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LRM ID: RJP187

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

Thursday, February 5, 1998 4)@/\
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LEGISLATIVE REFERRAL MEMORANDUM

TO: Legigriv ison Officer - See Distribution below
C.el
FROM: Jénet R/ Foragren (for) Assistant Director for Legislative Reference
OMB CONTACT: Raobert J. Pellicci
PHONE: (202)395-4871 FAX: {202)395-6148
SUBJECT: Statement of Administration Pollcy on $1601 Human Cloning Prohibition
Act
DEADLINE: 10:00 a.m. Friday, February 8, 1898
C — —

Ll e ey

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
itam will affect direct spending or recelpts for purposas of the "Pay-As-You-Go" provisions of Title
Xl of the Omnibus Budget Reconciliation Act of 1990.

COMMENTS: REVISED Statement of Administration Policy - incorporates changes recelved ta date
and has been reviewed and approved by HHS. HHS advises that the SAP should be held pending
tonight's meeting on the cloning ban bill.

DISTRIBUTION LIST

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

EOP:

KAGAN_E

Thomas L, Freedman
Jerold R. Mande
JENNINGS C
Joshua Gotbaum
Rachel €. Levinson
Robert G. Damus
Allison H. Eydt
Donald H. Gips
Barry T. Clendenin
Richard J. Turman
William P. Marshail
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 S1601 Human Cloning
Prohibition Act

1 N
RESPONSE TO

LEGISLATIVE REFERRAL
MEMORANDUM

If your response to this request for views is short (e.g., concur/no comment), we prefer that you respond hy
e-mail or by faxing us this response sheet. if the responsa i short and you prefer to call, please call the
branch-wida line shown balow (NOT the analyst's [ing) to [eave 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 2 memo or letter
Please include the LRM number shown above, and the subject shown below.

TO: Robert J. Pelliccl Phone: 395-4871 Fax: 395-8148
Office of Managoment and Budget
Branch-Wide Line (to reach legislative assistant): 395-7362

FROM: o ~_Date)

(Name)

{Agency)

{Telephone)

The following is the response of our agency to your reguest for views on the above-captioned subjaect:
Concur
___ No Objection
No Comment
See proposed edits on pages

Other:

FAX RETURN of pages, attached to this response sheet
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601 - Human Cloni ibjtion Act
(Scn. Lott (R) MS)

[Februacy 5, 1998
(Senate)

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 ccll nuclear transfer cloning
techniqucs to clone a human being is untcstcd unsafe dnd mmally unacccptable. The
Administration, however, bcllcvcs S. S€s 3 ¢ i :

d, therefore, has ing passage of the bill | ont form. The
Administration looks fonward to working with the Congress to addrcss these concerns.
Specifically, the Administration supports amendments to S. 1601 that would:

-- Include a five ycar sunset on the prohibition on human somatic cell nuclear transfer
tcchnology. The sunset provision cnsures a continuing examination of the risks and
benefits of this tcchnology, while being frec from the worry that somconc will use it
prematurely.

--  Permit somatic cell nuclear transfer using human cells for the purpose of developing
stem cell (unspecialized cells capable of giving risc to specific cells and tissue)
technology to treat or diagnose deadly or disabling diseases and other medical
conditions, including the trecatment of cancer, diabctes, genetic diseases, and spinal cord
mjuries and for basic rescarch that could lead to such treatments.

-- Recpcal the bill’s criminal penaltics and instead make any property, real or personal,
dertved from or used to commil violations of the Act subject to forteiturc to the United
States.

-- Rcepeal the bill’s provisions cstablishing a new Commission to Promotc a National
Dialoguc on Bioethics. The new Commission would unnccessarily duplicatc 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 Scnators
Femstein and Kcnnedy, would prohibit any atlempt to create a human being using somatic cell

nuclear transfcr, provide for further review of the ethical and scientific issucs associated with the
usc ol somatic cell nuclear transfer, and protect important biomedical research.

LE B B B BE % I 3 I
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LRM 1D: RJP199

EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
Washington, D.C. 205603-0001

Friday, February 20, 1998 | (//?66\4/7

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legislat?e Ligison Officer - See Distribution below
FROM: %. F'omeslstant Director for Legislative Reference

OMB CONTACT: Robert J. Pellicci
PHONE: (202)396-4871 FAX: (202)395-6148
SUBJECT: HHS Report on FDA's Jurlsdiction over human claning activitles
DEADLINE: NOON Monday, Februery 23, 1998
| Ae— PUR— B —————

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 recelpts for purposes of the "Pay-As-You-Go" provisions of Title
Xill of the Omnibus Budget Reconciliation Act of 1990.

COMMENTS: The attached document would be provided to congressiona! staff upon request.
CLOSE HOLD OF DOCUMENT 18 NECESSARY.

DISTRIBUTION LIST

AGENCIES:
61-JUSTICE - Andrew Fois - (202) 514-2141
8b6-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- ID: RJP199 SUBJECT: HHS Report on FOA's jurisdiction over human cloning activities

RESPONSE 7O
LEGISLATIVE REFERRAL
MEMORANDUM

If your responss to this request for views 1s short (e.g., concur/no comment), we prefer that you respond by
e-mail or by fexing us this response sheet. If the response ls shornt and you prafer to call, please call the
branch-wide line shown below (NOT the analyst's line) to lsave a message with a legisiative assistant.

You may elso respond by:

(1) calling the analyst/artomey's direct line {you wlll be connected to voice mall If the analyst doss not
answer); or

(2) sending us 8 memo or letter
Pleass Include the LRM number shown above, and the subject shown below.

TO: Robert J. Pellicc! Phone: 396-4871 Fax: 395-6148
Office of Management and Budget
8ranch-Wide Line (to reach legislative asslstant): 395-7362

FROM: {Deate)

(Name)

(Agency)

(Telephone)

The followling Is the response of aur 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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s DEPARTM [ OF HEALTH & HUMAN SERV CES Utfice of tha Genera) el

Offioe of the Chisf Counca!
Nex T Bood and Dig Adminietration
D $600 Raters Lane, ACP-1
fockville, MD 20857

FDA's Jurlsdiction Over Human Cloning Activities

This statement addresses FOA's jurisdiction over human cloning
activities. FDA's jurisdiction over products used in cloning activities
derives from the blologlcal products provisions of the Public Health
Service Act (PHS Act) and the drug provisions of the Federal Mood,
Drug and Cosmetic Act (FD&C Act).’

|. Background

The term clone means a precise copy of a moleculs, cell, or
individual plant or animal. National Bioethics Advisory Commissicn,
Cloning Human Beings: Report and Recommendations of the Natlona/
Bloethics Advisory Commisslon (NBAC Report) app. 1 {(June 1887). In
the pest year, the Issue of cloning has recelved much meadls attention.
in March of 1897, Scottish researchers announced that they had cloned
an adult shoep. The researchers removed an 6gg from a female gsheep
and replaced the nucleus of ths egg with the nucieus from a somatic
celi® from another adult sheep. They used efectrical pulses to introduce
the new nucleus Into the egg and to cause the colls to divide. The
researchers then implanted the manipulated egg into the uterus of a
female shesp, resulting In the birth of & cloned sheep. The technique
that resulted In the cloned sheep is referred to 88 somatic cell nuciear
trangfer.

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

‘The madical device provisions Of the FD&C Act @l8C apply Tto
some products used in human cloning activities but are not
discussed in this statement.

: A somatic cell is & cell of an embryo, fetus, obild, or
adult not destinsd to become a sperm or egg cell. NBAC Report
.ppl 3 ] ¢
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human baing. Becauss the prohibition on the use of federal funds tor
human cloning did not extand to non-faderally funded rasearch,
President Clinton ssked for a voluntary moratorium en{human cloning
by privately funded researchers. He also asked the Ngtional Biosthics
Adviaory Commission (NBAC) to address tha lsgal and ethical issues
reised by cloning and to submit a report 10 him. In lts|June 1887
report, the NBAC concluded that "st this time It is morally unacceptable
for anyona in the public ar private gector, whether In @ research or o
clinica! setting, to attempt to create a child using somatic cell nuclear

transfer cloning.” NBAC Report at ill.

For purposes of this statement, the agency assumes that the
technigue used to ¢clone @ human being would ba somatie cell nuclear
transfer. The cloning process to create a human baing would ba similar
to that used 1o create the cloned sheep discussed above In that the
process would invoive the transfer of a cell nucleus from a somstic csll
of a human being Into an sgg from which the nucleus has been
removed. The resulting cell (somatie esli clons) produred for the
purpese of creating & cloned humen being Is 8 product subject to
regulation by FDA. -

Il. Legel Authority
FDA has the authority to regulete numerous medical products,

inciuding biologice! products and druga. As discusssd more fully
below, the celliular product and the componsents of the cellular product

bioleglosl product and a drug. Sea .
Supp. 706, 708 (S.D.N.Y. 1882). The conclusion that FDA has
jurisdiction over somatlc call clones under the PHS Act and the FD&C
Act Is consistent with the statutory purpose of public health protection.
Courts have recognized that remedial statutes, such aL the FD&C Act

‘Depending on the specific facte of any cloning procece,
there may be additional reasons why particular sqmatic cell
clones would be biclogical and drug produats.
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and the PHS Act, are to be liberally oonstrusd consistent with their

public health purpose. Seaa Linitad States v, An Articie of Rrug ...
BRacto-Unidisk, 384 U.S. 784 (1868); L.Lnlnd_smlu..l.nmn No. CV
§8-4283 SVW (C.D. Ca. Oct. 17, 1887).

A. A Somatic Call Clone Is a Blological Product

FDA regulates blological produots under seotion 361 of the PHS
Act. 42 U.S.C. § 262. That gaction applles to "any virus, therapautic
serum, toxin, antitoxin, vaceine, blood, blood component or derivative,
allergenic product, or analogous product, or arsphenarmine or its
derivatives (or any othar trivalant organic arsenie compound),
applicable to the prevention, treatment or cure of disegses or injuries of
man..." ld. Section 123(d) of the Food and Drug Adminiatration
Modernization Act of 1887 (FDA Modemization Act) amends the PHS
Act by including within the definition of biociogical products “conditions’
as well a8 digesses. 42 U.8.C. § 282|i) (effoctlvo Fehrusry 10, 1998).

1. A Somatic Cell Clone Is Applicable to a Dispase
or Condition of Humzn Baings

As set forth in the PHS Act, 8 biological product Is subject to
regulation If it Is “applicable to the prevention, troatmjnt, or cure of &
diseass or condition of human beings.” 42 U.5.C. § 262(i) (effective
Feb. 19, 1908). A somatle cell clone used to create § clonsd human
bsing for an Infertile Indlvidusl Is 8 product appliceble ko the treatment
of infartllity. Likewiss, a somatic cell clons used to create a cloned
humen being to avoid transmission of a genstic disesse from a
prospective parent is a product applicable to the prevention of that
genetic dissase In the cloned human being. In addition, significant
safety questions have been raised regarding whether the cloning
process wlil produce & healthy human being who will develop nermaily.
For example, the clonsd human being might have defacte from the
donor or during dsvelopment. such ss genatia. bioohemlcal. or celluler
dofeots.
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PHS Act
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2. A Somatic Cell Clone Is An Anslogous Produim Under the

A somatic osll clone Is not ons of the specifically listed products in
saction 351 of the PHS Act. It is, howsver, an "anaiggous product”
under the PHS Act and thus falls within the scope of this section,

The term “analogous’ Is defined as ‘resembling or similar in aome
respects, as in function or appearancs, but not In origin or

development.” Dorland’s Medical Dictlonary 78(26th
somatic ceil clone has simillaritias in composition and
bleod and blood componants.
white blood celle, 8 component of biood, in that both

composed becsuss they are somatic cells that contair

od. 1974). A
function with

A somatic cell clone Is|analogous to

cells sre simllarly
a nucisus. A

somatlc cell clone Is slgo like blood and bleod components In that they

contain cellular elements derived from a living human
appllicable to disaases or conditions of human beinga.

being and are

A somatic call clone also Is ansiogous to a toxin or antitoxin ar

those terme ere described In FDA regulstions.*

Unitad Statas v, Loran, No. CV 96-4283 SVW (C.D.
supports such & determination.

The racent decision in

8. Oct. 17, 1997)

in Loran, the court eddrosacd whether a

cell product conslsting of neonatal rabbit and human fetal cells intended
for the treatment of diabstes was an enalogous product under the PHS
Act. The court noted that the government reasonably construed the
PHS Act and concludad that the cell product was a biplogicsl product.
Qlven ths commeon feetures between a somatic cell clone and the
neonata! rabbit and human cells In Laran, that decision supports a

determination that a eomatic call clong Is an analogou

at 4-5, 11,

B. A Somatic Cell Cione is a Drug

roduct is anal

intonde {rrespective of its source of origin,

ous to A texin oy mtitczrin ‘e

product. Laran

be spplicable

to the prevcntion. treatment, or cure o! dissaze 0T injuries of

man through a s noiﬂc imum process.

21 C.F.
§ 600.3(h} (8) (434

.‘-

R.
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Under the FD&C Aact, the term *drug” is definad|as "articles (other
then food) Intended to affect the structure or any funption of the body.”
21 U.S.C. § 321(g){1)(C). The term “drug® sliso inclulies components of
a drug. 21 U.8.C. § 321(g)(1)(D). As describsd abave, a somatic cali
clone is a product intendad to affact the structura or function (Including
the diseases or conditions) of the clonsd human being. The continued
growth and development of the cloned human baing are the resuit of
the meturation of the somatio osil clons. In addition, ja somatic call
clone could be viswed as a product intengded to affact the structure or
function of the womasn into whose uterus the somatiq oell is to be
implanted.

A product also Is a “drug" if it Is YIntended for uge In the diagnosis,
cure, mitigation, treatmant, or prevention of disease ih man or other
enimals.” 21 U.8.C. § 321(g)(1)(B). A somatic cell clone used to
cregte 8 cioned human being In order to svoid transmission of a ganetic
dicaace from s prospective parant with the dlsease wbuld bo an artlcle
Intended to prevent the trangmission of disesse to the cloned human
being end thus would fall within this definition. A somatic cell clone
used with the intent to create 8 cloned human belng for an Infartile
couple also could fall within this drug definition In that the product
~ would be uesed to treat infertllity,

A somatic cell clone also I8 8 “new drug”® under the FD&C Act in
that It is a drug that I8 not generally recognized by exparts as safe and
offective to olone human baings. 21 U.S.C. § 321(p), Before new

drugs may be merketed, FDA review and spproval arq required. 21
U.S.C. & 355(a).

. Previous FDA Guidanoe on Celluler Products

FDA has izssusd 8 number of doscuments in the gast several years
addressing products that hsve similar characterlstics toa somatio osll
clone product. The agency's notices on somatic cell {nd gens tharapy

products and cellular and tissue-based products are oonslstent with s

«5-
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determination that a somatic call clons would fall within FDA's
jurlgdiction. .

A. Regulstory Approach to Somatic Cell and G ne Therapy
Products

Although somatic cell products are not epecificdlly listad in the

- gtatutory definition of blologicel product, FDA previoysly hes stated that
these progucts are biplogical products subject to regulation under the
PHS Act and drugs within the meaning of tho FD&C Act. In its October
1993 notlce, FDA defined somatic ceil therapy produgts as “sutologous.
(La., nelf), allogenelc {1.0., intre-species), or xenogensic (l.e., Inter-
species) cells that have besn propageted, expanded, gelected,
pharmacologlically treatad, or otharwlise aiterad In bloipgicel
cheracteristics ex vivo to be administered to humans and applicable W
the prevention, treatment, cure, dlagnosis, or mitigation of disease or
injuries." 68 Fed. Reg. 83248, 53248 (Oct. 14, 1083). The agency
advised persons interested in performing cliinical investigetions involving
these products that FDA’s regulstions on Iinvestigational drugs and
blological products apply, and that the products also Tre subject to the
drug raquiraments of the FDAC Act.

B. FDA’s Proposed Regulstory Approach for Cellular and Tissue-
Based Products '

in March of 1887, FDA announcead [tg8 proposged [regulatory
approach for callular and tissue-based products. Sga B2 Fed. Reg.
9721 (March 4, 1887). A tinding that a sumatic cell tlone is 8
biological product and a drug Is consistant with the pesition taken by
FDA In Its approach to celiular and tisaue-based products. The
regulatory approgch addresses a wide range of produgts such as skin,
bone, and corneas, as well as somstic cell therapy products and gene
therapy products. Becauge a somatic cell cions ia a cpliular-based
product, the ragulstory approach would apply.
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Under this regulatery approach, FDA announced that it was
planning to take e tiered approach to the regulstion o; collular and
tissue-based products, imposing requiremants to the extent necessary
to protect the public hesith. For some products, FDA would Imposs
only requirements related to the prevention of commynicable disenses.t
For products raising additional public healith concarns; such as products
thet undergo more then minlmal manipulstion or that have a systemic
offoct on the body, premarkat raviaw and epproval wpuld bs nesded.

in the regulatory approgch, FDA addressed reproductiva tissues
and noted thet such tissues have a long history of usé in the medical
community. FDA also recognizad that such tissues rgles s number of
{ess substantial issues than those raised by other tissugs that heve a
systamic effect on the body. As 8 result, FDA stated that such tissues
would bs subject to less regulation than other tissues that have a
systemic effecl on the body. Unlike the roproducuve*issues discussed
in the ragulatory approach, tissuss and celils for cloning of human
belngs raise edditional signiticant heeith concerns not raised by
processes in place for the reproductive tissues used "E the past.
Conslistent with the tiered approach for csliular and tipsue-based
products, a somatic call clone wauld be subject to FOA premarket
revisw and approval because it is more than minimally manipulated.

IV. Prohibited and Permiasibla Acts

. The FD&C Act prohibits the Introduction into interstats commerce
of unapproved nsw drugé ond misbranded and adultctated drugs and
the holding for ssle of such misbranded and adulterated products after
shipment in interstate commerce. 21 U.S.C. § 331 (8),(d).(k). The
approval of u new drug application removes the prohibition on interstete
shipmant. Tha PHS Act also prohlbits Interstate shipment: *[n)o person
shall sell, barter, or axchange, or offer for sale, barter| or exchange® in

*ror these products, FDA would only :egulatﬁ the product
under the ¢communicable disange provisions of the PHS Act and not
under the ¥YDCA or the biological preducts proviasions ¢f the FPHE
Act. £Aan 42 U.8.C. § 264.

-7
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intaratate commerce any unapproved biological product, 42 U.S.C.

§ 282(a). Section 123(s) of the FDA Modernization Act amends tho
PHS Act by replecing the terms “sell, barter or exchange" with
“Introduce or daliver for introduction Into interstate cogmmearce.” 42
U.S.C. § 262(e).

Under the authoritios of both Acts, FDA promulgated regulations
to aliow clinical ressarch on Investigational drugs and, biologics!
products. Clinical research on these products can pr oud only when
an Investigationsl new drug application (IND) Is in affect. Saa 21
U.S.C. § 35Bli) (authorizing FDA to promuligate regulations for research
involving Investigational new drugs), 42 U.8.C. § 262, 21 C.F.R. Part
312. Besfore such research may bagin, the aponsor of the research Is
roquircd to submit to FDA an IND describing the proppsed resssrch
pian. Tha gponsor also is raquired to obtaln authorizgtion to proceed
from an institutional review bosrd (an indepondent group of experts and
congumers which reviews the proposed study from & scientific and
ethical perspectiva). 21 C.F.R. §§ 58.103, 312.23(a){1)(Ill) and (lv).

In addition, the researcher Is required 10 oblein the informed consent of
the Individuals who are considering whether to particpate in 8 clinical
study. Saa 21 U.8.C. § 606(l), 21 C.F.R. Parts 50 and 312. Thus,
batore an egg I8 remaved from 8 woman or the cell containing the
nucleus to be Inserted into the egg I8 ramoved from t}e pragpcective

genetic parent for the purpose of creating e ¢lonsd human being, an
IND ghould be In place and informed consent obtained.

Ones FDA racaivas a proposed study, It reaviews tha IND
application to assess whether It is appropriate for the (study to proceed.
Among the information reviewed by FDA Is Informastign related to the

. safety of the product, including pharmacology end toxicology
information that the applicant belisves shows that it 15 regsonably gate
to conduct s clinicsl invagtigation. FDA may prohiblt la sponsor from
conducting the study (often raferred to 88 placing the study on “clinical
hald"} for a varisty of reasons, including if tha agency finds that
‘thjuman subjects ere or would be exposed to an unreasonable and
significant risk of liiness or Injury,” °[tlhe IND does rigt contain
sufficlent information required to assess the risks 10 subjects of the
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proposed studles,” or “[tlhe clinica! investigators ... are not quelified by
reason of thelr sclsntific training end experience to conduct the
investigetion...” For exsmple, information ralalng congerns about the
sterllity of the product or data from animal studies showing serious

~ adverge reactions In animais would cause FDA to qut?tlon whether a
study should procesd. ;

: |

V. Regulatory Actlons for Violations of the FD&C Ac; and PHS Act

Where violations of the Acts occur, such 88 shigment of an
unapproved drug or blologlc or misbranding or adulteration of a drug.
the government has the authority to initlate regulatory actions, Including
administrative actions (a.g., clinical investigator disqu lfication .
procesdings) and civil and criminal litigation (».g.. seizures, Injunctions,
and criming! prosscution), |

e ———
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LRM ID: RJP190
. EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
Washington, D.C. 205603-0001

U
Monday, February 9, 1998 Q G g/v\
/

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legislgtiyé n sz er - $ep Distribution bslow
FROM: Jank ,-' { nt Director tor Legislative Reference

OMB CONTACT: Robert 4. Pellicci
PHONE: (202)396-4871 FAX: (202)3956-6148
SUBJECT: HHS Report on §1601 Human Cloning Prohibition Act
DEADLINE: NOON Monday, February 9, 1998
| e 1}

in eccordance with OMB Circular A-19, OMB requests the views of your agency on the above
subject before adviging on its relationship to the program of the President. Please advise us If this
item wlill affect direct spending or racelpts for purposes of the "Pay-As-You-Go" provisions of Title
Xlll of the Omnibus Budget Reconclliation 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
9b-Office of Science and Technology Policy - Jeff Smith - (202) 456-6047

EOP:

Joshua Gotbsum
KAGAN_E

Jeroid R. Mande
Thomes L. Freedman
Rachel E. Lavinson
Lucia A. Wyman
Wendy A. Taylor
Barry T. Clendenin
Richard J. Turman
Robert G. Damus
William P. Marshall
Donald H. Gips
Jamesg C. Murr
Janet R. Forsgren
OMB LA
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LRM ID: RJP190 SUBJECT: HHS Report on S1601 Human Cloning Prohibition Act
RESPONSE TO
LEGISLATIVE REFERRAL
MEMORANDUM

if your response to this request for views is short (e.g., concur/no comment), we prefer that you respond by
e-mall or by fexing us this response shest. If the response s short and you prefer to cell, please call the
branch-wide line shown below (NOT the analyst's line) 1o leave 8 message with a legisistive assistant,

You may also respond by:

(1} calling the analyst/attomey's direct line {you will be connected to voice mall If the analyst doss not
answaer); or

(2) sending us a memo or lstter
Pleass include the LRM number shown above, and the subject shown below.

TO: Robert J. Pelliccl Phone: 395-4871 Fax: 385-8148
Office of Management and Budget
Branch-Wide Line (to reach legisiative assistant); 395-7362

FROM: {Date)

(Name)

{Agency)

{Telephone)

The followling Is the response of our sgency to your request for views on the abova-captioned 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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The Honorable Edward N. Kennedy

panking Minorit Mamber

Cotmittea on LADOT and Human ReSOUroeE

United States Genate

Washington, D.C. 20510-6300

Deaxr Senator Xannedy:

This is in veSpOnAR to your inquiry concerning the'ju:iudiction
of the Pood and Drug Administration (FDA) over human cloning
activities. Appsrent]ly, 8ome are euggesting that immedliate
Pederal legislatien 4@ necegsary t0 prevent the commencewnent of
numan cloning experiments that are intended to result in the
eyeation of s human being through ‘eloning techniques. FDA hae
jurisaiction over such oxperiments and is prepared to axercise

that jurisdictiou.

Human cloning i8 subject to FDA regulation under the Public
Kealth Service Act and the Pederal Food, Drug and Cosmetioc Act.
Under these itltuteu and 1mplon.nt;ng FDA regulations, clinical
:eloarch on human cloning waYy proceed anly when an
{nvestigational new arug spplication (INp) is in effect.

Before such repeazrch may begin, the sponsor of the research is
reguired to submit to the FDR an TND deooribing the proposed
research plan, tO obtain authorization from an {ndependant
ipstitutional review board, and to ubtain the informad consent
of all participating {ndividuale. ¥DA may prohibit & BPONSOY
from conducting the gtudy (often referred to as placing the

atudy on ®clinical hold") for a variely of veasone, including
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vage 2 - ohe Honorable Kennedy

Lf the Bgency ginds that " {huwan subjects axre OT would be
exposed to wd unreasonable and signifiecant rigk of illuness oOTr
injury," ‘the I¥D does not contain sufficient information
regquized ... to asesps the risks o subjects of the proposed
studies, ' oX rehe clinical {nvastigetoxs® .. ars not quelified
Py reaseln of their ecientific training and oxperience LO
conduct the {nvestigation.® At @ minimum, the sponsor mMust
walt at least 30 days after submitting its proposol to tha FDA

before beginning ahy gtudy.

In the case of human cloning experiments, thare wro major
anresolved safety questions. Until those questions aza
resolved, the agency could not permit any {nvastigation of

human cloning to proceed.
I hope this jnformation is useful to you in your daliberations.

gincerely,

pichael A. Priedman
Lead Deputy Cemmissioner

Food and Drug adwinistration
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LRM ID: RUP187

EXECUTIVE OFFICE OF THE PRESIDENT

OFFICE OF MANAGEMENT AND BUDGET

Thuraday, February 5, 1998

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legislatiniais Officer - Sea Distribution below
FROM: af&tR. Faragrén (forf)Asslistant Director for Legislative Reference
OMB CONTACT: Robert J. Pellicci
PHONE: (202)396-4871 FAX: (202)396-6148 )
SUBJECT: Statement of Administration Policy on §3601 Hu
. Act
DEADLINE:; 2:00 p.m. Thursday, February 5, 1998
! - '

In accordahce 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 wlil affect dlrect spending or recelpts for purposes of the "Pa
XIit of the Omnibus Budget Reconciliation Act of 1990.

COMMENTS: Senate f
FIRM. :
DISTRIBUTION LIST

AGENCIES:

7-AGRICULTURE - Marvin Shapiro - (202) 720-1516
29-DEFENSE - Samuel T. Brick Jr. - (703) 897-1305
32-ENERGY - Bob Rabben - (202) 686-6718
52-HHS - Sondra S. Wallace - (202) 690-7760
61-JUSTICE - Andrew Fois - (202) 514-2141
69-National Aeronautics & Space Administration - Ed Heffernan - (202) 368-1948

84-National Science Foundation - Lawrence Rudolph - (703) 306-1060

129-VETERANS AFFAIRS - Robert Coy - (202) 273-6666

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

10°d CI0°ON 8T:T171

William P. Marshall

Alice E. Shuffield

James C. Murr

Janet R. Forsgren

Ellen J. Balis

86,50 334

1dI

y-As-You-Ga" provislons of Title

loor consideration of S. 1601 is scheduled to begin today. DEADLINE IS -

.
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S. 1601 - H Cloning Prokibiti
(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, however, has a number of concerns about S, 1601 and looks forward to working
with the Congress to address these concerns. 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.

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
2€ro.
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LRM ID: RJP187 SUBJECT: Statement of Administration Policy on $1801 Human Cloning
Prohibition Act
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"
RESPONSE TO
LEGISLATIVE REFERRAL
MEMORANDUM

If your response to this request for views is short (n.ﬁ.. concut/no comment), we prefer that you respond by
e-mail or by faxing us this response shest. If the response Is short and you prefer to call, plaase call the
branch-wlide line shown below (NOT the analyst's line) to leave a massage with a legislative assistant.

You may salso respond by:

(1) calling the analyst/attorney's direct fina (you wlill be connected to volce mall if the analyst does not
answer); or

(2} sending us a memo or letter
Please Include the LRM number shown above, and the subject shown below.

TO: Robert J. Pelliccl Phone: 3864871 Fax: 396-6148
Office of Management and Budget
Branch-Wide Line (to reach legisiative assistant): 395-7362

FROM: {(Dats)

{Namas)

(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 sdits on pages

Other:

- FAX RETURN of pages, attached to this response sheet
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