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Senator Dianne Feinstein

Ranking Minority Member
Senate Judiciary Committee
Technology, Terrorism and Government
Information Subcommittee
Hart 807
Washington, D.C. 20510
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TO: Lucia Wyman January 30, 1998
2:00 pm

FAX NUMBER: 456-2604

PHONE NUMBER:

FROM: Richard Pfohl
Counsel
(202) 224-6443

SUBJECT: Latest Draft Human Cloning Bill
TOTAL NUMBER OF PAGES SENT: 10

If you do not receive all pages, please call:(202) 224-6443
COMMENTS:

As we discussed, following is the most recent draft. Please keep it confidential
for now.

Thanks,
Richard

Thix and uny uccompanying pages conlain information which is confidential or privileged. The information iz inlended to be for
the use af the individual or cntity named above. If you are not the intended reeipient, be aware that any disclosures, copying,
diswibution or use of the conteats of this information is prohibited. If have reccived this fucsimile in error, please natify our
officcs by iclephune irunediately so that we can arrunge for removal of the original documnent ut no cost to you.
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IN THE SENATE OF THE UNITED STATES

Mrs. FEINSTEIN introduced the following bill; which was rcad twice and re-
ferred to the Committec on

A BILL

To prohibit any attempt to clone a human being using so-
matic cell nuclear transfer, to provide for further review
of the ethical and scientific issues associated with the
use of somatic cell nuclear transfer in human beings,
and for other purposes.

1 Be it enacted by the Senate and House of Itepresenta-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“Prohibition on Cloning

of Human Beings Act of 1998".

SEC. 2. FINDINGS.

SR TEe LY, T N VS R o

Congress finds that—
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(1) it has been rcported that an adult sheep has
been cloned using a technique called somatic cell nu-
clear transfer;

(2) the National Bioethics Advisory Commission
(referred to in this Act as the “NBAC”) has re-
viewed the scientific and ethical implications of the
potential use of such technology to clone human
beings;

(3) the NBAC has determined that—

(A) somatic cell nuclear transfer tech-
nology may have many applications for bio-
technology, livestock productions, and new med-
ical ‘approaches including the  production of
pharmaceutical proteins and prospects for re-
pair, regeneration, or transplant of human tis-
sues or organs; and

(B) the possibility of using somatic cell nu-
clear transfer for the purposes of creating a
child entails significant scientific uncertainty
and medical risk, which could result in harm to
a child;

(4) the NBAC concluded unanimously that at
this time it is morally unacceptable for anyone in the

public or private sector, whether in a rescarch or

ARUUN
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clinical setting, to attempt to create a child using so-
matic cell nuclear transfer-cloning;

(5) the consensus of the NBAC is based on cur-
rent scientific information indicating that this tech-
nique is not safe to use in humans at this time;

(6) in addition to issues of safety, the NBAC
identified many additional serious ethical concerns
which they agreed require a great deal more wide-
spread and careful public deliberation before this
technology may be used;

(7) the NBAC recommended a continuation of
the current moratorium on the use of Federal funds
to support any attempt to create a child by somatic
cell nuclear transfer, and an immediate request to
all firms, clinicians, investigators, and professional
societies to comply voluntarily with the intent of the
Federal moratonum;

(8) the NBAC further recommended that Fed-
eral 1egislation be enacted to prohibit anyone from
attempting, whether in a research or clinical setting,
to create a child through somatic cell nuclear trans-
fer cloning;

(9) the NBAC also recommended that the Unit-
ed States cooperatc with other countries to enforce

mutually supported restrictions on this activity;

g} 004
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(10) the NBAC specified that such I'ederal leg-

islation should include a sunset provision and that,
prior to the sunset date, an oversight body should
review and report on the status of somatic cell nu-
clear transfer technology and the ethical and social
issues associated with its use and recommend wheth-
er the prohibition should be continued;

(11) the NBAC concluded that any regulatory
or legislative actions undertaken to effect the fore-
going f)rohibition should be carefully written so as
not to interfere with other important areas of re-

search, such as the coning of human DNA se-

quences and cells, which raise neither the scientific .

nor the ethical issues that arise from the possible
creation of children through somatic cell nuclear
transfer techniques;

(12) the NBAC also found that cloning animals
by somatic cell nuclear transfer does not raise the
same issues implicated in attempting to use the
technique to create a child, and its continuation
should only be subject to existing regulations regard-
ing the humane use of animals; and

(13)(A) biomedical research facilities, including

those conducting cloning, and reproductive services

facilities engage in and affect interstate commerce;

[doos
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(B) the products of biomedical research, includ-
ing cloning, and the services provided by reproduc-
tive services facilities move in interstate commerce;

(C) patients travel regularly across State lines
in order to access reproductive services facilities; and

(D) biomedical research facilities, including
those conducting cloning, and reproductive services
facilities engage scientists, doctors, and other staff
in an interstate market, and contract for research
and purchase medical and other supplies in an inter-
state market.

3. PURPOSES.
It is the purpose of this Act to—

(1) prohibit any attempt to clone a human
being, that is, to use the product of somatic cell nu-
clear transfer to create a human being genetically
identical to an existing or deceased human being;
and |

(2) provide for further review of the ethical and
scientific issues associated with the use of somatic
cell nuclear transfer in humans.

4. DEFINITIONS.
In this Act:
(1) CLONING.—The term “cloning’’ means the

production of a precise genetic copy of a molecule

gjoos
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(including DNA), cell, tissue, organ, plant, animal,
or human.

(2) NUCLEUS.—The term ‘“nucleus’” means the
cell structure that houses the chromosomes, and
thus the genes.

(3) OocyTE.—The term ‘‘cocyte” means the fe-
male germ cell, the egg.

(4) SoMATIC CELL.—The term ‘‘somatie cell”
means a mature, diploid cell.

(5) SOMATIC CELL NUCLEAR TRANSFER.—The
term “somatic cell nuclear transfer’” means transfer-
ring the nucleus of a somatic cell of an existing or
deceased human child or adult into an oocyte from
which the nucleus has been removed or rendered

inert,

SEC. 5. PROHIBITION.

It shall be unlawful for any person or other legal en-

tity, public or private, to implant or attempt to implant
the product of somatic cell nuclear transfer into a woman’s

uterus.

SEC. 6. PROTECTED BIOMEDICAL RESEARCH

Nothing in this Act shall be construed to restrict

areas of biomedical and agricultural research or practices

not expressly prohibited in this Act, including research or

practices that involve the use of—

wivu/{
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(1) somatic cell nuclear transfer or other
cloning technologies to clone molecules, DNA, cells,
and tissues;

(2) mitochondrial or eytoplasmic therapy; or

(3) somatic cell puclear transfer techniques to
create nonhuman arumals.

SEC. 7. PENALTIES. |

(a) IN GENERAL.—Any person who intentionally vio-
lates the provisions of section 5 shall be fined the greater
of $250,000 or 2 times the gross pecumiary gain or loss
resulting from the violation.

(b) CrviL ACTIONS.—If a person is violating or about
to violate the provisions of section 5, the Attorney General
may commence a civil action in an appropriate Federal
district court to enjoin such violation.

(¢) FORFEITURE.—Any property, real or personal,
derived from or used to commit a violation or attempted
violation of the provisions of section 5, or any property
traceable to such property, shall be subject to forfeiture
to the United States in accordance with the procedures
set forth in chapter 46 of title 18, United States Code.

(d) AUTHORITY.—The Attorney General shall have

exclusive, nondelegable enforcement authority under this

Act.

Kwuus
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(e) ADVISORY OPINIONS.—The Attorney General
shall, upon request, render binding advisory opinions re-
garding the scope, applicability, interpretation, and en-

forcement of this Act with regard to specific rcsearch

1

2

3

4

5 projects or practices.
6 SEC. 8. COOPERATION WITH FOREIGN COUNTRIES.

7 It is the sense of Congress that the President shonld
8 cooperate with foreign countries to enforce mutually sup-
9

ported restrictions on the activities prohibited under sec-

10 tion 5.

11 SEC. 8. NATIONAL BIOETHICS ADVISORY COMMISSION RE-
12 PORT.

13 (a) IN GENERAL.—Not later than 4%% years, and
14 subsequently, 9% years, after the date of enactment of
15 this Act, the National Bioethies Advisory Commission
16 shall prepare and submit to the President and Congress

17 a report concerning—

18 (1) the state of the sciencc of cloning and rel-
19 evant developments in cell biology;

20 (2) the ethical and social issues associated with
21 the potential use of this teehnology in humans; and
22 (3) the advisability of continuing the prohibition
23 established under this Act.

24 (b) OTHER REPORTS.;'I‘he National Bioethics Advi-

25 sory Commission may produce reports in addition to the
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reports required under subsection (a) if the Commission
determines that such reports are useful to clanfy any of
the topics deseribed in subsection (a), address changes In
the state of science or society, or modify or clarify the
recommendations of the Commission.

(¢) CONTINUATION OF COMMISSION.—The National
Bioethics Advisory Commission is authorized to continue
for the 10-year period described in section 12 to preparc
reports under this section and for other purposes as estab-
lished in Executive Order 12975 and subsequent amend-
ments to such Order.

SEC. 10. RIGHT OF ACTION.

Nothing in this Act shall be construed to give any
individual or person a private right of action.
SEC. 11. PREEMPTION OF STATE LAW. |

The provisions of this Act shall preempt any State
law that prohibits or limits research or practices regarding
somatic cell nuclear transfer, human cloning, cloning of
molecules, DNA, cells, tissues, or organs, or the use of
somatic cell nueclear transfer techniques to devclop ani-
mals.

SEC. 12. EFFECTIVE DATE.

This Act shall be effective for the 10-year period be-

ginning on the date of enactment of this Act. The prohibi-

g/o1u
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2 tion of such 10-year period.



® Rachel E. Levinson 02/03/98 03:53:58 PM

Record Type: Record

To: See the distribution list at the bottom of this message

cc:
Subject: Bond bill

| have copies of the Bond bill available in Room 436. It is unclear in intent but appears to prohibit
a much broader range of activities than our June draft. It has internal inconsistencies that would
appear to make it difficult to determine if any research involving the use of human cells in somatic
cell nuclear transfer might be carried out. The bulk of the language is devoted to establishing a
Commission to promote a national dialogue on bioethics.

| hope to get a draft letter on Kennedy-Feinstein around shortly. That bill will dropped "shortly" but
probably not today.

Message Sent. To:

Toby Donenfeld/OVP @ OVP
Wendy A. Taylor/OMB/EOP
gips_d @ al.eop.gov @ inet
Clifford J. Gabriel/OSTP/EOP
Jeffrey M. Smith/OSTP/EQOP
Lucia A. Wyman/WHO/EOP
Thomas L. Freedman/OPD/EOP
Jerold R. Mande/OSTP/EOP
William P. Marshall/WHO/EOP
Arthur Bienenstock/OSTP/EOP
Rachel E. Levinson/OSTP/EOP
Elena Kagan/OPD/EOP
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Statement of Senartor Bill Frist

f Congressional Record
‘ ' February 2, 1998

In recent years, | have often volced concetn thar medical teehrology Is moving &t an
unprecedeated pace. leaving the rest of soclety (/1-prepared to cope with the incressingly
complex morai and ethiea| dileztunas that follow in the wake of pew invendons, We Mus never
anemp o divorce saientific progress kom ethical considerntions. We must instead fashion
timely answers to the imeless question “Is thats a line thar should not ba eroysed even for
scientific or other gain, and ifso, where {3 it? (Washington Post edirorial, Ocr. 2, 1994)

Tha recent furar over Dolly the cloned sheap, and Dr. Seed's subsequent announcement
that he iatended to cloae & human being through the same tehnique, has highlighted the
necessity of an Independunt, belanced forum 1o address the athien! Imglications of new
technolegical capabilities, Two temptatians threaten both selénce and sthica in the current
miligu. There is pragsure on legislacors (ofen unfamiller with scieatific fgsues) to cush w draft
lawy that could hamper Imporrant research efforws. There is » paxullel tendency on the pan of
seadamic szlentsts © resisc any input from law or ethics into their researeh. Thus, sclence and
ethies are lost in the politeal morass, while the public often remains usinvolved and frightened.
The exumple of the cloning dckate provides ample evidence of this tendency.

. Thern are no fewer than gix leglelacive proposals to address clening on the horizea,
ranging from sweeping prohibitions to largely symbolic bans. The Nations! Bloethlcs Advisorv
Cemmission (2 conunlssion sppointed entirelv by Presidant Clinton) did a good job of trying 1o
assim(lare the Informaden oa cloning under thelr alnety day deadline lan year, but they ware
unable o substantively addregs the athleal issues surraunding human eloning, The Commission
cited inadequate time w tackle difflcult echical issues in the conrext of our plugalistic society, and
primarily focused on scienrifie coneerns ag well as the less absteer lssue af safery. They then
uppetled to each Amorican «itizen 10 step to the plate and exereise moral teadership in forming 2
natienal pelicy on human eloning.

In en effor to follow up en the Carunission's recummendations, the Senate Labar
Cemminiee’s Subcommitiee on Publia Health and Safery, which ! chalr, held & hesring June 17,
1997, enritled “Ethlcs and Theology: A Continuation of the Natidna! Discussion on Human
Cloning.” W'¢ heard testimony on all sides of the issue, from the Christan, Islamic. snd Jewish
weditions. and from philosaphers wetl-schesled in biomedizal ethics. We launched 2 lroader

public debate with questions about the nature of husnan individualivy, family. ead social
strugture,

However, time has shown thar both a Presidential Commission. and the Unitad States
Congress are inadequate and inapprapriste forurns for blostical issuas of inuicaey and
imporance. I am thetefore proposing 1o establish a new independent Nagional Blocthics
Commission, representativa of the public at large, with corbined paticipation of exparts in law.

7 2101704 HAJL R TAR - CONWOL s 0GLC 7 b L TAL 1ATAAAAIAL VA IAY . IA 1A
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iclence, theology, medicine, social science, end philosophy/ethics with Incerested members o f the
puhlie. ' _

It is my hope that this Commissioa will forge & new path far our country in the fleld of
bioethies. That they will enabla Us to have an informed. thoughtful, pcientifie debate in the
publlc square withour fear or polities driving our desisions. The Majority and Mlnarlty Leaders
of Cengrass would appo(nt membars of the panel.'but no eurtent Member of Congress or
Adminisuacion politicel appeintes would be allowed (o paricipuse durlng thelr term of affles.
We simply must depolitielze these discussions while simultaneously broadining Input fram the
general public. Each and evety citizen should have the opportunity to contribuie to thass grea
debates,

[ anticipate thet some may question the role of theoloxy in a public pelicy debate.
Cerulnly the Presideat’s advisory camumission found that thels considerations were incomplets
withaut examining the religious mores of our culture. Our founding fathers also recognized thas
publie policy could net be formulated in o cheological vacuum. While they forbade the
esablishmenc of a stae religion, they simultaneously affirmed the rights of Ged-fearing people
10 make their voicey heerd in the public arenn, Todsy, and throughout history, celigion has been
3 primary source of the beliefs governing these decisions for ten and women of all races and
vreeds,

So iv is vital that our public debate and refiecdon on scientflc developments keep pace,
and sven anticipate and prepare for new sciendfic knowledge, The morel and ethical dilemmas
inherent in the cloning of human beings may well be our greatest test to datc. We de net simply
seek knosieiae. but the wisdpm to apply that knowledge. as with each of the mind bogaling
scientific advances of the last century, we know that there is the potential for both good and avil
in this technology. Our task ay [egisiators is to define the role of the federal governmen: in
hamessing this teehnology for goad, Our task ¢ citizens is to sxercise raspansible stewacdship
of the precious gift of life. May this Commissien enable us to fulfill our trust.
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IN THE SENATE OF THE UNITED STATES

M. g

Mr. Bexp (for bimedf, Me. FRa®, and Mr. emq)ﬁnéub#m follawing
bill; which way read twice and rafared to the Committes on

A BILL
To amend title 18, United Stetez Code, to prohibit tha uss
of somatic cell nuclenr tranefer technology for purposes
of human aoning.

Bs it enactsd by the Senate and Hovse of Representu-
tivea qf the United Stater of America in Congress ustsmbled,
SECTION 1. BHORT TITLE.

This Aot soay be cited as the “Humsn Cloning Prohi.
bition Act of 1998".

SEC. 1. FINDINQ.

Congress finds that in order to prevent the ereation

of & cloned human individual threugh somatic cell nucleay
" transfer technology, it is right end proper ta prohibit the
creation of elored human embryos that would never have
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the opportunity for implantation and that would therefore
be ereated solely for research that would wWiimately lead -

tb vheir deatruction.
BEC. 8. PROEIBITION ON CLOMING,
(a) IN GENDRAL.—T{tle 18, United Statez Code, ia
amended by inserting after chapter 16, the following:
“CHAPTER 18—CLONING

iQen :
““30L, Prohihitivn on eloning.

8 “§301 Prohibitian ox cloning

10
{1
12
13
14
13
16
17
18
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""(a) IN GENERAL.—It shall be unlawful for any per-
€on or entity, public or private, in or affscting interstate

corumerce, to useisomatic cell nuclear transfer technology.

“(b) INPORTATION.—It khall be unlawful for any per-
son or entity, public or private, to import en embryo pro-
duced through somatic eell nuelesr transfer tachnology.

“(c) PENALTIES.—

“01) In Gmmm—-mw pargon or entiiy who is

conviated of violating amy provision of this seétiun
thall be fined according to the provisions of this title
or sentenced to up to 10 years in prison, or both.

*“(2) CIvIL PENALTY.—Any person or sntity
who is conviated of violating any proviglon of this
seotion ghall ba subject to, in the case of a violation
that involves the derivation of & pecuniary gain, a

@oos
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eivil penally of not more than an amount equal to
the amount of the gross gain multiplisd by 2.

“(d) DEFINITION.~—The term ‘somatic cell nuclesr
trangfer technology’ means toking the nuclear mataal of
a homan somatie ¢ell and ineorpbrating it into an cocyte
from which the nueleus has been removed or rvendered
inert and producing an embryo (inclnding &
preimplantstion embryn).”. |
(b) CrLERICAL AMENDMENT.-——The tabls of chapters
for part L of title 18, United States Code, is samended by
{ngarting afver the item pelating to chapter 15, the follow-

ing:
L TN VT X 1 L A—

SEC. 4. OOI_‘QI!B!ION TO PROMOTE A NATIONAL DIALOGUE
ON BIQETHICS.

() EsTaBLSEMENT.—There is established within
the Institute of Medicine a commission to be known 8s
the National Commirsion vo Promote a Netonal Dislogue
on Bioethics (referred to in this ssction ug the “‘Commis-
gion'').

(b) MEMBEREHIP. e

(1) NUMBER AND APPOINTMENT —The Com-
misgion shall be composed of 25 meambers, of
whomee

(A) 6 shall be mppointed by the Majority
Leader of the Scnate;

[ B Y]
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(B) 6 shnli be appointed by the Minority

Leader of the Senate;

(C) 6 shall ba appointed by the Bpenker of
the House of R«pu’nntaﬁm; and
(D) 6 shall be appointed by the Minority
* Lieader of the House of Rapreaeutatives; and
‘ (E) 1, who ghall serve as the Chairpersen
of the Commission, to be appointed jointly by
the Majority Leader of the Senats, and the

Speaker of the House of Representatives, in

consultation with the Minority Leader of the

Senate and the Minecrity Leader of the House

of Representatives.

(2) REQUIREMENTS—Esch individual de-
saribed in subperagraph (4) through (D) of para-
graph (1) shall ensure that members appointed to
the Commission gre representative of the fields of
lew, theology, philosophy or ethicas, medicine, science,
and society.

(3) DRADLINE FOR APPOINTMENT.—Dlembers
of the Corumisaion shail be appointed by not later
then December 1, 1068, -

(4) TERMB OF APPOINTMENT.=mA member of
the Commission appointed under paragraph (1) shall

WWAR e AA A b LA IATAAAan a1
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soina for o ter;n of 8 years. Members mas uot gerve
congsecutive terms, '

(6) MeETINGS, —The Commistion shall meet at
the call of its Cha.irperion or A majority of {ts mem.
bars.

(6) QuoruM.—A quorum shall consist of 13
membars of the Comumisgion.

(7) VACANCIES.~—A vacanoy on the Commission
shell be Slled in the same manner in whidh the origi-
oal appointment was made not later than 30 days
after the Commission s given notice of the vacancy

. and shall not affect the power of the remsining

members to execute the dutles of the Commission.
(8) ComPENSATION.—Members of the Commie:
sion shall receive no additional pey, sllowances, oz
benefits by reason of their service on the Commis-
sfon.
(9) ExreNses —Esch member of the Commis-
sion shall receive trevel expenses and per diem in

llet of subsiatance in accordance with sections 5702
"and 5708 of title 6, United Stetes Code.

(¢) DuTiER OF TRE COMMIBSION.—~—The Commission

23 ghall provide an independent forum for broad publit par-
24 ticipation and discourse concerning important bioethical

25 issues ineluding cloning, and provide for 2 report to Con-
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1 gress concerning the findings, conalusions, and rec.
2 ommendations of the Comumission concerning Federal pol-
3 lay and possible Congressional action.
4 (d) STAFF AND-SUPPORT SEBVICES.—
S (1) STAFF.=—With the approval of the Commis-
6 sion, the chairperson of the Commission may ap-
7 point such personnel as the chairperson considers
8 appropriate, .
9 (2) APPLICABILITY OF CIVIL SERVICE LAWS.~—
10 The staff of the Commission shall be appointed with-
11 out regard to the provisions of titla 5, United Statea
12 Code, governing appointments in the competitive
13 service, and ghall be paid without regard to the pro-
14 visions of chaptar 51 and subchapter IIT of chapter
13 68 of such title (relating to classifieation and Gen-
16 eral Schedule pay rates).
17 (3) EXPRRTS AND CONSULTANTS.—With the
18 approval of the Commission, the chairperscn may
19 procure r.amporuy'and intermittent services under
20 seation 3108(b) ef title 5, United States Code.
21 (¢) PRYSICAL FACILITIES —The Administrator
22 of the General Bervices Administration shall loeate
23 suitable office space for the operation of the Com-
24 mission, The facilities shall serve as the hend-
25 quarters of the Commission and shall include all
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necessary ecuipment and incidentals required for the
proper functioning of the Commirsion.
(e) PoweRs OF COMMIBEION.—

(1) ERARINGS AND OTHER ACT(VITIES.—For
the purpose of carrying out its duties, the Commis-
gion may held such publie hearings and undertnke

guch other activities as the Commission determimes

to be necessary to carry out its daties.

(2) DETAIL OF PEDERAL ENPLOYZER.—Upon
the request of the Commission, the head of any Fed-
eral agency is authnrhed to detail, without reim.
bursement, any of the personnel of such sgeney to
the Commission to asslat the Comumission in cary-
ing out ita duties. Any tnch detadl shall not intexrrupt
or otherwise nffeot the civil servios statugs or privi-
lages of tha Federal employve.

(3) TEOHMNIOAL ASSIRTANCR.~—Upon the re-

quest of tha Commission, the herd of a Faderal

agency shall provide such technijcal assistence to the
Commission as the Commission determines to be
necessary to carry out its duties.

(¢) URE OF MANS.—-Tha Commiggion may e
the United Statez maila in tﬁ.e same manner &nd
under the same conditions as Federal agencies and
shali, for purposes of the frank, be considered o
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commission of Congress as described in saction 8218

‘of title 89, United States Ciode.

-~

(6) OBTANING mommxoﬁ.—-’l‘h: Commis-
sion may seears directly from any Federal agency
information necessary to ensble it to cany out its
dutes, if the mforma\‘.lon ey be disalosed undar
section 552 of title 5, Umted States Code. Upon. re-
quest of the Obairperson of the Commission, the
head of such agency shall Annigh such information
to the Commisaign,

(6) ADMINISTRATIVE SUFPORT EERVICES.—
Upon the request of the Commission, the Adminis-
trator of Genera] Sarvices shall provids to the Com-
mission on & reimbursable bagis such administrative
support services 8¢ the Commiseion may requast.

(7) PRINTING.~~For purposes of costs relating
to printing and binding, incdluding the cost of per-
sonnel detailed from the Government Printing Of-
fics, the Commisgion shall be deemed to be a com-
mittee of the Congress.

(f) SUBCOMMITTHRES ~— .

(1) IN GENEBRAL.—The Commission shall astab-

lish 8 subcornmittees, inoluding<=
(A) & snheammittee on legal tssues;

(B) & subcommittes on theological iysuas;
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(C) a subccmmittee oa philosophical and
ethigal jssuces; |

(D) & subcommittee on medical issues;

(E) & subcommittee on scientifie issuen;
and

(") & subeonmymnittes on soclal issues.

(2) MEMBERAMIF.—With respect to the {asues
for whish each subcommittes has been establizhed,
each subcommittee ahall be composed of—

| (A) 1 expert to be appointad 'by the mem-

bers of the Committee who were appointed

under subparagraphs (A) and (C) of subsgsction
By, | |

(B) 1 expart to be appointed by the mem-
bare of the Committee wjzo were appointed
under subparagraphs (B) and (D) of subsestion
) () '

(C) 1 individpal oparltiﬁg in the private
gector who ir acquainted with the issues but
who is not an expert to be sppointed by the
members of the Committee who were eppointed
under gubparagraphs (A} and (C) of subsection
(B)(1);

(D) 1 individual opereting in the private

sector who is acquainted with the isgues but
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who is mot an expert to be appointed by the

members of tha Committes wha wers appointed

under stbparagraphs (B) and (D) of subseetion

(b)(1); and - '

(E) 4 membars of the Commission with
relevant expertiss.

(8) MERTINGS.~—Maatings of the subeammitteas

shall be approved by the Comniasion.
(g) REPORT.—Not latar than December 31, 1999,
and annually thereaftar, ths Commission shall prepare and
gubmit to the appropriate committees of Congress a report
which shall contain o detailed statement of the rec.
ommendations, findings, snd conclusions of the Commia-
sion,

(h) AUTEORIZATION OF APPROPBIATIONS—There
ere authorized to be appropriated suah sums sa may be
necessary to cerry out this section '
SEC. 5. UNREB'!.RIC‘PED SCIENTIFIC RESEARCH.

Nothing in this Aet (or an amendment made by this
Act) shall be construad to restrict arear of scientific re-
search that are not specifically prohidited by this det (or
amsancmants). o
BEC. 6. AENSE OF CONGRESS.

It is the gense of Congress that the Federal Govern-

ment ghould advocate for and join an international effort
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1 to prohibit the use of somatic oell miclear transfer téch-
2 nolagy to produce a1 human embryo.
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® Rachel E. Levinson 02/04/98 01:23:21 PM

Record Type: Record

To: See the distribution list at the bottom of this message

cc:
Subject: draft cloning letter for discussion at 4 today

I commend you on your introduction of S. 1602 the “Prohibition on Cloning of Human Beings
Act of 1998.” If enacted, this bill 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. The bill, which closely parallels the bill I submitted last June, also follows the
findings and recommendations presented to me by my National Bioethics Advisory
Commission. I said then and reaffirmed this belief in my January 10 radio address that using
somatic cell nuclear transfer cloning techniques to clone a human being is untested, unsafe,
and morally unacceptable. I called on Congress to enact legislation making it illegal for
anyone to clone a human being at this time. I am pleased to see your response to my
challenge.

Trying to draft a bill that walks the fine line between defining the unacceptable act of
producing a child that is the genetic replica of another person, while protecting biomedical and
agricultural research is a formidable task. My bill offered one way to achieve those dual
goals; your bill clearly reaches for the same result. In this case, imprecise wording carries the
threat of impeding research that might one day offer hope to those suffering from spinal cord
injury, Parkinson’s disease, diabetes or AIDS. We must not make such a mistake in our haste
to close the doors to those who would subvert this promising new technology by using it for
unethical purposes.

I am also pleased that you have heeded my proposal to put a time limit on this prohibition.
The sunset provision ensures a continuing examination of the risks and benefits of this
technology, while we are free from worry that someone will use it prematurely.

Society shouldn’t make decisions about the application of a specific technology without first
understanding its full potential, both good and bad. Asking the National Bioethics Advisory
Commission to return to this complex issue in four and one-half years will promote a deeper
awareness of the power we hold to alleviate the burden of human illness and a broader debate
on the ethical and moral limits we ought to impose on exercising that power. We are not
ready to answer these enormously challenging questions today.

That is why we must act now to reassure the public that this government will not tolerate
anyone using somatic cell nuclear transfer to create a child. 1 thank you for your efforts on



behalf of the American people and look forward to signing this bill.

Message Sent To:

Toby Donenfeld/OVP @ OVP
Wendy A. Taylor/OMB/EOP
gips_d @ al.eop.gov @ inet
Clifford J. Gabriel/OSTP/EOP
Jeffrey M. Smith/OSTP/EOP
Lucia A. Wyman/WHO/EOP
Thomas L. Freedman/OPD/EQOP
Jerold R. Mande/OSTP/ECP
William P. Marshall/WHO/EOP
Arthur Bienenstock/OSTP/EOP
Rachel E. Levinson/OSTP/EOP
Elena Kagan/OPD/EOP
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Record Type: Record

To: See the distribution list at the bottom of this message

cc:
Subject: BIO's analysis

---------------------- Forwarded by Rachel E. Levinson/OSTP/EOP on 02/03/98 04:34 PM --

cludlam @ mail.bio.org
02/03/98 02:31:57 PM

Record Type: Record

To: levinson

cc:
Subject: analysis

ANALYSIS OF BOND/FRIST/GREGG
HUMAN CLONING BILL

First Issue: The Bond/Frist/Gregg human cloning bill bans the act of "producing an
embryo (including a preimplantation embryo)” through the use of a specified technology
(somatic cell nuclear transfer). It would ban the production of this embryo even if the

production of such an embryo is for purposes completely unrelated to the cloning of a human

being.

The bill, therefore, would effectively ban some research to
generate stem cells for the following types of treatments:

cardiac muscle cells to treat heart attack victims and degenerative
heart disease;

skin cells to treat burn victims;

spinal cord neuron cells for treatment of spinal cord trauma and
paralysis;

neura!l cells for treating those suffering from neurodegenerative
diseases;

pancreas cells to treat diabetes;

blood cells to treat cancer anemia, and immunodeficiencies;

neural cells to treat Parkinson's, Huntington's and Amyotrophic Lateral Sclerosis (ALS);

cells for use in genetic therapy to treat
5,000 genetic diseases, including Cystic Fibrosis,



Tay-Sachs Disease, schizophrenia, depression, and other diseases;

blood vessel endothelial cells for treating atherosclerosis;

liver cells for liver diseases including hepatitis and cirrhosis;

cartilage cells for treatment of osteoarthritis;

bone cells for treatment of osteoporosis;

myoblast cells for the treatment of Muscular Dystrophy;

respiratory epithelial cells for the treatment of Cystic Fibrosis
and lung cancer;

adrenal cortex cells for the treatment of Addison's disease; retinal pigment epithelial cells

for age-related macular
degeneration;

modified cells for treatment of various genetic diseases; and

other cells for use in the diagnosis, treatment and prevention of other deadly or disabling
diseases or other medical conditions.
To be precise, the bill would ban the generation of stem cells for these purposes where the
stem cells have nuclear DNA from a "human somatic cell" -- see critical discussion below and
somatic cell nuclear transfer technology was used.

It would not ban stem cell research where the stem cell is generated without the use of
somatic cell nuclear transfer or does not involve nuclear DNA from a "human somatic cell” --
again, see the critical discussion below.

If the legislation is limited to somatic cells with nuclear DNA identical to that of an
existing or previously exisiting human being -- again, see critical discussion below -- the
specific type of stem cells research which is banned is "customized" stem cell research. A
researcher or doctor might want to create a human zygote with DNA identical to that of an
existing or previously existing person through the use of somatic cell nuclear transfer -- the
act prohibited in the Bond/Frist/Gregg bill -- in order to create a customized stem cell line to
treat the individual from whom the DNA was extracted. By using the same DNA the stem
cell would be more likely to be compatible and not rejected by the person when the stem
cell is transferred (back) to the person for the treatment.

The statement released by Senators Bond/Frist/Gregg about the impact of their bill on
biomedica! research is technically accurate but highly misleading. The title of the document
is "CURRENT RESEARCH UNTOUCHED BY THE BOND/FRIST/GREGG LEGISLATION" and it is
followed by a list of such research, including "In Vitro Fertilization," "Stem Cell Research,”
"Gene Therapy,” "Cloning of Celis, Tissues, Animals and Plants,” “"Cancer,” "Diabetes,"
"Birth Defects," "Arthritis," "Organ
Failure," "Genetic Disease,” "Severe Skin Burns,” "Multiple
Sclerosis,” "Muscular Dystrophy,” "Spinal Cord Injuries," "Alzheimer's Disease," "Parkinson's
Disease,” and "Lou Gehrig's Disease." The title to this document includes a critical
qualification -- an asterisk. The asterisk qualification states, "The Bond/Frist/Gregg bill would
not prohibit any of this research, even embryo research, as long as it did not involve the use
of a very specific technique (somatic cell nuclear transfer) to create a live cloned human
embryo."

This qualification swallows the list. It acknowledges that the bill would, in fact, ban
some types of stem cell research and other research, as explained above. Given the
importance of the asterisk, the title to the document and the list of protected research are
highly misleading.

The statement of Senators Bond/Frist/Gregg is a challenge to patient disease groups to
seek to include in the legislation a specific guarantee that research on the diseases they list is
not, in fact, stifled. Such an exemption might read as follows:



"NOTHING IN THIS ACT shall apply where the acts or research are for the purpose of
producing or generating stem cells to treat or diagnose deadly or disabling diseases and other
medical conditions including the following: cardiac muscle cells to treat heart attack victims
and degenerative heart disease; skin cells to treat burn victims; spinal cord neuron cells for
treatment of spinal cord trauma and paralysis; neural cells for treating those suffering from
neurodegenerative diseases; pancreas cells to treat diabetes; blood cells to treat anemia,
immunodeficiencies, and cancer; neural cells to treat Parkinson's, Huntington's and
Amyotrophic Lateral Sclerosis (ALS); cells for use in genetic therapy to treat 5,000 genetic
diseases, including Cystic Fibrosis, Tay-Sachs Disease, schizophrenia, depression, and other
diseases; blood cells for use in treating patients with cancer, anemia, or immunodeficiency
diseases; blood vessel endothelial cells for treating atherosclerosis; liver cells for liver
diseases including hepatitis and cirrhosis; cartilage cells for treatment of osteoarthritis; bone
cells for treatment of osteoporosis; myoblast cells for the treatment of Muscular Dystrophy;
respiratory epithelial cells for the treatment of Cystic Fibrosis and lung cancer; adrenal cortex
cells for the treatment of Addison's disease; retinal pigment epithelial cells for age-related
macular degeneration; modified cells for treatment of various genetic diseases; and other
cells for use in the diagnosis, treatment and prevention of other deadly or disabling diseases
or other medical conditions; or for the purpose of conducting scientific research into the
mechanisms of interaction between the genes and their intracellular and extracellular
environments in order to control and redirect the specialization of somatic cells into novel
treatments or diagnostic products for deadly or disabling diseases and other medical
conditions."”

If Senators Bond/Frist/Gregg are, in fact, determined to protect this research, they could not
object to including this explicit guarantee in their bill.

The stem cell technology is exciting and potentially revolutionary. Scientists are
developing an entirely new approach for treating human

diseases that depend not on drugs like antibiotics but on living cells that can differentiate
into blood, skin, heart, or brain cells and potentially treat cancers, spinal cord injuries, or
heart disease. This research -- called stem cell research -- holds the potential to develop and
improve cancer treatments by gaining a more complete understanding of cell division and
growth and the process of metastasis. This could also lead to a variety of cancer treatment
advances.

The kinds of cells that make up most of the human body are differentiated, meaning that
they have already achieved some sort of specialized function such as blood, skin, heart or
brain cells. The precursor cells that led to differentiated cells come from the embryo.

They are called stem cells because functions stem from them like the growth of a plant.
Stem cells have the capacity for self-renewal, meaning that they can produce more of
themselves, and differentiation, meaning that they can specialize into a variety of cell types
with different functions. In the last decade, scientists studying mice and other laboratory
animals have discovered powerful new approaches involving cultured stem cells. Studies of
such cells obtained from mouse stem cells show that they are capable of differentiating in
vitro or in vivo into a wide variety of specialized cell types. Stem cells have been derived by
culturing cells of non-human primates and promising efforts to obtain human stem cells have
also recently been reported.

Stemn cell research has been hailed as the "[m]ost tantalizing of all" research in this field.
The reason for this is because adults do not have many stem cells. Most cells are fully
differentiated into their proper functions. When differentiated cells are damaged, such as
cardiac muscle when someone suffers a heart attack, the adult cells do not have the ability
to regenerate. |f stem cells could be derived from human sources and induced to



differentiate in vitro, they could potentially be used for transplantation and tissue repair.

Using the heart attack sufferer as an example, we might be able to replace damaged
cardiac cells with healthy stem cells that could differentiate into cardiac muscle. Research
with these stem cells could lead to the development of "universal donor cells" of invaluable
benefit to patients. Stem cell therapy could make it possible to store tissue reserves that
would give health care providers a wholly new and virtually endless supply of the cells listed
above. The use of stem cells to create these therapies would lead to great medical
advances. We have to be sure that nothing we do in this legislation concerning human
cloning would obstruct in any way this vital research.

Second Issue: The bill bans the use of somatic cell nuclear to transfer a "human somatic
cell" but it does not state that this is limited to somatic cell which contains nuclear DNA
identical to that of an existing or previously existing person. This means that the bill is not
limited to cloning (creating a person or embryo with nuclear DNA identical to that of
someone else), but would also apply to the use of somatic cell nuclear transfer of nuclear
DNA which is not identical. It would, in fact, prohibit the use of somatic cell nuclear transfer
where the nuclear DNA is the product of normal, sexual reproduction -- that is the opposite
of cloning. It would also prohibit the use of somatic cell nuclear transfer where the somatic
cell had been modified in some way prior to the use of somatic cell nuclear transfer. In
short, the bill prohibits a broad range of uses of somatic cell nuclear transfer having nothing
whatever to do with cloning, such as use of this technology to treat mitochondrial disease.
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Toby Donenfeld/OVP @ OVP
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HUMAN CLONING BAN COMPARISON:
S, 1602 (FEINSTEIN/KENNEDY) AND §. 1599 (BOND)

Scientific issues

Both bills deal with the use of the cloning technology called "somatic cell nuclear
transfer”. Somatic cell nuclear transfer means taking the nucleus (which countains the DNA or
genes) from a somatic cell (a mature cell, not an egg or sperm cell) and putting that nucleus
into an egg cell from which the original nucleus has been removed. The product of somatic
cell nuclear transfer is not a fertilized egg. Rather, it is an unfertilized egg cell that
contains DNA from another source, such as an adult human being. If this egg cell is
implanted into a woman's womb, it will develop into a baby. But if that cell is instead
grown under special laboratory conditions, it does not become a baby but instead becomes a
specific tissue, such as muscle, nerve, or skin. This would allow us to make genetically-
identical tissues and organs for treatment of a vast array of diseases. It is important to
understand that we can chose whether the product of somatic cell nuclear transfer
becomes a buman child or becomes a tissue for medical use, This technology does not
create "wasted embryos''.

The Bond bill bans the act of somatic cell nuclear transfer. (The authors of the
Bond bill define the product of somatic cell nuclear transfer as an embryo.) In contrast, the
Feinstein-Kennedy bill bans the implantation of the product of somatic cell nuclear
transfer into a woman's womb. This distinction means that the Bond bill, but not the
Feinstein-Kennedy bill, will ban:

1. The production of genetically-identical tissues for treatment of disease and
transplantation. This tissue will not be rejected by the patient since it is can be made from
the patient’s own DNA and will not require the' recipient to take immunosuppressive drugs.
This could lessen the strain on the organ donation system and eliminate the risk of
iransmission of viruses. It will also decrease the need for fetal tissues. Treatments which
could use this tissue include:

» Rlood cell therapies for diseases such as leukemia and sickle cell anemia

« Nerve cell therapies for neurodegenerative diseases such as Alzheimer's
disease, Parkinson's disease, Lou Gehrig’s disease, and multiple
sclerosis

» Nerve cell therapies for spinal cord injuries

» Jslet cell transplants for diabetes

o Skin cell transplants for severe burns

» Liver cell transplants for liver damage

» Muscle cell therapies for muscular dystrophy and heart disease

« Cartilage cells for reconstruction of joints damaged by arthritis or injuries

2. Use of somatic cell nuclear transfer for non-cloning purposes which treat
diseases carried in the cytoplasm (the non-nuclear material in a cell). Parents whose
children would otherwise inherit cytoplasmic diseases can have healthy children using a
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variation on somatic cell nuclear transfer. After standard in vitro fertilization from egg and
sperm cells, the nucleus from the resulting cell is transferred into a fresh egg cell that does
not carry the cytoplasmic disease, This is not cloning- it is curing a disease. This therapy
would be banned by the Bond bill.

Length of ban

The Bond bill is a permanent ban.
The Feinstein-Kennedy bill is a ten year ban.

Bioethies coramission

The Bond bill creates 4 new permanent committee, the National Commission to
Promote a National Dialogue on Bioethics. This committee would operate within the Institute
of Medicine and issue annual reports. The Feinstein-Kennedy bill utilizes an already existing
entity, the National Bioethics Advisory Commission. NBAC will issues reports at four and
one-half and nine and one-half years.

Penalties .

Violations of the Bond bill include sentencing of up to ten years in prison and a fine
of not more than two times the gross pecuniary gain.

Violations of the Feinstein-Kennedy bill include a fine of the greater of $1,000,000 or
three times the gross pecuniary gain or loss; civil actions; and forfeiture of property.
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105TH CONGRESS

9D SESSION S o 160 a

IN THE SENATE OF THE UNITED STATES

Mrs. PEINSTEIN (for herself and Mr. KENNEDY) introduced the following bill;

To

N N i bW

which was read twice and referred to the Committee on

A BILL

amend the Public Health Service Act to prohibit any
attempt to clone a human being using somatic cell nu-
clear transfer and to prohibit the use of Federal funds
for such purposes, to provide for further review of the
ethical and scientific issues associated with the use of
somatic cell nuclear transfer in human beings, and for
other purposes. |

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

Thig Act may be cited as the “‘Prohibition on Cloning
of Human Beings Act of 1998"".

SEC. 2. FINDINGS.

Congress finds that—
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(1) it has been reported that an adult sheep has
been cloned using a technique called somatic cell nu-
clear transfer, | |
(2) the National Bioethics Advisory Commission
(referred to in this Act as the “NBAC”) has re-
viewed the scientific and ethical implications of the
potential use of such technology to clone human
beings;
(3) thg NBAC has determined that—

(A) somatic cell nuclear transfer tech-
nology may have many applications for bio-
technology, livestock productions, and new med-
ical approaches including the production of
pharmaceutical proteins and prospects for re-
pair, regeneration, or transplant of human tis-
sues or organs; and

(B) the possibility of using somatic cell nu-
clear transfer for the purposes of creating a
child entails significant scientific uncertainty
and medical risk, which could result in harm to
a child;

(4) the NBAC concluded unanimously that at
this time it is morally unacceptable for anyone in the

- publiec or private sector, whether in a research or

F.o>. 14
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clinical setting, to attempt to create a child using so-
matice cell nuclear transfer-cloning;

(6) the consensus of the NBAC is based on cur-
rent scientific information indicating that this tech-
nique is not safe to use in humans at this time;

(6) in addition to issues of safety, the NBAC
identified many additional serious ethical concerns
which they agreed require a great deal more wide-
spread and careful public deliberation before this
technology may be used;

(7) the NBAC recommended a continuation of
the current moratorium on the use of Federal funds
to support any attempt to create a child by somatic
cell nuclear transfer, and an immediate request to
all firms, clinicians, investigators, and professional
societies to comply voluntarily with the intent of the
Federal moratorium;

(8) the NBAC further recommended that Fed-
eral legislation be enacted to prohibit anyone from
attempting, whether in a research or clinical setting,
to create a child through somatic cell nuclear trans-
fer cloning;

(9) the NBAC also recommended that the Unit-
ed States cooperate with other countries to enforce

mutually supported restrictions on this activity;

P.6714
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(10) the NBAC specified that such Federal leg-
islation should include a sunset provision and that,
prior to the sunset date, an oversight body should
review and report on the status of somatic cell nu-
clear transfer technology and the ethical and social
issues associated with its use and recommend wheth-
er the prohibition should be continued;

(11) the NBAC concluded that any regulatory
or legislative actions undertaken to effect the fore-
going prohibition should be carefully written so as
not to interfere with other important areas of re-
search, such as the cloning of human DNA se-
quences and cells, which raise neither the scientific
nor the ethical issues that arise from the possible
creation of children through somatic cell nuclear
transfer techniques;

(12) the NBAC also found that cloning animals
by somatic cell nuclear transfer does not raise the
same issues implicated in attempting to use the
technique to create a child, and its continuation
should only be subject to existing regulations regard-
ing the humane use of animals; and

(13)(A) biomedical research facilities, including
those conducting cloning, and reproductive services

facilities engage in and affect interstate commerce;
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(B) the products of biomedical research, includ-

ing cloning, and the services provided by reproduc-
tive services facilities move in interstate commerce;
(C) patients travel regularly across State lines
in order to access reproductive services facilities; and
(D) biomedical research facilities, including
those econducting cloning, and reproductive services
facilities engage scientists, doctors, and other staff
in an interstate market, and contract for research
and purchase medical and other supplies in an inter-
state market.
3. PURPOSES.
It is the purpose of this Act to—
(1) prohibit any attempt, in this country or
elsewhere, to clone a human being, that is, to use

the product of somatic cell nuclear transfer to create

a human being genetically identical to an existing or -

deceased human being;

(2) prohibit the use of Federal funds for any of
the activities deseribed in paragraph (1); and

(3) provide for further review of the ethical and
scientific issues associated with the use of somatic

cell nuelear transfer in humans.

LIRS e 4
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SEC. 4. AMENDMENT TO THE PUBLIC HEALTH SERVICE

ACT,
Part H of title IV of the Public Health Service Act

(42 U.8.C. 289 et seq.) is amended by adding at the end

“SEC. 498C. PROHIBITION ON CLONING.

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

1
2
3
4
5 the following:
6
7
8
9

“(a) DEFINITIONS.—In this section:

“(1) CLONING.—The term ‘cloning’ means the
production of a precise genetic copy of a molecule
(including DNA), cell, tissue, organ, plant, animal,
or human,

" %(2) NUCLEUS —The term ‘nucleus’ means the
cell structure that houses the chromosomes, and
thus the genes.

“(3) O06YTE.—The term ‘oocyte’ means the fe-
male germ cell, the egg.

“(4) SoMATMC CBLL.—The term ‘somatic cell’
means a mature, diploid cell.

‘/(5) SOMATIC CELL NUCLEAR TRANSFER.—The
term ‘somatic cell nuclear transfer’ means transfer-
ring the muclens of a somatic cell of an existing or
deceased human child or adult into an oocyte from
which the nucleus or all chromosomes have been or
will be removed or rendered inert.

“(b) PROHBIBITIONS.—It shall be unlawful for any

26 person or other legal entity, public or private— -

Fr.o2719
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“(1) to implant or attempt to implant the prod-

uct of somatic cell nuclear transfer into & woman’s
uterus;

“(9) to ship the product of somatic cell nuclear
transfer in interstate or foreign commerce for the
purpose of implanting the product of somatic cell
nuclear transfer into a woman's uterus, in the Unit-
ed States or elsewhere; or

“(3) to use funds made available under this
Act, or any other Act, for an activity prohibited
under paragraph (1) or (2).

“(e) PROTECTED RESEARCH AND PRACTICES.—

13 Nothing in this seetion shall be construed to restrict areas

14 of biomedical and agricultural research or practices not

15 expressly prohibited in this section, including research or

16 practices that involve the use of—

17
18
19
20
21
22
23
24

“(1) somatic c¢ell nuclear transfer or other
cloning technologies to clone molecules, DNA, cells,
and tissues;

“(2) mitochondrial, cytoplasmic or gene ther-
apy; or

“(3) somatic cell nuclear transfer techniques to
create nonhuman animals. |

“(d) NATIONAL BIOETHICS ADVISORY COMMISSION

25 REPORT.—

F.dd7 1S
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(1) IN GENERAL.—Not later than 4%2 years,

and subsequently, 9%% years, after the date of enact-
ment of this section, the National Bioethics Advisory
Commission shall prepare and submit to the Presi-
dent and Congress a report concerning—

“(A) the state of the science of cloning and

relevant developments in cell biology;

“(B) the ethical and social issues associ-

ated with the potential use of this technology in
humans; and

“(C) the advisability of continuing the pro-
hibition established under this section.

“(2) OTHER REPORTS.—The National Bioethics
Advisory Commission may produce reports in addi-
tion to the reports required under paragraph (1) if
the Commission determines that such reports are
useful to clarify any of the topics deseribed in para-
graph (1), address changes in the state of science or
society, or modify or clarify the recommendations of
the Commission,

“(3) CONTINUATION OF COMMISSION.—The
Nationa! Bioethies Advisory Commission is author-
ized to continue for the 10-year period described in
subsection (i) to prepare reports under this section

and for other purposes as established in Executive

-

e b’ 4&™F
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Order 12975 and subsequent amendments to such

Order. This paragraph shall be construed to super-
sede the termination and chartering provisions of
section 14 of the Federal Advisory Committee Act (5
U.S8.C. App 2),

‘“(e) PENALTIES,—

“(1) IN GENERAL.—Any person who inten-
tionally violates the provisions of subsection (b) shall
be fined the greater of $1,000,000 or 3 times the
gross pecuniary gain or loss resulting from the viola-
tion.

“(2) Crvi, ACTIONS.—If a person is violating
or about to violate the provisions of subsection (b),
the Attorney General may commence & civil action in
an appropriate Federal district court to enjoin such
violation.

‘“(3) FORFEITURE.—Any property, real or per-
sonal, derived from or used to commit a violation or
attempted wiolation of the provisions of subsection
(b), or any property traceable to such property, shall
be subject to forfeiture to the United States in ac-
cordance with the procedures set forth in chapter 46
of title 18, United States Code.

F.l&7 419
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“(4) AUTHORITY.—The Attorney General shall

have exclusive, nondelegable enforcement authority

under this section.

“(5) ADVISORY OPINIONS.—The Attorney Gen-
eral shall, upon request, render binding advisory
opinions regarding the scope, applicability, interpre-
tation, and enforcement of this section with regard
to specific research projects or practices.

“(f) COOPERATION WITH FOREIGN COUNTRIBS.—It
is the sense of Congress that the President should cooper-
ate with foreign countries to enforce mutually supported
restrictions on the activities prohibited under subsection
(b).

“(g) RIGHT OF ACTION —Nothing in this section
shall be construed to give any individual or person a pri-
vate right of action.

“(h) PREEMPTION OF STATE LaAw.—The provisions
of this section shall preempt any State or local law that
prohibits or restricts research regarding, or practices con-
stituting, somatic cell nuclear transfer, mitochondrial or
eytoplasmic therapy, or the cloning of molecules, DNA,
cells, tissues, organs, plants, animals, or humans.

“(i) EFFECTIVE DaTE.—This section shall be effec-
tive for the 10-year period beginning on the date of enaat-

ment of this section. The prohibitions contained in this

[ b

Feldll&
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Review of Senate Bill: “Human Cloning Prohibition Act of 1998"

As of February 2, 1998, Senators Bond, Frist, Gregg, Lott, Hutchison, Lugar, Nickles are co-
sponsors of the bill.

Summary: This bill does two things. It bans human somatic cell nuclear transfer technology for
the purpose of creating an embryo and it creates a new Biocthics Commission which is
accountable to Congress. More details and comments on each of these provisions follow.

Prohibition on cloning:
The language:

1. The bill makes it unlawful “for any person or entity, public or private, in or affecting
interstate commerce, to use human somatic cell nuclear transfer technology.” Somatic cell
nuclear transfer technology is defined as: “taking the nuclear material of a human somatic cell
and incorporating it into an oocyte from which the nucleus has been removed or rendered inert
and producing an embryo (including a preimplantation embryo).”

2. Importation of an embryo made using this technology is also banned.

Comments:

. This is a straight forward banning of the technology of somatic cell nuclear transfer in
humans for the purpose of making an embryo

. The term embryo is not defined, but the fact that they specify “including preimplantation
embryo” suggests that embryo would include the single cell egg with a full complement
of DNA.

Commission to Promote a National Dialogue on Bioethics

The language:

1. Establishes within the IOM a commission called “the National Commission to Promote a -

National Dialogue on Bioethics.” This Commission:

. will have 25 members appointed by the Senate and House leadership, with equal
representation from Democrats and Republicans. These members are to represent law,
theology, philosophy or ethics, medicine, science and society

. will “provide an independent forum for broad public participation and discourse
conceming jmportant bioethical issues including cloning,

. report to Congress concerning the findings, conclusions, and recommendations of the
Commission concerning Federal policy and “possible Congressional action.”

. “may hold public hearings and undertake such other activities” as they determine

necessary
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secure directly from any Federal agency information necessary...as long as the
information may be disclosed under section 552 of Title 5

will establish 6 subcommittees: legal, theological, philosophical and ethical, medical,
scientific and social issues.

will report to Congress no later than 12/31/99 and annually thereafter a detailed statement
of recommendations, findings, and conclusions

Comments:

this is a duplication of NBAC. The main difference is that the new Commission would
be a Congressional body and not part of the Executive branch

there is no comment regarding the relationship of the new Commission with NBAC.
the new Commission could have a very influential advisory role. How much power
would this Commission wield?

there is little description of public discourse other than the fact that the Commission
“may” hold public meetings. This needs clarification.

¢] 005
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Draft letter to Senator Feinstein (041198)

I am responding to your oral request for comments from a science perspective on your proposed
legislation “Prohibition on Cloning of Human Beings Act of 1998".

Scope of the Prohibition: The scope of the proposed prohibition (“... to implant or attempt to
implant the product of somatic cell nuclear transfer into a woman’s uterus.”) is unambiguous as
to the specific acts it would ban; and the phrasing avoids the ambiguity inherent in use of the
word “intent”. However, I note that, as the relevant science base grows, the practical effect of
the ban may go beyond the cloning of human beings. In particular, as animal research yields
progressively greater insight into the uses and limitations of somatic cell nuclear transfer,
potential non-cloning uses of this technology may become possible — e.g., new modalities of
assisted reproduction that employ somatic cell nuclear transfer to overcome mitochondrial or
other cytoplasmic defects in human oocytes.

Several important arenas of research seem to fall outside the scope of the proposed prohibition.
Privately funded scientists or clinicians would continue to be permitted to create and study in
vitro those products of somatic cell nuclear transfer that involve a human oocyte. Moreover,
scientists or clinicians, irrespective of their sources of funding, would continue to be permitted to
create and study in vitro those products of somatic cell nuclear transfer that do not involve a
human oocyte.

Definitions: The inclusion of the word “genetic” in the definition of “cloning” seems
unnecessary. Absent the word “generic”, the definition would be essentially identical to that
used by the National Bioethics Advisory Commission (NBAC) in its report entitled Cloning
Human Beings.

The definition of “nucleus” ends with the phrase “and thus the genes”. To be precise, it could be
expanded to say “except for those contained in mitochondria, which reside in the cytoplasm”.

The term *“somatic cell” covers developing diploid cells as well as mature diploid cells. The
NBAC report (page 1) defines “somatic cell” as “any cell of the embryo, fetus, child, or adult
which contains a full complement of two sets of chromosomes, in contrast with a germ cell, i.e.,
an egg or a sperm, which contains only one set of chromosomes”.

Other Comments: In the section on “Protected Biomedical Research”, inserting the adjective
“non-human” before “animals” would eliminate an ambiguity. Also, in the.“Penalties” section,
the use of the phrase “attempted violation” seems redundant in light of the fact that the proposed
prohibition covers not only implantation but also the attempt.

o
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February 4, 1998
(Senate)

. 1601 - Human Cloni rohibitio t
(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, opposes enactment of S. 1601 because it would have the ill-advised
effect of permanently impeding significant scientific research in critical areas such as finding
cures for diseases, enhancing treatments for infertility, and transplanting tissue and organs.

Instead, the Administration strongly supports enactment of the Feinstein/Kennedy amendment

that will be offered as a substitue for S. 1601. The F einstein/Kennedy amendment, which is« s«
based on the President’s proposal, 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.

Pay-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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® Rachel E. Levinson 02/04/98 05:20:54 PM

Record Type: Record

To: See the distribution list at the bottom of this message

cc:
Subject: amendments

Possible amendments include:
® Adding sunset (preferably 5 years as in Administration bill)
® Adding a list of exceptions like the following:

["{ ) Subsection [{ }] and [{ }] shall not apply where the creation of the embryo is for the
purpose of producing or generating stem cells to treat or diagnose deadly or disabling
diseases and other medical conditions including the following: cardiac muscle cells to treat
heart attack victims and degenerative heart disease; skin cells to treat burn victims; spinal
cord neuron cells for treatment of spinal cord trauma and paralysis; neural cells for treating
those suffering from neurodegenerative diseases; pancreas cells to treat diabetes; blood cells
to treat anemia, immunodeficiencies, and cancer; neural cells to treat Parkinson's,
Huntington's and amyotrophic lateral sclerosis (ALS); cells for use in genetic therapy to treat
5,000 genetic diseases, including cystic fibrosis, Tay-Sachs disease, schizophrenia,
depression, and other diseases; blood cells for use in treating patients with cancer, anemia,
or immunodeficiency diseases; blood vessel endothelial cells for treating atherosclerosis; liver
cells for liver diseases including hepatitis and cirrhosis; cartilage cells for treatment of
osteoarthritis; bone cells for treatment of osteoporosis; myoblast cells for the treatment of
Muscular Dystrophy; respiratory epithelial cells for the treatment of cystic fibrosis and lung
cancer; adrenal cortex cells for the treatment of Addison's disease; retinal pigment epithelial
cells for age-related macular degeneration; modified cells for treatment of various genetic
diseases; and other cells for use in the diagnosis, treatment and prevention of other deadly or
disabling diseases or other medical conditions; or for the purpose of conducting scientific
research into the mechamisms of interaction between the genes and their intracelluar and
extracellular enviroments in order to control and redirect the specializiation of somatic cells
into novel treatments or diagnostic products for deadly or disabling diseases and other
medical
conditions.]

® Penalties—--delete criminal and insert the following:

(c) Any property, real or personal, derived from or used to
commit a violation or attempted vioclation of Section 5, or any
property traceable to such property, 1s subject to forfeiture to
the United States in accordance with the procedure set forth in
Chapter 46 of Title 18 of the United States Code.

® Delete reference to establishment of Commission
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February §, 1998
{Senate)

ol -
(Sen. Lott (R) MS)

On June 9, 1597, 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,mm;_gnnmum&jgm and looks forward to working
with the Congress to address these conceriis. Spccitically, the Administration supports
amendments to S. 1601 that would:

Include a five year sunset on the prohibition on human somatic ceil nuclcar transter
technology. The sunset provision ensures a continuing examination of the cisks and
benetits of this technology, while being free from the worry that someonc will use it
prematurely. \ .

use of SCeNT ir Nurcesy fo,

-~ Permit the crention-ofanembryo-for the Purpose of producing or genorating s&er:\j;clls to
treat or diagnose deadly or disabling discases and other medical conditiony, including the
treatment of cancer, diabetes, genetic diseases, and spinal cord injurics,

== Repeal the biil's criminal pcnaltics and instead make any property, real or personal,
derived trom or uscd to commit violations of the Act subject to forfeiture to the Upited
States.

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

The President’s proposal, which in many ways is reflected in S. 1602 spongored by Senators
Foinstoin and Kennedy, would prohibit any attenpt to create a human being using somatic cell
nuclear transfer, provide for further review of the sthical and scientilic issucs assaciated with the
use of somatic cell nuclear transfer, and protect important biomedical rexearch.

Pay-As-You-Go Sgoring

- S.1601 could aftect receipts: therefore, it is subject to the bay-as-you-go requircment of the
Omnibus Budget Reconciliation Act of 1990. OMB’s preliminary scoring estimate of thig bill js
2cro,
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DRAFT

The Honorable Edward M. Xennedy

Ranking Minority Member

committee on Labor and Huwan Resources

United Etates Senate

washington, D.C. 20510-6300

Deaxr Senator Kannedy:

This im in responae to your inquiry concerning the jurisdiction
of tha Food and Drug Administration (FDA) over human cloning
activities. HApparently, BOWA are suggesting that jmmediate
Federal legislation {0 necessary to prevent the commencement of
human cloning experimenta that ara intended to result in the
creation of a human being through ¢loning techniques. FDA has
jurisdiction over sugh oxperiments and is prepared to exarcise

that Jurisdictiou.

Human cloning is eubject to FDA regulation under the Public
Health Sarvigce Act and Lhe Pederxal food, Drug and Cosmetic Act.
Under these statutes and melomone;ng FDA regulations, clinical
regearch on human cloning way proceed enly when an
aneatigational new drug spplicetion (INDp) is in effect.

pefore such research may begin, the aponsor of tha research ls&
requirad to gubmit to the FDA sn IND deporibing the proposed
reseazch plan, to abtalmn authorlzaticn frem an independent
inetitutional review board, and to obtain the informed consent
of all participating individuale. ¥FDA may prohibirt & spONSOT

from conducting the study (often refexred to as placing the

atudy on "clinical hold*) for a varieiy of reasons, inaluding
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rage 2 - The Honorable Kennedy
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1f the agenay finds that " {human subjeats are ©r would be

exposed to &n unreasonable and asignificant risk of Lllness OT

injury," “the IND doeg not contain gufficient information
raquired ... tO agpess the risks o gubjects of the proposed
studies, " ©oF vghe cliniocal investigatoxs ... Rre not gualified

py reason of vheir scientific training and axperience LC
conduet the {nvestigation.” At & mipimum, the spoasor must
walt at least 30 days after submitting its proposal ko tha FDA

pefore beginning ahy study.

in the case of human cloning experimentd, there ure major
unresolived safety questions. Until those guestions axe
regolvad, the agency could not permit any i{nvestigation of

human cloning to proceed.
1 hope this information is ueeful to you in your deliberacions.

gincerely,

Michael A. Friedman
Lead Deputy Commissioner

Food and Drug Administration
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Nattonal Bioethics Adwsory Commrssmn )

6100 Executive, Boulevard . Sutte SBOI
" Rockville, MD 20892-7508
‘Telephone: (301) 402-4242 -
Facsimile. (301) 480-6900

i ._’l‘he Pres:dent

February 6, 1998

L “The:White House

'Washmston, D.C. 20500

o 'Dear Mrr Presxdent

R '-.I.ast Februaty in-the wake of the startling announcement that researchers in Scotland :
" “had. apparently succeeded in creating a genetic copy of an adult sheep through somattc T
-+ cell ‘auclear transfer, you asked the National Bjcethics Advisory Commission to review "

- the ‘legal and etlncal issues that would arise from the use of thls technology to clone By

human beings. -

-.‘l"he Commrsslon tmmedtately began a series. of rneetmgs and consultatlons We heard
' mot only from physicians and scientists but from religious leaders, ethicists, 1awyers and -
" mémbers-of the public in an effort to understand the full range of views on this-~ .

‘.',Controversml and muitifaceted subject. Of course, given the need for a prompt report S
- we recognized that while we might resolve some of the issues, many would remain for -
T '.;,whxch we could supply a road map but not ourselves reach final conclusions. = ‘

| "f‘In Clamng Human ‘Beings, the report that we presented to you at the White House on’
~June 9, 1997, we concluded that the use of this new technique to create a child would-

_e-ntall unaceeptable risks and cught not to be attempted now by anyone. Beyond the

; issues of safety, we found that concerns relating to the potcnttal harms to children and’ .
#ffects on the moral, religious, and cultural values of society merit further reflection and .
deliberation.. We therefore recommended that 1o attempt be made at this time to. creatc-;

a chfld usmg somanc cell nuclear. transfer. ' -

o You lmmedlately transmﬁted to Congress a bill embodymg our recommendatlons -

- _ Despite: heanngs in both houses, Congress did not adopt legislation cn human cloning i m S

C o 1997 As 'you recognized last week in the State of the Union address, recent

clevelopments ‘make clear that such legislation is needed. Some legislators have oalled
~ for enacting a permanerit ban not just on the creation of children by cloning but on -
“studies with embryomc célls, even though such research could offer an nnpcrtant means

o *"ot’ ﬁndmg a ‘cure for cancer and other lethal drseases

. _We contmue to belleve that sweeping legislation would be a mistake, and we: urge you to.

. “work with Copgress.to ensure that any legislation. follows the basic points of the bill you -

o sent, to Congress Jast. June, namely to:

e stop anyone in. the private as well as the pubhc sector from usxng somattc cel]
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e The President - -
.'Febmary 6, 1998

-nué]ear transfer teéhnjques to create a éhiidf at this time,

‘. (.lea.rly distmg‘uuh the area of conicern (the attempt to create a human chlld :
- using these techniques) from the cloning of human DNA, genu or cells -
the laboratory, and '

‘ ‘. place a tlme llmlt on the ban. ’I’he major reasons for a mmatonum—ooncerns ' |
' _about. safety and unresolved social, legal and ethical issues—all meed to be - -
_, reexammed as sclentaﬁc research and pub]lc d1scussmn move forward

o ‘We would be plcased to provide whatever help we:can to-achieve the adopuon of pubhc o
" policies on; human cloning that attain an appropnate balance among competmg goals and R
‘ -values IR | . S 3 g . f

Smcere]y,

AMM Té@a(w

Hal‘old T. Shapiro
Chair
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Howard Garrison, FASEB, 301-571-0657



- EXECUTIVE OFFICE OF THE PRESIDENT -

OFFICE OF MANAGEMENT AND BUDGET "
WASHINGTON, D.C. 20503 February 9, 1998
(Senate)

STATEMENT OF ADMINISTRATION POLICY

(THIS STATEMENT HAS BEEN COORDINATED BY OMB WITH THE CONCERNED AGENCIES.)

1601 -~ nin ibition
- (Sen. Lott (R) MS)

On June 9, 1997, the President transmitted to Congress legislation making it illegal for anyone to
create a human being through cloning. The President believes that using somatic cell nuclear

transfer cloning techniques to create a human. be.mg is untested unsafe, and morally unaoceptable-
TheAdmnnstranon, however beheves i1 e [-Tea g becauss

g;mjgr_m The Admmlstranon looks forwardto workmg w1th theConyas to addressthme -
concemns, Specifically, the Administration supports amendments to S. 1601 that would:

— Include 2 five-year sunset on the prohibition on human somatic cell nuclear transfer
technology. The sunset provision would ensure a continuing examination of the risks and
benefits of this, while being free from the concern that someone will use it prematurely.

— Permit somatic cell nuclear transfer using human cells for the purpose of developing stem
cell (unspecialized cells capable of giving rise to specific cells and tissue) technology to
prevent and treat serious and life-threatening diseases and other medical conditions,
including the treatment of cancer, diabetes, genetic diseases, and spinal cord injuries and
for basic research that could lead to such treatments. .

— Strike 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.

— Strike the bill’s provisions establishing a new Commission to Promote a Natiopal Dialogue
on Bioethics, The new Commission would needlessly duplicate the mission of the
Prwdcnt’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,

kRN ER K k¥ k¥
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® Rachel E. Levinson 02/10/98 05:28:28 PM

Record Type: Record

To: Lucia A. Wyman/WHO/EOP
CC:

Subject: Re: senate II]
| have letters from organizations or groups of individuals. | think they could call :
Chuck Ludlam at BIO 202-857-0244

Sean Tipton, ASRM 202-863-2494

Howard Garrison, FASEB 301-530-?? I'll get it

David Korn, AAMC 202-828-0509
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Somatic Cell Nuclear Transfer:
Reproductive vs Therapeutic Cloning

Brief Introduction to Cloning
e somatic cell nuclear transfer --> better livestock --> cell therapy
* the goal of customized patient-specific cell therapies
Applications
* somatic cell nuclear transfer creates "totipotent" cells
* fundamental investigation of early mammalian development
¢ applications in reproductive cloning vs. therapeutic cloning

Cell Type Disease

¢ blood cells leukemia, cancer, sickle cell anemia

* nerve cells Parkinson's, Alzheimer's, spinal injury

¢ cardiac muscle congestive heart failure, heart attacks

¢ insulin-producing cells Diabetes

¢ vascular endothelium atherosclerosis, coronary artery disease
e liver cells liver failure, liver cancer

* osteoblasts (bone) osteoporosis, fractures

¢ fibroblasts wound healing, ulcers

* skin cells burns

Alternative Avenues of Research
¢ xenotransplantation; organs from other species (pig)
concerns for immunologic rejection, animal viruses
e human fetal tissue transplantation
concerns for procurement of tissue, immunologic rejection
* organ-specific adult stem cells
concerns for isolation, expansion, longevity
e artificial organs/ tissue engineering
concerns for bio-incompatibility

Advantages of Cloned Tissue -- Customized Cell Therapies
* totipotent, immortal cells
¢ excellent vehicles for gene therapy
¢ no risk of viral transmission

Therapeutic Cloning -- Future Potential
* enormous academic interest
* emerging, active biotechnology industry
* exciting pre-clinical science, encouraging early clinical results
¢ significant practical advantages over alternative strategies

What is the nature of the cell created by somatic cell nuclear transfer?

George Q. Daley, M.D., Ph.D.
Democratic Policy Committee Presentation
February 12, 1998
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H Cloning Meeti
Wednesday, March 25, 1998

Room 476, OEOB
3:00 pm - 4:00 pm

|
Patient Advocacy Groups
Marguerite Donoghue, Capltal Associates (Cancer Organizations)
Stephanie Marshall, Natlonal Health Council
Michael Langan, Natxonal Organizations of Rare Disorders
Eric Schutt, Juvenile Dlabetes Foundation International
Larry Soler, Juvenile Diabetes Foundation International
Dan Perry, Alliance for ’Agmg Research
Pamela Dougherty, Amencan Cancer Society
Jo Merrill, March of Dimes Birth Defects Foundation
Rich Hamburg, Amence‘m Heart Association

Scientific Orgamzatnor‘ns

David Korn, Senior Vlce President, Association of American Medical Colleges
Ida Chow, Society of Developmental Biology

Roger Pederson, Board Member, Federation of American Societies for
Experimental Biology

Francis Patrick White, The American Association of Immunologists

Janet Shoemaker) American Society for Microbiology

Dr. Paul Berg, Chair, Public Policy Committee, American Society for Cell Biology
[Nobel Laureate in Chemistry]

Sean Tipton, American Society for Repreoductive Medicine

Kathy Bryant, American College of OBGYNs

Roberta Biegal, Society for the Advancement of Women’s Health Research
Marion Priscilla Short, American Medical Association

Industry

Barry Caldwell, Vice President, Federal affairs, PhRMA

Walter Moore, Senior Director, Genentech, Inc.

Eleanor Kerr, Senior Director, Government Relations, Smith Kline Beecham
Victoria Blatter, Director, Government Relations, Merck & Co.

Carl B. Feldbaum, Biotechnology Industry Organization

Nancy Bradish, Biotechnology Industry Organization

Rita Norton, Amgen

Lisa Raines, Genzyme
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