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THE WHITE HOUSE 

WASHINGTON 

June 13, 1996 

MEMORANDUM TO HAROLD ICKES 
DOUG SOSNIK 

FROM: Jennifer Klein J .Jl. 

SUBJECT: Letter from Dr. William Haseltine 

Dr. William Haseltine raised four issues in the attached letter to the President: 
Federal support for biomedical research; technology transfer; FDA reform; and prevention 
based medicine. I asked for comments on these issues from the Office of the Assistant 
Secretary for Policy and Evaluation at the Department of Health and Human Services 
(HHS), the National Institutes of Health (NIH), and the Office of Science and Technology 
Policy (OSTP). 

On Federal support for biomedical research, Dr. Haseltine' s letter is not very 
specific. Generally, everyone I consulted agreed with his ideas. Public sponsorship of 
biomedical research is an example of "good government," and our strong support for NIH 
in all of the President's budget requests indicates that the Administration has made 
biomedical research a high priority. 

On FDA reform, Dr. Haseltine says only that the current efforts are a good first step, 
but that more is needed. FDA has proposed to review certain biotechnology products as 
"drugs" rather than "biologics," thereby subjecting them to less cumbersome review. FDA 
is working on additional steps in this area. 

On "technology transfer"-- the transfer of information gained in government 
sponsored research to the private sector -- Haseltine is critical of NIH' s track record and 
suggests that a commission be created. NIH believes that this view is not widely shared 
and that, on the contrary, NIH has been heralded for its leadership in this area. This 
leadership is evidenced by the significant number of Cooperative Research and 
Development Agreements signed by NIH with commercial organizations, the large number 
of licenses that have been executed for use of its inventions, and the substantial royalties 
NIH has received from licensed inventions. NIH does not believe that a commission is 
necessary. 



Finally, on prevention based medicine, Dr. Haseltine recommends the creation of a 
commission to address the shift from treatment based to prevention based medicine. By 
prevention based medicine he seems to mean only gene testing and therapy, rather than the 
normal understanding of prevention as a whole range of ways to reduce the risks of disease 
and improve health. HHS and NIH do not believe a new commission is necessary. Gene 
therapy was recently analyzed by an NIH advisory group. The issues surrounding genetic 
testing are the primary focus of the Task Force on Genetic Testing, established jointly by 
the NIH and the Department of Energy. 

In addition, NIH shares Dr. Haseltine's view that the study of molecular genetics can 
lead to improvements in prevention based medicine. An interagency committee -- chaired 
by Dr. Ernest Moniz, Associate Director for Science at OSTP and Dr. Philip Lee, Assistant 
Secretary for Health at HHS -- is currently addressing this issue. A recent report of the 
committee called for expanded efforts on those diseases for which molecular genetics might 
provide valuable insights about both predisposition and disease mechanisms. During the 
coming year, the committee will explore how molecular genetics might improve clinical 
preventive services and promote their use among health care providers. 

issues. 

cc: 

Please feel free to let me know if you need additional information on any of these 

Karen Hancox 
Debbie Fine 
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MEMO 
To: Doug Sosnik 

From: Don Fowler 'P J'f 
Subject: Health Care Presentation for POTUS 

Date: May 16, 1996 

Several weeks ago, I proposed that Jan Leschly, CEO of SmithKJine Beecham, and Bill Haseltine, 
CEO of Human Genome Sciences, brief the President on their mutual activities and the future of 
health care research and development. Specifically, they propose to discuss research in 
biotechnology, shifting the paradigm in health care from treatment to prevention, and related 
matters. 

I spoke to the President on Tuesday (14 May 96) about this proposed meeting. He expressed an 
eagerness to have it set up. It is my understanding that this meeting is now being staffed in the 
White House, although it is not clear to me by whom, 

. Messrs. Leschly and Haseltine are currently working on their presentation. I hope you will do 
what is necessary to expedite preparations for their visit and provide us with a contact person on 
this matter. 

Please find relevant documentation attached. 

DLF/psw 

cc: Alexis Herman 
Marcia Hale 

Democratic Party Headquarters • 430 South Capitol Street, S.E. • Washington, D.C. 20003 • 202.863.8000 • FAX: 202.863.8174 
l'r1id for hv !hi' Dn11ocmlir N11tio1111/ Co111111illre. C1111/rib11tio111· /11 !ht D1'11wrmli1 .\'11li111111/ <:11111111///n' int 11nl /l/Y rlul11c!ili!t. 
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TO: 

FROM: 

DATE: 

RE: 

./Doug Sosnik 
Don Baer 

l\IEMORANDUM 

Secretary Donna Shalala 

Donald L. Fowler o -J.1-

April 1, 1996 

Proposal to the President 

Please review the attached. Bill Haseltine of HGS has proposed to the President ·an 

exciting effort in hi-tech biomedicine. This seems to have substantive value as well a1" 

considerable political appeal. 

Because it is complicated - politically and substantively - I am sending each of you a copy 

in hope that some effective follow-up can be achieved. If I can be helpful in this, please let me 

know. Thanks. 

cc: Bill Haseltine 

DLF/jeh 

Democratic Party Headquarters • 430 South Capitol Street, S.E. • Washington, D.C. 20003 • 202.863.8000 • FAX: 202.863.817 4 
l'rud fi11· h\' thr 01·111111 111/1r .\"11/1111111/ (.°1111111111/""· C1111/rib11t11111; In thr Dr11111n11/ir .\'11/111111il Co111111il/1't' 1111· 1111/ /11.\ ,/, 1/111 ti/1/1· 
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via fac.fimile # 2021863-8174 
Mr. DonaJd L. Fowler 
Nutional Chair 
Democrati<.: National Committee 
430 South Capitol Street, S. E. 
Washington. DC 20003 

Deur Don: 

. ~ ' 

February 14, 19% 

Hum•n ~nome k1enc;:e•, Inc;:. 
)J c ><:·; ';\'.;'..1 '"c.' . .JC 

~u :h / I<.: MO ~(1~r,; 

1llM1H·tf l::-111.,., 

It was a pleasw-e to talk to you this moming. Endosed please find a fac..:simile l:OPY 
of the materials we discussed. An entire packet will also be forwarded to you by federal 
expre~8. 

I do hope the President can visit Humllll Genome S1,;ienu:s and SmithKline Beecham. -
The field of genomii..:s is 1,;entral lo the transition from u-eaunenl ba'ied co prevention based 
medicine. The genomics story highlights the productive relationship amongst federally 
~upported research institutions (NIH), biotechnology 1,;ompanies (Human Genome Sciences), 
and large pharmaceutical companies (SmithK.linc Beecham). 

Thank you for your interest in this area and Human Genome Sciences. 

Sinl:Crely yours. 

William A. Haseltine, Ph.D. 
Chainmsn of the Board and 
Chief E.x:eit;utive Officer 

P.S. I am plc~d to l.ionfum that HGS and I have renewed our member.ship in the 
Dcmoc.:r11ric Business Counc,;11 

WH/c.sh 

A ttactuncnts 



April 2, 1996 

William A. Haseltine, Ph.D. 
Chairman of the Board and 

Chief Executive Officer 
Human Genome Sciences, Inc. 
9410 Key West Avenue 
Rockville, Maryland 20850 

Dear Bill: 

(;Ii 'bi~ rr;o VVJ 

'11o"rz.,t 

Thank you for sharing your priorities regarding federal medical 
and technological expenditures. I enjoyed discussing these subjects 
with you, and I'm glad you took the time to follow up with me. 

I particularly appreciate your suggestion for the creation 
of a Presidential commission to study a shift from treatment-based 
to prevention-based medicine, and I have circulated your letter for 
comment within my Administration. As you know, I remain committed to 
facilitating a more prevention-based health care system, which would 
both reduce skyrocketing costs and help to create a healthier 
population. 

As we work to advance the health and well-being of our citizens 
while preparing our nation for the challenges of the next century, 
I will certainly keep your words in mind. You have my best wishes. 

Sincerely, 

BC/SEM/JFB/JRS/lynn-ckb 
(3.haseltine.wa) 

cc: 
cc: 
cc: 

w/copy of incoming to 
w/copy of incoming to 
w/copy of incoming to 

(Corres. #2776347) 

~-::.~-~~-~-,~~~~~~i;~-·~~.~~ 
Chris Jennings, ODP 
Marilyn Yager, OPL 

' 
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TO: 

FROM: 

SUBJECT: 

24-Mar-1996 06:05pm 

Seth E. Masket 

Christopher C. Jennings 
Domestic Policy Council 

RE: Haseltine letter 

T H E P R E S I D E N T 

Seth, I would suggest that you do a general acknowledgment letter 
(as you proposed) with an emphasis on the importance of health 
care moving from a treatment to a preventive focus. 

Re his proposal for a Presidential Commission, I think we should 
get the comments of (and hopefully investment in) of HHS -- NIH, 
HCFA, ASPE, ACHPR, PHS in particular about the idea. We could say 
in the POTUS response that the President is circulating his idea 
for comment within the Administration. 

I want to go this route b/c I think we should first learn what we 
have done, are doing, and are planning before pushing too quickly 
on a new Prez Commission. However, I bet we could get some strong 
interest in it if nothing else is going on. We should also enlist 
the Vice President's office as well as OSTP. (They love this 
stuff, and particularly the people suggesting it.) 

If Jen is interested in following through with this, I think it 
would be great. (She knows this stuff well and is well connected 
to make something happen.) If you need my help, call or write me 
back ... 

cj 



E X E C U T I V E 0 F F I C E 0 F T H E P R E S I D E N T 

25-Mar-1996 11:14am 

TO: Jennifer L. Klein 

FROM: Seth E. Masket 
Presidential Correspondence 

SUBJECT: Chris' response 

Jen, as you can see, Chris wants us to do some serious circulation 
of Haseltine's proposal. I can get a response out pretty quickly. 
Do you want to start forwarding this idea around, or do you want 
to wait until the response letter has been signed? 

-Seth 



Human Genome Sciences, Inc. 
94 1 0 Key West Avenue 

Rockville. MD 20850 

13011251-6000 Fax 130«1 309-8513 

Internet E-mail: 

Will1am_Hasett1ne@hgs1 com 

Burden Center for the Aging 

Remarks 

William A. Haseltine, Ph.D. 
Chairman and CEO 

Human Genome Sciences 

November 27, 1995 



The White House 
Offtce of Presidential Letters and Messages 

Facsimile from Seth Masket 
Voice: (202) 4S6-SS14; FAX: (202) 456-2806 

No. of Pages (including cover): 

To: ---T E..av fC t.. ,;- / IV 

Voice: 6' .2..~/9 

:Z Date:_~~~4---+' ,/,~(;;;;....._ ____ _ 
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President William J. Clinton 
The While Huu)C 
1600 Pennsylvania Avenue 
Washington, D.C. 20500 

Dear Mr. President: 

' 

Hwrmin Genurrl9 hlence•1 Inc. 
9410 Key West Avenue 
noekville, MD ii:0050 
!301) 251·6000 Fax r301l 309-85,3 
lniornot ; mail: 
WH11arru·1ase~lnl9@ngsi.com 

It was a very special p!._ivilege !2_f.1_!e_t_with y~u ~c:r..brenkfast to discuss a broad 
range. of economic and pOiitical issues with other buBlness leaders. 

To follow-up our rlim1~sion: 

FEDERAL SUPPORT FOR BIOMEDICAL RESEARCH 

Federal support of medical rcsc:cm:h - now $2 billion directly to NIH. and 
Qpproximately $10 billion to universities via NIB· has su·ong publk illld bipartisan support. It 
is a prototypical ex'1mple of "good government". 

Federal support biomedical research ought to be highlighted o.s nn example of what 
gnnrl government ~ould do. 

BIOTECHNOLOGY: TECHNOI .OGY TKANS•'ER 

The: U.S. i;s the world's leader in biotechnology, the !!eed ht-Jf of t\inlre me.dical 
advances - so much so Lhal 111.sL week 350 European business and phannaceutical execnt:ivl!'\s 
met to discuss how they might overcome whal Lhcy vic:w 11.s the insurmountable lead the U.S. 
is building. Federal funding of medical research creates luiowlcu~c useful for the 
development of new drugs. However, new knowledge doea not automatically lnm:1late tu 
new products. New products are created by the private sector, both biotechnology and 
phannaceutical companies. Despite the by Dole-Bush Act end other laws and directives 
intenrlerl tn facrntate the transfer of government sponsored research to the privo.te sector, 
serious problems remain. Tn fact, my own experience is that Nili officials often seem to 
impede deliberately such ttansfer. A commission tn examinf. btotechnology transfer issues 
would be useful. 
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HGS 
Page 2 of 2 

FDA REFORM 

Continued FDA reform - the liitest FDA revision on biologicals is a good first step -
is needed. 

PRF.VF.NTTON ltASl!:U MEDICINE 

A shift from tteatment based to prevention bal\ed me.dicine is possible based on 
tadvances in understanding of human 2enes. I believe that such a shift will dramatically 
reduce heallh can: 1.:usts. Prevention based medicine is the foundation to a solution to the 
healthca.R dilcmuna. Unfortunately, we do nul hii.ve the institutional structures that are needed 
to facilitate such a shift. Indeed, our institutions arc now su11ctured so as Lo inhibit the 
introduction of preventive medicine. For example, costs of diagnostic tests and treatments 
that prevent serious diseases from occurring 10 to 20 years out, iire not reimbursed. Current 
reimbursements limit treatments that demonstrate efficacy within a three year horizon, a.t 
most 

The U.S. does not have strong protection for genetic ;nformation. Such protection of 
genetic privacy is necessary before 2ene based predictive medicine!! are wirlely arlapt.ed. Our 
hospitals Ille liil~cly treatment and not prevention oriented. A Presidential commission to 
studi.~~~111!!..!!1.~~.r lnstilut~~r.!Ul~t;::S~.Jt.a.lru:lll.l&tc.JhuJIJA.fram rrwrn~----

pTeYention bueit rDijlfE'WOJ!!O~!~~!!!lr _ -' 
Once again thank you very much for the opportunity to share ideas with you. 

I am enclosing a speech I gave on the occasion of receiving an award for 
C.ontributions t.o the Aging by the Burden Center for the Aging. The speech highlights my ( ( 
view of the impact of the underdanning human genes on the future of me.dicine. 

WH/c11:.h 

Em;losurcs 

cc: Secretary Donna Shalala • DIIlIS 
Susan M. Charlton - ONC 
Don Fowler - DNC 

Sincerely yours. 

~/ 
William A. Haseltine, Ph.D. 
Cho.irmlln of the Bollfd and 
Chief Executive Officer 
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Human Qeneme lolenoe11 lno. 
9410 KAy WA~t AvAl'llJll 

Roc~"Vllie, MO 20900 

(301) 251-6000 Fax 1301) 309-8513 
ll'ltOrl'ICt Ei rnail: 

w1111arn..t-1aee1~nei11hgsi.com 

Burden Center for the Aging 

Retnark.'i 

William A. Haseltine, Ph.D. 
Chairman and CEO 

Human Genome Sciences 

November 27, 1995 



Good Evening. I would like to thank the Burden Center for the Aging for 

their recognition. I am pleased to accept this honor on beholf of my colleagues 

e.t Human Genome Sciences who have worked 10 hard with me to make our 

tlreiam Cl rcCllity. It is also a il'eat honor to share your recognition with fnrmer 

First Lady Nancy Reagan fur her outstllnding contributions to our understanding 

of the problem of Alzheimer's disease. 

I'd also like to take this opportunity to survey briefly what I foresee as the 

future of medicine -- a future that i!l fast approaching -- a future based on a deep 

understandin& of our 2enes. 

LcL me begin by surrunarizing our recent proifeSs in learning about our 

genes, the inherited instructions that mile us whaL we arc. 

FIRST -- Using arrays of laboratoty robots and sophisticated computers, we have 

identified virtually all the human genes. 

SECOND •• We have determined wh1ch of those genes are used to build and maintain 

the normal funcdons for our normal oraans. tissues, and cell~. 

THIRD -- We have begun a systematic study of d1an,gcs tlui.t o~~ur in gene usage in 

disease. Modem science has taught us that the root cause of disease is a change 

in our genei. 

FINALLY -- We have begun to determine how our genes are used to construct our 

bodies. from a single fertilized Cii to a mature adult. The infnnnation in our 

genes is used to build our bodies, and iL is my belief that this information can be 

usod to rebuild damaged and Qging tissues. 



The impact of this change will be far more profound than substitution of 

one type of medication for another. Genetic me.clicine will alter our individual 

eApcricm;c with health care. 

Today, in most cases, disease i~ dill~nuscd ii.ft.er illness has occurred. Too 

often today, the symptoms but not the underlying cause of the disease arc treated. 

Gene-based medicine will change this picture. The text of our genes will 

be read and used to predkt ;nhmtf'~ diseHes be.fore. they occur. Such predictions 

will be followed by our ability to prevent the serious consequences of the rl;s.ease. 

For example, last ycai· we al Hwmm Oenumc S<.:icn~cs discovered three genes that 

predict, with 90% certitude, the onset of colon, ovarian, and endomctrial cancer 

in people over SO. This problem affects 1 in 200 Americans. Early detection of 

these cancers, followed by surgery, is life. saving. 

Diseases will be detected early on before symptoms appear. Prechctanle 

changes in Lhe paLLcrn of genes in a tissue can predict disease. Such chanaes can 

be detected in time to avoid the disease altogether. 

Knowledge of our genes is speeding the development of new treatments. 

The entire encyclopedia of life can now be reaci. 

At Human Genome Sdence~, we together with our partners, have initiated 

uvcr 400 new studies directed to creatini tteaunems for hith.eno intractable 

diseases. Some of these will result ln new dn~gs, sui;h "~ the one desmbed in the 

Friday, November 24th issue The W@ Street Journal for the treatment of 

osteoporosis and atherosclerosis. 

3 



For others, the gene iL~lf and its natural products will be the drugs 

themselves. Use of such medication offers the hope of eliminating the root c11use 

of many diseases. 

And finally medicine will, at last, provide true cures. Damage to our 

tissues will be repaired by regeneration and regrowth. The !ill.me genes used to 

cre11te our tissues will be used to regrow and repair damaged organ5 and tissues. 

Let me end on a note of caution. All that I describe is possible. It can 

happen. lim such progress is not inevitable. Each of us must work, as best we 

can, to make sure that the research environment and the health care ~y~tem is 

receptive to these 1.";hangcs thil.t prombc so much. 

I'd like to close by thanking my wife, Oal.c Hayman, fo1· hCl· suppon and 

cheerful sood will over the past several yeo.rs 11s I moved from the comfortable 

Ufe ot· a Harvard professor to the much more demanding role of scientist­

bUsinessman. and for her help in organizing this splenctict evening. 

Thank. yuu. 

4 

------H-•O•o•oo 
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DaAJ'T l:IAT• / LBT~Bll DAT•• Kar ll 1996 I COJUlBl~OJrDBJICB 11 2775347 

CLDJl W%'1'BI DCCI 

amum•~OBDJIRC• al)DlUISl•D ~01 
William A. Haaaltina, Ph.D. 
Chairman ot the Board and 
ltxocutiv• Off icar 
HWDan Genome Sciancas, Inc. 
9410 Key Wa•t Avenue 
Rockville, Maryland 20850 

Dear Bill: 

Cbi•t 

CCI FWD.W/COPY OP IMC.TO: 
JeJUlifer Klein, WW 
FWD.W/COPY OP INC.TO= 
OSTP 
FWl).W/CQPY· 01" INC.TO: 
Maril~a;er, OPL 

:i~~ ~-·'· ,,: ~~~/BSCL08uaBl/~·'CS%ar.ZJf81!1lt 
.,. '"_'.~f,' 

Thank you for wr1~1nq ~o expre11 your prioriti•• regarding federal 

••dical and taohnologioal axponditur••· I enjoyed disousainq th•c• 

aubjecta with you recently, end I'• 9lad you took the tim• to follow 

up with me. A9 we work to advance th• health and well-beinw of our 

c1t11ena Vhil• prapar1nq our nation tor the challenqas or th• next 

c•ntury, I will certainly keep your perapective in mind. 

Thank you tor ta~inq the time to write. 
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To: Jenn.ifer Klein 

Fa~#: (202) 456-2878 

Subject: Attached letters 
·------Date: May 9, 1996 

Pages: 3~ including this cover sheet. 

COMMENTS: 

J 
·- . 

HHS ASPE/HP 

...... FAX 

From the desk of ... 

Diane Jonas 
Secretal'i to Dr. William F. Raub 

Office of Science Policy, OSASPE, DHHS 
200 Independence Avenue, S.W. 

Washington, D.C. 

(202) 690-5874 
Fax: (202) 401·7321 

!l1001 
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HGS 

Mr. Donald L. Fowler 
National Chair 
Democratic National Committee 
430 South Capitol Street, S.E. 
Washington, D.C. 20003 

Dear Don: 

HHS ASPE/HP 

April 5, 1996 

ttuman Genome Sciences, Inc. 
941 O Key West Avenue 

R~lle, MO 20850 
1301)251·5000 Fax(301)30Q-85i3 
Internet E-mall: 

Wlll1BTT1..Has11t1nl@l'lgSi.com 

Thanks once again for your follow-up on the proposed presidential commission. 
Enclosed please find a copy of the President's letter to me on this subject 

WH/csh 

Vcc: Secretary D. Shalala 

Sincerely yours, 

William A. Haseltine, Ph.D. 
Chairman of the Board and 
Chief Executive Officer 

Ill 002 
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THE WHITE HOUSE 

April 2, 1996 

William A. Haseltine, Ph.D. 
Chairman of the Board and 

Chief Executive Officer 
Human Genome Sciences, Inc. 
9410 Key West Avenue 
Rockville, Maryland 20SSO 

Dear Bill:· 

WASHINCTON 

• 

Thank you for sharing your priorities regarding federal medical 
and technological expenditures. I enjoyed discussing these subjects 
with you, and I'm glad you took the time to follow up with me. 

I particularly appreciate your suggestion for the creation 
of a Presidential commission to study a shift from treatment-based 
to prevention-based medicine, and I have circulated your letter for 
comment within my Administration. As you know, I remain committed to 
facilitating a more prevention-based health care system, which would 
both reduce skyrocketing costs and help to creaLe a healthier 
populat.ion. 

As we work to advance the health and well-being of our citizens 
while preparing our nation for the challenges of the next century, 
I will certainly keep your words in mind. You have my best wishes. 

Sincerely, 



'06<1'"'196 19:10 '6'202 401 7321 HHS ASPEIHP 
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FAX TRANSMITTAL SHEET 

DATE: 12 JUNE 1996 

TO: JENNIFER KLEIN 

ORGANIZATION: EOP 

VOICE: 202/456-2599 

FAX: 202/456-2878 

FROM: BILL RAUB 

ORGANIZATION: DEPARTMENT OF HEALTH 
AND HUMAN SERVICES 

VOICE: 202/690-5874 

FAX: 202/401··7321 

EMAIL: wraub@osaspe.dhhs.gov 

NUMBER OP PAGES FOLLOWING: 4 

MESSAGE: PER CONVERSATION 

@001 
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Office of the Secretary t'"'4. DEPARTMENT OF HEALTH a. HUMAN SERVICES 

i'-.... ~ 
Washington, D.C. 20201 

June 12, 1996 

NOTE TO JENNIFER KLEIN 
SPECIAL ASSISTAN"T TO THE PRESIDENT, EOP 

FROM HILL RAUB, SCIENCE ADVISOR, OASPE 

SUBJECT: 
... 

LETTER FROM DR. WILLIAM HAZELTINE 

In response to your request, I am pleased to provide comments 
reloted to the issues raised by William A. Hazeltine, Ph.D. of 
Human Genome Scitmces, Inc. in his January 29, 1996 letter to 
President Cl).nton. The comments below a r:e a distillate of t.he 
views of pertinent senior staff of the DHHS. 

1. Federal Support for Biomedical Research 

Dr. Hazeltine cite~ public sponsorship of biomedical research as 
an example of "good government". We u.gree. More important, the 
President consistently has accorded high priority to biomedical 
research -- e.g., through a succession of very favorable budget 
requests for the National Institutes of Health (NIH) . 

2. Biotechnology: Technology Transfer 

Dr. Hazeltine is correct about th@ social and economic importance 
of biotechnology and the need for continuing attention to 
technology transfer. Again, it already is a high priority for 
the Administration. Dr. Hazeltine's apparently critical view of 
the NIH track record in regard to technology transfer is not 
widely shared. On the contrary, NIH almost invariably is 
heralded not only for the seminal research it funds but also for 
its leadership in technology transfer~ One cannot overstaLe the 
role of NIH in creating and expanding the knowledge base that 
fuels the biotechnology industry. 

3. FDA reform 

Dr. Hazeltine supports current efforts as ua good first stepu .. 
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4. Prevention-based medicine 

Dr. Hazeltine's comments focus on only a small part of what 
normally is included under the rubric "di.sease prevention". He 
is referring specifically to broader use of genetic testing and 
gene therapy for what, strictly speaking, is called "secondary· 
prevention" (i.e., intervening to slow or arrest the course of a 
disease once it has been discovered) rather than "primary 
prevention" (i.e., reducing or eliminating the risks of the 
disease arising in the firsc place) . He also refsrs 
appropriately to the critically important social issue regarding 
the privacy of genetic information. 

I have discussed the notion of creating a Presidential commission 
to focus on this area with other pertinent senior officials of 
DHHS, including the Director of the NIH and the Assistant 
Secretary for Health. None of us believe that such a commission 
either is necessary or desirable. The issues associated with 
gene therapy recently were examined thoroughly by an NIH advisory 
group. The issues associated with genetic testing currently are 
the primary focus of a broadly representative Task Force on 
Genetic Testing, est~blished jointly by the NIH and the 
Department of Energy. 

1.ooking to the longer term, my colleagues and I share Dr. 
Hazeltine's view that molecular genetics has much to offer 
prevention-based medicine. This prospect already is being 
addressed by an interagency Committee under the auspices of the 
National Science and Technology Council. Further emphas:i.s 
through the Council and its participating agencies seems the most 
appropriate course. The accompanying draft letter to Dr. 
Hazeltine develops this point in more detail. 

I hope this information is helpful to you. If I can be of 
further assistance, please call (202/690-5874) . 

~OOJ 
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Draft letter to Bill Hazeltine from EOP 

This is in follow up to your correspondence with President 
Clinton earlier this year regarding prevention-based medicine. 

Preventing disease and disability is a high priority for the 
Administration. All of the health-oriented agencies of the 
Executive Brau~h are making major contributions toward this end -
- e.g., by promoting healthy life-styles, by reducing risks to 
public health, and by developing diagnostic techniques and 
therapeutic interventions to help health-care providers arrest' or 
retard the progression of illness. Initiative$ now include such 
wide-ranging activities as those related to tobacco and children, 
immunization, dictar~ guidelines, the Surgeon General's ~eport on 
Physical Act.ivity and Health, and preyention of infection with 
human immunodeficiency virus. Moreover, thanks in large part to 
the Human Genome Project of the National Institutes of Health and 
the Department of Energy / the concepts a11d methods of molecu.lar 
genetics are attracting ever-increasing interest because of their 
potential to make vircually every one of Lhese approaches more 
effective. 

My colleagues and I share you~ enthusiasm about the prospect.s and 
challenges of prevention-based medicine and believe they are 
being ~ddressed effectively through existing mechanisms. The 
principal interagency forum for fostering both prevention-related 
research and practical applications of its results is the 
Committee on Health, Safety, and Food (CHSF) of the National 
Science and Technology Council. The CHSU co-chairs are Dr. . 
Ernest Moniz, Associate Director for Science within the Offic~ of 
Science and Technology Policy, Executive Office of the President, 
and Dr. Philip Lee, Assistant Secretary for Health wit.hin- the 
Department of Health and Human Services. 

Earlier this year, in its report "Meeting the Challenge: A 
Research Agenda for America's H~alth, Safety, and Food", the CHSF 
explicitly identified the promise of molecular genetics. For 
example, the report called for expanded efforts with respect to 
those diseases for which molecular genetics might provide 
invaluable insights about both predisposition and disease 
mechanisms and thereby open new oppor~unities for the development 
of dietary regimens that reduce risk .. During the coming year. 
the CHSF and it6 member agencies undoubtedly will go fu~ther 
e.g., exploring with the relevant scientific and clinical 
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communities how molecular genetics might improve clinical 
preventive services and promote their wider adoption across the 
.iational health-: care community. 

Thank you for highlighting this important area of biotechnology 
resea:r.ch and applications. We look forward to your continued 
counsel and contributions to the national effort. 

WFRaub, DH.HS 06VI96 

141005 
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June 13, 1996 

NOTE TO JENNIFER KLEIN 
SPECIAL ASSISTANT TO THE PRESIDENT, EOP 

FROM BILL RAUB 
SCIENCE ADVISOR, OASPE, OHHS 

SUBJECT: SUPPLEMENTAL MATERIAL RE DR. HAZELTINE'S LETTER 

As requested, I am providing the following additional details: 

f:j)A Reform 

As part of Administration-wide efforts to "reinvent government", 
FDA has taken the initiative to streamline Lhe premarket-review 
procedures affecting therapeutic biotechnology products -- i.e., 
drugs produced with the use of genetically engineered 
microorganisms. In particular, earlier this year, FDA sought 
.::··blic: comm~nt on a regulatory proposal that would enable its 
staff to review \\well-characterized" therapeutic products of 
biote~hnology as "drugs" rather than "biologics" (e.g., 
vaccines), which necessarily require more complex assessment 
procedures both before a.nd after the agent is approved for 
marl,et. Siotech.11ology has advanced to a poi11t where many 
products are as well characterized chemically and physically as. 
those produced by synthetic chemists. By recognizing this, FDA 
is moving to spa~e the industry and itself unnecessary premarket­
and post.markeL-rc:view steps without compromising its judgements 
about safety and efficacy of ne~ therapeutic products of 
biotechnology. 

•rechnology Trnnsfer 

Three measures of the effectiveness of the NIH in this area are 
(1) the number of Cooperative Research and Development Agreements 
(CRADAs) with commercial organizations, {2) the number of 
licenses on its inventions -- thereby enabling commercialization, 
and (3) the royalties received from licensed inven~ions -- an 
indicator of the degree of success in commercialization. As 
indicated by the first two accompanying graphs, NIH has executed 
269 CRADAs and 713 licenses, respectively, since 1985. Moreover, 
as indicated by the third accompanying graph, the royalties 
received from HHS inventions (mostly NIH) account for 75% of the 
royalties received by all other USG agencies combined. 

~002 



HHS Technotogy Transfer Activities 
HHS Exscuted' CAADAs FV85 FY 86 FV87 FY 88 FV 89 FYOO FY91 FY92 FY a3 F"{ 94 

CDC 0 0 0 6 G 7 11 11 8 9 

FDA 0 0 c 0 , E 6 0 2 2 

NIH 1 4 10 20 42 32 28 30 4t :u 
TOT Al HHS Exect1ted CAADAs I 4 10 2e 47 1,1, 43 41 51 42 

•Executed means CR1'D.-.& ac'lualty aigr.ed by bo'h NIH and fie collaborator. The &Kecutlon date ls the date cf lhe last signature. 
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HHS FY 94 Royalties 

Department of Commerce Figures, FV 94 Royalties 

HHS $1-8.7M 76% 
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