program,
historically have a lifetime of approximately six years, spanming from Congressional appropriation of
funds to completion of tesearch projects. The U.S. Army Medical Resesrch and Materiel Command
received funds for prostate cancer research on January 8, 1997. During this first program year,
Congressional language was analyzed, a stakeholders meeting was held (April 1-2, 1997), and an
Integration Panel representing a wide tange of scientific perspectives and ethnic diversity was recrited
and convened (June 2-3, 1997). The Integration Panel is composed of prestigious scientists and
clinicians, some of whom are associated with the Department of Defense, as weil as representatives of
the patient advocacy/suppaort cormunity. With the assistance of the Integration Panel, an investment
strategy was developed and a solicitstion for research proposals (Broad Agency Announcement) was
crafted and released on July 28, 1997. On October 29, 1997, 606 prostate cancer research proposals were
received; and peer reviewed in January 1998, Due to the high scientific quality of propesals received for
the Fiscal Year 1997 Prostate Cancer Research ngram and the enthusiasm of both the scientific and

- advocacy cominunities to distribute funds quickly to scientists; the funds appropriated in Fiscal Year
1998 for the Prostare Cancer Research Program were combined with the Fiscal Year 1597 appropriation
to fund investigators with highly meritarious proposals submitted 1o the Fiscal Year 1997 program.
Proposals were programmatically reviewed in March 1998. Negotiation of awards began in April 1998,
and all funds will be obligated no later than Scmcmbcr 30, 1998.

d. Fiscal Year 1997 and 1998 Program Objectives and Goals
The intent of the Program is to promote innovative ideas and technalogy trough both clinical and basic
science to CONGUET prostate cancer, The mizsion of the Program is to promote innovative, multi-

- institutional, multidiseiplinary, and regjonally focused research directed roward eliminating prostate
cancer, The Program was designed after consultation with other national prostatc cancer research
funding agencies (specifically, the National Institutes of Health—National Cancer Institute, the American
Caneer Society, CaP CURE, and the American Foundation for Urological Disease) to avoid overlap of

" programs ang to target under-reprasented avenues of research and novel applications of ¢xisting
technologies, Coordination with the U8, Army Center for Prostate Dlsease Research at Walter Reed
Army Medical Center is also cm-going

The five primary goals of the program are to:
—" (1) pursue new directions and breakthrough ideas and approaches in pms’cau: cancer;
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(2) prepare new scientists and encourage established investigators to join in the battle
against prostate cancer;

(3) embrace prostate cancer public awareness and ¢ducation;

{(#) promote a unique dual-phase funding strategy; and

(5) fund a balanced attack across broad disciplines of prostate cancer.

The programmatic strategy is being implemented by a solicitation for proposals in two subcategories:
New Investigator Awards and Idea Development Awards. The intent of the New Investigator Award
category is to promote and reward innovative projects that lack pilot data and encourage new

investigators to enter the prostate cancer research field. The Tdea Development Awards are intended to
support established investigators with highly innovative projects.

The programmatic strategy embodies the continuing evolution and flexibility of the U.S. Army Medical
Research and Materiel Command in managing the Department of Defense Congressionally Directed
Medical Research Programs, In particular, a unique dual-phase funding strategy has been implemented
as part of the Prostate Cancer Research Progrom. Approximately 140 Phase 1 awards will be made ac¢ross
five broad disciplines of prostate cancer research to both young and established investigators., After two

~ years of research, thé U.S. Army Medical Research and Matericl Command will challenge investigators
to compete for two additianal years of support, pending appropriations in Fiscal Year 2000. This unique
dual-phase stratepy was designed to encoorage the rapid development of 1deas in Phase T and 1o provide
transition support lo position investigators for competition in traditional funding mechanisms in Phase T1.

¢ Fiscal Year 1998 Minority Training Initiative

Acknowledging the disparity in morbidity and morrality rates of patients with prostate cancer among
some ethnic groups, the Integration Panel proposéd a new award category, Minority Population Focused
Training Awsrds. These awards are designed to enable investipators 1o develop a prostate cancer
research concept that focuses on the disparity in prostate cancer incidence and mortality. One of the
goals of these awards is to establish collaborations berween applicant and established investigators.

J.  Fiscal Year 1999 Prostate Cancer Research Program Timeline ,

Centingent upon Congressional funding for the Fiscal Year 1999 Prostate Cancer Research Program, the
U.8. Army Medical Research and Materiel Command will issue an Announcement to solicit prostate
cancer research proposals,

- The following award categories could be included in the Fiscal Year 1999 Prostate Cancer Rescarch
Program Announcement contingent upon the level of funding appropriated by Congress:

s Idea Development Awards: The intent of /dea Development Awards is to stimulate and reward
speculative but especially promising and creative ideas that may yield a high payoff,

e New Investigator Tdea Awards: The intent of the New Investigator Idca Awards is similar to that of
Idea Development Awards but is targeted toward funding investigators in the early phases-of their
careers, specifically independent investigators (Assistant Professor or equivalent) within six years of
' post-doctoral, residency, or equivalent training, In accordance with the challenge to be innovative,
proposals are aceepied even if they lack preliminary or pilot data. These proposals should none-the-
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less be based on sound scientific rationale established through a critical review and analysis of the
literature and/or logical reasoning.

e Clinical Trial Awards: The intent of Clinical Trial Awards is to encourage and support pre-clinical
studizs and clinieal trials that offer the opportumty to improve the survival and quality of life of
patients with prostate cancer.

» Training/Recruitment Awards: The intent of the Training/Recruitment Awards is to encourage
junior scientists who have completed post-doctoral training, but are not yet established investigators,
to pursue & prostate cancer-related research career, as well 25 1o encourage senior scientists whe are
currently working in areas ather than prostate cancer to shift their focus to prostate cancer research.
Institutional Training Program Awards also may be offered as a Training/Recruitment Award.

¢ Infrastructure Awards: The intent of Infrastructure Awards is to support the development of cell
lines, tissue banks, animal models, infonmatics, and the like specific to the study of prostate cancer.

e (enter Grant Awards: The intent of the Center Grant Awards is to establish national centers for the
study and treatment of prostate cancer. A proven track record of scientific research and scholarship,
an institutional commitment of resources and space, and strong leadership in the field of prostate
cancer are required for suceegeful competition in this category.

— g Fiscal Year 1999 Prostatze Cancer Research Program Timeline
In.response to admonitions from scientists, advocates, and Congress members to'increase the pace of
distributing appropriations for scientific research, the Prostate Cancer Research Program has submitied a

- plan to Congress to decrease the time between appropriation of funds and distribution to scientists. '

Pending Congressional action on this proposal, the Fiseal Year 1999 Prostate Cancar Research Program
Announcement could be released mid-Summer 1958 with a submission deadline 90 days after
Announcement publication. Potentially, the time bstween receipt of appropriation and disuibution to
seientists eould dectease from 15 months 10 6-7 months.

CONGRESSIONAL INTEREST:

Congress has directed the Depantiment of Defense 1o un:iertake a prostate cancer research progmm

Strong supporters of the Prostate Cancer Research Program include Senators Stevens (R-AK), Inouye (D-
HI), and Thurmond (R-8C) and Representatives Murtha (D-PA), Horn (R~ CA), Leach (R-1A), and

Bateman (R-VA),
BUDGET DATA:
Fiscal Year Fiscal Year
1997 - 1998 Total
Congressional Supplement $45 mitlion £40 million %85 million

PROGRAM ACCOMPLISHMENTS:
To date, 142 proposals have been recommended for funding. It is anticipated that approximarely 250
e awards will be made with the Fiscal Year 1997 and 1998 Congressional appropriations.
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For more information on
Ccm gresszonally Dzrectea’ Medzcal Research Pro grams |

Copiesof | ~ Log onto the website at:
Research Program Announcements* http://mrmc-rad6.army.mil

are available. by request via the following: The Websi 2
- ¢ Website contains:

m Backgrbund information en Congressionally

fax: (301) 619-7796 Directed Medical Research Programs

e-mail: radvi_baa@ftdetrck-ccmail.army.mil

= Current and past research programs
phone: (301) 619-7079 @ Program award lists for fiscal years 1993
website: httpy//mrmc-rad6.army.mil through (996

m Abstracts from previously funded proposals

m Release dates for Research Program
Announcements

m Copies of Research Program Announce-
ments

m Information on the Era of Hope Conference

*Please indicate specific program
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has been localized. The gene explains why some men inherit a predisposition to
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develop prastate cancer and may be particularly important for African American

men,

Recently, the NCI launched the Cancer Genome Anammy Pro_}cct aimed at

T T . S——

praviding scienrists with the first comprehensive analyms of the malecular

fingerprints that distinguish normal cells from cancer cells. The first cancer studied

of dozens of new genes that may provide malecular markers associated with the
developinent of prostate cancer. These markers might also allow scientists to -

begin to predict the behavior of the different types of prostate eancer.

As they leam more, scientists hope to develop approaches to diagnosis and treatment that

will enable doctors to select treatment strategies that are specially designed for each patient’s

cancer, and help tell whether a particular patient has an aggressive cancer or not.

environmental, occupational, distary and hormonal influences on the likelihood of developing

' in this project has been prostate cancer. This research has resulted in the discavery

Perhaps even more important is prevention research. Dozens of studies are looking af the

prostate cancer, Particular attention has focused on the role of dietary fat in increasing the risk of

prostate cancer and the role of naturally eccurring components such as vilamin E. A recent study -

A

suggested thar ¥itamin Ejhjay réduce prostate cancer cases and deaths in men who smoke.

S —— e et e

One of the major goals of our research program is to understand the develapment of

prostate cancer so that we may desagn mtewemmns that reduce the risk of develaping tbls cancer.

Furthest along isa large study mvo!nng 18, 00() men over the age of $5 to establish whether the

drug finasteride can prevent prostate cancer, mu‘é:h like tamoxifen has just been shown to prevent
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‘breast cancer in women in NCI's large Breast Cancer Prevention Trial. The Prostate Cancer

- Prevention Trial is based on the knowledge that normal male hormones can serve as growth
factors for prostate cancer, so that specifically blocking their effect on the prostate could possibly
decrease the risk of getting prostate cancer. |

The third approach is research on screening. Sciontists are learning that prostate cancers

——EE
e

produce many different markers, including the well-known prostate specific antigen (PSA).
Knowing about these markers and what they mean will some day help detect prostale cancer mare
aécurately than is possible today. A major study is looking at PSA testing and digital exams 1o
“see if these tests reduce the chances of dying of prostate cancer.

A fourth approach is research to imprave prostate cancer treatment, and to decrease the

side effacts associated with treatment. For the nearly 200,000 American men who are predicted
to be diagnosed with prostate cancer this year, we must have optimal treatment choices. New

treatments are needed and current treatments need to be improved. The only way to establish

new, more effective treatment

s is through clinical trals.

NCI currently is sﬁcnsoring 62 clinicsl trials for the treatment of prostate cancer. This
year, one such trial has provided the first evidence thar 2 particular hormonal treatment coupled
with radiation therapy may improve the survival of patienfs who have lacalized prostate cancer
but & poor pragnosis.
Novel therapies including the development of a vaccine aimed at mobilizing the immune
systermn to destroy pmstatg cancer are, for the firgt time, being tested in men. Ina majof smudy
“watchful waiting” is being compared to surgical removal of the prostaté.

Tn another approach to research, both radiation therapy and surgery are being improved by
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computer modeling that helps doctors accurately fo;:us rhes;e treatments on cancerous {1ssueg
while sparing normal tissues. Another goil is to develop ways 10 treat serious side effects of
treatment such as impotence ané incﬁntinencc.

African Amsri_cnn men have the highest rate of developing prostate cancer of any tgroup of

people in the waorld. Their rate of developing prostate cancer is 30 percent higher than that for

rni—

white Americans and their mortality is 50 percent higher. Numerous studies are under way to

understand why both incidence and morality rates are different.

An important stﬁdy by NCT and the Departmem of Defense (DoD) showed that when
black and white men with prostate cancer at similar stages are treared in the same or comparable
medical system, their outcomes are the same - suggesting rhat at leist some of the difference in
mortality rates bétween white and black Americans is likely due to differences in access to quality

—_— medical care. |

I'd like to personally thank every American man who has participated in clinical research
on prostate cancer. They are helping America find answers to this much feared disease. Our
count_iy has thé best health care system in the world. With medical research providing the
knowledge, i‘m confident we can cﬁhtin‘ué to iniprove our health and look forwérd 10 & stronger

and healthier future than ever before.
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Dan funding of Breast Cancer and Prastate Cancer Resparch, 1992-1998

[$ in millians)

Al amaunts wete added by Congress—no Execufive Branch requests ‘
1992 1993 1994 1895 1996 - 1897 1938

.Breasl Gancer Research .

Total » : E&” » _206,9 295 ‘ 135.7 ?U 1125 135.0
Pmstate Cancer Resean;h ; ‘ ) 4
Tota!” - ‘ . 2.0 2.0 20 14,3" ?’.5 45.0 45 A

. Amounts in 1*997-1 898 do not reflect undistributed reductions, which lower the amaunts by about 4-8%

Amounls in 1992-1598 do not reflect undistributed redudu:ns which lower the amounts by various amounts
rangmg up to ahout 8% 2
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Early Detectlon

Preventable risk facmrs for pmstatc cancer are unknown, and effectwc measures to prevent
the occurrence of this disease do not currently exist. Although one proposed method to
reducc the risk of death from prostate cancer is through screening and early detection, health
professionals have not come (o a consensus on early detection guidelines. To date, the -
scientific evidence has been insufficient to determine if screening for prostate cancer
reduces mortality or if treatment of early disease is more effective than no treatment in
prolonging a patient's life. Currently, health practitioners cannot accurately determine which
. cancers will progress to become clinically significant and which will not. Thus, widespread
screening and testin ‘Fc)r early detection of prostate cancer arc not %cwntxﬁcallv justifi

this time.

Professional medical organizations are divided on the issue of screening for prostate cancer.
The U.S. Preventive Services Task Force (USPSTF) recommends against routine screening,
and the Centers for Disease Control and Prevention (CDC) supports the USPSTF
recommendations. The ACS and the American Urological Association (AUA) recommend
an annual DRE examination and PSA measurement beginning at age 50 years. They also -
recommend that screening start at a younger age for men of African descent and for men
with a family history of prostate cancer. The AUA sugge;ls that these h1gh risk groups begm
testing at age 40 years.

Two methods for detecting prostate cancer are currently available to clinicians:

Digital rectal exam (DRE) has been used for years as a screening test for prostate cancer.
However, its ability to detect prostate cancer when it is present is limited. Small tumors
often form in portions of the prostate that cannot be reached on a DRE. Clinicians may also
have difficulty distinguishing between benign abnormalities and prostate cancer, and the
interpretation and results of the examination may vary with the experience of thc examiner.

The prastate-specific antigen (PSA) is a blood test that is popular with many climicians,
but medical consensus on its use and interpretation has not been reached. PSA is an cnzyme
measured in the blood that rises in the presence of prostate abnormalities and naturally as
men age. Thus; it is difficult to differcntiate between prostate cancer, benign growth of the
prostate-a condition referred to as benign prostatic hypertrophy (BPH)-and other conchtmns
: , of the prostate, such as prostatitis. About 50 percent of men with BPH have elevated PSA
e levels and may receive additional diagnostic tests for cancer, such as a biopsy and ,
transrectal ultrasound. Many of the men who receive these additional diagnostic tests are not -
dlagnosed with prostate cancer. PSA also fails to detect some prostate cancers-about 20

i’ | S : ' - R 08/30/97 21:44;
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percent of patients wzth biopsy- proven prmtate cancer have PSA levels that are within
normal range. :

Who Is at Risk?

Prostate cancer is most common among men aged 65 years and older. Men in this age group
account for about 80 percent of clinically disgnosed prostate cancers. From 1973 to 1992,
the death rate for African-Amcrican men, who already have one of the highest incidences of
prostate cancer in the world, rose by 41 percent. At all ages, African-American men tend to
be diagnosed with the disease at later stages, and they die from prostatc cancer more often
than do white men. The reasons for the greater incidence and martality among
African-American men are unknown.

Prostate Cancer (invasive)y Average
Annual Age-Speciiic SEER Incidente andd
1.5, Moriality Rates By Race, 1988-1902

2,000 - ’ . incidenes Black

Hupaberf1 50,000 Mon

- - N 1 1 1
4044 4548 50-54 55-30 €0-64 135-89 ?0~74 7575 80-8% 85+
Age Group

Sovrcer:. Laroer Statnizs Fpdow 107350
Fistes i st & WT6 US. paplative

Treatment Options

Decisions regarding appropriate treatment options for men with prostate cancer are hased on
the stage of the cancer at the time of diagnosis. Patients with early stage cancer that is
confined to the prostate have several treatment options. Three treatments are currently in use
for cancers thought to be corifined to the prostate:

Radical prostatectomy, or complete surgical removal of the prostate, is frequently used for
patients less than 70 years old who are otherwise in good health. Physicians rarely suggest
radical prostatectomy if cancer has spread to pelvic lymph nodes or a distant site.
Complications of radical prostatectomy may be short- or long-term,; these comphcatxons can
include impotence and urinary incontinence. The risk for these complications increases with
age and also depends on the amount of damage to nerve and blood supplies that occurs
during the surgical procedure. Between 5 and 19 percent of men become incontinent, and
from 24 to 62 percent may become sexually impotent. Most men who undergo a radical
prostatectonty expetience at least a partial decrease or decline in potency. Currently, data

!
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fr;m randomized clinical trials are pot available to p_rovide definitive evidence that this
surgical procedure decreases mortality or prolongs life.

Radiation therapy, or treatment of the tumor site with low levels of radiation, %s uspally
used only for men with cancer that is confined to the prostate or to the surrounding tissue.

‘Some side effects of radiation therapy, which can include acute inflammation of the bladder, .

rectum, and intestines, are generally reversible. However, chronic nfl mmnaﬁop can rt_;:s@t in
stricturcs that require surgical intervention in 0.5 to 2 percent of man’u*eafed with radiation
therapy. Following radiation therapy, from 25 to 44 percent of men experience some degree
of sexual impotence. Incontinence also occurs in 0.5 to 7 percent of men treated m‘;h
radiation.

Men with prostate cancer may also choose to have no lreatment initially. This option is
referred to as watchful waiting. When this option is chosen, the tumor is evatuated
periodically for changes (hat suggest rapid growth. Recent studies have found that watchful
waiting may be an acceptable alternative management option for some men, particularly for
older men with small low-grade tumors that are unlikely to spread. .~ -

Patients with cancer that has spread beyond the prostate gland may receive radiation and
harmonal therapies to inhibit further progression of the cancer, but mast metastatic tumors
eventually become resistant to hormonal therapy. Some patients with advanced metastatie
diseasc may be considered for participation in clinical trials of experimental therapics.

Because of limitations in current medical technology, accurate determination of prostate .
cancer is difficult. As a result, about 50% of men thought to have early stage cancer have
more extensive disease. Patient outcomes and the quality of life after treatment are
influenced by the patient's age, coexisting medical conditions, and the aggressiveness of the
umor, ‘

State Partnerships -

In 1993, Congress authorized the CDC to work with existing cancer control efforts in state
health departments to develop state-based demonstration projects for prostate cancer. Fiscal
year 1996 funding for CDC prostate cancer initiatives was $4.6 million. Currently
established in central Harlem in New York City and in rural northwest Louisiana; the
demonstration projects have obtained information on knowledge, attitudes, and practices of
men and their physicians that is crucial for designing early detection programs. Both
projeets have focused on the highest risk group-African-American men. Results from these
projecis will be available in 1997.

Two other prc_)jccts are ongoing in Massachusetts and Missouri to further refinc and validate
tmathods and instruments for assessing knowledge, attitudes, beliefs, and practices related to
prostate cancer screening. ' :

In the_ absence o_f scienj:iﬁf: consensus of the effectiveness of prostate cancer sc reening in
reducing mortality, a significant challenge facing state public health agencies is to determine

| how best to balance the public's need for and interest in prostate cancer programs with

useful prostate cancer health communication messages znd activities. In October 1996, CDC

08/30/97 2144
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cosponsored the State Issues Workshop on Prostate Cancer in which state and territorial
chronic disease directors addresscd the complex issues related to prostate cancer control.
During the workshop, participants sharcd experiences, identified roles and strategies for
public health agencies, and identified capacily building needs of public health agencies. In
e response to the challenges identified at the wotkshop, CDC established a multidisciplinary
work proup that will usc health communications strategies and methods to craft bealth
messages for men and their families about prostate cancer screening and early detection.

Prevention Center Activities

CDC currently supperts two programs at Prevention Centers, one al the University of
California at Berkeley and a second at the Harlem Center for Health Promotion and Disease
Prevention in conjunciion with the New York State Department of Health and Columbia
University. ‘These projects are designed to assess the relationship between coexisting health
conditions and 1o determine how these conditions may affect the risk of death among men
diagnosed with prostate cancer. An important component of these projecis is to determine

- how many men die of prostate cancer and how many die with the discase.

International Conference

o In September 1995, CDC held an International Conference on Prostate Cancer Screening,
e’ Early Detection, and Control. The conference provided a forum for national and
international prostate cancer experts to review current information about early detection and
disease management. A broad range of health professionals and specialists from the fields of
urology, internal medicine, oncology, radiology, family medicine, health administeation,
-y Trmmries Linsdatintian and amidaminlamy norticinatad in the canfarence.
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