
PRESpjE!'IT CLINTON AND VICE PRESIDENT GORE ANNOUNCE HISTORIC EFFORTS 
TO RENEW THE W AB. ON CANCER 


September 26, 1998 


Today, the President and Vice President la.unched a new series of initiatives to redouble our ~ffoits in the 
war against cancer. The President outlined these new steps in his weekly radio addro:ss on cancer and the 
Vice President delivered the keynote $peech to tens ofthousands ofAmericans at the March to Conquer 
Cancer on the National Mall. . . 

ADVANCING COMMITMENT TO IDGH QUALITY RESEARCH 

Caned on the Congres~ to pass the President's historic multi-year coUlDlitmeut to cam~er 
research. ExpertS believe that we are at the cusp of important new breakthroughs in the war 
against cancer. Today, the President and VicePtesident called on Congress to pa.~R the 
Administration's historic five-year, 65 percent increase in cancer research at the Nationa11nstitutes 
of Health. This multi·year investment would ensure that our nation·s scientists conduct InOle 

extensive and fruitful research than ever before. secure in the knowledge that the research will not 
be internlpted as the result of funding lapses. . 

Announ~ed that Federal cancer research provams win fuUy inteJP"8.~e patients and 
advocates into research within a year. Cancer advocates and patients provide a unique and 
critical perspective onilie cancer research agenda. 'Building on unprecedented eftorts to integrate 

. patients and advocates into the cancer research program at the Department ofDefense and ongoing 
ilmovativc efforts at NCI; the President and Vice President ann.ounced that by next year NCr will 
fully ilnegratc: patients and advocates,into activities such as reViewing grant propusals and . 
planning policy. . 

Issued nationwide challenge forne'W technological approaches to fight cancer. Winning the 
war agamst cancer requires innovative approaches to prevent, detect, treat, and one day cure this ' 
disease. Today, the Director ofNer announced a $48 milHon 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 

AnDoUDced that in the first year of the .Caneer Genome Anatomy Project (CGAP); scientists 
have identified twice as many gen~ and gene sequences as expected. In 1996, the Vice 
President unveiled the COAP, a comprehensive effort to profile genes in precancerous a:nd· . 
cancerous cells and by doing so, to umavcl the genetics of cancer. The President and Vice 
President announced that in the first year ofthi:J hiet!C)rio effart. the l'rc:Uect already has iclentlnell 
mOTe than 300,000 DNA sequences. and 12.000 new genes •• double what the NCI initially 

expected. 

Issued historic cballenge to scientists to use the CGAP to develop new dia~nostic techniquQ! 
for every major cancer in the next two years. Efforts to unravel the geneticR ofcancer s~uld . 
be used to make unprecedented progress in improving detection and treatxnent for cancer patients. 

I 



. . J . .' ': 
The Prt'Sident and the Vice Presidc:.nt u,sued. a challenee to scientists to uSe new,inowlEidg8 about 
genetics to develop ~w diagnostl.c S1:J:'ategies for every major cancer in the nexttwo yettr", 30 that 
docto.rs can pinpoint·cancers in their:earliest and often most treatable stages . 

. Challenged Congress to pass bipartisan legislation preventing genetic diserlmiuation. 
According to one report. 63 percent of Americans would not take a genetic te.stiftheir health 
insurers or employers could get access to the results. The President and Vice President renewed 
their call for Congres~ to pass ,bipartisan legislation, similar to legislation introduced by Rep. 
Slaughter and Seoator Snowe, to prohibit healt.b, plans and employers from UM~ genetic sereening 
to discriminate against individuals. . 

SPUR RESEARCH BREAKTHROUGHS BY INCREASING THE NUMBER OF:l'A'IlENTS 
ENROLLED IN NEW NATIONAL CLINICAL 1iUALs SYSTEM. 

DiNeted NCI to fu.Uyimplement its Dew cOlDpnter~b.sed cfuiical trials sy,stem fOT breast, 
prostate, and coloncaneers by next spring. The President and Vice Presidentdireeted NCI to 
fully implement a new system to make it easier for physicians to ewoll patients in clinical1rials. 
Under the directive, NCIwillcomplete this simplified system for breast, colqn and prostate cancer 
by next spring and expedite the system for other cancers as well. This new syStem. will ensure that 
physicians are fnfo:nnCd about cutting-edge cancer clinical trials and will nHow· them to enroll 
patients on the spot. This effort will gives tens of thousands ofcancer patients improved access to 
cancer clinical trials. By increasing participation in these trials. the effort wiU accelerate test 
results. and spur research brealdlmnlgbs. 

Challenged Congress to pass a bipartisau initiative that authorizes covetage of·~cer 
.:1inilllll trials·f.or ~edieare beneficiaries. Americans over the age of 65 inake up half of all 
cancer patients, and are 10 times more·likely·to get cancer than yOUnger ~ricaDs. Older 
Axnericans, however. frequently cannot participate in cutting-edge ¢an,cer clU)ical1rials because 

. Medicare does not pay for experimental trea.1ments. The President and Vice Ptesidentrenewed the 
calIon Congress to pass a proposal. similar. to legislation supported by Se~tors Mack91ld 
Rockefeller, that authorizes coverage of clinical tri81s for Medicare beneficiaries without hatming 
the Trust Fund. 

: . 

NEW STEPS TO IMPROVE QUALITY OF' CARE FOll: CANCER PATIENTS AND 
SURVIVORS 

. . 

RenC1'Ved eaU on CODgresS to pass a strong enforceable bipartisan patients' bill of rights to 
assure cancer patientS of high-qUality eare. The President and Vice P~ideJit urged Congress 
to stop delaying and pass a. stroDJt enforceable patients' bill olrights this ~ear' The patients' bill of 
rights would provide many critical protections for-patients With cancer i~ludi:aQ ~cess to the 
specialists they need and oontinuity-of-care protections to prevent them ftOIn having to change 
care suddenly in the middle oftreat.Dlent. 

Unveiled groundbn!ftking research grants to examine how to preven~,(!a.ce~ recurrence,' 
understaDd the lifelong impact of cancer treatment, and to irBpro'Ve. the quaUty of life for 
cancer survivors. The Vice President announced that the NeI is r~leasfu.i $15 milJ,ion in new 
cancer survivorship grants to fund top-ot:.the-Jjne researchto examine the impact oftbis disease on 

; ,~ 
, ..,.: 

I 

http:preven~,(!a.ce
http:trials�f.or
http:docto.rs
http:Presidc:.nt


.. . . . ' '." 

patients and theJr fami1ie5~ Specifi(:aUy~ re~herSwin ex~e the long-term cffect3 of'e~"oer " 
treatments and thelllOst c:ffcotive ways to prevent recurrence ·of cancer and to 'ImprOve the; quality 

'. of life for cancer survivors alld their fNnilies. . , '.... 

APPROVING NEW CUTTING-EDG£ DRUGS FOR PATIENTS. 

AnDoUDced~h~t FDA bas approved 8 record DUmber of cance~ drugs. In 1996, the Prc3idr.mt 
launched the FDA Initiative on Reinventing the Regulation ofCancer Drugs. Since that tIme, the: 
FDA Division'ofOncology Drug Products has approved more than twice as many new therapies 
as in the'three years prior to the initiative., '" . 

" 

Urged Congress to confirm JaneHe~neY, the~tWoman andthe first oncologist nomiDatcd 
as FDA Commiisioner. The President and Vice President urged the Senate not toadjoum without 
confmning Or. Jane Henney. ,the first woman and the first oncologist to be nonnnated as FDA 

. ComnUssioner. 

URGING CONGRESS TO PASS COMPREHENSIVETOBACCO LEGI$LATION 

'Tbe President and Vice Presid~t are fighting agabtst the leading cause ofpreventable 
cancer - tobacco. Every day 3,000 ~hi1drCll start smoking. and one thousandwill die ofa 
tobacco~relateddisease. Today thePresidc:nt and Vice Presidentreminded Americans thatthey 
need a Con~ssthat has the co~ge to pass comprehensiVe tobacco legislation to stop Idd..:; :from . 

. smoking. .' . . .. ' ' '.,; .... . ." ," '. ". ," . 

• 


, ....' 

http:Prc3idr.mt


09/26/98 13:20 
1tJ002 

REMARKS FOR VICE PRESIDENT AL GORE 
MARCH TO CONQUER CANCERRALLY 

.. Saturday, September 26, 1998 

Every singJe one ofus today bas been inspired by our heroes. I'm lucky, because my 
hero lives under the same roof.. Thank you, Tipper. " " 

Today. I have some new heroes. Thank you Renee Cole,. for workiug to save other 
women from cancer. Thank you Dani Grady, for riding your bike 4,000 miles to make a 
difference. Thank you Ellen. Stow:u, for believing that 100,000 people would come to 
Washington for a March to conquer cancer. And most ofall, ·th.ank Y.ml-- all ofyou -~ for 
showing America that we can meet, we can ~ and we call beat this horrible disease. 

This isn't jU'ilt a noon rally for cancer. This is high noon for cancer. It was more than a 
quarter-centwy 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. I want to ta1k to you for a few minutes 
today about what we are doing to redouble our cammitmeniio inake it happen; 

As a.ny cancer survivor will tell YOl.l: the power to fight cancer comes from the heart and 
from the soul. But most of all. it comes from being able to imagin~. a day when you are oancer
free. I want to begin today by ~king all afyou 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 ~n 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 routi.zw cancer imm~iation. And imagine how it would 
feel to visit the Smithsonian and see a radiation machine next to an iton lung as a relic from the 
past. 

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

We meet today in the s~adow of the Washington Mon~ent, a short walk from the 
Lincoln Memorial, and a stone's throw from the Memorial to FDR. Guess what they have in 
common'? Geo~ge Washington's mother. Franklin Roosevelt's daughter, and Abe Lincoln's 
great-granddaughler all died from this horrible disease. In ~erica to~y,more than 40 percent 
ofus will be diagnosed with cancer, and 20 percent ufus will die from it. Ifyou~re wondering 
what that means, visit the Vietnam Memorial when this tally is'over. Ifwe were going to build a 
monument to all the Americans who die from cancer this year; it wouldtake 1m! Vie"tnam Walls. 

Like all of you, when I hear the word ~'cancer," I don't think ofstatistics, I see faces. I 
have spoken often about my family's tragic experience with tllis disease in the past. Tipper has 
had si:.milar experiences. We have all seen what cancer does, and we are here today hszcause we 
hope for a day when it doe!!;n't happen to anyone else . 
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Thanks to your work, and the breathtaking advances iIi science, we are closer to a cure 
than we have ever been. From 1991 to 1995, cancer deaths actually dropped for the first time in 
history. h we meet here today, the flrStmedtcines to preveni prostate cancer, colon cancer, a11d 
breast cancer are being tested. You know, I have nut the Race for the Cure more than five times, 
and I love that race. But one of the happiest days ofmy life will' be the day that none ofus has to 
run it again. 

, . 

President Clinton and I have been proud to playa ro]e in ,this progress. We have,helped 
cancer patients keep health coverage when they change jobs." We have accelerated the approval 
ofcancer drugs .. We have increased funding for cancer resear~. We are working to end the 
most preventable fonn of cancer by stopping our kids from smoking. And today, we are taking 
wlprecedented new steps to b·l.lild on our progress to make ca;ncer a relic ofthe past. 

First, President Clinton and I bave proposed the largest increase in cancer research in 
, , 

,histoD'. Somewhere in America today, a young researcher has an idea that will one day lead to a 
cure for cancer. It would be a tragedy ifhis idea was lostbec.ause we didn't fund his project. 

,. This March proves that Democrats and Republicans can come together to conquer cancer. We 
also need to do more to eIl8W"e that patients are involved when research decisions ate made. 
Nobody knows more about this disease than cancer patients and advocates, and your voice must 
be heard. That's why, today, we are announcing that by neXt spring, the National Cancer 
Institute will ensure that patien1:$ ha.ve a full voice -- at every s~P ofthe way. 

Second, we need to be.surc these advances are used to im,prQve trea1ment for peO,pJe with 
cancer. We are just a few years away from the complete sequ.encmg ofall the genes in the 
h1J.[)1an body. In 1996. I illlveiled 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 - so we can catch it at its earliest an~ ~ost preventable stage. History 
shows: ifwe crack the enemy's code. we 'Win the war. We are going to win this war for 
America's familjes. 

Third. let us do mOre to improve access for patients to cuttine=eda-e clinical trials. We 
. won't cure cancer ifonly three percent of Arnerica)s cancer patients are enrolled in clinical trials. 
Today, we ate directing the National Cancer Institute to 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 clinical trials. America's 
seniors make up more than half ofall cancer patients. They deserve to have the latest weapons to 
fight it. 

Fourth. we need to continue to improve quality breakthroygh medications and treatments 
for canCer_ Two years ago, we la'Wlched an historic effort to speed up the drug approval process 
while maintaining quality. . 
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In just two years. we have more than doubled the number ofapprovals for new therapies. 
Today, we have a new weapon in the war agajnst breast cancer. Just last night, the Food and 
Drug Administration groved abrand hew, cutlins-edge druiJ·to treat brea.'it cancer. This will 
hclp some ofilie 1.6 n;ri1lion women who are diagnosed with 1'reast cancer each year. There is 
one more thing we can do to advance this fight. Congress ~hould not @ hOme until it confirms 
oncolo~ist Jane Henm;y to be the fIrst woman Commissioner in the history oftta Food and DruB, 
Administration. 

Fifth, we Deed to make sure that these advances are used to improve the Quality of life of 
cancer patients. 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, Il2.American should fee] like they 
can't go to their doctor because they're afraid ofwbQ win sec their medical records. Privacy i~ a 
basic Anlerican value, and it must be upheld. I urge Congress: work with us to keep medical 
records private. And letts make sure that critical health decisions are made by doctors, not by 
bean counters in the hack room. Ifyou'fe in the mlddle ofcher.iJ.otherapy, you shouldn't be 
forced to stop treatment because your employer changes health plans. I urge Congress: give 
Americans the quality care they need, when they need it. :eass a stroni Patients' Bill ofRights 
into law. 

Some people say it's impossible to find a cure for canCer. 
. 

But 100 yeal'S 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 oftbis March is not just that all ofyou 
have come together to conquer cancer. The beauty ofthis March is that your lives and your 
stories prove that yes, we can conquer cancer. 

When people say that we can't mak:e prevention work, we say. ""YES WE CAN." When 
people say we cantt find a cure, we say, '~YES WE CAN." When people say we can~t get people 
involved. 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]. Can we find a 
cure? [Yes we can). 'Working together, marching together, fighting together. I 10000W we will. 
Thank you. ' . 
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,March to ,~onquer Cancer 
~riefing Prepared by Sarah Bianchi. 

Event Time: Saturday, September 26, 1998 ' 


, 12pm to12:45pm 


EVENT 
You are delivering the keynote addr¢ss at "The March: Coming Together to Conquer Cancer, "a 

, rally to raise awareness about the 'devastating impact ofcancer ,arid the need to renew our efforts to 
conquer this disease. As many as 150,000 peopl~ from around thy nation are expected to attend The' 
March on the National Mall on Washington DC. 

LOGISTICS 

Upon arrivai, you and Mrs. Gore are doing a photo-op'with the Tennessee delegation 
participating in The March; , 

Sam Donaldson and Cokie Roberts make very briefwe1coming,remarks; , 

Sam Donaldson introduces you and Mrs. Gore, accompanied by Renee Cole onto 
. the stage;' 

Renee Cole makes remarks and introduces Mrs. Gore; 

Mrs., Gore makes remarks and introduces you;, ' 

You deliver keynote address; 

You, and Mrs. Gore depart. 

YOUR ROLE AND CONTRIBUTION 
, This event provides an opportunity to outline a new vision for h6wwecan redouble our efforts to 

win the war against cancer. It also provides a forum for you to highlight your longstanding 
commitment to this disease. 

, . 
,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 ofchildren 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 possibilities for the ways we detect, 

treat, and cure cancer. In fact, scientists believe that we will look back on the 1990s as thedecade
.' . . 

we turned the tide 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) high~ighting new advances in genetics, 
through the Cancer Genome Anatomy Project and issuing an unprecedented challenge to the . . . 
scientific community to develop, by the year 2000, new diagnostic techniqu~s for every major kind 
of cancer so we catch it atits earliest and·often most treatable stage; (3) increasing the number of 
patients who participate in cancer clinical trials by directing the National Cance~ 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 otherspeakers at The March, 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 outline more specifically the Administration's 
vision for how to advance the war on cancer. 

Renee' Cole. You will be introduced by Renee' Cole, a. l:;>reast canc.er surviv,or. 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 wom~n. 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 ofTennessee 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 
hlstitutes ofHealth. This multi-year investment would ensure that our nation's scientists 
conduct more extensive and fruitful research than ever b,efore, 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 
Administration's efforts in this area). 

Announcing that cancer research programs will fully integrate patients and advocates 
into research within a year.• Cancer advocates and patients provide a unique and critical 
perspective on the cancer resear~h agenda. Building on unprecedented efforts to integrate· 
patients and advoc~tes into the cancer research program atthe Department of Defense and 
ongoing innovative efforts at NCr, you are announced that by next year NCr will fully 

. integrate patients and advocates into activities such as reviewing grant proposals and 
planning policy. [Thisinitiative is a high priorityfor the leadership at The March, who have· 

. fought hard to playa major role in setting the cancer research agenda. The DoD program is 
well-renownedfor including patients in research design. NCI has only recently begun 
efforts in this area). 

Issuing 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 ofNCI 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 

Announcing that in the first year of the Cancer Genome Anatomy Project (CGAP), 
scientists have identified tWice as many genes and gene sequences ~sexpected. 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 announc,ing 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 NCr initially 
expected. 



Issuing historic challenge to scientists to, use 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 unprecedentedprogress in improving detection and 
treatme,nt 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, 

<;::hallenging 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 
screeningto discriminate against individuals. [You unveiled the Administration's support for 
legislation to prevent employers from genetic discrimination in January at the James 
Watsonlecturej.· ' , ' 

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

Directing NCI to fully implement its new computer-based clinical trials system for 
breast, prostate, and ~olon cancers by next spring. The President and you are directing , 

. NCr to fully implement a new system to make it easier for physicians to enroll patients in 
clinical trials, Under the directive, NCr 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 ca~cerc11nical 
trials and will allow them to enroll patients on the spot. This effo~ will gives tens of 
thousands ofcancer patients improved access to cancer clinical trials. By increasing 
participation in these trials, the effort will accelerate test results and spur research' 
breakthroughs: . 

Challenged Congress to pass a bipartisan initiative that authorizes coverage of cancer . , "~ 

,clinical trials for :(\1edicare beneficiaries. Americans over the age of 65 make up half of 
all cancer patients, and are 10 iimesmore 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' fmd Vice 
Ptesident.renewed the call on Congress to pass a proposal, similar tc).Iegislation 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 Senator~ 

. Mack and Rockefeller in January. Currently 'only 3 percent ofcancer patients participate in 
clinical trials, Scientists believe that ifmore patients did participate, we would get results 
faster, as certain trials take t~ree.to five years to get enough participants to be statistically 
meailingfulj.' ..... " 
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"NEW STEPS T~IMPROVEQUALITY OFCARE FORCANCERP'ATIENTS AND 
SURVIVORS, , " 

\ ' 

~ .. 

Unveiled groundbreaking research'grantsto exaniine h~wtQprevent cancer 
recurrence, understand the lifelong impact'of cancer treatment, and to improve'the 
quality of life for cancer survivors. You are anno,uncing that the NCI is releasing $15 
million ~n new cancer survivorship grants to fund top-of-the-line research to examine the 
impact of thIs disease on patients and their families. , Specifically, researchers will, examine," 
the long-term effects of ~ancer tre~trrients and the most effective ways to prevent recurrence 

,of cancer and to improve the quality ()f life for cancer survivors apd their families. 

, APPROVING NEW CUTTING~EDGE DRUGS FOR PATIENTS. 
. .' ':, ' . , . 

,Announced that FDA has approved a rec~rd number ofcancer drugs; In 1996,the ' 
( , , . 

President launched the FDA Initiativeon Reinventing the Regulation of Cancer Drugs. 
Since that time, the FDA Division of Oncology Drug Products has approved more than 
t~ice as I~any new therapies as in the three years prior to the initiative. " 

, , 

Urged Congress to confirm Jane Henney, the first woman and th~ first oncologist 
nominated as FDA Commissioner. Youare urging the Senate not to adjourn without 
confirming Dr. Jane Henney; the first woman and the first oncologist to be nominated as 
FDA Commissioner. 

URGING CONGRESS TO PA.SS COMPREHENSIVE TOBACCO LEGISLATION 

The Presidentand Vice Preside~t are fightirig against the leading 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 remin,ding AIDericans that they 

. need a Congress that has the cour~ge to pass c<;>mprehensive tobacco legislation to stop kids 


from smOKing: " 

, , , 
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PRESIDENT WILLIAM J. CLINTON 
RADIO ADDRESS,ON CANCER 

SAN JOSE, C.ALIFORNIA 
.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 dev~stating 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 oflife. 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 21s.tcentury. This is a time of striking progress, of stunning breakthroughs. 
With unyielding speed, scientists are mapping the very blueprint 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 cancer, colon cancer and prostate cancer. New tools for screening and diagnosis 
are returning to many patients the promise of a long and healthy life .. It is no wonder the 
scientists say we are turning the comer in the fight against cancer. 

," " . 

For six years now, my administration 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 drugswhile maintaining safe standards. We have 

increased funding for cancer research, and, as part of our balanc~d budget, . strengthened 

Medicare to make the screening, prevention and detection of cancer more available and more 

affordable. . 


. . 

Still, we know that we must never stop searching for thebest 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 remarkable 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 scientists,have a critical perspective to add to any research program~ That is why I am 
announcing that all federal cancer research programs will, by next year, fully integrate patients 
and advocates into the process of setting research priorities. Next, as we continue to unravel the 
genetic secrets' of cancer, we must apply that knowiedge to the detection of this disease. I am, 
therefore, issuing achallenge to the. scientific community: to deyelop, by the year 2000, new 

. diagnostic techniques for every major kind of cancer sowe catch it at its earliest and often most . " , 

1 
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treatable stage. Also, we should give more patients access tocutti~g-edge clinical trials:' so they 
-- and researchers -,~ can get faster results .. That is why I am directing the National Dan,cer 
Institute to speed developmentof a.national clinical trials system--,a simple, accessible -resource· . 

. for hea~th care providers and patients across the nation.·1 am also urging Co~gress to pass my . 

. proposal to cover the'c9sts of those trials for Medicare"benefiCiaries, who need them most. . 

. , 


,Finally, we are fighting'ag~inst the l~ading cause of pre~entable cancer by doing . 
everything we can to stop kids from smoking. Arilerica needs aCongress that has the courage to •. 1 

'. finish the job and pass comprehensive toba~co legislation. . . . 

New technological tools; new networks of inforrnati'ou'; new research priorities: ,all are 

part. of our overall approach to health care that puts the: patient first. On this day, as Americans 

renew our national fight against cancer, we do well to remember that we are doing more than· 

cui-ing a di~ease. We are curing theil!s that disease may cause -- the stigmas, the myths, the' 

barriers to ,quality care. The concerned citizens on the Mall today show that we 'are overcbmirig', 

those ba~iers, one by one, ahd at the same time ~uil4ing a strange;' andh~althier America.' ': 


Thank you for listening. 
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The Tennessee group will include the following individuals: 
. Cancer Survivors-

Peggy Earnest I, 

DarrcnGish 

Sandra Hamilton 

Paula Hill· 

Vada Newcomb 

Barbara Christian Sproul 

Keith Junior, M.D. 

Lori A. Teague 

Kimbra Wilder 


'Dr. Harold Moses, Director, Vanderbilt'Cancer Center 
';Mr$. L.. Sykes Martin, Board of DirecloTs, Vanderbilt Cancer Center 
Mrs. Wil11am Wade Wood, Boarq. ofDirectors,Vanderbilt Cancer Center 
Mrs. Francine Corrine, Board ofDirectors, Vanderbilt Cancer Center 
Dr. Jim Whitlock, Cancer Survivor,Chair1 Vanderbilt Pediatric 

. " 'Hematology/Oncology 

, Dr. Dennis HaHahan1Vanderbilt Cancer Center 

Linda Quigley, Cancer Survivor,Joumaiist, The Tennessean 


, . , Marianne Bouldin, President, Nashville Women's Political Caucus 
Dr. Larry Kerr. Vanderbilt Fellow. National Science Foundation 

, , Marilyn Yager, Director, Health Policy Development, Vanderbilt 
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U.S. DEPARTMENT OF HEALTH AND HUMAN SERViCES 

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

HHS FOCUSES ErFORTS ON PREVENTION, DETECTION 
AND TREATMENT OF CANCER 

Overview: A10re than 40 percent ofAmericans will be diagnosed with cancer during their 

lifetime and more than 20 percent will die ofit. But our concerted efforts 10 battle cancer are 

making progress. The National Cancer InstituTe reports that cancer death rates in the u.s. 

population fell between 199J and 1995, the first sustained decline s.ince national record-keeping 

was institured in the 19305. In the short Term, this decline means that as many as 16,000 

Americans will survive 'cancer this year who would have died ifthe 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 amongwhite 


. Americans. While this news is encouraging, the fight against cancer remains a top priority for 

the Clinton Administration. 


To meet the challenge and continue the progress, the Admini.ilration has implemented a variety 

ofinitiatives to improve cancer research, encourage cancer prevention and make CUlling edge 

treaTmenr available to Americans through Medicare and Medicaid. 


The Presid{'tnt has proposed a $1.9 hillion increase over five years in cancer research at the 
, .Nationallnstitules ofHealth, an historic 65 percent increase to $4.8 billion in 2003. Medicare . 
:Ihas inftituted important new benefits for prevention and screening for breast, colorecfal, and 


cervical cancers. Americans over age 65 make up halfofall cancer patients, and are 10 times· 

more likely to gel cancer than younger Americans. 


Across HHS. experts are working to understand, prevent and treat cancer. On March 26, 1996, 

President Clinton announced the FDA Initiative on Reinventfng the Regulation ofCancer Drugs. 

which outlined several initiatives to enhance cancer drug development and to provide 

opportunities for people 10 be actively involved in FDA's cancer drug advisory committee 

process. In the 30 months since the initiative was announced, FDA has approved 24 new 


. ··'therapies to treat more than a dozen dtOerent types ofcancer, 16 new u::iesfor alread.y available 
"cancer drugs, and /4 new medical devices to diagnose or treat cancer. The Centers for Disease 
Control andPrevention'supports a varietY ofcancer.relatedprograms, including early detection, 
surveillance.. skin cancer prevention, and educarion projects. , i 

FinalJy, the Presidenl and the Department ofHealth and Human Services have worked to 

prevent tobacco use among youth. step up the fight against breast cancer, decrease 

environmental hazards, and educate the public about the importance o/prevemion and early 

detection ofbreast, cervical, prostate, colorectal and skin cancer. 


, 
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RESEARCH AND PREVENTION 

Understanding Cancer. The National Canc,er Institute aUhe National Institutes ofHealth leads the 
nation's efforts in cancer research. The most remarkable progress made in recent years has been in the" 
~owledge 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 ofcancer and are generating know1edge 
about the most basic processes involved in the onset ofcancer - those at the molecular level. In the 
past few years, scientists have made remarkable progress in the study ofcancer genetics, identifYing a 
number ofgenes that are involved in a number of cancers, including breast, prostate, kidney, skin, and 
colon. 

. 	 . . . 

• 	 In 1994, studies ofwomen with a familyhistoiyofbreast cancer revealed that alterations in two 
genes, BRCAl and BRCA2, increase a woman's risk for developing breast cancer. 

• 	 Scientists also are honing in art the location ofthe first hereditary prostate cancer gene, HPc-f 
Researchers estimate that one in Soo men has an alteration in HPC-l., Familial prostate cancer 
accounts for about 1 in 10 cases, aild HPC-l may be responsible for about one third of these cases. 

• 	 In 1998, NCI established anew Cancer Genetics Network to provide our nation with a network' of 
nearly a dozen institutions that Will collaborate in building a research and information technology 
infrastrucrure to explore ways to 'answer the many medical questions raised by discovering the genes 
responsible for cancer. , ' 

., 	NCI has a multitude ofclinical trials underway to test various agents as possible preventive agents 
against cancers. One ofthe largest is the Prostate Cancer Prevention Trial which will determine 
whether the drug ~nasteride reduces prostate cancer risk. 

Treatment. NCr is taking anew approach to conducting clinical research by harnessing the'power of 
computer·based information teclmologies to speed the application ofwhat is discovered in research to 
the practice ofmedicine. 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 superhighway; these programs 
integrate the worlds oflaboratory science, informatics) the World Wide Web, and clinical research to 
speed the application ofscientific discoveries to the real world p'roblem~ faced by doctors and patients. 
These projects make scientific information more acces~ible to scientists, doctors, and the public. 

Drug Development. Over the past year~ the National Cancer Institute started ari ambitious program to 
help us develop new and effective anticancer drugs. The "Chemistry-Biology Centers Program:' brings 
together the bes~ scientists in these two disciplines to focus their efforts:on cancer drug discovery. 
These Centers promise to help discover truly novel ways 10 preven~ and t~eat cancer that wer.e,,· 
previously unimaginable. . . ' , 

For example, Hercepti~, a new anti·cancer compound that was, approved by the FDA on September 25, 

, 
" 
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1998, was developed by a biotechnology finn 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, NCr multi-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 :,'I i" 

high·risk panicipants who took tamoxifen. The tamomen study proved for the first time that it is 
possible to reduce the short term incidence ofbreast canCer in women at high risk. An FDA advisory 
panel recently recommend approval oftamoxifen 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 patients with refractory lymphoma.; 
• 	 The first approval ofa lipid encapsulated intravenous chemotherapy to minimize toxicity '\While 

preserving efficacy for patients with Kaposi sarcoma - a cancer that affects people with AIDS; 
• 	 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 ofresearch designed to obtain an 
inunune response in patients against their tumor cells. NCr scientists designed a synthetic vaccine to be 
used in patients Vlith melanom~ an often deadly fonn ofskin cancer. ' 

Another example oftargeted 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 ofblood 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 t'tUs year, the National Cancer Institute began including consumer advocates as full 
voting members ofthe peer review groups that judge the worth ofgrant applications. This year the 
National Cancer Institute also fonned a Director's Consumer Liaison Group, a formal committee of IS 
cancer survivors Who directly advise the NCI director and bring the patient's perspective to bear on the 
full range ofNCI activities. 

,l· 
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As pan ofthe March 1996 announcement, FDA also initiated a program to educate and recruit cancer 
patients and their advocates to participate in meetings ofFDA advisory committees - groups ofoutside 
experts that advise FDA on cancer,:"related therapies. More than two dozen cancer patients or their 
advocates have made important contributions to the advisory committees that review cancer-related 
therapies. ' 

ENSURING RIGHTS FOR CANCER PATIENTS 
With the "Consumer Bill ofRights," the Administration has proposed to protect the rights of aU health 
care consumers and their families by assurlng 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 oftime, even iftheir insurance changes or ifthe doctor 
leaves or is terminated from the managed care plan. The Administration continues to press Congress to 
pass a comprehensive Patients' Bill ofRights and has already applied the Bill ofRights 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 proteciions for Medicaid beneficiaries enroUed in managed care plans. The rule 


, would bring Medicaid managed care in line with Patient'S Bill ofRights. and provide the more than IS 

million Medicaid beneficiaries enrolled in managed care plans \\"ith comprehensive, easy-to·understand 


. 'infonnation about those plans, along \\"ith a Jist ofproviders and their locations. The Medicaid managed 
care regulation fulfil1s the President's promise to extend the Patient's BilJ ofRights to the tens ofmillions 
Americans enrolled in public health care programs, including the more than 20 million Americans in 
Medicare and Me4icaid. 

MEDICARE PREVENTIVE BENEFITS 
'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 ofthe 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 clinic8J 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. 

ELlMINATING RACIAL DISPARITIES 
President's Clinton's Initiative on Race and Health has set, among other goals, a target ofeliminating 
longstanding disparities in cancer rates that aftlict 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 ofwhlte Americans. For example, African-AIrlerican men under 65 
suffer from prostate cancer at nearly t\\"ice the rate ofwhites; Vietnamese women suffer from cervical 
cancer at nearly five times the rate ofwhites; and Latinos have two to three times the rate ofstomach 
cancer. 

,)14,J 
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Surgeon General Dr. David Satcher has launehed an outreach program to educate the public about the 
risks ofcaneers and other publie health problems, and the President's budget proposal contains a $250 
million investment over five year~ to strensthen publie health programs sueh as prostate cancer 
screening for Afriean American men and breast and eervic81 cancer screening for Native Americans. 
Overall, the plan sets a national goal ofeliminating health disparities in six areas by the year 2000: infant 
mortality; cancer sereening and management; cardiovascular disease; diabetes; mV/AIDS rates; and 
child and adult immunization levels. .)" 

DETECTING AND FIGHTING BREAST CANCER 
Breast cancer is the most commonly diagnosed cancer, and the second leading cause ofcancer deaths among 
American women. Early detection through mammography and·clinicalbreast exams are essential to reduce 
,deaths from this disease. For women age 50-69, having regular mafnmograms can reduce the ehance of 
. death from breast cancer by one-third or more.. Despite the potential benefit, 33 percent of:women ages 50
64, and45 percent ofwomen age 65 and older reported.not receivirig a mammogram during the past WlO 
years. 

National Action Plan on Breast Cancer. The Clinton Administration has responded to the significant threat 

posed by breast cancer with increased.efforts in research, prevention and treatment. HIlS' Secretary DOMa 

E. Shalala convened a conference in December 1993 to establish a National Action Plan on Breast Cancer, 

which has awarded more thaD. $9 million in grants for 99 innovative researeh 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 ofMedicare coverage for mammography. Both the President and the First Lady 

have appeared in TV public service announcements encouraging older women to,get manunography 

screening. 


Breast and Cervical Cancer Early Detection Program. The Centers for DiseaSe Control's Breast and 
Cervical Cancer Early Detection Program brings critical screening services to 'under-served women in all 50 
.states, including older women, women with low income, and women ofracial and ethnic minority groups. To 
date, more than 1.7 :million screenings have been provided. . 

Mammography Quality Standards Act (MQSA). The Mammography Quality Standards Act (MQsA), 

published October 1997, gives FDA the authority to set ~gh standards for mammography.facilities and 


. certifies those which meet the. standards. The rougblylO,OOO ma.ttI,l1lOgraphyfac:ilities nationwide certified by 
the FDA must meet quality standards for both equipment and persoMel,· and are inspected arinually. MQSA 
regulations require fac:ilities to hire capable technologists, use quality dedicated equipment that produces clear . 
images, and employ skilled interpreting physicians to.interpretthe results both accurately and efficiently. The 
rules also require that doctors and patients be fully and quickly infonned ofresults SO thatany'foUow-up 
testing or treatment can begin immediately; . 

':, 
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PREVENTING YOUTH TOBACC;O USE 

Each day. almost 3.000 young people in the United States becxlme regular smokers, and nearly 1,000 ofthem . 

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 FDAtobacco rule designed to reduce the ~dence of 
youth smoking. The FDA rule made it a federal vioJation to seU 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 consumersandheJp retailers prevent illegal sales oftobacco products to children, The 
Vice President also announced progress by the Substance Abuse and Mental Health Services Administration 
(SAMHSA) in implementing the Synar Amendment, Jegislation that l-equires 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) a comprehensive plan to reduce youth smoking; (2) fuJI 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 .:i i, . 
research, a reduction ofsecond-hand smoke, promotion ofsmoking cessation programs, and other urgent 
priorities; and (5) protection for tobacco farmers lind their commuriities. 

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, lUIS 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 ofthe health ofchildren . 
from environmental threats. A total of$,10 million has been allocated for the initial year ofthe centers. The 
agencies plan to establish six centers nationally. 

"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· 
yeaJ~olds ~- a critical time when adolescents set pattems 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, 1~98 

The following are two options that replace Sec. 101 (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 SSIIMedicaid 

because of health ,care: This would narrow the second eligibility option t6 include only people 

with disabilities who lose SS1/D1 because their disability has improved due to health care 

provided by Medicaid (e.g.;nota natural improvement over time, cure of a condition, etc.) 


Exaniple: 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 forthe 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 provision would give 

states the option to allow this type ofperson to buy ihto·Medidlidafa premiuin set by the state. 


Draft language: 

"(v)(1) The term 'working individuals with disabilities' means


"(A) individuals ages 16 through 64 who
(I) but for medical improvement, would be considered disabled under 

1614(a)(3) or 223(d) at the time of a regularly scheduled continuin'g disability 
review; and 

/ 

W) is employed, defined as: 
(I) earning at least the applicable minimum wage requirement 

under section 6 of the Fair Labor Standards Act (29 U.S.C. 206) and 
working at least 40 hours per month; or 
. . (II) is engaged in awork effort that meets substantial and . 

reasonable threshold criteria for.hours of work, wages,or other measures, 
as defined by the-8tate and approved by the Secretary.". 

2. Limited state option to cover for people with potentially severe disabilities: Without 

adequate health care, some moderate disabilities can become severe enoughto prohibit work and 

qualify pe()pl~Jo!~isab~lit)'and he,!-lth benefits.' This ~~monstratioIl~()Uld allow a limited 


. number of states to create an optional eligibility 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 p~riod (modeled on the Community· 
Supported Living Arrangements 9ption under 1930). To limit ~ederaJ cost liability, states would 
no longer receive Federal matching payments· for additional workers with potentially severe 
disabilities if a cumulative Federal expenditure 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 wi1l1ikely 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 WITH-POTENTIALLY SEVERE 

DIS,ABILI1JES_~..... . 

(a) Medicaid Buy-In for Workers with Potentially Severe Disabilities.-Under this title, 
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 title, 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 Secretary 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). 
(c ) Criteria for Approval of Participating States.-The Secretary shall approve a limited 

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)(1 O)(A)(ii)(XV) to individuals eligible under this 
subsection; and 

(3) the number of participating States shall be limi~ed 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' 
cumulative 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 
I, 1998 and expires on September 30, 2003. The Secretary shall assure that an independent 
evaluation of this option is complet~d 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: 

• 	 Nllmi;J.er eO(Ul1il1sured hasjn,creasedby 1.7 million: AbQut..43 .4. million. people had no .. 
health insurance coverage in 1997, up from 41.7 million in 1996 and 38.6 in 1992. 

• 	 Number of uninsured children remained constant at 10.7 million. The same holds 
true for poor children: about 3.2 million were uninsured ih both 1996 and 1997. This is a 
big difference from the change between 1995 and 1996, wh~ii800,OOO 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 inJirms with 25 to 500 
employees~Peopkconsidered "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 ihcrease 
in the uninsured, we expect 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 T ANF 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 refomi. 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 covera'ge 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 . 
employment, 'incomean.dthe reducti()n of povei1:y~ this ii.~ws· is partiCularly distressing. 

To ensure that this problem does not get worse, we should emphasis our work with Ch~ldren'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 other~ 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. 



.. ·":Ii~centT~~~ds in Health Insurance: ElDbargo~d< U~til 9/29/98 

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

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

Private coverage· 70.3% 70.3% 70.2% 70.1% 

Medicaid 12.1% 12.1% 1l.8% 10.8% 

Uninsured (millions) 11.1 m 1l.0 m * 11.3 m 11.2 m 

Uninsured 29.l% 30.2%* 30.8% * 3l.6% 

Proportion of uninsured who 27.8% 27.1% 27.0% 25.9% 
are poor 

Medicaid 46.2% 46.4% 45.5% 43.3% 

oto 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 23.2% 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% .lO.l% 

$75,000 + 7.0% 6.7% 7.6% 8.1% 

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; ifno asterisk, no test available. 



Uninsured Children Less than 18 Years Old 

l3.8% 14.8% ** 15.0% 

66.1% 66.3% 66.9% 

< 6 years l3.3% l3.8% 14.4% 

6 to 11 years l3.5% 14.6% l3.9% 

12 to 1 7 years 14.5% 16.1% 16.7% 

White l3.4% l3.9% 14.1% 

Black 15.3% 18.6% 18.9% 

Hispanic 26.8% 28.9% 28.6% 

* Insignificant ** Significant vU'"'U""'''' 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. 

• 	 Number of uninsured children remained constant at lO.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 up ·in the emergency room; 
families losing their savings due to a catastrophic 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-wage 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 policies 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 ofuninsured children, which had been climbing, did 
n'ofincreasein1997:' This may have resulted becausedfthePre'sident'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 will begin to see 
the number of children decline as a resUlt. ' 
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NEW· MONOCtO:N'AL ANTIBODY APPROVED' li'OR ADV.ANCED:BREAST~'cANCER . 

FDA today '1i.ce:1sed a new biologic approach for tho ': reatment 

OF me~asratic br~ast cancer,or cancer that has spread beyond the 

breas: and lymph nddes 'under t.he arm. TheneWl:1traVe:1o:is 

product, trastuzu~ab 0tr~de~name HERCEPTIN), ie approved ZUL ~~e 

alone for certain patients who haqe tried chemotherapy with 

lit:le succes'sor as a first~iine treatment for metasta'tic 

-::1:'sea8? whp.:i llRp.n '''' .i n combination with paclitaxel :Trade-name 

Taxo:;") . 

liERCEPTIN is·a monoclonal an:ib6dy bioengineered' from part 

C)£ a'mO'-lse antibody which is alceredto'closely resemble a-human 

ar::i.body. I~ binds to,a proteln called HF.R2 which is tound on 
::.:-:e S~Jr':::Ar:p. of SO'i1p. no!'mal· r.:ells and plays a . .rolF. in regulating 

ce~::". growt.h,.. I:: laboratory experiments, HERCEPT!N .inn,i.bited 

:. '.l!':".or eeL:'. g:::owth by thi s b:'nding act.ion. 1:; the case o~ 

me=as~ati= breas~ cancer cells, approximately 30% of turners 

produceexce~e amounts of HER2. 'Only putients who have tumo~s 

with this character,:'s~ic have bef;n Ht".llrlip.rl nnd ~hown tl1 benefit 

from t:'le new, targeted app-roach using HERCEPTIN. 
\ 

Approximately 1..6 mi.1lion women have been di.:lgnoscci with 

breast ca~cer{n :he United States with 180,000 ne~'ea8es 
: . 

diagnosed each year-, a(:cording to the ArneL..lCi:1Ii Car~ccr So-::iety. 

W&en brea9~ cance::: tumors produce exces~ amou~ts ct the HER2 

protei::, it appears t:-.at the cancer may be mop:::? aggressive . 

" 
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·We now'have a new weapon 1n our fight against breast 
" ' 

cancer," said HHS Secretary Donna E. Sh~lala., "Par certain women 
'C"",,- """"' e:.-- r\. ~.;.J 

. with advanced' disease, this ...... product i!~i:Rgir"hoptC:'" 

"As an ol)colog:"s:' myself. r' know not.hing .l.s mcre ~~.po~~(l::~ 
. . 

~han giving 'patients and their doctors new ways to ffght serious 


and'li:e-threateriing :'ll:--,esses," said Dr. Michae1. A. Friedman, 


FDA Ac:~ng Commissioner. "The increasinq ~se of bi.oloqicai
.. 
proci'J.cts such as hE~CEPTIN :::0 treat the underlying causes or 
diseases ~s an exciting develbpment in medicine. FDA will 

co~t!nue to make the review of prod~ctsfor.serious and life

:hreacening diseases one of our highest agency prioritieA," 

The benefits of' HERCEPTIN was shown in t.wc cL.:,"::"ci:l::' :'ri3::'S. 

- a =andci~ized, ccntrolled clinical trial,469 patients with 

m~ta8=atic d~sease who over-expr~ssed HER2 were assigned to 

receive chemotherapy alone or chemotherapy in comb:.nation with 

~.2RC;:?'.::':K .' ,'As a group, t.he women who .recelved chemotherapy plus 

~~RC~?:'I!'\r.ad less rapid tumor. growth, more t'J.mor:-s were .reduced 

:J~j% ·o~ more·:"~ s:ze~ und one-yea!' survi·val rates wt::.::-c ~::gr!er~ 

~Qnt~6 :o~ ttose rec~iving HERCEPTIN and chemotherapy and 4.5 

months ~o~patients receiving chemotherapy a16ne. The overall 

~umo.r respo~se was 44~.in the'~ERCEPTIN group arid 29% ~n ~he 

chemotherapy alone group. Th~ one-year survival rat~ 10r the 

HERCEPTIN 6ombinatio~ t~eatment was 79% versus 68% for 

cnemotheLapy alone. 

:~ a second cl~nical tri~l with 22a patients, HERCEPTIN was. 

fo~nd e~~ective when used alone for a group of brea~t cancer 
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'pa~ien~~ ~ho had ~elapsed foll;wing previous chemothcr~py f6r 

[T,etastatic disease. The tumor responRe rate was 14 % oy:erall" w.5. t'h 

3% of patients havin~ cheir ~umors completely disappear. ~umor 

responses las~edin,a !Rnge of 6 weeks to 18 months: 'wi~~ a 

'median of 9 "months. 

I:-:. bor..h clinic:al ~rials / the pilticntn whQ resp0:lded nest to 

2ERCEPTIN had the ,'highest 'levels of'HER2, protein .. 

Testing ,of t'...:mors rr'om women with metastatic breast, cancer 

:"5 crit.ical ,for i:he"id""nr.ificiition of the 25-30%' of pat.ient5 who 

overexpress HER2 ~nci ~ho can potentially benefit from treatment 

~ith ,1!SRCE?T!N. A new test tomc~surc HER2 protelD In: t~mors was 

approved t.oday (DA~E)' a!1Q is called the DAKO HercepTest, 
" , , 

ma:::utae::'..:red by lJako, a Denmark-based company. 

Selectio~ ofpRrient£ who are most likely to benefit is 

importa~t be~ause .alon~ with the henefit for certain p~tients 
, ~ " 

also come~ oO~5ible serious riske .. The use of HERCEPT~N eith~r 
~ < .. " 

alone ~r ir: combina,tion'with cht:;:motherapy can'result in a 

'1wea;'{eni::.g c: t-,he hea:r;-: T,usclewhich. can 1ead' to .'conge!Sl...!. VI::: heart.· 
I , .. 

:a:'i.u.:-e:' Tpis por..enti<l.llY iife-th.r'eaten~n9 sicie-at,feet' ~a9' most 


::::C:-:1mo:: 1:-" .pat-ients who, receiyed HE~CEPTIN in corrlbinatlon :with
". . . . . . 

che:r:ct:he~a!?y consiating of anthracyclines and cyclophosphamide 

(AC;. Becau!'ie t'he' benef it: is ':not great enough. to over-come chis 

;:;eriol,;.s risk, HERC;EPTIN i!S'lJo~.appl'oyed to be, 1.!sed ';;"'i'~h AC. 

I>.L, par.iunts:rear.eCt withHERCEPTIN shoul~Ilave their heart 

L..:.r.c:.io::: assessed before start.ing t!,eatmeflt:.~~d closely monitored . 

It ,patients have h·enrr. problems, physie.i.ans 

"'·..18t. D:J ext:::-emeily cautious :n deciding whether the potentfal 

8t.SOSZ9Z0Z 
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. :~ 

benef i ti s worth th~$' L'hik. 
,; 

-' , .. 
O;:'her side·:ef fect G r;hich w,~r,? mOl"c![n:~(FH:,nt wi t h HRRCEP1'lN 

pl,u~ ,chemotherCiPY"as comparp.el to chemotherapy alone inciude 'a' 


redl1ctf'an of white'blood ':~'~lls (leukopeni<l). anemia, d""arrbea, 


abdoJnii'1:al pafn aridir..fections. . Side -e[f~ct.s that occu:!:".in i..lbout 


:':1:::;'1.ldechills,fever, pai:1; weakness, naus'ea., vomit.~,ng i',na 
,', 

headache" , The'se' were trea:ablc and were much less 1 ikely to
'. \' .' 

GCr:llY"' W::..th ,8uDseQ':le::: ,lnfu'sions. 

HERCEPT!N' is adt:lini'Bte~ed as an:, intraveno\ls infusion gi';el1
f', ~. 

weeKly, according ',co t.he ,package inst:rL. The' treatme:1f· can be 

~d~in~s:ered in a:1 ou~pa~ient eettirig. 

H~XCE~7:~ is t~e sec6nd monocldnal:antibody approved to 

7".rPFlt cancer. ''':'he:i:.-st, Rit'.lxan' (tI·ade"::nam~)·, ',W<:l~ .J.pproveci :In 

;JOV. , ' 1.99'j·,for pa:ient6,' wj,ch one typ~ of ,r:on,,-Hodgkrr:.!s lymphoma, 

a ca!":cer '0: t:he :i;n;n'"lne system. 

. - . 


EE~::E2T:N is' 'rr.an'...:factured by Genentech;' l·nc ., San Franc:i::;C:0 


Ca:'U:ornia, l:-:lIA.' 8 C~:::::e~ £0-:: Bio16gfcs Evalua:tionc:nd' Rev,:e.w 

'.,1::3~R; g'r8!1ted, faa: '::r,ack and priorit:y reviGw 8t.a~U!J [0 
'.~ . . 

<-;e::::e:::::.e!=h 's.. app.;. i ca: i':Jn'[cr H!:.:RCEPTINand '!":t2yi ewed a'i-:d approved 
, • • ." ~ .' •• ;:. , <' ' • 

.:.. "', ..:..:: approx i:-na toe::y '<1 • ::::mon t hs .' :.}'o:!: fu.rthe.::: i:lf:: or:na.t ion' abou t the 

rt;,ai':'~D:'li::~iof HERCE?7IN, physicians or patients c~n' ~~~l the 

:,:o"l'.pa:-~y a:" 6 30 -2 25 ~- - ~ .' :. 

, . 
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,, 
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New, Innovative Programs of the National Cancer Institute 


Here are fleshed outdescriptions of several ofthe innovative new National Cancer 

\ 

Institute initiatives discussed at the Monday meeting. Also included is a timeta1?le for the further 

integration ofconsumer in the operations oftheNCI 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. 
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Cancer Genome Anatomy Project 

A year ago, I unveiled a powerful new tool in the fight against cancer, the Cancer 

Genome AnatomyProject. This project may prove to be the dawn ofa new era in harnessing 

genes for the good ofpeople. 

CGAP uses interdisciplinaIy research teams at the National Cancer Institute (NCI), at 

academic centers. and within the private industrial sector. The overall goal is to determine the 

complete profile of the genes expressed. in noIIIlal. precancerous, and cancer cells. with the aim 

ofmaking it possible to.recognize all major steps ofcancer development. This genetic 

information can guide future efforts to develop diagnostic indicators and to identify targets for 

. early detection or drug discovery. The progress made by COAP in just one year is staggering: 

• 	 . The project is now the leading source for discovery ofnew genes associated with 

cancer. Despite the complexity ofthe task. the NCI predicts that it will complete 

the index ofgenes expressed in cancer in the year 2000, well ahead of the original 

schedule. When complete, this information and the technologies needed to test 

these findings will be provided to doctors to improve our ability to diagnose cancer 

by the molecules fueling cancer growth. A significant problem now for doctors is 

that they are unable to identify the organ oforigin in a significant 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 previouily recorded as "of 

unknown origin" will be identifiable based on their genetic profiles .. 

To date. the project has uncovered more than 300,000 DNA sequences and more 

than 12,000 new genes. In five major cancers (breast, colon, ovary, prostate and 

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

2 



possible role in cancer development. 

• 	 CGA.'P resear:ch has lead to improved methods for preparing and examining DNA 

for study. Under the microscope~ tissues are complicated structures with many 

different types ofcells. To be able to analyze the genetics ofa particular type of 

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

.	new technology originated at the NUl, laSer capture microdissection, is being 

corrunercially developed by the NCI in collaboration with a private sector company. 

TIlls research tcchnologyprocures pure cells from microscopic samples oftissue, 

enabling the genetic analysis ofnormal and cancerous tissues by a broad spectrum 

ofscientists worldwide. 

• 	 CGAP research has lead to the discovery ofa gene that is strongly expressed in the 

epithelial cells of the male and female reproductive systems. Because epithelial . . . 

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

possible target for the development ofnew diagnostic antibody tests and new 

treatment vaccines. 

• 	 Researchers working with CG'AP information have discOvered a gene for the 

enzyme telomerase. a key to the genetic processes that control cell aging and death. 

Scientists are actively looking at telomerase as an early indicator ofa wide variety . 

ofcancers. 

Background 

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

activities ofa relatively small number ofthem are responsible for transforming a normal. wel1

behaved cell into a cancer celL Identiryjng these cancer genes and their patterns ofexpression 
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· . 

defines the central scientific hWlt in cancer biology and opens an Wlprecedented window into the 

nature ofcancer_ 

No one genetic alteration is enough to make a normal, healthy cell a cancer celt Rather, an 

accumulation ofchangeS in a relatively small number ofgenes during the lifetime ofa cell is 

required. This Wlderstanding has allowed scientists to begin descn'bing the evolution ofspecific 

cancers from normal to pre....cancer to cancer. 

Each cancer is ultimately defined by its pattern ofgene activity. This unique pattern 

detennines the cance:t's rate ofgrowth; its tendency to spread, and whether it will be responsive to 

hormones and drug treatments_ The genetic activity is also responsible for the ability ofa person's 

inunune system to recognize and respond. to the cancer. 

To do this work, scientists are extracting RNA from tumor tissue. When a gene becomes 

activated, RNA instructs a cell to manufacture a particular protein_ By reading the RN~ scientists 

can identifY the genes that are expressed in a cancer celL· By making copies ofilie RNA. making 

complementaIy DNA (cDNA), they can decipher the code ofthe gene. As scientists find the . 

genes, they organize them into a library. Each libiary mcludes information on the number ofgenes 

discovered so furlfor a specific cancer, codes for each gene, the gene's location, and information on 

how prominently it is expressed- Many laboratories around the world are working to decipher 

the genetic code ofvarious cancers .. It is a laborious. time-ronsumingand expensive precess. The 

Tumor Gene Index will help scientists in this work. b)' enabling them. to compare genetic 

information from cancer cells with the genetic information frOID nonnal cells ofthe same body . 

site. 
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Unconventional Innovations Program 

Imagine that yoUX; doctor can scan your body for alterations in the molecules within your 

cells and identifY changes leading to cancer. Imagine· ~so that the doctor can c:ortect the changes 

with minimally invasive procedures instead ofthe current use ofbiopsies. surgery> chemotherapy 

and radjotherapy. 

Star Wars medicme? Perhaps, but the National Cancer Institute's forward-thinking vision 

for cancer medicine in the 21Q: century is based on stiinuI3;ting the development ofbrand new 

techD.ologies, such as remote sensing (from a monit~r outside of the body) to detect body cells that 

are beginning to express genes typical of the profiles seen in cancer cells. The long-term goal is. 

the development ofnoninvasive detection, diagnosis and intervention in cancer at its earliest stages 

ofdevelopment. 

The problem with CUl1'"ent approaches to cancer tests and treatments is that~ while often 

effective. they can be uncomfortable> painful, or require surgery. Even th~ the doctor often must 

recommend treatment approaches based on incomplete information. By building on the growing 
. . 

index ofgenetic information expressed by normal and cancer cells, scientists at the NCI are putting 

together the Unconventional hmo-vations Program to take what is being rapidly learned about the 

genetic profile of cancer cells and create highly specific, noninvasive applications for cancer care. 

nus past summer, the NCI began to plant the seeds for the development ofthese new 

. approaches. The NCI is reaching out to communities of scientists outside ofcancer research to 

find out about technologies developed for other purposes, such as interplanetary probes and 

military defense, to find technologies that might be useful for the highly specific molecular 

recognition and signaling capability needed for this new generation ofdiagnostic and treatment 

. tools. Once this information is acquired and sifted. the NCr will solicit proposals for the first 
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, investments in these new technologies, year 1999 contracts to develop new technologies and build 

a community of scientists working synergistically in this new field ofcancer research. ' 

The vision of the Unconventional Innovations Program is to couple detection and 

diagnostic approaches, based on remote sensing of the genetic profile an~ location ofcancer cells, 

to treatments that are less invasive. The ultimate goal ofthe program is medical care for cancer 

patients Using diagnostic approacheS to detect very early cellular changes typical ofcancer and to 

suggest treatments that stop the precise molecular alterations occuning in individual patient's cells. 

Cancer results from changes in the genes and changes in how our genes are at work within 

our cells. As scientists leam more and more about gene changes that lead to can~, they are 
; ,. 

conceiving new ways to apply that knowledge to cancer medicine, including prevention. 

How would the new cancer medicme 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 ofgenetic changes that are specific for cancer. You then receive a whole b~dy 

scan. It detects a small focus ofcells in your liver that are related to cancer development. 

You are then sentto another room, where a laser focuses on the exact location ofilie 

abnonnal 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. You then return to work with the 

recommendation that you return to yoW'doctor in six months for another checkup. 

Or, say ,that you go to your doc:tor for your yearly medical examination .. Samples.of your 

urine, blood, sputum, and saliva are tested by a handheld device that detects hl:Uldreds ofcellular 

changes associated with cancer. The device detects at low levels the presence ofalterations 

indicating that your bladder harbors cells that may become 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 

6 




cancer cells, so that the drugs only enter the cancer cells. A week later~ you receive from the 

doctor a kit of indicator sticks to test your urine weekly for reappearance of the altered ce11s_ 

Sounds amazing. deesn't it? Yet, scientists at the NClbelieve' that, by imagining what is 

currently impossible, scientists will be able to visualize radically new approaches to cancer 

diagnosis and treatment, such as injectable tumor·killing nano-robots or smart polymers that both 

detect cancer and deliver drugs. NCI is creating a creative and ambitious new research 

environment for technology lnnovation and, within a year or two, will begin to .:fund the first new 

projects that will some day make their vision ofbetter cancer care a reality for all ofus. 
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Clinical Trials and Informatics . 

The National Cancer Institute is reforming its ofltional cJinical trials program through the 

power ofcomputer-based communications and the capabilities ofthe World Wide Web. This new 

effort. called the Cancer Informatics Infrastructure (Cll). will transform: the current ~ystem over the 

next two years. After the transformation, patients and their physicianS will be able to obtain cancer 

infonnation faster and easier. and it will be easier to take part in clinical trials .. Cll will greatly 

speed the application of today's amazing discoveries to the daily practice ofmedicine. 

Ncr is developing the err to simplify and accelerate all intervention studies-prevention, 

diagnosis, and treatment. The result will be revolutionary. For the fust time, all cancer clinical 

trials will have common terminology and reporting requirements, greatly increasing the speed and 

efficiency ofconducting a trial andthe accuracy of their results. For example, by making trials 

simpler. with common data sets. doctors andpatients will have one fonn to fill out rather than 50, 

and will have the privacy of their personal cancer information protected by the best technology 

available. 

NCIis modernizing information links and establishing standards that will allow 

collaboration and sharing of results among North America. Europe, Japan, and indeed the whole 

world. Already, the U.S. Office ofProtection from Research Risks has fonned an agreement with 

the European Organization for Research and Treatment ofCancer that will improve and speed up 

trans-Atlantic cancer clinical research. It will make accrual ofpatients to trials faster. help 

harmonize cancer treatment worldwide, and speed transfer ofknowledge from research to clinical 
. I 

practice. In addition, the U.S. Food and Drug Administration recently took action that further set 

the stage for ajoint trans-Atlantic cancer clinical trials network. 

Industry and the academic sector will play the principal role in building the Cll. NCI will 
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promote communications among participating organizations, help develop appropriate standards, 

and fundinitial projects. 

But it will be the private sector that will ultimately make it happen. Over the next two 

years, the infrastructure will expand significantly as cancer centers, groups managing clinical trials, 

physicians in private practice, managed care organizations. large self-insured employers, 

pharmaceutical companies, patient advocates, and consumers join in an unprecedented partnership 

to make the CII a reality. .NCI has requested $20 million for this effort for 1999. 

AnotIier en goal is to make it easier for patients, families, at-risk individuals, and 

physicians who Wish to leam about available clinical trials. Slow and cumbersome paper-based 

systems ofcollecting data for multi-center studies will give way to electronic communication, . 
.' 

linking sites ofcare deliverY (hospitals. doc::tors'offices and clinics) and secure, research databases 

ofinvestigator~. 

For example. by using their a computer, patients and their oncologists can. find,· for a 

patient's specific can~er. the best treatments and clinical trials. ,The physician can fill in a siinple 
, , (. - . 

fonn. submit it, and - ifthe physician and patient meet certain standards and criteria - the 
. . 

patient Will be entered into the clinicai trial, receive the therapy, and remain in the eare ofhis or 

her physician. This will remOve many ofthe barriers patients and physicians face in entering 

clinical trials. At the same time, by accruing patients to trials faster than before, answers 

to key scientific questions will come much faster. 

In addition,. the cn will provide instant access to, infonnation on best cancer management 

practices, new research results, and on the availability ofclinical trials in the areas ofdiagnosis. 

treatment, and prevention. As a key part ofthis initiative. Ncr has begun a comprehensive 

overhaul of its Physicians Data Query (PDQ) a clinical trials database? and has developed the new 
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cancerTrials web site (cancertrials.ncLni.h.gov), a comprehensive resource designed to help the 

public find clinical trials information quickly and easily. 

Not only will the public, patients. and physicians have easy access to the lat~st information,. 

they will be able to be able to tailor the information to fit their individual needs. 

The Cll is a superb example ofhow NCI will use the information superhighways to test 

more rapidly the explosion ofnew ideas in cancer research and reach more Americans with vital 

cancer information. NCr realizes, however,·that not everyone has access, or will have access, to 

the information supeIhighways. The cn is designed to bring infozmation to people in all ways 

possible---the Web, the telephone. through an HMO. through print and electronics.· NCI is 

exploring the use ofpublic kiosks in libraries and malls to enable the public to have onlin~ access 

to cancer information. 

This is but another in a series ofbold new approaches at the NCI to create specialized 

cancer science infrastructures so that all Americans have ready access tO'the best, newest cancer 

infoimation. These programs will be developing new diagnostics, new interventions. and new 

treatments by applying the discoveries ofscientists in molecular biology to the practice of 

medicine. Using the infonnationsuperhighways to best effect, these progfams integrate the worldS . 

'oflaboratory science,. informatics, the World Wide Web, and clinical research to speed the 

application ofscientific discoveries to the real world ofcancer that is faced by doctors and patients. 
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Drug Development 

Recent developments in chemistry and biology suggest possibilities for an entirely new 

vision for cancer drug discovery. Using compounds developed in the laboratoJY ol.found in 

nature, 'scientists can now use the principles ofgenetics, chemistry. and engineering tq develop 

new anti-cancer drUgs. 

Chemistry-Biology Centers Program 

Scientists" use ofgenetic chemistry is making it possible to develop millions ofnew 

molecular compounds within only a few months and then screen them for potential use against 

cancer. In the past, scientists relied on molecules found only in ~tuie. Toclay;thousandsof 

compounds can be developed and tested instantly, using high tech machinery, to detennine if they 

may have an anti-cancer effect. 

New cancer treatments must come from the discovery ofnew molecules. To speed the 

discovery of these new molecules, the National Cancer Institute began the "Chemistry-Biology 

Centers Progrn:rn," to create multidisciplinary teams for drug discovery. These teams feature close 

collaboration between chemists and biologists to take full advantage ofthe opportunities presented 

by scientific advances in genetics, biology, arid engineering. This year, NeI awarded $5:5 million 

in grants to create Chemistry-Biology Centers at four institutions: Harvard University (co-funded 

by Merck), the UniversityofPittsbur~, Torrey Pines Institute for Molecular Studies in San Diego. 

and the Scripps Research Institute inLa lolla, CA. NCI has set aside an additional $3 million for 

the first year of funding for a new round ofgrants that will create more centers in 1999. 

The program brings together the best scientists in cliemis1Iy and biology to focus their 

efforts on cancer drug discovery. By enabling chemists and biologists to work together on 
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research projects. these Centers promise to help discover truly novel ways to prevent and treat 

cancer that 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 ofmicrobes in ways that were previously impossible. 

The National Cancer Institute has been researching nattual products for the last 40 years, and a 

number ofanti-cancer agents have been discovered. Until recently, however, scientists have been 

greatly limited in their ability to study them. It is estimated that less than 1 % ofbacterial species 

and less than 5% of fungal species are currently known, and recent evidence indicates that millions 

ofmicrobial species remain undiscovered. New cultivation technologies and genetic engineering 

are opening the door to this vast and valuable resource. Extreme environments, such as hot springs 

and sulfur pools, deep-sea reefs, terrestrial ic~ fields. and Arctic and Antarctic waters are now 

being studied to find anti-cancer compounds. 

Beyond finding compounds in nature, scientists are now using genetic engineering to create 

"biosynthetic" or <'unnatural natural" products that may produce novel drugs for the treatment of 

cancer. Scientists now can change the genes in an organism that is producing one type of chemical 

so it produces another type ofchemical altogethCo/. The new chemical Play be a more effective 

anti-cancer agent, or cause fewer side-effects. than the original. 

NCr is.supporting research in these areas aimed at finding new molecules and enhancing 

the potential for the discovery ofnovel drugs to fight cancer. 
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Integrating Patients and Advocates in NCI Programs 

The role ofpatients and advocates in decision-making at the National Cancer Institute 

(NCI) has grown in recent years as NCI's mechanisms for obtaining and utilizing their input have 

expanded. In 1996 NCI established the Office ofLiaison Activities (OLA) to serve as a central 

point ofcontact and link to cancer advocacy organizations, and to strengthen NCrsrelationships 

and cooperation with these groups. With the help ofthat office, the NCr Director, Dr. Richani 

Klausner, established the Director's Consumer Liaison Group (DCLG), the first all-consumer 

advocate advisory committee at Ncr and the National Institutes ofHealth (Nlli). The DCLG is a 

landmaxk initiative that brings together a diverse group ofconsumer advocates and scientists on a 

regular basis to address key issues in cancer research. It is a model for other Nlli institutes. 

By virtue ofits own work7 and by facilitating the broader participation ofother consumer 

advocates in various NCr activities, the DCLG 1) ensures that cancer patients help to shape the 

course ofNCr's e~forts to eradicate this disease; 2) provides a rich source of ideas and viewpoints 

for NCI; 3) gives the cancer advocacy co:o:unmUty an opportunity to provide Input in tbeplanning 

ofNCI programs and future directions; 4) is a channel for consumers to voice their opinions and 
j 

concerns; and 5) provides NCr with advice and feedback from the consumer community on a broad 

array of issues. 

Cancer consumer advocates also: 

• 	 Provide a cancer patient's view on a wide range of issues including those of special concern 

. 	 \ 

to medically under-served populations. 

• 	 Serve on a variety ofNCI advisory committees. including the National Cancer Advisory 

. Board (NCAB). and review groups to help NCI determine the current state of research in 

. 	 (

the most prevalent cancers aifecbng men and women, ~uch as prostate and br~t cancers. 
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• 	 For several years. consumer advocates have served on NCI peer reView groups evaluating 

special competitions for contracts and grants. 

• 	 In 1998, for example, consumers saved as full voting members ofa peer review panel 

evaluating grant applications received in response to NCrs request to develop research· 

projects in cancer survivorship. (These are schedUled to be announced by the Vice 

President on September 26 - see following press release draft). 

• 	 This year, NCI expanded its use ofconsumers in review panels for grants to cancer centers 

and for grants supporting Specialized Programs ofResearch Excellence on specific cancers. 

They also p~cipate in the review ofgrant and contract applications for clinical studies 

and population-based (epidemiological) research. ' 

In 1999, NCI will expand its current database ofconsumer advocates available for service 

'on its committees. It will do this by soliciting nominations for people to be included mthat 

database, with a special attempt to, find advocates for diseases nOW under-represented. such 

as lung and colorectaI cancers. 

• 	 In 1999.NCI will fonnally eva1u.at.c? its experience in using consumers in grant and contract 

review; then. if feasible. plan a pilot test for use ofconsumers on panels reviewing more 

basic and 1ranslational science grant proposals. 

• 	 By 2000, consumers will be participating in the review ofall large, mUlti-project (program 

project) grant applications that deal with clinical or population-based research. lfthe 

earlier evaluation is favorable. NClwill begin i~ pilot test using consumers on panel 

reviewing basic research applicatioDS

14 
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DRAFT Press Release on Survivorship Grants 

For Response to Inquiries National Institutes ofHealth 
\ 

EMBARGOED FOR RELEASE 

.p~ro. EDT 

Saturday, -September 26, 1998 

NCI Press Office 

(301) 496-6641 

NCI Awards SIS Million to Study Ganc::er Survivors 

Vice President Al Gore today announced that the National Cancer Institute (NCI) has ' 

earmarked$15 million civer five years for new research into the physical and emotional well

being ofpancer survivors who are alive five or more years after diagnosis. this is in addition to 

the approximately $18 million already earmarked by NCI for survivorship-related studies. 

Advances in prevention, early detection, and treatment - the payofffrom decades of 

research - all contribute to improved smvival rates fur most major cancers. As a result. eight 

million Americans are living with a history ofcancer. Recent survivotshipmilestones: 

The five-year survival ratefor children with cancer improved from 65 percent in the early 
-1980s to 74 percent in the early 19908. 

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 rnllljon women. with breast cancer are 'alive today .. 

• -One million men. are survivors ofprostate cancer.' 

The grants will. be made by NCI's Office ofCancer Survivorship (OCS), headed by Anna 

T. Meadows., M.D. OCS was formed, in 1996 to, identify important areas ofresearch on 

survivorship. Workshops in 1996 and 1997 shaped OCS priorities, and in November 1997 the 

office sUpplemented existing NCI survivorship research with an additional $4 million over two 

years. (Co-funding came from the Komen Foundation and the Public Health Service Office of 

Women's Health.) A request for applications for new grants on long-tenn cancer survivor 
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research went out during the summer of 1997. 

NCI is funding 13 neW su:rvivorship grantS; the National Institute on Aging is funding an 

additional two. The 15 grants listed below were chosen from a pool of80 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 s'IlIVivorg, the researchers will also assess the usefulness ofworkshops 

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 consequences ofcancer 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 ofcancer 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 often experience quality-of-life disruptions --like 

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

hopefully point to strategies for reducing long-tenn problems caused by these cancers and their 

treatment. 


University ofMiami, Miami, Fla. 

Title: Quality of life in adult cancer survivors 

Principal investigator: Charles CaIVer, Ph.D. 

Term: July 1, 1998 - June 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 ofbrea.st, prostate, and colorectal cancers and 

Hodgkm'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. Honolulu, Hawaii 

Title: Well-being in long-tenn 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 research~ identify what interventions may be needed. . 

Sloan-Kettering Institute for Cancer Research, New York,; N.Y. 

Title: Premature menopause in survivors ofchildhood 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 of5,500 adult female survivors ofchildhood 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. 

Univenity of Rochester School oCMedicine, 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 ofheart disease as a 
side effect oftheir treatments. By stUdying childhood cancer survivors from upstate New York, 
:the researchers hope to find out which treatments cause such long-term heart problems and then 
look tor ways to mitigate those risks. 

*Wake Forest University School or Medicine, Winston-Salem, N.C. 

Title: Issues of survivorship among breast cancer survivors 

Principal investigator: Electra Paskett, Ph-D .. 

Tenn: 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, socia17 and economic well-being. After interviewing 400 long-term survivors about 
their quality of life, the researchers will develop a telephone counseling service. 

Case Western Reserve University, Clevelancl Ohio 

Title: Quality oflife of older long-term cancer survivors 

Principal investigator: Gary Dcimling, Ph.D. 

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


This study will look at a host offactors contributing to the quality of life ofcancer 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 oflife following successful therapy for acute myelogenous leukemia 

Princip!ill investigator: Henry Nicholson, M.D.~ M.P.H. 

Term: July I, 1998 - June 30. 2002; First-year amount: $213,000 


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

American College of Radiology, Philadelphia., Pa.. 

Title: Quality ofHfe in suxvivors ofhead 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 2,7.00 head and neck cancer survivors will 
contribute to this survey ofoveri:ill health and functioning. Among other [opics~ 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 therapy 

Principal investigator: Marvin Meistrich, Ph.D. 

Term: Sept. 15. 1998 - Sept. 14,2000; First-year amoUl:lt $57,000 


Radiation and chemotherapy often damage sperm cells~ perhaps even to the point ofcausing 
'permanent mutations. By using longitudinal data from men with a variety ofcancers, this study 
will help detennine the risk ofbirth defects the children ofrnen with cancer mar face. 

FJ."ed Hutchinson Cancer Research Center, Seattle, Wash. 

Title: Enhancing long-teon surviVal after bone marrow transplant 

Principal im'estigator: Karen Syxjala, Ph.D. 

Term: July 1, 1998 - June 30,2003; First-year amount: $231,000 


Although leukemia patients often receive bone marrow transplants, the long-term effects ofsuch 
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 ofphysical and psychological side effects ofbone marrow transplants. 

University ofWisconsin Comprebensive Cancer Center, Madison, Wise. 

Title: Quality of life in female colorectal cancer survivors 


. Principal investigator: Patrick Remington, M.D. 

Term: July I, 1998 - June 30, 1999; First-year amount: $72,000 


Do women who survive colorectal cancer ben~fit from support groups? A survey of se-v;eral 
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hundred survivors will help answer this question while also providing data for further research on 

color~tal surviv~rs~ quality oflife. 


Medical College ofWisconsin, Milwaukee. Wise. 

Title: Measurable effects in head and neck cancer survivors 

Principal investigator: Bruce Campbell, M.D. 

Term: June 1, 1998 - May31,ZOOl; First-year amount: $230,000 


Head and neck cancer survivors often have difficulty t.a.1king, 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 researchers would like to look for ways to mitigate this fear. 


'* Grant funded by National Institute on Aging. 
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. Gregory G. Henry 

08/12/98 06:11 :29 PM 

Record Type: Record 

To: Sarah A. Bianchi/OPD/EOP 

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

Here is info you requested. 

House appropriators have included the following in their report accompanying 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 tocombat 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 f.or 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 no 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 peer' review breast cancer research and not less than 
$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 2.0 14.3 7.5 
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BACKGROUND 
,Academic medical centers, the training groWld for our nation's future health care 
professionals and the centers for world class~ breakthrough, medical advances, are faclllg 
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 our quality of life. The Platform states, "[w]e 
recognize that our system of research colleges and universities is the bedrock of 
American leadership in science and technology ... We recognize the enonnous 
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, recellt reports rnal{e clear that the increased prominence of 
managed care has placed serious stresses on university hospital systems, which, unlike 
. community hospitals) 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 end ' 
develop new therapies for serious disease conditions and threaten America's world 
leadership in medicine. Plainly putl research is the comerstone of creation ill science and 
technology.' To Wee but one example, our ability to exploit the achievements of basic 
science earlier this century led to the discovery of antibiotics and to the 1Teatm.ent of 
bacterial diseases. This was an unprecedented cooperative effort on the part of science, 
industry~ and government that is rightly called "a nriracle" and introduced an era marked 
by extraordinary 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 it 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. 

III more 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 ifAmerica is to continue to work for all Americans. 
The Clinton Administration has a good story to tell and 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: 

• 	 Showcase the Administration's commitment to encouraging biomedical research and 
advancements in breast and prostate cancer (or other familiar diseases) as a result of 
research conducted at academic medical centers. 

• 	 Underscore the President's commitment to investments in research and development 
and improving the quality of life of all Americans. 

• 	 Highlight the preeminence of our nation's research institutions. 

• 	 Encourage private sector investments in university-based research activities (public
private partnership has been an important thenle of the Administration). 

• 	 Emphasize continued NIH funding for university-based research. 

• 	 Stress the unportance of the survival of academic medical centers as the training 
ground for future scientists and physicians. 
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Senate Subcommittee on Aging 

Septenrrber23, 1997 


E. David Crawford, M.D. 

Chairnrran, National Prostate Cancer Education Council 


Associate Director, University of Colorado Cancer Center 


Prostate cancer represents a nrrale epidenrric. During 
1997, it is projected that over 200,000 nrren will be diagnosed 
with prostate cancer --- and 41,000 will die as a direct result 
of the disease. In the past 15 years, the nunrrber 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 willexplain why testing 
for prostate cancer is inrrportant as well as discuss the urgent 
need for research support. . 

Faced with these previously nrr~ntioned grim statistics 
regarding the rising incidence and nrrortality fronrr prostate 

. cancer, there are a nunrrber of possible strategies to pursue. 
One can bury his head in the sand and ignore the problenrr, 
citing the fact that prostate cancer is usually a disease of 
older nrren, and you "have to . die of sonrrething". Others 
nrright rationalize that our healthcare systenrr cannot afford to 
deal with this disease because there are so nrrany other 
pressing issues such as AIDS, childhood immunizations, 
snrroking cessation, etc. In fact, during a trip to Europe just 
two ",!eeks ago, I found that nrrany countries subscribe to the 
latter way of thinking. 

A second strategy is to try to prevent the disease. Ideally, 
this would be the optinrral 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 
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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 
Demark 
United States 
United Kingdom 
Spain 
Singapore 

an 

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. I believe there exists 
a lot of exciting potential in preventing prostate cancer -- but 
unfortunately, even if we knew how to prevent prostate 
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cancer today, it would be many years before a positive 
impact would occur on either the incidence or nl0rtality 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 
experienced 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 
Anny 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 260/0. 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 treahnents 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. 
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. 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 thatProstate 
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 request~d 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 200/0. 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 do not deny 
that it might be beneficiaL 
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Table 3 

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 PLCa 
(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 
iinprove 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 hews 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 
n1.any 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 CoqnciL 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 200/0 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. I sincerely 
request your assistance on behalf of the American male. 

Thank you. ' . 



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 design 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 ofn~w genes that may be as~ociated with the development of prostate cancer. 
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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 Presi/dent announced the release. of nearly $60 million at the 
Department of Defense for prostate cancer research. These largest-ever prostate cancer grants will be 
awarded by DoD to promising researchers makIng important ~ontributions 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 trials for Medicare beneficiaries. These proposals 
complement the President's strong record in the war against 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 $25niillion for prostate cancer research is 
being awarded today and another $34 million will be 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 ~rants on the Internet. 

• Proposing Unprecedented 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 
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•• 	Supporting Coverage for Cancer Clinical Trials forMedicareJ~eneficiaries. The President's 
budget includes a three-year, $750 million/demon~tration 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 inlportantJor prostate cancer 
patients because: most of men ~ith prostate cancerate Medicare beneficiaries, as fully 80 percent 

. of those diagnosed with this disease are over age 65; the lack ofparticipation ofelderly men in 

trials has undermined ~linical research for the treatment, prevention, and screening for this disease; 


, and given promising new findings in re$earch, NCI expects there may be an increase in clinical' 

.. ,' trials for prostate cancer, creating a need fo~ e¥en more participants., 


Proposing'$25 Million to. Raise Aware~ess About~rst,at~~:~c.er Prevention, Treatment, aMJ..• 
Screening for Minorities. African-American men h e 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 
treatment 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 mortality of prostate cancer. , , ;' , 

These Proposals Build on, the' President's Strong Reco,rd in the War Against Cancer Including: 

, · '	~!tlD~a Federally-Enforceable Patien~s' ~ill o~Rights. The Pr~sident has' called on ' , 
Congress to pass Federally enforceable consumerJ1ealth care protections before it adjourns this 
fall. This patients'bill.ofrights 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 prQcess for c,onsumerstbresolve 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 legislation will ensure that whether Americans have 
traditional health insurance or managed care, theyare·assured quality care. 

• 	 Pushhig for Legislation Preventing Health In~urers and Emp'loyers fro~ Discriminating 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 insJlrers or employers could get access tothe 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 tqe use of genetic screening to. discriminate in 
healthjnsurance and employment. ' , 

• 	 Enacted New Pr:ostate Cancer Screening Benefit for Medicare Beneficiaries. As part of the 
historic Medicare refo~s in the Balanced Budget Act of 1997; the, President signed into law a 
series of new preventive benefits for Medicare beneficiaries, including coverage of prostate cancer 
. screening. Starting in 2000, Me5iicare will cover prostate cancer screening. 
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David Rowe 

06/19/98 11 :15:10 AM 

Record Type: Record 

To: Sarah A. Bianchi/OPO/EOP 
cc: See the distribution list at the bottom of this message 
bcc: 
Subject: Re: please advise asap @fu 

Sarah, 

Please note that the numbers I 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, I have $433 million in FY98, and $458 million in FY99. 
For AIDS, I 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 000, 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). 

Thanks. 

Sarah A. Bianchi 
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Record Type: Record 1- Gv~ L;k~ 

To: David Rowe/OMB/EOP@EOP ~ ~ c.4~ d~"" 
cc: 
Subject: Re: please advise asap I}E) 

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

pis advise. 

sb 
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SUBJECl'i PROSTATE CANCER RESEARCH PROGRAM 

U.S. AIUdY POSITION; 
Th~ U.S. Anuy began managing Congressiollally I>lte(.{'ed Medical Reseaxch Programs;n Fiscal Year 
1992 with a breast cancer research program focused on short-tcnn. high-technology resea.rc;h aim~d at 
early detection and novel interventions. In P;scal Year 1997.• the Joint Appropriations ~iU 104-863 
provided $38 million for both ~35ic and clinical teseareh in prostate ';.!Ul';e.f. In Fiscal Y~ar 1998, the 
Joint Appropriations Bi1l10S·265 provided $38 million to conduct basic and clinica' msearch studies 
aimed at combatting diseases ofthe prostate, The U.S. Ann)' was desjgnated as the Department of 
Defense executive agent to administer a Prostate Cancer Research Program in accordance with the intent 
ofthe Fisca.L Year 1997 and 1998 Appropriations Acts, using the same highly focused, goal~dire~ted 
strategy that is applied to an of its medical research efforts. The Prostate Cancer Research Program 
follows an eJt~cution stratli:8)' recommended by the Institute ofMedic::ine~ Consressionallanguage, and a 
panel composed of advocates and 5cientists/clinicians who are experts in prostate cancer research. 

TALKING POINTS: 
• . Congress directed the U.S. Army's involvement in the c.urrent Prostate Cancer Research Program. 
• 	 $45 million was appropriated in fiscal Year 1991 for peerreviewed research in prostate cancer tbat 

is multi-institutional, multidisciplinary, and regionally focused. . 
• . A stakeholders meeting was held ill April 1997 to solicit opinions from the prostate cancer sc;ientifi.; 

. and advocacy/support c.01mnunities about dire~tion for the Program. 
.. All Integration Panel was recruited and a meeting was held in June 1997. 
II A Broad Agency Announcement was released on July 28, 1997. which solicited proposals across all 

areas of basic, clinical, beh9vioral, a.nd epidemiological research.. 
• 	 $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 proposal~ received and the desire t~ inc.reas~ the efficiency of 

getting the funds to tb.e scientists, the appropriations for FiscaJ Year 1997 and 1995 were used \0 
fund proposals rectived in response to the July 28. 1997 Announcement.. 

• 	 Award negotiations of Fiscal Year 1997 nnd 1998 funds began in April199g, 
• 	 The time between receipt of the Fiscal Year 1997 appropriation and distribution ofthe resean:h funds 

to sdentists was 1S months. A proposal has been submitted 'to Congress to further decrease th~ tim~ 
between appropriation and distribution ofresearch funds to soiElntists to 6-7 months. 

BACKGROUND: 

"' Di$t!a~t! Backgroflnd 
Cancer ofth<: prostate is the most commonly diagnosed caneer 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 (';anc~r is second 0111)' to-lung cancer as a leading GaUse ofcancer deaths in 
men. The incidence rates are 66 percent hig:hl!t for and mortality rates are more than t>vo times highet in 
African-American men than Caucasian men. Currently. there is no I;ure for locallyadvanct:d or 
metastatic prostate cancer . 

• 
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Good Morning. Tomorrow is Fa.ther's Day. a day to ce1ebrate the role our fathers have 

played in our lives. 

Today, I'd. lilce to talk about how the Federal government is workins to find ways to 

protect men from I. disease that, only a few years ago. people rarely discussed -- prostate cancer. 

But now, there is a great awareness of this disease and there is a strong conunitme:l1f to do 

something'about it. Research to overcome prostate cancer is a high national priority, because 

only through"research ~an we conquer this disease and remove the fear we still have of it. The 

National Cancer In&~itute's budget for prostate cancer alone has risen over 1,300 percent ROP'! 

1981 to 1998 -.,; from $6.4 million in 'fiscal 1981 to an eSlimate of$90 million in fiscal 1998. 

". ,.{F;ro~n?t~.e,b~ginning afmy Administration in 1993, NCI support for prosta.te cancet resea.rch 
'., • ~,";:''':'' ';:, ~.".:', ' • ',' \:;< 

:-im;i~~¥,;?60 percent, from $31 million to $96 million.} This year alone. the National Cancer 
.~; L::."'.. ".... '. . 

Instl~~ie.:~il·fund more than 4l0_research projects on prostate cancer. --" ", -" ...• . 

This high level ofeffon is necessary because prostate cancer is a serious and a complex. 

problem in this country.' Serious because it affects so many men and complex because it has such 

a variable behavior" ' It is the most common cancer in, men. About 184,500 American 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 growing and may not require trea~ment. Research is under way to help uS 

decide which men could benefit from treatment. 

F,ederally sponsored research is taking a broad. COTflRfChensive approach to conquering 

this disease. First. and very important. is basic, research" The recent upsurge in research on 

prostate cancer includes several notable breakthroughs in our basic understanding of the disease: 

• The presence of the Drst gene whose alteration predisposes men to prostate cancer 

] 
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:MRMC-PLF 
SUBJECT: Prostate Cat').cer Research Program 

/ 

b. Origin 01tile Program 
The Prostate Cancer Research Program was established in Fiscal Year 1997 by public Jaw (P.L. 104-863, 
The National Defense Authorization Actfor Fiscal fear 1997) to address "the ne.ed rOt both basic and 
clinical research in prostate cancer in order to redllet? the incidence of this life-threateniilg disease and to 
develop more spr:cific; ;md less toxic fonns of therapy for pa~ililn~ in all stages ofthe d;:~ease." One 
hundred million doJJars was authorized and $45 million appropriated in the U.S. Army Medical 
Advanced 1 echnolQgy program element for the establishml;ot ot a prostate cancer rese3fch study. 
Congress urged that the Department ofDefense give highest priority to funding research that is muJti· 
institution~l...~d regionally focused. An additional $40 million was ap'Propria:t.ed. in 
~ .S~ v Medical Advanced~ nologyp.to,gram element in Fiscal Year 1998 for the continuation 

oft e rostate Canc:er esearc Program to addrtls$ "basic and clinic.al research to combat diseases of the 
· prostate." 

· 	 Co Fisr;(1./ YctJ.1' 1997 ilHd 1998 Opel'lltwlI Plan tJ.nil Timellne 
Congressionally Directed Medical Resea.rch Programs, such a.~ the Prostate Can~er Research Program, 
hi;.torieally have a lifetime of approxim<ltely six years, spanning from Congressional appropriation of 
funds to completion of research projee£s. The U.S. Army Medical Research and Materiel Command 
received funds for prostate canc.er research on January 8, 1991. DurinS this first program year, 
Congressional Janguage was analyzed, a stakeholders meeting was beld (April 1-2, 1997)J and an 
Integration Panel representing a wide range of soientific perspectives and etlmil;. diversity was recruited 
and convcmed (June 2-3,1997), The IntegTationPanel is composed o{prestigious scientists and 
clinic:ians, some ofwhom ate associated with the Department ofDefense, as wen as representati ....es of 
tile patient advocacy/support conununity. With the assistance ofthe Integra.tion Panel. an investm.ent 
strategy was developed and a soUcitation for research proposals (Broad Agency Announcement) was 
crafted and released on July 28) 1997. On Oc'COber 29, 1991~ 606 prOstate cancer research propo911ls were 
received; and pee'!' reViewed in January 1998. Due: to the: hiSh scientific quality of proposals received for 
the Fiscal Year 1997 Pro!itate Cancer Research Program, an.d the enthusiasm of both the scientific: and 

· advocacy coJnlnunities to distribute flJn~ quickly to ,scientists; the fund.$ appropriated in Fis~aJ Year 
1998 for the Prostate Cancer Research Progratn were combined with the Fiscal Year 1997 appropriation 
to fund investigators with highly meritorious proptlsals submitted. to tht: Fiscal Year 1997 program. 
Proposals were programmatically reviewed in March 1998. Negotiation ofawards began in Apri11998. 
and all funds will be obHgated no later than Septembtr 30, 1998. 

d. Fiscal Year ]997 and 1998 ProgrAm Objectives (lnd GOD/.f , 
TIle intent oftbe Program is to promote innovative ideas and technology through both clinical and basic 
science to conquer prostate cancer. The mi&sion ofthe Program is to promote innovative, rnulti
institutional, multidisciplinary, andregior.ally focused research directed roward eliminatinr; prostate 
cancer, The Program was designe.d after cons~ltation with otllef national prostate cancer research 
funding agencies (specifically) the Nationallnstitutes ofJieaItb.--National emcee Institute, 'the American 
Cancer Society, CaP CURE,and [he American Foundation for Urological Disease) [0 avoid overlap of 

· programs and to target under-represented avenues ofresea.rch:and novel applications of existing 
technologies. Coordination with the U.s. Army Center fo.r Prostate Disease Research at Walter Reed 
Ann)' Medica] Center is also on-going. 

The five primary goals ofthe program are to: 
(1) pursue new directiQlI$ and breaJ..'1h.rough idea:s and approaches in prostate taneer; 
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(2) 	 prepare new scientistS and encourage established m'Ve&tiptors to join in the banle 
against prostate cancer; . 

(3) 	 e.mbrace prostate cancer public aW.aTcm:ss and eduoation; 
(4) 	 promote a unique dual-ph~e funding strategy; and 
(5) 	 fund a l:lalam.~d a.ttal;k iWtOS$ broad dist:iplines ofprostat~ ¢anc;:er. 

The programmatic strategy is being implemented by a solicitation for proposals in two Sl,Jbcatcgories: 
New Tnvestigator Awards and Idea Developlllent Awards. The intent of the New Investigator Award 
category is to promote and reward inno ....ative projects that lack pilot data .and encourage new 
investigators 'Co enter the prostate cancer research field. The Idea Development Awards are intended to 

.support established investigators \\o'ith highly innovative projeru. 

The programmatic strategy embodies the continuing evolution and flexibility of the U.S. Army Medical 
llese.1Tch and Materiel Command in managing the Dep~ent of Defense Cong:ressionally Dire<.:ted 
Medical Res~rch Programs. In particular, a unique dual-phase funding strategy has *Il impJemented 
as part of the Prostate Cancer Resean~h Program. Approximately 140 Phase 1 awards will be made aCross 
five broad dist:iplines of prostate cancer research to both young and established investigators. After two 

years of research, the U.S. Army Medical Research and Materiel Command will challenge investigaton 
to eompete for two additional years of support, pending appropriations in Fiscal Year 2000. This uniq'IJe 
dual-phase strategy was designed to encourage the rapid development of ideas in Phase Tand to provide 
transition support to position investigators for competition in traditional fundin~ mechanisms in Phas4! n. 

e. 	 FiscaL YeQf J998 Mi1,oriry Training Iniliative 
Acknowledgillg the disparity in morbidity and morraUty rates of patients with prostllte cancer among 
some ethnic;: groups~ the Integration Panel proposed a new award f:ategory, Minority Population Focused 
Training /I..wards. These awards are designed to enable investigators. to develop a.prostate cancer 
research C01~cept that focuses on [he disparity in prostate Qancer incidence and mortality. One 'lfthe 
goals ofthese a.wards is to establish collabora.ti'lns betWeen applic;.ant and establi~ed investigators. 

f. 	 Fiscal Year 19991'rlJ$tme Cancer Research hogram TimeJine 
Contingent upon CongresSional fimding for the Fiscal Year 1999 Prostate Cancer Research Program. the 
U.S. Army Medit;al Research and Materiel Command wjJl is~ue an Announcement to solicit pro5tatt 
cancer reseo.rc:h proposals . 

. Th.e follOWing award categories !;ould be in¢luded in the Fiscal Year 1999 Prostate Cancer Research 
Program Announcement tonrhlgent upon the level of luuding appropriated by Copgres~: 

• 	 Idea Development Awards: The intent of Ides De.velopment Awards is to stimulate 8Jul reward 
speculative but especially promising and creative id.eas that may yield a high payoff. 

• 	 Nl!!w Investigator Idea Awards: 'The in~nt (lllbe New- Investigator Idcl1 Awards is similar to tha'C of 
Idea Development Awards but is targeted toward funding investigators in the early phascs'oftheir 
careers, specifically independent investigalors (Assistant Professor or equivaleut) -_thin six years of 
post-doctoral, residency. or equivalent training. In accordance with.the challlilnge to be innovative, 
proposals are ac;;~epted even ifthey lack preliminary or pilot data. These proposals sl10uld none-the· 

• 	
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less be based on sound s(:ientific rationale established through a critical revicw and analysis of the 
literature and/or logical reasoning. 

• 	 Clinical Trial Awards: The in~nt ofCHpical Trial Awards is 'to encourage and support pre-clinical 
studies. and clinical trials that offer the opportunity to improvliI the survival and quality of fife of 
patients with prosta.te c:ancer. ' 

• 	 TrainingfRe.-::ruitment Awards: The intent oftbe TrainingJRecruitment Awards is to encourage 
junior scientists Who have completed post-doctoral training. but are not yet Bstablished investigatQt"S~ 
to pursue a prostate cancer·'t"t:!1ated research career, 85 well as to encourage senior scientists who are 
c;ul'l'ently working in areas other than prostate cancer to shift their focus to prostate caneer researeh. 
Institutional Training PrograM Awards also may be offered as a T rainingIRecruitment Award. 

• 	 Infrastrocture Awards: The intent ofInfrastru¢ture Awards is to support the development of cell 
JiI'l.¢S, tissue banks. animal models, informatics, and the like specific to the study ofprosta.tc: canoe!. 

• 	 Center Grant Awards: TIle intent ofth!; Center Grant Awards is to establish national cenlErs fur the 
situdy and treatment of prostate cancer. A proven track record of scientific researt::h and scholarsbip, 
an institutional commitment .of regOutees and space, and strong leadership in the field ofprostate 
canc.er arc: required for succeSSlful competition in this category. 

g. Fiscal Year 1999 Pro5rata Cancer Reseal'ch Progrr:tm Timelille 
In. response to admonitions from scientists, advocates: and Congress members to'in~rease the pClce of 
distributingappropriat.ons for scientific research, the Prostate Cancer Rl!:s~.arch. }lrogram has submined a 
plan to Congress to deCI'eaS0 the thne betwt-;n appropriation of funds and distribution to scientists. . 
Pending Congressional action on this proposal, thll: Fisl!al Year 1999 Prostate Cancer Research Program 
Annoum:ement could be releosed mid.Summer 1998 with a submission deadlin~ 90 d{l.Ys after 
Announcement publication. Potentia.lly, the time betw'een receipt of appropriation and distribution to 
5¢icntins could aeetesse from 15 pU:1I'Iths to 6-7 month!. 

CONGRESSIONAL ]lIITEREST: 

Congress has directed the Depaztment ofDefcnae to undertake.a prostate cancer researeh program. 

Strong su.pporters ofthe Prostate Cancer Research Program include Senators Stevens (R·AK), Inouye (D

ID), and Thurmond (R..se) and Representatives Murtha (D-PA), Hom (R-CA), Leach (R-lA), and 

Bateman (R-VA). 


BUDGET DATA: 

Fiscal Year Fiscal Year 
!221 tl2§. Total 

Congressional Supplement $45 million $40 million $8'5"'nilllioll 

PROGRAM ACCOMPLISHMENTS! 

To date, 142 proposals have.been recommended for funding. It is anticipated that approximately 250 

swards will be made with the Fiscal Year 1997 i,Uld 1998 Congressional appropriations. 
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For mote infonnation on 

Congressionally Directed M,edical Research Programs 


Copies of 

I(esearch Program Announcements* 


are available. by reQuest via the following~ 


fiJx:(30 1) 6 [9-7796 
e-mail: radvl_baa@ftdetrck-ccmaiLarmy.mil _ 
phone~ (30 I) 6 ! 9-7079 
website: http://mrmc-rad6.annymH 

*P!ease indicate spec/fic program 

\' 

'1. 
-.l, 
" "i 
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Log onto'the website at:' 
http://mrmc-rad 6 . army.mi l 

The Website contains: 

• 	 Background information en Congressional!)! 
Directed ~edica] Research Programs 

• 	 .Current and past research programs 
• 	 Program award lists for fiscal years 1993 

through [996 
• 	 Abstracts from previousry- funded proposals 
• 	 Release dates for Research Program : 

Announcements 
• 	 ,Copies of Research Progr~m Announce

,ments 

• 	 Information on the Era of Hope Conference 
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has been localized. The gene explains why some men inherit a predisposition to 

develop prostate cancer and may be particularly important for African American. 

men; 

, 	 RecentlYI the NCllaunched tlle Cancer Genome Anatomy Project aimed it 

providing scientists with the tirst comprehensive analysis of the molecular 

fingerprints that distinguish normal cells from cancer c::eils. The first cancer studied 

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

of dozens ofnew genes that may provide molocular markers associated with the 

development of prostate cancer. These markers might also allow scientists to . 

begin to I'tedict the behavior of the different types ofprostate cancer. 

As they learn moreJ scientists hope to develop approaches to diagnosis a.nd treatment that 

will enable doctors to select treatment stra.tegies that are specially designed for each patient>s 

cancer, and help tell whether a particular patient has an as,gres.sive cancer or not. 

Perhaps even more important is prevention research. Dozens ofstudies are lookinS at the 

environmental. occupational. dietary and hormonallnfluence~ on the: Hkelihood ofdevelopins--.p'rostate cancer. Particular attention has focused on the role of dietary fat in increasing the risk of 

prostate cancer and the role of naturally occurring components sueh as vitamin E. Atecent study 

One ofthe major goalso£ our research program is to understand the development of 

prostate Cfjllcer 50 that we may design interventiQq~ tha.t reduce the risk of deveJoping this cancer. 

Funbest along is a large study involving 18,000 men pver the a.ge of55 to establish whether the 

drug tinasteride can prevent prostate cancer, mJch lik.~ tamoxifen has just been .!hown fO pri9vi9nt 
..... 7 	 '" 
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breast cancer'in women in NCl's large Breast Cancer Prevention Trial. Tho Prostate Cancer 

Prevention Trial is based on the knowledge th4t normal m.ale hormones can serve as growth 

factors for prostate cancer. so that spel;ifically blocking their effect on the pro9tat~ could possibly 

decreasc the, risk ofgetting prostate cancer. 

The third a.pproach is research on screening. Scientists a.re learning that prostate cancers 
~ 

--='-'.:":"-::..:';;~ 

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 prostate cancer mor~ 

accurately thon is possible today. A major study is looking at PSA testing and digital exams to 

.see if these tests reduce the chances ofdying of'prostate cancer. 

A fourth approach is research TO improve prosrate cancer treatment. and to decrea.se the 

side effects associated with treatment. For the nearly 200,000 American men who are predicted 

_.... to be diagno5~d with prostate cancer this year. we must have optima) treatment choices, New 

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

!lew, more effective treatment ' h fewer side effi c s is through clinical trials. 

NeI currently is sponsoring 62 clinical trials for the treatment 0 prostate cancer. This 

.	year, one such trial has provided the firSE evidence thar a pa.rticuJar hormonaJ treatment coupJed 

with radiation tnerapy may improve the survival ofparierm: who have localized prostate cancer 

but 11 poor prognosis. 

Novel thera.pies includlng the development of a vaccine aimed at mobilizing the immune 

system to destroy prostate cancer are, for the first rim~, being tested in men. In a major srudy 

"w8t~hful waiting" is being compared to surgiCal removal of the -prostate. 

Tn another approach to research) both radiat.ion therapy and£urgeIY are being imptoved by 

3 
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computer modeling that belps doctors accurately focu!> rhese trea.tment's on ca.ncerous tissues 

while sparing nonna.r tissues. Another goal is to develop ways to rreat serious side effects of 

treatment such as impotence and incontinence. 

Afiican Ameril;1m men have the highest rate of developing prostate cancer ofany group of 

people in the world. Their rate ofdeveloping prostate cancer is 30 percent higher than that for 

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

~nderstand why both incidence and monality rates are different. 

An important study by NCr and the Departmenl ofDefense (DoD) showed that when 

black and white men with prostate cancer at similar stages a.re treated in the same Of comparable 

medical system, their outcomes are the same - suggesting that at least some of the difference in 

mortality rate!» between 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 panicipated in clinica.l research 

on prostate cancer. They are helping America find answers to this much feared disease. Our 

country has the best health care system in the world. With medical research providing the 

knowledge. rm confident we can continue to improve our health and look forward to a stronger 

and healthier future than ever before. 

4 . 
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.... Dt:Iti funding of Breast Cancer and Prostate cancer Research, 1992-1998 

o 

[$ in millions) tSI~ 
AJI amounts were added by Congress-no Execufrve Branch requests 

1~2 1993 1994 1995 ~996 ' 1997 1998 Tem' 
J Br't)B.sl Cancer Research 
:J 

Total" ' ~O. 206,g 29.5 135.7 71.1 112.5 135.0 715.7 
:r 

') P~state Cancer Research 
:) 

lotar '2.0 2.0 2.0 14.3 1.5 45,t} 45.0 115.8 .... 
.... 


.,. Amounts in 1997-1998 do not reflect. undis1ribuled reducticn,s, whid1'~ertbe ~mounts by aholJt 4-8% 

j;') 1** AitKnJnts in 1992·1~ do not.reflect undistribUted reduCtions. which lower the amounts by various amounts 
J"I ranging up to about 6% _ . . '. . . '. . . -' . 
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Early Detection 

Preventable risk factors for prostate cancer are unknown, and effective measures to prevent 
the occurrenceoftbis djsease do not currently exist. Although one proposed method to. 
reduce the risk of death from prostate canCer is through screenIng and eady detection. health 
professionals have not come to a consensus on early detection guidelines. To date, the 
schm1illc evidence .hat; been insufficient to determine if screening for prostate cancer 
reduces mortality or iftreatrnent of early disease js more effective than no treatment in 
prolonging a patient's life. Currently. health practitioners cannot acctlratelydetennine which 
cancerS will ptogress to become Clil1ically significant and which will not. Thus, \\I"idespread 
seE-eeiling and testing for early detection ofprostate canCtlratc not scientificallY justified at 
this time. 

Professional medical organizations are divided 011 the issue of screerung for prostate cancer. 
The U.S. Prevel1tive Services Task. Force (USPSTF) recommends against routine screening. 
and the Centers for DjgeaseControland Prevention (CDC) supports the'USPSTF 
reoommendations. The A~S and the American Urological Association (ADA) recom:niend 
an annual DRE examination and PSA measurement beginning at age 50 years. They also . 
recommend that screening slart at a younger age for mcn ofAfrican descent and for men 
with a family hiStory ofprostate cancer. The AUAsuggests that these high risk groups begin 
testit':lS at age.40 years. 

Two methods tor 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 wheh it is present'is limited. Small tumors 
often fonn in portions ofthe 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 ofthe exam1tlation may vary with t~ experience of the cxaininer. 

The prnstate-specific antigen (PSA) is a biood test tilat is popular with many clinicians, 
but medical consensus on its use and interpretation has not been reached. PSA is' an enzyme 
mea..:surcd in the blood that rises in the presence ofprostate abnonnalities and nau.U'ally as 
men age. Thus~ it is difficult to differentiate between prostate cancer, benign growth of the 
prostate~a condition refe.rred to as benign prostatic hypertrophy (BPH)~and otherconditio~ 
of the prostate, such as prostatitis. About 50 percent of men with BPH have elevated PSA Si, 

levels and may receive additional diaguostic teSts for cancer, such as a hiopsyand 
transrectatultrasound. Many oftlle men who receive these additional diagnostic tests :;rre not· 
diagnosed with prostate cancer. PSA also fails to detect some prostate cancers~about 20 
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percent ofpatients with biopsy-proven prostate cancer haw 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 diagnosed pl'ostate cancers. From 1973 to 1992, 
the death rate for African-American men, who already have one ofthe 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 prostate cancer more often 
than do white men. The reasons for the greater incidence and mortality among 
African-American m.en are unknown. 

Prosta:b! Cancer CtnllaSlv&):;· Avarage 
AMttal Age-SpedfiC seER Incld9Me;and 
u.s. Morfe1Ry RaI'e& By AsCil-•. 19Be-1992 
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Treatment Options. . 

Decisions regarding appropriate treatment options for men with prostate cancer are based on 
the stage of the cancer at the time ofdiagnosis. Patients with early stage cancer that is 
cotlfined to the prostate have several treaunent options. Three treatments are clurently in u';e 
for cancerS thought to be confined to the prostate: 

Radical prostatectomy, or complete surgical removal of the prostate, is frequcntly used for 
patients less than 70 years old who are otherwise in good health. Physicians rarel,)' suggest 
mdical prostatectomy ifcancer has spread to pelvic lymph nodes or a distant site. 
Complications of radical prostatectomy may be short- or long-tenn; th.ese complications can 
include impotence and urinary incontinence. TIle risk for these complications increases with 
age and also depends on the amount ofdamage to nerve and blood supplies that occurs 
during the surgical .procedure. Between 5 and 19 percent ofmen become incontinent, and 
from 24 to 62 percent ma.y becom.~ sexually impotent. Most men who undergo a rarucal 
prostatectomy experience at lea~Hpartial decrease or decline in potency. Currently, data 

f 
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~m randomi~ed clinical trials are not available to provide deruutive evjd~!lce that llns 
surgical procedure decreases mortality or prolongs life. 

Radiation therapy~ or treatment ofthe t\lIllor site with low levels,of radiation. ~s us~allY 
'.....-.......-"'.. 
 \ure~l only fot' men with cancer that is confined to the prostate or.to the sun:ound1,ng tIssue .. 

.	Some side effects of radiation therapy, which can include acute inflammatIon of the bladdc::.r, 
rectum, and inteswlCS, are generally reverSible. However. chronic inflanl1natio~ can ~s~lt ill 
strictures tha.t require surgical intervention in 0-5 to 2 percent ofmentrea!ed \lIlth,radlatton 
therapy. Following radiation therapy, from 25 to 44 percent ofmen expenence son:e degree 
of sexual impotence. Incontinence also occurs in 0.5 to 7 percent of men treated wrth 
radiation. 

Men with proState cancer may also choose to have no lreato.)ellt,initially. This option is 
referred to as wat~hfnl waiting. When this option is chosen. the tumor is e'Valuated 
periodically for changes that suggest rapid growth. Recent 5tudies have fotmd that watchful 
waiting may be an acceptable alternative management option for OOtl\C m~ particularly for 
older men with sroalllow-grade tumors that are unlikely to spread. 

Patients with cancer that has spread beyond the prostate gland may receive radiation and 
hormonal therapies to inhibit further progression of the cancer. but most metastatic tumors 
eventually become re!)istant to hormonal therapy. Some patients with advanced metastatic 
disease may be considered for participatinl1 in clinic:altrials ofexperimental therapies. 

Because oflimitations in current medical technology, accurate determination ofprostate . 
cancer is difficult. As a result, about 50% ofmen thought to have early stage cancer have 
more extensive disease. Patient outcomes and the quality of life aftet treatmeritare 
influenced by the patient's age"coexisting medical conditions. and the aggressiveness of the 
tumor. 

State Partnerships " 

In 1993. Congress authorized the CDC to work with existing cancer control efforts in state 
health dep3l1.ments 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. andJ)1'actices of 
me,;" and their physi(,':.ians that il;'. crucial for designing early detection programs: Both 
projects have focused on the highest risk group-African~Amcrlcan men. Results from these 
projects will be available in 1997. . 

Two other projects are ongoing in Massachu~etts and MisSOUll to further reftne and validate 
methods and instrume!1ts for assessing knowledge, attitudes, beliefs. and practices related to 
prostate cancer screemng. 

In the. absence o!' scien~fi~ consensus of the effectiveness ofprostate cancer screening in 
reduemg mortality, a slgnific.ant challenge facing state puhlic health agencies is to detemline 
how best to balance l:he pubbc'sneed for and interest in prostate cancer programs with 
useful prostate cancer health communication messages and activities. In October 1996, CDC 
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e~sponsored the State Issues Workshop on Prostate Cancer in which state and territorial 
chronic disease directors addressed the complex issue') related to prosta.te cancer control. 
During the workshop, participants shared experiences. identified roles and strategies for 
public health agencies, and identified capacilY building needs ofpublic health agencies. In 

""-...-" 	 response to the challenges identified at the workshop, CDC established a 1llu1tldisciplinary 
work group that will use health communications strategies and methods to craft health 
messages for men and their families about prostate can.cer screening and early detection. 

I ••____~, 
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Prevention Center Activities 

CDC currently supports two programs at Prevention Centers, one at the University of 
California at Berkeley and a second at the Harlem Center for Health PrOIIlotiOll and Disease 
Pl'eventio1"i in conjunction with the New York State Department of Health and Columbia. 
University. '1hese prqjects are designed to assess the relationship between coexisting health 
conditions and to deterroine how these conditions may a1fect the lisk ofdeath among men 
diagnosed with prostate cancer. An important component of"these projects is to determjne 
how momy men die ofpro~tate cancer and how many die with the disease. 

International Conference 

In September 1995, CDC held an International Conference 011 Prostate Cancer Screening, 
Early Detection. and ControL The conference provided a forum for national and 
international pro~tate cancer experts to review current information about early detection and 
disease management. A broad range of health professionals and specialists trom the fields of 
urology, internal medicine, oncology, radiology, family medicine. health administl:atioll, 
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