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TO: 

FROM: 

OMB CONTACT: 

SUBJECT: 

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503-0001 

Thursday, February 5, 1998 

LEGISLATIVE REFERRAL MEMORANDUM 

Jison Officer - See Distribution bolow 

Foragren (for) Assistant Director for Legislative Reference 
Robert J . Pellicci 
PHONE: (202)395-4871 FAX: (202)395-6148 

Statement of Administration Policy on S1601 Human Cloning Prohibition 
Act 

DEADLINE: 10:00 a.m. Friday, February 6, 1998 

In accordance wi th OMB Circular A-19, OMB requests the views of your agency on the above 
subject before advising on its relationship to the program of the President. Please advise us if this 
item wi l l af fect direct spending or receipts for purposes of the "Pay-As-You-Go" provisions of Title 
XIII of the Omnibus Budget Reconciliation Act of 1990. 

COMMENTS: REVISED Statement of Administration Policy • incorporates changes received to date 
and has been reviewed and approved by HHS. HHS advises that the SAP should ba held pending 
tonight 's meeting on the cloning ban bill. 
DISTRIBUTION LIST 

AGENCIES: 
Executive Off ice of the President EOP Review Only See Distribution -

EOP: 
KAGAN_E 
Thomas L. Freedman 
Jerold R, Mande 
JENNINGS_C 
Joshua Gotbaum 
Rachel E. Levinson 
Robert G. Damus 
Allison H. Eydt 
Donald H. Gips 
Barry T. Clendenin 
Richard J . Turman 
Willi.im P. Marshall 
Alice E. Shuffield 
James C. Murr 
Janet R. Forsgren 
Ellen J . Balis 
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LRM ID: RJP187 SUBJECT: Statement of Administration Policy on SI 601 Human Cloning 
Prohibition Act 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEMORANDUM 

If your response to this request for views is short (e.g., concur/no common!), we prefer that you respond by 
e-mail or by faxing us this response sheet. If tho rosponss la short and you prefer to call, please call the 
branch-wide line shown below (NOT the analyst's line) to leave a message with a legislative assistant. 

You may also respond by: 
(1) calling the analyst/attorney's direct line (you will be connected to voice mail if the analyst does not 

answer); or 
(2) sending us a memo or letter 

Please Include the LRM number shown above, and tho subject shown below, 

TO: Robert J . Pellicci Phone: 395-4871 Fax: 395-6148 
Office of Managomont and Budget 
Branch-Wide Line (to reach legislative assistant): 395-7362 

FROM: (Date) 

(Name) 

(Agency) 

(Telephone) 

The following is the response of our agency to your request for views on the above-captioned subject: 

Concur 

No Objection 

No Comment 

See proposed edits on pages 

Other: 

FAX RETURN of pages, attached to this response sheet 
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DRAFT - IVOT FOR RET.F.ASF 

Tebrxiary 5, 1998 
(Senate) 

S. 1601 - Human Cloning Prohibition Act 
(Sen. Lott (R) MS) 

On June 9, 1997, the President transmitted to Congress legislation making it illegal for anyone to 
clone a human being. The President bcUeves that using somatic cell nuclear transfer cloning 
techniques to clone a human being is untested, unsafe, and morally unacceptable. The 
Admini.stration, however, believes S. 1601 poses a significant throat to important biomedical 
research and, therefore, has concerns regarding passage of the bill in its current form. The 
Administration looks forward to working with the Congress to address these concerns. 
Specifically, the Adniinistralion supports amendments to S. 1601 lhat would: 

- Include a five year sunset on the prohibition on human somatic cell miclcar transfer 
technology. The sunset provision ensures a continuing examination of the risks and 
benefits of this technology, while being free from the worry that someone will use it 
prematurely. 

" Permit somatic cell nuclear transfer using himian cells for the purpose of developing 
stem cell (unspecialized cells capable of giving rise lo specific cells and tissue) 
teclinology to treat or diagnose deadly or disabling diseases and other medical 
conditions, including the treatment of cancer, diabetes, genelic diseases, .and spinal cord 
injuries and for basic research lhat could lead to such treatments. 

- Repeal the bill's criminal penalties and instead make any property, real or personal, 
derived from or used to commit violations ofthe Act subject to forfeiture to the United 
States. 

- Repeal the bill's provisions establishing a new Commission to Promote a National 
l^ialogue on Bioethics. The new Commission would unnecessarily duplicate the mission 
ofthe President's National Bioethics Advisory Commission. 

The President's proposal, which in many ways is reflected in S. 1602 sponsored by Senators 
Feinstein and Kcimedy, would prohibit any attempt to create a human being using somatic cell 
nuclear transfer, provide for further review ofthe ethical and scientific issues associated with the 
use of somatic cell nuclear transfer, and protect important biomedical research. 

20-d 200'ON 2T:ZT 85.SO a3J 81/19-562-203:01 
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LRMID:RJP199 
EXECUTIVE OFFICE OF THE PRESIDENT 

OFFICE OF MANAGEMENT AND BUDGET 
Washington, D.C. 20503-0001 

Friday, February 20. 1998 

LEGISUTIVE REFERRAL MEMORANDUM 

TO: .Legislative Liaison Officer - See Distribution below 

f33^e^. Forlgren^^orf FROM: yjdnefn. Forkgrenffor) Assistant Director for Legislative Reference 
OMB CONTACT: Robert J . Pellicci 

PHONE: (202)395-4871 FAX: (202)395-6148 
SUBJECT: HHS Report on FDA's Jurisdiction over human cloning activities 

DEADLINE: NOON Monday. February 23. 1998 

• 
In accordance with OMB Circular A-19, OMB requests the views of your agency on the above 
subject before advising on Its relationship to the program of the President. Please advise us If this 
Item will affect direct spending or receipts for purposes of the "Pay-As-You-Go" provisions of Title 
XIII of the Omnibus Budget Reconciliation Act of 1990. 

COMMENTS: The attached document would be provided to congressional staff upon request. 
CLOSE HOLD OF DOCUMENT IS NECESSARY. 

DISTRIBUTION LIST 

AGENCIES: 
61-JUSTICE - Andrew Fois - (202) 614-2141 

95-Office of Science and Technology Policy • Jeff Smith - (202) 456-6047 

EOP: 
Joshua Gotbaum 
KAGAN_E 
Thomas L. Freedman 
Jerold R. Mande 
JENNINGS_C 
Sarah A. BianchI 
Rachel E. Levinson 
Wendy A. Taylor 
Donald H. Gips 
Toby Donenfeld 
Barry T. Clendenin 
Richard J . Turman 
Robert G. Damus 
William P. Marshall 
James C. Murr 
Janet R. Forsgren 
OMB LA 



LRM I D : R J P 1 9 9 SUBJECT: HHS Report on FDA's jurisdiction over human cloning activities 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEMORANDUM 

If your response to this request for views Is short (•.g., concur/no comment), we prefer that you respond by 
e-mail or by faxing us tW« rsBponse shest. If the response Is short and you prefer to call, please cell the 
branch-wide line shown below (NOT tha analyst's Hne) to leave a message with a legislative assistant. 

You may also respond by: 
(1) earnng the enslyst/attomey's direct line (you will be connected to voice mell If the analyst does not 

answer); or 
(2) sending us a memo or letter 

Please Include the LRM number shown ebove, end the subject shown below. 

TO: Robert J . Pellicci Phone: 395-4871 Fax: 395-6148 
Office of Menagement and Budget 
Branch-Wide Line (to resch legislative assistant): 395-7362 

FROM: (Osts) 

(Name) 

(Agency) 

(Telephone) 

The following Is the response of our agency to your request for views on the above-ceptloned subject: 

Concur 

No Objection 

_____ No Comment 

_____ See proposed edits on peges 

Other: 

FAX RETURN of pages, ettached to this response sheet 
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FDA'« Jurisdiction Over Human Clonlr̂ g Activities 

This statement eddresees FDA'a jurisdiction over human clonino 
activities. FDA'a jurisdiction over products used in cloning activities 
derives from the biological products provisions of the Public Health 
service Act (PHS Act} and the drug provisions of the Federal rood, 
Drug and Cosmetic Act (FD&C Act).̂  

I. Bookground 

The term clone means a precise copy of a molecule, cell, or 
individual plant or animal. Natlonai Bioethics Advisory Commission, 
Clonino Human Beings: neport and f̂ acommentfat/ons of the National 
Bioethics Advl&ory Commission (NBAC Report) app. 1 (June 1987). In 
the peat year, the Issue of cloning has received much media ettentlon. 
In March of 1887, Scottish researchers announced that they had cloned 
an adult ahoep. The roaearchers removed an egg from a female sheep 
and replaced tho nucleus of the egg with the nucleus from a somatic 
cell' from another adult sheep. They used electrical pulses to introduce 
the new nucleus Into Urn egg end to cause the celle to divide. The 
researchers then implanted the manipulated egg into the uterus of a 
female sheep, reeultlng In the birth of a cloned aheep. The technique 
that resulted in the cloned sheep is referred to ea somatic celt nuclear 
transfer. 

Following the announcement of the cloned sheep. President 
Clinton directed that federal funds should not be used for cloning a 

T̂he tnecLical dttvloi provlBlons ot t̂ be FD&C ACC alee apply t:o 
some produett uaad in human cloning aatlvitleB but are not 
tiificuBsed ia this statement. 

'A aomatio ooll ia a cell oC an etnbryo, Cotua, obi;.d, or 
adult not dafitined to become a apertn or egg ce l l . IJIAC Report 
app.3. 
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human being. Beceuse the prohibition on the use of federal funds for 
human cloning did not extend to non-federatiy funded resesrch, 
President Clinton astced for a voluntary moratorium on human cloning 
by privately funded researchers. He also asked the N( tional Bioethics 
Advlaory Commtasion (NBAC) to eddress the legal and ethical iseues 
raised by cloning and to submit a report to him. in its June 1987 
report, the NBAC concluded that "st this time it is moially unacceptable 
for anyone In the public or private sector, whether In i research or a 
clinical setting, to attempt to create a child using som itic cell nuclear 
transfer cloning.' NBAC Report at iii. 

For purposes of this stetement, the egency assu ties that the 
technique used to clone e human being would be somatic cell nuclear 
transfer. The olonlng process to oreste a human bolnd would be similar 
to that used to create the cloned sheep discussed above in that the 
process would invoive the transfer of a cell nucleus from e somBtlc cell 
of a human being Into an egg from which the nucleus has been 
removed. The resulting celt (sometlc cell clone) produced for the 
purpose of cresting e cloned human being is a produĉ  subject to 
regulation by FDA. 

II. l̂ gal Authority 

PDA hes the authority to regulate numerous medical products, 
more fully 
cellular product 

products In the 

including biological products snd drugs. As discussed 
below, the cellular product and the components of the 
used In cloning fall within the dsflnitlons of biologicsl 
PHS Act end drug in tho FD&C Aot.' A product may be both a 
biological product and a drug. Sfifl Cftllise v. United Statea, 217 P. 
Supp. 70S, 709 (S.D.N.Y. ig62). The conoiusion thit FDA hes 
jurisdiction over somatic call clones under the PHS Acc and tha FD&C 
Act is consistent with the statutory purpose of public health protection. 
Courts have recognl/ed that remedial atatutes, such at the FD&C Act 

'Dapanding on the opeolflo faota oi any fllonjlns 
tbara may be additional raavona why particular 
olonaa t«ould be blologrioal azvd drug produeto. 

ocmabl 

•a-

preaecc, 
es col l 
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and the PHS Aot, are to be ilbsreily oonstrued eonsistent with their 
public health purpose. Sea umtad Ststas v. An Artlete of Pruo ... 
RaMn.lJnlrit«W, 394 U.S. 784 (1969); iJoU.rf gt.taa 1 oriin. No. CV 
96-4283 SVW (CD. Ca. Oct. 17, 1997). 

A. A Somatie Cell Clone Is a Biological Product ^ 

PDA reguletes blotogiosi products under seotion 361 of the PHS 
Act. 42 U.S.C. 9 262. That aecHon applies to 'any virua, therapeutic 
ssrum, toxin, antitoxin, vaeeins, blood, blood component or derivative, 
allergenic product, or analogous product, or araphenaiinlne or its 
derivatives (or any other trivalent organic arsenic compound), 
applicable to the prevention, treatment or cure of disesses or injuries of 
man..." Id. Section 123(d) of the Food and Drug Adrr inlstration 
Modernization Aot of 1997 (FDA Modernization Aet) i menda the PHS 
Act by including within ths definition of bloiogicel products 'conditions' 
as well as diseases. 42 U.S.C. f 262(1) (effeotive Februsry 18.1998). 

1. A Somatic Ceil Clone Is Applicable to e Dissase 
or Condition of Human Beings 

Aa aet forth in the PHS Act, e biological product Is subject to 
regulation if it is 'sppiioable to the prevention, trootmcint, or oure of e 
disease or condition of human beings.* 42 U.S.C. 8 262(1} (effective 
Feb. 19, 1998). A somstle cell clone used to create i cloned human 
being for an Infertile individual is s product applicable co the treatment 
of infertility. Likewlss, s somatic ceil clone used to create a cloned 
human being to avoid transmission of a genetic dlsee«e from a 
prospective parent is e product applicable to the preve ntion of that 
genetic disease In the oloned humen being. In additio i« significant 
safety questions heve been raised regarding whether ihe cioning 
process will produce a heelthy human being who will develop normeily. 
For exemple, the cloned human bsing might have defc cts from the 
donor or during development, such ss genetic, bioohejnloal, or cellular 
defects. 

-3 ' 
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2. A Sometic Cell Clone Is An Anslogous Prodi 
PHS Act 

ot Under the 

A eomatlo oetl clone la not one of the specifIcell i listed products in 
aecTion 351 of the PHS Act. It is, however, an 'analogous product" 
under the PHS Aet and thus fslls within the scope of this section. 

The term "analogous" Is defined ss "rsssmbiing or similar In acme 
reapecte/ as In function or appearanca, but not In origin or 
development." Doriand's Medical Dictionary 78(25th ed. 1974). A 
somstic cell clone hes slmllerlties in composition and function with 

analogous tn 
cells ere slmliarlv 

blood end blood components. A somatic cell clone is 
white blood cells, a oomponont of blood, in that both 
composed because they are somatic cells that contairj a nucleus. A 
somatic cell clone Is also lllce biood and blood oomporjents in that they 
contain cellular elements derived from a living human 
applicable to diseasss or conditions of human beings. 

being and are 

A aomatic ceil clone also is analogous to a toxin 
those terms ers described in FDA reguistions.* The 
Unltad Stataa v. Loran. No. CV 96-4283 SVW (CD. 
supports such a determination. In Jjuan, the court 
cell product consisting of neonatal rabbit and human 
for the treatment of diabetes was en analogous produlct 
Act. The court noted that the govsrnment reesonablv 
PHS Act and concluded that ths cell product was a 
GIvsn the common festures between e sometlc cell 
naonetai rabbit and human ceils in loran. that decisioih 
dstsrminatlon that a somatic cell clone is en analogouji 
at 4-5, 11. 

B. A Somatic Cell Clone Is e Drug 

or enthoxin at 
recent docision in 

Oct. 17. 1997) 
eddrosacd whether e 

fetal cells Intended 
under the PHS 

construed the 
icel product, 
and the 

supports e 
product, toran 

bi 3logi 
cl sne 

to 
'A product Is analogous to a toxin or antitoxin 

intended, Irrespective or its Bouroa of origin, 
to the prevention, treatment, or cure of dieaaae 
man through a apeolfio innuna procesa." 21 CF. 
I 600.3(h)(S)(ili). 

•4-

•If 
be applicable or injuries of 
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Under the FD&C Aot, the term 'drug' is defined|as 'artiolee (other 
than food) Intended to affect the atructure or any funption of the body." 
21 U.S.C i 321(g)(1)(C). The term "drug* elso includes components of 
a drug. 21 U.S.C.S 321(g)(1)(D). As described above, a aomatic call 
clone Is a product intended to affect the structure or junction (including 
the diseases or conditions) of the cloned human being. The continued 
growth and development of tha cloned human being are the result of 

a eomatlc call 
the atructure or 

the maturation of the eomatio oeil oione. in addition, 
clone could be viewed as a product intsndsd to affec 
function of the woman into whose uterus the eomatî  oeil ie to be 
implanted. 

A product alao Is a 'drug" if it is "intended for ut e In the diegnosis, 
cure, mitigation, treatment, or prevention of disease in man or other 
animals." 21 U.S.C. S 321(g)(1)(B). A somatic cell c one used to 
create e cloned human being in order to avoid transm sslon of a genetic 
disesee from e prospsotlvs psront with ths dlssass w )uid bo on artloie 
Iniended to prevent the transmission of disssse to the cloned human 
being end thus would fall within this definition. A eomsttc ceil clone 
used with the intent to crests e cloned humsn being tor an infariile 
couple eiao could fall within this drug definition In thajt the product 
would be ueed to treat infertility. 

A somatic oeil oione also Is a 'new drug' under 
that It Is a drug that is not generally recognized by experts 
effective to oione human beings. 21 U.S.C. f 321(p) 
drugs may be mariceted. FDA review and approval era 
U.S.C i 366(a). 

III. Previoua PDA Quidenee on Cellular Products 

PDA has litued s number of documents in the past seversi yeara 
addressing products thet heve similar chsrecterlstics to a somatio call 
clone product. The agency'a notices on somstic cell ind gene therapy 
products end oeltuier end tissue-based products ere consistent with e 

he FD&C Act in 
as safe and 

Before new 
required. 21 
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determination that a aometio cell clone would fall within FDA'a 
jurisdiction. i 

A. Regulatory Approach to Somatic Call and Oene Therapy 
Producta 

Although aomatic ceil products are not spsclfic&lly listed in the 
statutory definition of biological product, FDA previously hes eteted that 
these products are biological products aubjact to regiilation under the 
PHS Act end drugs within the moaning of tho FD&C Act. In Its October 
1993 notice, FDA defined aomatic cell therapy produks as 'autologous 
(i.e., aeif), allogeneic (i.e., intre^species), cr xenogenwe (I.e., inter-
species) cells that have been propsgsted, expanded, selected, 
pharmacoioglceliy treated, or otherwise eltered In biological 
oharecteristics ex vivo to be administered to humans md applicable lu 
the prevention, treatment, cure, disonosls, or mitigatipn of disease or 
injuries." 68 Fed. Reg. 63248. 53246 (Oct. 14, 1983). The agancy 
adviaed persons interested in performing clinical inveitigatlons Involving 
these products thst FDA's regulations en investigational drugs end 
biological products apply, and that the products also ̂ re subject to The 
drug requirementa of the FD&C Act. 

B. FDA's Propossd Regulstory Approach for Ce iular and Tissue-
Based Products 

in March of 1997, FDA announced its proposed regulatory 
approach for cellular and tissue-baaed products. £ifl 32 Fed. Reg. 
9721 (March 4, 1887). A finding that a surnatic ceil slone is a 
biological product and e drug la consistent with the position taken by 
FDA In Its approach to cellular and tissue-based products. The 
reguietory approach addresses a wide range of produc ita auch aa akin, 
bone, end oornas$, eo well as somatic oelt thorepy producta end gene 
therapy products. Because a somstic cell clone Is a ekiluiar-baaed 
product, the reguietory approach would apply. 
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Under this regulatory approach, FDA announced thet It was 
planning to take a tiered approach to the reguletion of cellular and 
tlesue-based products, imposing requirementa to the extent neceeaary 
to proteot the publio heelth. For acme producta, FDA 
only requlremente reiated to the prevention of commijnlcBble diseases. 
For products raising additional public health concarna 
that undergo more then minimal manipuleliun or that 

would Impoae 

auch aa products 
lave B eyatemic 

that have a 
tissues discussed 

effect on the body, premerket review end epproval w auld ba needed. 

In the regulatory approach. FDA addressed reproductive tiasues 
and noted thet auoh tissues have a long history of us 9 in the medlcsi 
oommunity. FDA also rscognlzed thet such tissues ri ise a number of 
less substsntisi Issues thsn thoss rsissd by othsr tissues that have a 
systemic effect on the body. As a result, FDA atated that such tissues 
would ba aubject to less regulation than other tissues 
systemic efleci on the body. Unlike the reprcduciive 
in the regulatory approach, tissues and cells for clonlAg of human 
beings reise edditlonel slgnlftcent heelth concerns notralaed by 
procesaes In place for the reproductive tissues used in the past. 
Consistent with ths tiered approach for cellular and ti isuo-based 
products, a aomatic call clone would be subject to PC A premarket 
review and approval because it ia more than minimailv manipulated. 

IV. Prohibited and Parmissibis Acts 

The FD&C Act prohibits the Introduction into Interstete commerce 
of unepproved new drugs and misbranded and adulto otod druge end 
the holding for sale of auch misbrended and adulterat 9d products after 
shipment in interstate commerce. 21 U.S.C. I 331 (aMd).(k). The 
approval of a new drug application nsmoves the prohibition on Interatate 
shipmanr. Tha PHS Act also prohibits Intsrstste shipment: '[njo person 
shail aell, barter, or exchange, or offer for sals, barter or exchange" in 

'For these products, PDA vould only regulata 
under tha communicable disease provisions of the 
under the TDCk or the biological products previa 
Act. ASA 42 U.S.C. I 264. 

the product 
PHS Aot and not 
ons ef tha PK6 
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interatate commerce eny unapproved bloiogicel product. 42 U.S.C 
f 262(a). Section 123(8) of the FDA Modernization Act amenda tho 
PHS Act by replacing the terms 'sell, barter or exchange' with 
"introduce or deliver for introduction into interatate ccimmerce." 42 
U.S.C. I 262(a). 

Under the authorities of both Acts, FDA promulgated regulations 
to allow clinical research on investlQationai drugs endjOiologicei 
products. Cilnlcsl resesrch on these products can prdoaed only when 
en InvestlgBtionai new drug eppllcation (IND) Is In effect. Sflft 21 
U.S.C. i 35S(i) (authorising PDA to promulgste reguiiittens for research 
involving Investlgetlonai new drugs), 42 U.S.C % ZQ*., 21 C.F.R. Part 
312. Before auch research may begin, the aoonsor o' the reaeerch la 
required to submit to FDA on IND describing ths prop3sed reaeerch 
plan. The aponsor alao Is required to obtain authorlzsilcn to proceed 
from an Institutional review board (sn indspendant gniup of experts end 
consumers which reviews the proposed etudy trom a scientific and 
ethical perspective). 21 C.F.R. f S 66.103. 312.23(s|(1)(lli} snd (Iv). 
In addition, the researcher la required to obtain Uie Injurmed consent of 
the Individuals who are considering whether to participate in e clinical 
etudy. fi&A 21 U.S.C. I 605(i), 21 C.F.R. Parts 80 and 312. Thus, 
bafore an egg is removed from e womsn or the ceil containing the 
nucleus to be Inssrted Into ths egg Is removed from tlie prospective 
genetic parent for the purpose of creating a cionad h jman being, en 
iND ahould be in place and informed consent obtaineq. 

the IND 
study to proceed. 

Once FDA recalvas a proposed study, it reviews 
application to essess whether It Is eppropriate for the 
Among the Information reviewed by PDA is informstl6n related to the 
eafety of the product. Including pharmacology end to:cicoiogy 
information that the eppiicant believes shows that it ik reaaonabiy aafe 
to conduct a clinical investigstlon. FDA msy prohibit a sponeor from 
conducting the study (often referred to es placing the etudy on 'clinical 
hold") for a variety of reasons, Including If tha agency finds that 
'[hjuman subjects ere or would be exposed to an unroasonable end 
aignlfIcant risic ot illness or Injury," '(t]ha IND does ncit contain 
sufflclsnt informstion required to essess the risks to sjubjects of the 

-9-
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proposed studies," or *[tlhe clinical investigators ... are not quellfled by 
reason of their aclentlfic training and experience to conduct the 
inveatlgatlon..." For example, Information raising concerns ebout the 
aterlilty of the product or data from animal atudlas showing serloua 
advarae reactions In animala would cause FDA to question whether a 
etudy ahould proceed. , 

V. Regulatory Actions for Violations of the FD&C Act and PHS Act 

Where violations of ths Acts occur, such aa shlj: ment of an 
unapproved drug or biologic or misbranding or adulter itlon of a drug, 
the government haa the authority to Initiate regulatory actions, including 
Bdmlniatrative actions (e.g., clinical investigator disqualification 
proceedings) end civil snd criminal litigation (s.g./seizures, injunctions, 
and criminal prosecution). 
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LRM ID: RJPigO 
EXECUTIVE OFFICE OF THE PRESIDENT 

OFFICE OF MANAGEMENT AND BUDGET 
Washington, D.C. 20503-0001 

Monday, February 9. 1998 

LEGISLATIVE REFERRAL MEMORANDUM 

TO: LeglslatlyJ L(ai^n Ofticer - $ee Distribution below 

u. 
/ 

FROM: J a ^ f l f . ^ f i g t f n i f o n m s i M ^ ^ Director for Legislative Reference 
OMB CONTACT: Robert /Pel l icc i 

PHONE: (202)395-4871 FAX: (202)395-6148 
SUBJECT: HHS Report on 81601 Human Cloning Prohibition Act 

DEADLINE: NOON Monday, February 9, 1998 

In accordance with OMB Circular A-19, OiVIB requests the views of your agency on the above 
subject before advising on its relationship to tha program of the President. Please advise us if this 
Item will affect direct spending or receipts for purposes of the "Pay-As-You>Go" provisions of Title 
XIII of the Omnibus Budget Reconciliation Act of 1990. 

COMMENTS: Senator Kennedy has requested the attached letter for use during tomorrow's debate 
on S.1601. DEADLINE IS FIRM. ^ 
DISTRIBUTION LIST 

AGENCIES: 
61-JUSTICE • Andrew Fois - (202) 514-2141 

95-Office of Science and Technology Policy - Jeff Smith - (202) 456-6047 

EOP: 
Joshua Gotbsurn 
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Jerold R. Mende 
Thomas L. Freedman 
Rachel E. Levinson 
Lucia A. Wyman 
Wendy A. Taylor 
Barry T. Clendenin 
Richard J . Turman 
Robert G. Damus 
William P. Marshall 
Donald H. Gips 
James C. Murr 
Janet R. Forsgren 
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LRM ID: RJP190 SUBJECT: HHS Report on SI601 Human Cloning Prohibition Act 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEMORANDUM 

If your response to this request for views is short (e.g., cortcur/no comment), wa prefer thai you respond by 
e-mail or by faxing us this response sheet. If the response is short and you prefer to call, please cell the 
branch-wide line shown below (NOT the analyst's line) to leave a messsge with a legislative assistant. 

You may also respond by: 
(1) celling the analyst/attomey's direct line (you will be connected to voice mall If the analyst doas not 

answer): or 
(2) sending us a memo or latter 

PieasB include the LRM number shown above, and the subject shown below. 

TO: Robert J . Pellicci Phone: 395-4871 Fax: 396-6148 
Office of Management and Budget 
Branch-Wide Line (to reach legislative asslstsnt): 395-7362 

FROM: (Dstel 

(Name) 

(Agency) 

(Telephone) 

The following Is the response of our egency to your request for views on ths abova-captloned subject: 

Concur 

No Objection 

No Comment 

See proposed edits on pages 

Other: 

FAX RETURN of pages, attached to this response shest 
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LRM ID: RJP187 

TO: 

FROM: 

OMB CONTACT: 

SUBJECT: 

DEADLINE: 

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C, 20503-0001 

Thursday, February 5. 1998 

LEGISLATIVE REFERRAL MEMORANDUM 

Legislativ8i4.iaisQn Officer - Sea Distribution below 

JUarteTR. FSragren (fdr^AsStstant Director for Legislative Referer><i8 
Robert J. Pellicci 
PHONE: (202)395-4871 FAX: (202)395-6148 

Statentent of Administration Policy on 81601 Hun^n CloAIng ^Prohibition 
Act 

2:00 p.m. Thursday. February 5. 1998 

In accordance with OMB Circular A-19, OMB requests the views of your agency on the above 
subject before advising on its relationship to the program of the President. Please advise us if this 
Item will affect direct spending or receipts for purposes of the "Pay-Aa-You-Qo" provisions of Title 
XIII of the Omnibus Budget Reconciliation Act of 1990. 

COMMENTS: Senete floor consideration of S. 1601 is scheduled to begin today. 
FIRM. 
DISTRIBUTION LIST 

DEADLINE IS 

AGENCIES: 
7-AGRICULTURE - Marvin Shapiro - (202) 720-1516 
29-DEFENSE - Samuel T. Brick Jr. - (703) 697-1305 
32-ENERGY - Bob Rabben - (202) 586-6718 
52-HHS • Sondra S. Wallace - (202) 690-7760 
61-JUSTICE - Andrew Fois • (202) 614-2141 
69-National Aeronautics & Space Administration - Ed Heffernan - (202) 358-1948 
84-Netional Science Foundation - Lawrence Rudolph - (703) 306-1060 
129-VETERANS AFFAIRS • Robert Coy • (202) 273-6668 

EOP: 
KAQAN_E 
Thomas L. Freedman 
Jerold R. Mande 
JENNINGS_C 
Joshua Gotbaum 
Rachel E. Levinson 
Robert Q. Damus 
Allison H. Eydt 
Donald H. Gips 
Barry T. Clendenin 
Richard J. Turman 

William P. Marshall 
Alice E. Shuffield 
James C. Murr 
Janet R. Forsgren 
Ellen J . Balis 
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DRAFT - NOT FOR RELEASE 

February 5. 1998 
(Senate) 

S. 1601 - Human Cloning Prohibition Act 
(Sen. Lott (R) MS) 

On June 9, 1997, the President transmitted to Congress legislation making it illegal for anyone to 
clone a human being. The President believes that using somatic cell nuclear transfer cloning 
techniques to clone a human being is untested, unsafe, and morally unacceptable. The 
Administration, however̂  has a number of concems about S. 1601 and looks forward to working 
with the Congress to address these concems. Specifically, the Administration supports 
amendments to S. 1601 that would: 

~ Include a five year sunset on the prohibition on human somatic cell nuclear transfer 
technology. The sunset provision ensures a continuing examination of the risks and 
benefits of this technology, while being free from the worry that someone will use it 
prematurely. 

— Permit the creation of an embryo for the purpose of producing or generating stem cells to 
treat or diagnose deadly or disabling diseases and other medical conditions, including the 
treatment of cancer, diabetes, genetic diseases, and spinal cord injuries. 

— Repeal the bill's criminal penalties and instead make any property, real or personal, 
derived from or used to commit violations of the Act subject to forfeiture to the United 
States. 

" Repeal the bill's provisions establishing a new Commission to Promote a National 
Dialogue on Bioethics. The new Commission would unnecessarily duplicate the mission 
of the President's National Bioethics Advisory Commission. 

The President's proposal, which in many ways is reflected in S. 1602 sponsored by Senators 
Feinstein and Kennedy, would prohibit any attempt to create a human being using somatic cell 
nuclear transfer, provide for further review of the ethical and scientific issues associated with the 
use of somatic cell nuclear transfer, and protect important biomedical research. 

Pav-As-You-Go Scoring 

S. 1601 could affect receipts; therefore, it is subject to the pay-as-you-go requirement of the 
Omnibus Budget Reconciliation Act of 1990. OMB's preliminary scoring estimate of this bill is 
zero. 
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LRM ID: RJP187 SUBJECT: Statement of Administration Policy on S I 601 Human Cloning 
Prohibition Act 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEflAORANDUM 

If your response to this request tor views Is short (B.g., concur/no comment), we prefer thet you respond by 
e-rnatl or by fsxing us this response sheet. If the response Is short and you prefer to call, please call tha 
branch-wide line shown below (NOT the analyst's line) lo leave a message with s legislative assistant. 

You may elso respond by: 
11) calling tha analyst/attomay'a direct line (you will be connected to voice mail If the analyst does not 

answer); or 
(2) sending us a memo or letter 

Please Include the LRM number shown above, end the subject shown below. 

TO: Robert J . Pellicci Phone: 396-4871 Fax: 396-6148 
Office of Management and Budget 
Branch-Wide Line (to reach legislative assistant): 395-7362 

FROM: (Dats) 

(Name) 

. . (Agency) 

(Telephone) 

The following is the response of our agency to your request for views on the above-captloned subject: 

Concur 

No Objection 

No Comment 

See proposed edits on pages 

Other: 

FAX RETURN of pages, snached to this response sheet 
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