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As we discussed, following is tlie most recent draft Please Itecp it confidential 
for now. 
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Rii chard 
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j.05TH CONGRESS 
2 D SESSION s, 

I N THE SENATE OF THE UNITED STATES 

Mrs. FEINSTEIN introduced the following bill; which was read twice and re­
ferred to the Comniittec on 

A BILL 
To prohibit any attempt to clone a huinan being using so­

matic cell nuclear transfer, to provide for further review 

of the ethical and scientific issues associated with the 

use of somatic ceU nuclear transfer in human beings, 

and for other purposes. 

1 Be it enacted In/ the Senate and Hcnise of Bepresenta-

2 tives ofthe United States of America in Congress assembled, 

3 SECTION 1, SHORT TITLE. 

4 This Act may be cited as the "Prohibition on Cloning 

5 of Human Beings Act of 1998". 

6 SEC. 2. FINDINGS. 

7 Congress finds that— 
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1 (1) it has been reported that an adult sheep has 

2 been cloned using a teclinique called somatic ceU nu-

3 clear transfer; 

4 (2) the National Bioethics Advisory (.̂ lommission 

5 (referred to in this Act as the "NBAC") has re-

6 viewed the scientific and ethical implications of the 

7 potential use of such technology to clone human 

8 beings; 

9 (3) the NBAC has determined that— 

10 (A) somatic cell nuclear transfer tech-

11 nology may have many applications for bio-

12 technology, livestock productions, and new med-

13 ical approaches including the production of 

14 pharmaceutical proteins and prospects for re-

15 pair, regeneration, or transplant of human tis-

16 sues or organs; and 

17 (B) the possibihty of using somatic cell nu-

18 clear transfer for the purposes of creating a 

19 cliild entails significant scientific uncertainty 

20 and medical risk, which could result in harm to 

21 a child; 

22 (4) the NBAC concluded unanimously that at 

23 this time it is morally imacceptable for anyone in the 

24 pubhc or private sector, whether in a research or 
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1 clinical setting, to attempt to create a child using so-

2 matic eeU nuclear transfer-cloning; 

3 (5) the consensus of the NBAC is based on cur-

4 rent scientific information indicating that this tech-

5 nique is not safe to use in humans at this time; 

6 (6) in addition to issues of safety, the NBAC 

7 identified many additional serious ethical concerns 

8 which they agreed require a great deaJ more wide-

9 spread and careful public deliberation before this 

10 technology may be used; 

11 (7) the NBAC recommended a continuation of 

12 the current moratorium on the use of Federal funds 

13 to support any attempt to create a child by somatic 

14 cell nuclear transfer, and an immediate request to 

15 all firms, clinicians, investigators, and professional 

16 societies to comply voluntarily with the intent of the 

17 Federal moratorium; 

18 (8) the NBAC further recommended that Fed-

19 eral legislation be enacted to prohibit anyone from 

20 attempting, whether in a research or clinicsil setting, 

21 to create a child through somatic ceU nuclear trans-

22 fer cloning; 

23 (9) the NBAC also recommended that the Unit-

24 ed States cooperate with other countries to enforce 

25 mutually supported restrictions on this activity; 
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1 (10) the NBAC specified that such Federal leg-

2 islation should include a sunset provision and that, 

3 prior to the sunset date, an oversight body should 

4 review and report on the status of somatic; cell nu-

5 cleai- transfer technology and the ethical and social 

6 issues associated with its use and recommend wheth-

7 er the prohibition should be continued; 

8 (11) the NBAC concluded that any regulatoiy 

9 or legislative actions undertaken to effect the fore-

10 going prohibition should be carefully written so as 

11 not to interfere with other important areas of re-

12 search, such as the doning of human DNA se-

13 quences and cells, which raise neither the scientific 

14 nor the ethical issues that arise from tlie possible 

15 creation of children through somatic cell nuclear 

16 transfer techniques; 

17 (12) the NBAC also found that cloning animals 

18 by somatic cell nuclear transfer does not raise the 

19 same issues implicated in attempting to use the 

20 technique to create a child, and its continuation 

21 should only be subject to existing regulations regard-

22 ing the humane use of animals; and 

23 (13)(A) biomedical research facilities, including 

24 those conducting cloning, and reproductive services 

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

2 ing cloning, and the services provided by reproduc-

3 tive seivices facilities move in interstate commerce; 

4 (C) patients travel regularly across State lines 

5 in order to access reproductive services facilities; and 

6 (D) biomedical research facilities, including 

7 those conducting cloning, and reproductive services 

8 facilities engage scientists, doctors, and other staff 

9 in an interstate market, and contract for research 

10 and purchase medical and other supplies in an inter-

11 state market. 

12 SEC. 3. PURPOSES. 

13 I t is the purpose of this Act to— 

14 (1) prohibit any attempt to clone a human 

15 being, that is, to use the product of somatic cell nu-

16 clear transfer to create a human being genetically 

17 identical to an existing or deceased human being; 

18 and 

19 (2) provide for further review of the ethical and 

20 scientific issues associated with the use of somatic 

21 cell nuclear transfer in humans. 

22 SEC. 4. DEFINITIONS, 

23 In this Act: 

24 (1) CLONING.—The term "cloning" means the 

25 production of a precise genetic copy of a molecule 
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1 (including- DNA), cell, tissue, organ, plant, animal, 

2 or human. 

3 (2) NUCLEUS.—The term "nucleus" means the 

4 cell structure that houses the chromosomes, and 

5 thus the genes. 

6 (3) OOCYTE,—The term "oocyte" means the fe-

7 male germ eeU, the egg. 

8 (4) SOMATIC CELL.—The term "somatic cell" 

9 means a mature, diploid cell. 

10 (5) SOMATIC CELL NUCLEAR TRANSFER.—The 

11 term "somatic cell nuclear transfer" means transfer-

12 ring the nucleus of a somatic cell of an existing or 

13 deceased human child or adult into an oocyte from 

14 which the nucleus has been removed or rendered 

15 inert. 

16 SEC. 5. PROHIBITION. 

17 I t shall be unlawfiil for any person or other legal en-

18 tity, public or private, to implant or attempt to implant 

19 the product of somatic cell nuclear transfer into a woman's 

20 uterus. 

21 SEC. 6. PROTECTED BIOMEDICAL RESEARCH 

22 Nothing in this Act shall be construed to restrict 

23 areas of biomedical and agricultural research or practices 

24 not expressly prohibited in this Act, including research or 

25 practices that involve the use of— 
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1 (1) somatic cell nuclear transfer or other 

2 cloning technologies to clone molecules, DNA, cells, 

3 and tissues; 

4 (2) mitochondrial or cytoplasmic; therapy; or 

5 (3) somatic cell nuclear transfer techniques to 

6 create nonhuman animals. 

7 SEC. 7. PENALTIES. 

8 (a) I N GENERAL.—^Any person who intentionally vio-

9 lates the provisions of section 5 shall be fined the greater 

10 of $250,000 or 2 times the gross pecuniary gain or loss 

11 resulting from the violation. 

12 (b) CivrL ACTIONS.—If a person is violating or about 

13 to violate the provisions of section 5, the Attomey General 

14 may commence a civil action in an appropriate Federal 

15 district court to enjoin such violation. 

16 (c) FOEPBITURE.—Any property, real or personal, 

17 derived from or used to commit a violation or attempted 

18 violation of the provisions of section 5, or any property 

19 traceable to such property, shall be subject to forfeiture 

20 to the United States in accordance with the procedures 

21 set forth in chapter 46 of title 18, United States Code. 

22 (d) AUTHORiTy.—The Attorney General shall have 

23 exclusive, nondelegable enforcement authority under this 

24 Act. 
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1 (e) ADVISORY OPINIONS.—The Attorney General 

2 shall, upon request, render binding advisory opinions re-

3 garding the scope, apphcability, interpretation, and en-

4 foreement of this Act with regard, to specific rcsearcjh 

5 projects or practices. 

6 SEC. 8. COOPERATION WITH FOREIGN COUNTRIES. 

7 I t is the sense of Congi-ess that the President shoiild 

8 cooperate with foreign countries to enforce mutually sup-

9 ported restrictions on the activities prohibited under sec-

10 tion 5. 

11 SEC. 9. NATIONAL BIOETHICS ADVISORY COMMISSION RE-

12 PORT. 

13 (a) I N GEKBRAL.—Not later than 4V2 years, and 

14 subsequently, 9Vz years, after tlie date of enactment of 

15 this Act, the National Bioethics Advisory Commission 

16 shall prepare and submit to the President and Congress 

17 a report concerning— 

18 (1) the state of the science 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 technology in humans; and 

22 (3) the advisability of continuing the prolnbition 

23 established under this Act. 

24 (b) OTHER REPORTS.—The National Bioethics Advi-

25 sory Commission may produce reports in addition to the 
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1 reports required under subsection (a) if the Commission 

2 determines that such reports are useful to clarify any of 

3 the topics described in subsection (a), address changes in 

4 the state of science or society, or modify or clarify the 

5 i-ecommendations of the Commission. 

6 (c) CONTINUATION OF COMMISSION.—The National 

7 Bioethics Advisory Commission is authorized to continue 

8 for the 10-year period described in section 12 to prepare 

9 reports under this section and for other purposes as estab-

10 lishcd in Executive Order 12975 and subsequent amend-

11 ments to such Order. 

12 SEC. 10. RIGHT OF ACTION. 

13 Nothing in this Act shall be construed to give any 

14 individual or person a private right of action. 

15 SEC. 11. PREEMPTION OF STATE LAW. 

16 The provisions of this Act shall preempt any State 

17 law that prohibits or limits research or practices regarding 

18 somatic cell nuclear transfer, human cloning, cloning of 

19 molecules, DNA, cells, tissues, or organs, or the use of 

20 somatic cell nuclear transfer techniques to develop ani-

21 mals. 

22 SEC. 12. EFFECTIVE DATE. 

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

24 ginning on the date of enactment of this Act. The prohibi-
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1 tions contained in this Act shall terminate at the ejqjira-

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 

I 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 diff icult 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. 

I hope to get a draft letter on Kennedy-Felnstein around shortly. That bill will dropped "short ly" but 
probably not today. 

Message Sent To: 

Toby Donenfeld/OVP @ OVP 
Wendy A. Taylor/OMB/EOP 
gips_d @ a1.eop.gov @ inet 
Clifford J. Gabriel/OSTP/EOP 
Jeffrey M. Smith/OSTP/EOP 
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 Senator Bill FrUt 
Congrtsslonal Record 

Ftbruary 2« 1998 

In r»e«nt yeari. 1 havi often voiced eoncem thu medical reehnolosy U movine w an 
uaprecedeoied pace, leaving the nn of loelety llNpttpared w cope M^th the inerctelncly 
complex mbni .ih(e»i dilenuws thu faUow in the wiike of new invfwIOM. W« inu«i rwvcr 
ittcmpf to divorce eeienTifie prosnse from ethicil coneiderntions. We niut insiead faahlon 
ilflielv answers to the rimeltu qucrton "Ii ihiife i line that should not be mused even for 
$ci«tid£ic Of oAer gain, and if *o, where (i itT (Wwhinfiton Poti editorial. 0«r. 2,1994) 

Thareoettf Riwc over Dolly The cloned eheep. end Dr. SBcd'fittb#cqii«n(aftflou^^^ 
wat he latended w clone a humia beint through the sune teehnique, hw UghHchced the 
neceiiiiy of on Independtnt, baleaced forum to addxew the ethical Implicailons of ne%v 
technological eapabiiliios. TM̂O tomptatiam threaiea both telence and ethiea in the currew 
miheu. There ia preiiute on legiilaton (ofttn unfunillu wl± sdeatiflc iitueii) (o nirt to drift 
lâ ^ (hat could hamper imponanx reseuch cfferu. Ttere is a pnallel tendency on the pan of 
a«demle lelenaeis w reii»c wiv input from law or ethici into ihclr researoh. Thus, jclence find 
eihjej are lo« in iha political tnetais. ̂ fhlle the public often remains uninvolved and frightened 
The exiinple of the cloning debate pfovldei ample evidence of thU t«\dency. 

There are no ftwer than fix icfUlntive propoialj to address cloning on the horijoo 
renging from sweeping probibiuoas' lo largely symbolic bans. The N«Ional Bioethics Mvisory 
Cottmission i.a commission appointed entirely by President Clinton) did a good job of trying to 
usimllate the (nfbnnatlon on cloning uoidcr their lUneiy day deadline iait year, but they w«ri 
unable to substaaiively eddt««( the ethleal Usues surrounding human cloning. The Commission 
cited inadequate time to taeWe difficult ethical issuei In the context of our plunllstic society, and 
primarily focused on sclendfle eoneemi as u the lest abstract Issue of safety. They then 
appealed to eaeh American eltlxen \o step to the plate and exercise moral leadership In forming a 
national policy on human cloning. 

In an eftbn to follow up on the Commission's recommendations, ihe Senate Labor 
Ceramittec'i SuboomirUttee on Public Health and Safety, which I chair, held a hearing June 17. 
1997, entitled "Ethics and Theology: A Continuation of the NaciOnal Discussion on Human 
Cloning." Wi heard testimony on all jidet ofthe issue, from the Christian, Islamic tnd Jeuish 
traditioni. and from philosophert -̂elUschooltd in biomedical ethics. We launthed i breeder 
public debate v̂ith questions about the nature af hutfnan Individuality, family. And locinl 
itrueturc. 

Howwcr. time has shown that both a Presidential Commission, and the United State* 
Congress are Inadequate and inappropriate forums for bioeihical issues of intricacy and 
importance. I am therefore proposing to establish a new independent Natiot̂ il Bioethics 
CommisKon, r<pre««tv̂ ativ<, gf the publie at Urge, Mrh combined participation of experts in lâ v. 

%t>12 
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icience. theology, medicine, social icience, and phiiotophy'ethtcs ivlih Interested member; ofthe 
publie. 

Ft Is mjr hope that this Commlsiion ulll forge a new path for our country in the field of 
bioethles. Thtt they will enabla us to hav« m informed. thottghcAd, Kientine debate IA the 
public sqiMre v̂̂ thout feer or politics drKing our diclsioni. The Majority and MlAorliy Leader? 
of Congress w,"ould appoint mambera of the panel.'but no current Member of Congress or 
Admwinrailon political appolnteo w-ould be allouied to participate during their term of office. 
>Ve simply must depolltieixe these discussions while simultaneously broadaning Input Ovm the 
general publie. Each and evety elttzen should have the opponunity to contribute to chesci ireet 
debates. 

r anticipate chat some may question the role of theology in a public policy debate. 
Certainly tha Presideat't advisory oommiifien found that their conjlderations were tneomtilete 
without e,\Bmin{n| the religious mores of our culmrc. Our founding fathers also recognizmi (hat 
public policy could net be fomiulaied in a cheoiogicel vacuum.. While they forbade the 
establishment of a state religion, they simultaneously affirmed the rights of Cod-fcaring people 
to make their volcteĵ  heard in the public tnenn. Today, md throughout history, religion has been 
a primaTy source of th« beliefs governing theee decisions for men end women of nil races and 
craeds. 

So it is vital that our public debate and reflection on «ci«ntiflc developments keep pace, 
and even anticipaxe and prepare for new Kiendfic knowledge. The moral and ethical dilemmas 
inherent in the clonJt\g of human beings may well be our greatest test to dartc. We do not simply 
seek lenawledpe. bat the wiiĵ pw ro apply ihat knowledge. . \ i with eaeh ofthe mind boggling ' 
scientific odvances ofthe last century, we know that there Is rhe potential for both good end evji 
in this teehncjlogy. Our tuit as itgislitors is lo define the role ofthe fedenl government 123 
harnessing rhis teehjnelogy for good, Our task ai cit[£en$ is to exercise responcible stewacdship 
ofthe precious gift of 111̂ . May this Commission enable us to fiilfill our trust. 

WWtiC • M ' I 7 n i l a r r l n i a i a i v n i a v . i n ;kiTin 
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lOSTB CXJNGBBBS 
IST SE&SION 

IN THB SENATE OF THB UNITBD STATES 

lir. BOKO (fbr biiatilt ICv. Fmat. and Ur. Oxcat^ iRtradaaed the faliewlng ^ ^ //)?fi) 
bill; fvhleh was read ti4ec tad refamki to the CSemmittee ea Oisx^m^^^ ' 

A BILL 
To Amand title 18, United Statea Coda, to prohibit tha uia 

of gonLatie edl ziuelear transfbr technology fbr purpoaea 
of humui eHoBUff. 

1 28 <t maetad by the SmaU and RCVM^ qf Jitprutnta-

2 Uvea qfthe tMiiid Siatti cfAm«riea in Ctmtftw auamhltd, 

3 SBCTKON t. BKOttrTmjS. 

4 This Aet may bt cited aa the "Htunaa Doninff l̂ rohi-

5 bitionA&tof 1998". 

6 SBC,2,tUtDW(k 

7 Coxjgreas finds that in order to ptwent the firetition 

8 of a t̂ onad human individual th2>ouĝ  aotnatic cell nucleaî  

9 transfer technology, it is right imd proper to prohibit the 

10 creation of cloned human embrytJi that tvould n«\'er haVe 
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1 tiie opportunity for implnntafcior\ and th&t \rouicl tl;erefore 

2 be created 8ol«ly £br reac&rtsh that wovild itltimatel̂ - lead -

3 tb their deatruction. 

4 BSC. g. PROHIBITION ON CLOUn^ 

5 (a) IN OKNiiiuL.^Tltl* IB, United Statet Code, la 

6 antiended by inaartinff after chapter 16, the foUoifiĥ  

7 *'CKAPTER Ift-CLONING 

"Qee, 

"aot. PrehiietieeeN ileniag. 

8 ««f 301 Prohlbtttoa on dottlttif 

9 "(a) Ix (kiNSStiLL— Ît ahall be unlawful for aoy per- | 

10 son pr entity, pabiio or piivate, in or â ectin̂  interstate ! 

11 eottimeree, to ua jaoniatic odl ntiolear tranifer technolô . , 

11 "(b) iMPoaTATrON.'—It khall be unlawfol for any per-
IB son or entity, public or private, to import an embryo pro-

14 duoed through soinatic eell ntideBr transfer tachnology. 

15 "Cc) FSNaLTIBS.— 

16 "(1) IN OBMEBALL—Atiy pcnon or entity who is, 

17 Qonvioted of violating ajoy provision of thie section 

18 fihaU be fined Recording to the pzovisioni of thit title 

19 or sentenced to up to 10 yearn in prison, or both. 

20 "(2) CtviL PEftALTT.—Any person or entity 

21 who is tionvicted of vLoltting &ny provision of this 

22 section shall be eubject to, in the aasa of & violation 

23 that Involves the derivation of a petnmiaiy gain, a 
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1 civil penal̂ ' of but more than an eiiioiint equal to 

2 the amount of the gross gain multiplied b}' 2. 

3 "(d) DBPTNITIPN.—The term 'aomtie eell nuclear 

4 cransfex' technology' means toking tho nuclear nintei'ial of 

5 a human somatic ceil and incorporgting it iiito nn oocyte 

6 fhini whioh the nudeus iiai been removed or î endered 

7 ineil and producing an enibtyc (including a 

8 preimplantation embl7D).'̂  

9 (b) CLSJUCAL AMENDMENT.—The tehl« of chapters 

10 for part I of title IB, United States Coda, is amended by 

11 Itaaortisig after (he item relating to chapter IS, the foUov. 

12 ing: 

13 SEC. 4. 00MMI8SION TO PROMOTE A NATIONAL DIALOOUE 

14 ONBIOSnilCB. 

15 (a) BSTAELiaHMSNT.—Thare is established within 

16 the Institute of Mfidicine a commission to be kno>vn as 

17 the National Oomnissioji TO Promote a National Dialogue 

18 on Bioethics (referred to in this section as the "Commia-

19 sion"). 

20 (b) MsUBBBfiKIP.— 

21 (I) NUMBBB AXra APPOINTWSNT.—The Com-

22 znieaion ehaU be oo»ipoaed of S$ members, of 

23 wixom— 

24 (A) 6 shall be appointed by the Îfldority 

2̂  Leader of the Senate; 

Q l f ' j . ' ^ T ~ l i 1 / . ' U ^ i 3 I ^ T ' ^ C ^ i i > i w r r : . : i i r j _ p . _ 7 i i 7 r t i i a T H r . i 3 i a i v n i ! i > y . i ^ r i i i - i / -
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1 (B) 6 shall be appointed by the Minority 

2 Leader of the Senate; 

3 ' (C) 6 ah&U be appointed by tlie Speaker of 

4 the Houae of Keprasentatives; and 

5 iV) 6 shaU be appointed by the Minority 

6 Leader of the Souse of Eepreaeiitatives; and 

7 (E) 1, who shall serve aa the Ghairpenon 

8 of the Commission, to be appointed jointly by 

9 the Mqjotity Leader of the Senate, nod the 

10 Speaker of the Housa of Representatives, in 

11 (sonsultatlOB. \rith the Minority Leader of the 

12 Senate a&d the Minority Leader of the ECouse 
13 of Bepres»23tativea. 

14 (i) KBOtnSEMXKTB.—Baĉ  individual de-

15 aaribed in subparagraph (A) through (D) of para-

16 graph <1) shaU ensure that members appointed to 

17 the Comjniasion are representative of the fields of 

18 law, theology, philoaophy or ethiea, medicine, eoience, 

19 and soeiet̂ .̂ 

20 (3) DKaDLOfE FOR APPOINTUENT,—Members 

21 o£ the Comznisaion shall be appointed by not later 

22 than December 1,1966. 

2̂3 (4) TiTRMS OF APPOtNTMENT.̂ -̂  member of 

24 the Commission appointed under paragraph (1) shall 
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1 son-o for a term of 8 years. Member* mft>' not serve 

2 consecutive term«, 

3 ^ (6) MfflSTrNoa.—The Comnustlon shall meet at 

4 , the call of its Chairperson or a mî ohtj.' of it& mem* 

5 bars. 

6 (6) QuORUu.—A quorum shall consist of 18 

7 membart of the Commission. 

8 (7) VAGANCIXS.—A -vaoanoy on the Comztussion 

9 Ihall be filled in the same mflntî r in whidh the origi-

10 nal appointment was made not later than 80 days 

11 after the Comiiuesion ia given notice of the vacancy 

12 . and shall not affect the power of the remaining 

13 members to e:CBCUte the duties of the Commission. 

14 (8) CoMPSNfiATION.—Membara of the Commis-

15 sion shfill receive no additional pay, aUovrances, or 

16 benefits biy reason of their service on the Commia-

17 siou. 

18 (9) EaepfiNfiKS.'-—Eaiih member of the Commis-

19 sion shall receive travel expenses and per diem in 

20 lien of subsistence in accordance \Tith sections 5702 

21 and 570S of title 6, United States Code. 

22 (ĉ  DuTisB or THE COMMISSION.—The Conuniaaion 
23 shall provide an independent forum fbr broad publie pftr-

24 ticlpation and discourse concerning important bioethical 

25 issues including cloning, and provide for a report to Con^ 
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1 gress eoneeitiing the findings, conolusiorut, And t^a-

2 ommeBdatiokia of the Commission concerning Federal pol-

a lay and poasible Congressional action. 

4 (d) STAFF AND SUPPORT Ss£tvzcB9.— 

5 (1) STAFF.̂ 'Wlth the approval of the ComnOs-

6 aion, the chairperson of the Comimisaion m̂ v ap' 

^ point such personnel as the chairperson considerB 

8 appropriate. 

9 (2) APPLICABILXT7 OF CIVIL BBBVICE Llirs.--^ 

10 The staff of the Coramiaaion shall be appointed \vith-

U out regard to the pt̂ ovisions of tdtle 5, United States 

12 Coda, governing appointments in the eompetitive 

13 seroiee, and shail be paid without rogard to the prt>-

L4 visions of ohaptar 61 and subchApter IH of chapter 

15 63 of suoh title (relating to dasirifiBation and Gon-

16 eral Schedule pay ratVl). 

17 (3) EXPBBTS AND CONBtlLTANTa.—With the 

18 approval of the Commission, the ohaiiperaon may 

19 procure temporaiy and intermittent services imdar 

20 seotion ai09(b) ef title 5, United SUtes Code. 

21 (4) PHYSICAL FACZLtrXES.-̂ The Administrator 

22 of the (̂ enenO Sandoea Administration shall locate 

2S suitable offica apaee for the operation of the Com-

24 mission, The facilities shall serve as the head-

25 quarters of the Conmussion and shall inclade all 
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1 necessaiy equipment and incidentals required for the 

2 proper fiuiotioning of the Commission. 

3 ' (e) Pô ^KS OP Cô aoBSiON.— 

4 (1) HKAIONOS AND OTHER ACrrVlTJJES.—For 

5 the purpose of carrying out it* dntlea, the Commis-

6 sion may hold each publie hearings and iindei'talce 

7 auch Other activltieB as the Commission determines 

8 to be neeecsaiy to cany oat its daties. 

9 (2) DETAIL OF FCDSKIL caiPLOTzfts.—upon 
10 the request ef "018 Commission, the head of any FCKI-

11 eral agancy ia authorised to detail, xelthout reim* 

12 bursement, aẑ * of the personnel of agenay to 

13 the Commission to asaiat the Commisflion in eany-

14 ing out its duties. Any sneh detail shall not intemipt 

15 or othenvise affect the civil service status or privi-

16 legea of tha Fedetttl employ«e. 

17 (3) TsaHNIOAL ASSOBTANCB^Upon the rs-

18 quest of the Ccmmistion, the head of a Federal 

19 agenî  shall provide sutdi technical assistexkce to the 

20 Commission as the Commission determines to be 

21 neeessai>- to carry out ita duties. 

22 (4) USx 0? MAILS.—The Commiceion may use 

23 the Urdted States mails in the same manner and 

24 under the same oonditions aa Federal agencies and 

25 shflll. fbr purpoaaa of the frank, be eonaidered a 

r i L l S I A n T i n ' ^ t l i q i i B T n q ._ 1 uiw / C ' l l ' oe_e _7 ' i i i . i T r t i i a i a i v n i a s / . i n in-ir 



02/03/98 TUE 10:34 FAI HlOll 
ox/oa/MX u9:td tT i»UN. HACK l£00« 

02/03/98 TUS 09:48 PAZ ago, 
0:\BAr\»Ate8.ia. j^^^. 

8 
1 commission of Ooagreas as described in sootlou 321fi 

2 of title 89, United States Code. 

3 ^ (6) OBTAINING INFOBMATION.—The Commis-

4 sion may secure diraotly from any Federal agency 

5 information necessary to enebte it to cari-y out its 

6 duties, if the information may be disclosed under 

7 aoetloa 652 of titie 5, United States Code. Upoa rt-

8 quest of the OhaizpertoA of the Commiaaion, the 

9 head of such agency, ahall fUrhiah such infbrmfttlon 

10 to the Oommiasion, 

U (6) AmastarrsLkTTVK auppoir sximciia.—< 

12 Upon the request of the Commission, the Adminia-

13 traitor of Genera] Services shall provide to the Ĉ m-

14 mission on a reimbursable baais such administrative 

15 support services as the Commiseian may requiect. 

16 (7) FBINTINO.'—For purposes of coats relating 

17 to printing and binding, including the coat of per-

18 sonnal detailed firom the Government Printing Of-

19 fiee^ lhe ConuniBsion shall be deemed to be a oom-

20 inittee of the Congress. 

21 (f) StraCOMMITTBXS,— 

22 (1) IK OIKBRAL.—The Commission shall estab-

'23 hsb $ euboommitteea, including-̂  

24 (A) a snbcomniittee on legal ieauesi 

25 (B) a aobcoxiunittes on theologieal isaitea; 

L L j( 1/l.nTllIrl H'^^ I ^ T ) ^ v ' lAlWOC i l i Ofi_C _7 i I 7 n i • a T ^ n ' ^ a l a l v n i a v . 
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1 (0) n aubcotnniittee oa philosophical and 

2 ethioal Issues; 

3 (D) R subcommittee on medical issues; 

4 (B) a subcommittee on sclentiffc issues; 
5 atui 

6 (F) a cubeontmittee on social issues. 

7 (2) UEiffiBRSim'.—"With respect to the issues 

8 tw v^ch each subcommittee has been established, 

9 each auheomnittee ahall be composed o^ 
10 (A) 1 eaqpert to be appointed by the mam-

11 bers of the Committee who vere appointed 

' 12 under 8ubpar«grapha (A) and (C) of subsection 

13 (b)(1)) 

14 (B) 1 expert to be appointced by the mem-

15 bare of the Committee who \vere appointed 

16 under subparsgraphs (B) and (D) of subsection 

n (b)(l)i 

18 (C) 1 individual operating in the private 

19 sector who is acquainted with the issues but 

20 who ia not an expert to be appointed by the 

21 members of the Committee who were appointed 

22. under subparagraphs (A) And (C) of subsection 

23 (b)(1); 

24 (D) 1 individual operating in the private 

25 sector who is acquainted with the iasues but 
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1 who is not an ei?jert to be appointed by the 

2 meuibera of tha Committee who xrmt* appointed 

3 under aiibparagraphs (B) and (D) of subsection 

4 (b)(1)! and 

5 (B) 4 memben of the Commission with 

6 relevunt e:!cpertise. 

7 (8) MiSTlNOfi—MsBtinga of the subcommitteas 

8 shall be approved by the Commission, 

9 (g) RBPOBT.̂ Not later than December 31, 1999, 

10 and Annually thareaffcar, tha Commission shall prepare (Old 

U submit to the appropriate committees of CoBgresa a report 

12 whioh shall contain a deteiled statement of the rec* 

13 otTUtiendationa, findings, and eenclusions of the Coanmia-

14 sion. 

15 (h) AuTKOBlZATlON or APPEOPBUTtONS.—There 

16 are authorized to be appropriated aueh suraus aa may be 

17 neeeasaty to cerj;y out ibis section. 

18 sec. B. UNSESTlRtCTeD SCIENTIFIC RBSKARCIL 

19 Nothing in this Act (er an amendment made by this 

20 Act) shall be construed to restrict areas of scientiflo re-

21 search that are not speeiBcally prohibited by this Act (or 

22 amendmants). 

23 REC. e. flENIS OF CONGBBM. 

24 It is the sense of Congreas that the Fedsral Govarn* 

25 ment should advocate for and join an ir̂ temational effort 
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1 to prohibit the use of somatic oell nuolear tranafer tech-

2 nology to produee a human embryo. 









• 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 

1 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 1 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. 1 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. 

1 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. I 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 @ a1.eop.gov @ inet 
Clifford J. Gabriel/OSTP/EOP 
Jeffrey M. Smith/OSTP/EOP 
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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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 
IfSg^acS^^" 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; 
neural 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 wi thout 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 wi th 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 wi th 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 
biomedical 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 
fol lowed by a list of such research, including "In Vitro Fertilization," "Stem Cell Research," 
"Gene Therapy," "Cloning of Cells, Tissues, Animals and Plants," "Cancer," "Diabetes," 
"Birth Defects," "Arthri t is," "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, stif led. Such an exemption might read as fol lows; 



"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 fol lowing: 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 osteoarthrit is; 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 
condit ions." 

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 
wi th 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. 

Stem cell research has been hailed as the "[mjost 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. If 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 wi th healthy stem cells that could differentiate into cardiac muscle. Research 
wi th 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 wi th 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 wi th cloning, such as use of this technology to treat mitochondrial disease. 
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HUMAN CLONING BAN COMPARISON: 
S. 1602 (FEINSTEIN/KENNEDY) AND S. 1599 (BOND) 

Scientific issues 

Both bills deal with the use of the cloning technology called "somatic ceU nucle^ 
transfer" Somatic cell nuclear transfer means taking the nucleus (which contains the DNA or 
S ftom aTinatic ceU (a mattire ceU. not an egg or sperm ceU) and putting that nucleus 
mtoti eg'ccU from which tho original nucleus ha. been removed The product of somatic 
cell nucltar transfer is not a fertilized egg. Rather, it is an unfertilized egg ceU that 
contains DNA from another source, such as an adult human being. If this egg cell is 
implanted mto a woman's womb, it will develop into a baby. But if that cell is mstead 
erown under special laboratory conditions, it does not become a baby but mstead becomes a 
Lcific tissue, such as muscle, nerve, or skin. This would aUow us to inake geneticaUy-
identical tissues and organs for treatment of a vast array of diseases. It is miportant to 
understand that we can chose whether the product of somatic ceU nuclear tramifer 
becomes a human child or becomes a tissue for medical use. This technology does not 
create "wasted embryos". 

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

1 The production of geneticaUy-identical tissues for treatment of disease and 
transplaiitation. This tissue will not be rejected by the patient since it is can be made from 
the patient's own DNA and wiU not require the recipient to take immunosuppressive drugs. 
This could lessen the strain on the organ donation system and eliminate the nsk of 
transmission of vimses. It will also decrease the need for fetal tissues. Treatments which 
could use this tissue include; 

• Blood cell therapies for diseases such as leukemia and sickle cell anemia 
• Nerve ceU 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 
• Islet cell transplants for diabetes 
• Skin cell transplants for severe bums 
• Liver cell transplants for liver damage 
• Muscle cell tiierapies 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-donlng purposes which treat 
diseases carried in the cytoplasm (tiie non-nuclear material in a cell). Parents whose 
children would otiierwise inherit cytoplasmic diseases can have healtiiy chUdren usmg a 



variation on somatic cell nuclear transfer. After standard in \itro fertilization from egg and 
sperm cells, die nucleus fiom die resulting cell is transfeired into a fresh egg cell that does 
not carry tiie cytoplasmic disease. This is not cloning- it is curing a disease. This therapy 
would be banned by the Bond biU. 

Length of ban 

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

Bioethics commission 

The Bond bill creates a 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, tiie National Bioethics Advisory Commission. NBAC will issues reports at four and 
one-half and nine and one-half years. 

Penalties 

Violations of tiie Bond bill include sentencing of up to ten years in prison and a fine 
of not more tiian two times tiie gross pecimiary gain. 

Violations of the Feinstein-Kennedy bill mclude a fine of die greater of $1,000,CX)0 or 
three times the gross pecuniary gain or loss; civil actions; and forfeiture of property. 
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105TH CONGRESS ^ 
2D SESSION /6»03L 

IN THE SENATE OF THE UNITED STATES 

Mrs. PBINSTBIN (for herself and Mr. KENNEDY) introduced tlie following bill; 
which was read twice and referred to the Committee on — 

A B I L L 
To 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. 

1 Be it enacted by the Senate and House of Representa-

2 tives ofthe United States of America in Congress assembled, 

3 SECnON 1. SHORT TITLE. 

4 This Act may be cited as the "Prohibition on Cloning 

5 of Human Beings Act of 1998". 

6 SEC. 2. FINDINGS. 

7 Congress finds that— 
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1 (1) it has been reported that an adult sheep has 

2 been cloned using a technique called somatic cell nu-

3 clear transfer; 

4 (2) the National Bioethics Advisory Commission 

5 (referred to in this Act as the "NBAC") has re-

6 viewed the seientifiG and ethical implications of the 

7 potential use of such technology to clone human 

8 beings; 

9 (3) the NBAC has determined tha1>— 

10 (A) somatic cell nuclear transfer tech-

11 nology may have many applications for bio-

12 technology, livestock productions, and new med-

13 ical approaches including the production of 

14 pharmaceutical proteins and prospects for re-

15 pair, regeneration, or transplant of human tis-

16 sues or organs; and 

17 (B) the possibility of using somatic cell nu-

18 clear transfer for the purposes of creating a 

19 child entails significant scientific uncertainty 

20 and medical risk, which eould result in harm to 

21 a child; 

22 (4) the NBAC concluded unanimously that at 

23 this time it is morally unacceptable for anyone in the 

24 publie or private sector, whether in a research or 
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1 clinical setting, to attempt to create a child using so-

2 matic cell nuclear transfer-cloning; 

3 (5) the consensus of the NBAC is based on cur-

4 rent scientific information indicating that this tech-

5 nique is not safe to use in humans at this time; 

6 (6) in addition to issues of safety, the NBAC 

7 identified many additional serious ethical concerns 

8 which they agreed require a great deal more wide-

9 spread and careful public deliberation before this 

10 technology may be used; 

11 (7) the NBAC recommended a continuation of 

12 the current moratorium on the use of Federal funds 

13 to support any attempt to create a child by somatic 

14 cell nuclear transfer, and an immediate request to 

15 all firms, clinicians, investigators, and professional 

16 societies to comply voluntarily v̂ ath the intent of the 

17 Federal moratorium; 

18 (8) the NBAC further recommended that Fed-

19 era! legislation be enacted to prohibit anyone from 

20 attempting, whether in a research or clinical setting, 

21 to create a child through somatic cell nuclear trans-

22 fer cloning; 

23 (9) the NBAC also recommended that the Unit-

24 ed States cooperate with other countries to enforce 

25 mutually supported restrictions on this aeti'vity; 
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1 (10) the NBAC specified that such Federal leg-

2 islation should include a sunset provision and that, 

3 prior to the sunset date, an oversight body should 

4 review and report on the status of somatic cell nu-

5 clear transfer technology and the ethical and social 

6 issues associated with its use and recommend wheth-

7 er the prohibition should be continued; 

8 (11) the NBAC concluded that any regulatory 

9 or legislative actions undertaken to effect the fore-

10 going prohibition should be carefully written so as 

11 not to interfere with other important areas of re-

12 search, such as the cloning of human DNA se-

13 quences and cells, which raise neither the scientific 

14 nor the ethical issues that arise from the possible 

15 creation of children through somatic cell nuclear 

16 transfer techniques; 

17 (12) the NBAC also found that cloning animals 

18 by somatic cell nuclear transfer does not raise the 

19 same issues implicated in attempting to use the 

20 technique to create a child, and its continuation 

21 should only be subject to existing regulations regard-

22 ing the humane use of animals; and 

23 (13) (A) biomedical research facilities, including 

24 those conducting cloning, and reproductive services 

25 faeiUties engage in and affect interstate commerce; 



FEB. 4 . 1 9 9 8 1 2 : 3 1 P n n>j.'+'+.i r . o ^ i H 

O:\BAI\BAI98.172 S.L.C. 

5 

1 (B) the products of biomedical research, includ-

2 ing cloning, and the services provided by reproduc-

3 tive services facilities move in interstate commerce; 

4 (C) patients travel regularly across State lines 

5 in order to access reproductive services facilities; and 

6 (D) biomedical research facilities, including 

7 those conducting cloning, and reproductive services 

8 facilities engage scientists, doctors, and other staff 

9 in an interstate market, and contract for research 

10 a,nd purchase medical and other srupplies in an inter-

11 state market. 

12 SEC. S. PURPOSES. 

13 It is the purpose of this Act to— 

14 (1) prohibit any attempt, in this country or 

15 elsewhere, to clone a human being, that is, to use 

16 the product of somatic eell nuclear transfer to create 

17 a human being genetically identical to an existing or 

18 deceased human being; 

19 (2) prohibit the use of Federal funds for any of 

20 the activities described in paragraph (1); and 

21 (3) provide for further review of the ethical and 

22 scientific issues associated with the use of somatic 

23 cell nuclear transfer in humans. 
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1 SEC. 4. AMENDMENT TO THE PUBLIC HEALTH SERVICE 

2 ACT. 

3 Part H of title IV of the Public Health Service Act 

4 (42 U.S.C. 289 et seq.) is amended by adding at the end 

5 the followng: 

6 "SEC. 498C. PROmBmON ON CLONING. 

7 "(a) DEFINITIONS.—In tliis section: 

8 "(1) CJLONING.—The term 'cloning' means the 

9 production of a precise genetic copy of a molecule 

10 (including DNA), cell, tissue, organ, plant, animal, 

11 or human. 

12 "(2) NUCLEUS,—The term 'nucleus' means the 

13 cell structure that houses the chromosomes, and 

14 thus the genes. 

15 "(3) OOCYTE.—The term 'oocyte' means the fe-

16 male germ cell, the egg. 

17 "(4) SOMATIC CELL.—The term 'somatic cell' 

18 means a mature, diploid cell. 

19 "(5) SOMATIC CELL NUCLEAR TRANSFER.—The 

20 term 'somatic cell nuclear transfer' means transfer-

21 ring the nucleus of a somatic cell of an existing or 

22 deceased human child or adult into an oocyte from 

23 which the nucleus or all chromosomes have been or 

24 will be removed or rendered inert. 

25 "(b) PROHIBITIONS—It shall be tmlawful for any 

26 person or other legal entity, public or private— 
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1 "(1) to implant or attempt to implant the prod-

2 uct of somatic cell nuclear transfer intlo a woman's 

3 uterus; 

4 "(2) to ship the product of somatic cell nuclear 

5 transfer in interstate or foreign commerce for the 

6 purpose of implanting the product of somatic cell 

7 nuclear transfer into a woman's uterus, in the Unit-

8 ed States or elsewhere; or 

9 "(3) to use funds made available under this 

10 Act, or any other Ait, for an activity prohibited 

11 under paragraph (1) or (2). 

12 "(c) PROTECTED RESEARCH AND PRACTICES.— 

13 Nothing in this section 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 "(1) somatic cell nuclear transfer or other 

18 cloning technologies to clone molecules, DNA cells, 

19 and tissues; 

20 "(2) mitochondrial, cytoplasmic or gene ther-

21 apy; or 

22 "(3) somatic cell nuclear transfer techniques to 

23 create nonhuman animals. 

24 "(d) NATIONAL BIOETHICS ADVISORY COMMISSION 

25 REPORT.— 
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1 "(1) IN GENERAL.—Not later than 4V2 years, 

2 and subsequently, 9V2 ĵ ears, after the date of enaot-

3 ment of this section, the National Bioethics Advisory 

4 Commission shall prepare and submit to the Presi-

5 dent and Congress a report concerning— 

6 "(A) the state of the science of cloning and 

7 relevant developments in cell biology; 

8 "(B) the ethical and social issues associ-

9 ated xvith the potential use of this technology in 

10 humans; and 

11 "(C) the ad'visability of continuing the pro-

12 hibition established under this section. 

13 "(2) OTHER REPORTS.—The National Bioethics 

14 Advisory Commission may produce reports in addi-

15 tion to the reports required under paragraph (1) if 

16 the Commission determines that such reports are 

17 useful to clarify any of the topics described in para-

18 graph (1), address changes in the state of science or 

19 society, or modify or clarify the recommendations of 

20 the Commission, 

21 "(3) CONTINUATION OF COMMISSION.—The 

22 National Bioethics Advisory Commission is author-

23 i2ed to continue for the 10-year period described in 

24 subsection (i) to prepare reports under this section 

25 and for other purposes as established in Executive 
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1 Order 12975 and subsequent amendments to such 

2 Order, This paragraph shall be construed to super-

3 sede the termination and chartering provisions of 

4 section 14 of the Federal Advisory Committee Aet (5 

5 U.S.C. App 2), 

6 "(e) PENALTIES.— 

7 "(1) IN GENERAL.—^Any person who inten-

8 tionaUy violates the provisions of subsection (b) shall 

9 be fined the greater of $1,000,000 or 3 times the 

10 gross pecuniary gain or loss resulting from the viola-

11 tion. 

12 "(2) CIVIL ACTIONS.—If a person is violating 

13 or about to \'iolate the provisions of subsection (b), 

14 the Attomey General may commence a civil action in 

15 an appropriate Federal district court to enjoin such 

16 violation. 

17 "(3) FORFEITURE,—^Any property, real or per-

18 sonal, derived from or used to commit a violation or 

19 attempted violation of the provisions of subsection 

20 (b), or any property traceable to such property, shall 

21 be subject to forfeiture to the United States in ac-

22 cordance with the procedures set forth in chapter 46 

23 of title 18, United States Code. 
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1 "(4) AUTHORITY.—The Attorney General shall 

2 have exclusive, nondelegable enforcement authority 

3 under this section. 

4 "(5) ADVISORY opiNiONS.-̂ The Attomey Gen-

5 eral shall, upon request, render binding advisory 

6 opinions regarding the scope, applicability, interpre-

7 tation, and enforcement of this section with regard 

8 to specific research projects or practices. 

9 "(f) COOPERATION WITH FOREIGN COUNTRIES.—It 

10 is the sense of Congress that the President should cooper-

11 ate with foreign countries to enforce mutually supported 

12 restrictions on the activities prohibited under subsection 

13 (b). 

14 "(g) RIGHT OP ACTION,—Nothing in this section 

15 shall be construed to give any indi'vidual or person a pri-

16 vate right of action. 

17 "(h) PREEMPTION OP STATE LAW,—The provisions 

18 of this section shall preempt any State or local law that 

19 prohibits or restricts research regarding, or practices con-

20 stituting, somatic cell nuclear transfer, mitochondrial or 

21 cytoplasmic therapy, or the cloning of molecules, DNA, 

22 cells, tissues, organs, plants, animals, or humans. 

23 "(i) EFFECTIVE DATE.—This section shall be effec-

24 tive for the 10-year period beginning on the date of enact-

25 ment of this section. The prohibitions contained in this 
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1 section shall terminate at the expiration of such 10-year 

2 period.". 
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Review of Senate BiU: "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 
tiie purpose of creating an embryo and it creates a new Bioetiiics Commission which is 
accountable to Congress. More details and comments on each of tiiese 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 tiansfer technology is defined as: "taking tiie 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 ceil nuclear transfer m 
humans for tiie purpose of making an embryo 
The term embryo is not defined, but tiie fact tiiat they specify "including preimplantation 
embryo" suggests tiiat embryo would include the single cell egg witii a fiill complement 
ofDNA. 

Commission to Promote a National Dialogue on Bioethics 

The language: 

1. EstabUshes witiiin the lOM a commission called "tiie National Commission to Promote a 
National Dialogue on Bioethics." This Commission: 

will have 25 members appointed by the Senate and House leadership, witii equal 
representation from Democrats and Republicans. These members are to represent law. 
tiieology, philosophy or ettiics, medicine, science and society 
will "provide an independent forum for broad public participation and discourse 
concerning important bioethical issues including cloning, 
report to Congress concerning the findings, conclusions, and recommendations of tiie 
Commission concerning Federal policy and "possible Congressional action." 
"may hold pubUc hearings and undertake such other activities" as tiiey determine 
necessary 
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secure directly from any Federal agency infomiation necessary. ..as long as tiie 
information may be disclosed under section 552 of Title 5 
will establish 6 subcommittees: legal, tiieological, 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 ofthe new Commission witii 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 tiian the fact tiiat the Commission 
"may" hold public meetings. This needs clarification. 



Man and Woman 

In Vitro Fertilization Early 
Embryonic 

Cells 

Somatic Ceil 
Nuclear Transfer 

New Human Being 

Specialized 
Cells 

Therapeutic 
Tissue 

Adult 



Draft letter to Senator Feinstein (04II98) 

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 ofthe 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 fimding, 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. 



DRAFT - NOT FOR RFT F ASF 

February 4, 1998 
(Senate) 

S- 1601 - Human rinninp Prohihitinn Art 
(Sen. Lott (R) MS) 

h K ^? n" ' t° Congress legislation making it illegal for anyone to 
one a human being. The Presidem believes that using somatic cell nuclear transfer clo7ng 

t chmques to clone a human being is untested, unsafe, and morally unacceptable The ' 
Admmistration, however, opposes enactment of ,S 1601 because it would have the ill-advised 
effect of permanently impedmg significant scientific research m critical areas su h â^ findr 
cures for diseases, enhancmg treatments for infertility, and transplanting tissue â d orgts 

tiT^%tf^^'T''"''"l'"^'^^^"^ °f^he Femstein/Kemiedy amendment 
tiiat will be offered as a substinie for S. 1601. The Feinstem/Kemiedy amendment whicMs 
biased on the Presidem's proposal, would prohibit any attempt to ere Je a humTb J g usm^ ^̂  ' ' 
omatic cell nuclear transfer, provide for fiuther review ofthe ethical and scientificTsLes ' 

Pav-As-Yoii-Go Smring 

S Î601 could affect receipts; therefore, it is subject to the pay-as-you-go requirement ofthe 
a ^ b u s Budget Reconciliation Act of 1990. OMB's prelim'mai^ sconngL^^e of th!: bill is 



• 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 ( p r e f e r a b l y 5 years as i n A d m i n i s t r a t i o n b i l l ) 

• Adding a l i s t of exceptions l i k e the f o l l o w i n g : 

["( ) 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 fol lowing: cardiac muscle cells to treat 
heart attack victims and degenerative heart disease; skin cells to treat burn vict ims; 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 wi th 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 
osteoarthrit is; 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 c r i m i n a l and i n s e r t the f o l l o w i n g : 

(c) Any property, r e a l or personal, derived from or used t o 
commit a v i o l a t i o n or attempted v i o l a t i o n of Section 5, or any 
property traceable t o such property, i s subject t o f o r f e i t u r e t o 
the United States i n accordance w i t h the procedure set f o r t h i n 
Chapter 46 of T i t l e 18 of the United States Code. 

• Delete reference to establishment of Commission 
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February 5, 1998 
(Senate) 

S. 1601 - Human V\r..<̂ ^̂  PniiihiUnn Ar.f 
(Sen Lolt (R) MS) 

On June 9, 1997 the President transnuttcd to Congress legislation making it illegal for anyone to 

techniques to clone a human bcna is tmtcst̂ Qd. unsafe, and morally uoacceplable The 

t e ^ ' ^ l l U ' ^ . r ' P °̂'̂ '''''"'" hum.n sonulic cell nuclear transfer 
eneflt of ihi r " ' T ? " . ' '""̂ '""'"8 e'̂ aminalion of the risks and 

pre^lurdy ''''̂ '̂ "̂ '̂ ŷ* '̂"''̂  ^̂^̂^ - " " Y that someone will use it 

P r̂niit the rK.».ionofn..o»>b«y«^ the purpose of producing or generating t̂enTccils to 

treatment of cancer, diabetes, genetic diseases, and spinai cord iniurics, 

-- Repeal tlie bill's criminal penalties a.,d instead malcc any property real or tiersojinl 
denved tron, or n«ed to con,.lt vio.aelo.. ofthe Act , ^ " 1 S . i t c d 

-- Repeal the biU's provisions establishing a new Commis.sion to Promote a Nfltional 
Dja Ogue on B.oeih.cs The now Conin.«sion would unnecessarily duplLate r l s i o n 
ofthe President's National Bioethic, Advisory ComnH.«ion. 

£flY=A3>You-Or> Sr,np"t| 

mw a Tim: o j; IA-W A R R r. O r... .• 
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DRAFT 

The Honorable Edvard M. Ksftnedy 

Doar senator Kennedy: . 4̂ 

.... i„ t» vou. i n ^ i r y cono.«i», .he ,^x..ictlon 

o« Che .o.^ and Bra. .^.Inl.tr.ticn <FDA) ovr hu»an clpn.»8 

.̂̂  «r.*»v«nt the commonceittttnt or 

=x....». «.p.ri..nt, th.t .« int.»0.d to ...ult in tna 

creation o£ a nu^n Wn, tnrou,h Closing techni^e«. PDA na. 

,u.is.ictio„ .uon o.,«,..nt. i . P«Pa«^ " 

thAt juriiaictioH. 

«i^ina is •ul.J.ct to PDA regulation uttd^r tha Public 

H«lth .arvic. .0= the and Cos,..t» Act 

.he.e statute. a„a i^pL^ntin^ F->A ra^Uticn., clinical 

«...roh cn human clonln, when an 

investigational new .iru, application <I«P) i . m effect. 

Bef«e .u=h research may begin, tn. .pon.or cf the reee.rch i . 

„,p.ir.d to submit t= tne FDA .n .«» dcpcribi.^ rn. propoaed 

„ae.rcn plan, to obtain auchorl.attcn trom an iMepcnd-at 

inetitutional review bo«4, and « the info^ad consent 

,t .11 participating Indivi^uale. « * ~ y P«nibi. « aponaor 

£ro» oanductin, th. atu4y (often r,£«x.<. to Placine the 

,tudy on -clinical hold") for a variety of reaeon.. including 
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DRAFT 
paga 2 - Th« Honorable Kennedy 

U the agency find« th.t '-11̂ .*. .ubieota are or would be 
>,iP and significant ri ak of lUTia80 or 

exposed to an unreasonable and sign^ta 

injury,.' "the im) doee not contain -u.ticient information 

. .yva ri8)c» to eubj.ota of the propo.ad 
required ... to aBoees ttia rlsOca to eu ̂  

u iHninal inv.«tlgator. not qualified 
•tudtia," or "the clinical invaata-a 

* -K.ir Bcientiflc training arid oxparience tO by reason ot tbait ecienti*.* 
. . -Moation " At a tntnltnuttw the iponeor matt 

conduce the Inveatlgation. H . K F15A 
«alt at leaat 30 days after BUb.itting ite pr^oeal .o 

before begiiming any study. 

;n tha case of hutnan cloning experitnente,. there ..e ..^or 

unresolved safety c^estion-. Until thos. cju-cions ax-

.esolved. the .gency could not per.lt any invee.ig-ion ot 

human cloning to proceed. 

. .ope thia indorsation i . u.eful to you in your deliberaticne. 

Sincerely. 

Michael A. Priadman 

Lead Deputy Commissioner 

Food and Drug Admin iet^r at ion 
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National Bioethics Advisory Commission 
(ttoo executive Boukvard * Suite ;BQI 

RockviUe, MD Z0892-7508 
Telephone: (301) 402-4242 
Facsimile: (301) 480-6900 

p, 1 

Februar> 6, 1998 

-llie . White House 
Washington, D C/ 20500 

Dear Mr. Piresident 

Last.Feibruaiy, in the wake of the startling annojuncemetit that researchers in Scotland 
had apparently succeeded in creating a genetic copy of an adult sheep through somatic 
cell h^ciear tran&ifer, you asked the National Bjoethics Advisory CommisSiofl to review 
the l^gal and ethical issues that would arise from the -use of this technology to clone 
huinan beings. 

The CbmmiMion imno;ediately began i> series of meeting? and consultations. We heard 
not only from physicians and scientists but from religious leaders, ethicists, lawyers, and 
membiei's of the public in an effort to understand the full range of views on this 
contrioversial and multifaceted subject. Of course, given the need for a prompt report, 
we recognized that while we might resolve some of the issues, many would reniain for 
which Wje could supply a road map but not ourselves reach final conclusions. 

in Cioning Human Beings, the report that we presented to you at the VVhite Hotisie on 
June 9, 199*7, we concluded that the use of this new technique to create a child would 
entail unacceptable risks and ought not to be attempted now by anyone. Beyond the 
issues, of safety, we fouiid that concerns relating to the potential harms to children and 
€iffei;ts on the moral, religious, and cultural values of society merit further reflection iatrid 
dieliberation. We therefore recommended that no attempt be made at this time to create 
a child using somatic cell nuclear transfer. 

Yoti;immediately transmitted to, Congress i bill embodying our recommendations, 
pespitc;hearings in both houses, Congress did not adopt legislation on human cloning in 
1997. As ybu recognized last week in the State of the Union addfess, recent 
developments make clear that such legislation is needed̂  Some legislators have called 
for ensicting a permanent ban not just on the creation of children by cloning b"ut on 
studies, with einbryohic cells,, even though such research could offer an important means 
df finding a cure W cancer and other lethal diseaŝ ^ 

We continue to believe that sweeping legislation would be a mistalte, and we urge you to 
Work vvith Gohgtess to ensure that any legislation follows the basic points of the bill yoti 
sent, to Congress last. June, namely to: 

• stop ariyone. in the private as well as the public sector from using somatic cell 
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nuclear transfer techniques to create a child at this time, 

• clearly diifitiaguish the area of concern (the attempt to create a human child 
using these techniques) from the cloning of human DNA, genes, or cells in 
the laboratory, and 

• place a time limit on the ban. The n;iajoT leasons for a moratorium—concerns 
about safety and unresolved social, legal and ethical issues—aU need to be 
reexamined as scientific research and public discussion move forward: 

We would be pleased to provide whatever help we can to achieve the adoption of public 
policies on human cloning that attain an appropriate balance among competing goals and 
values- ^ 

Sincerely, 

Harold T. Shapiro 
Chair 
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cc: 
Subject: phone number 

Howard Garrison, FASEB, 301-571-0657 
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EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

WASHINGTON, D.C. 23503 Februaiy 9, 1998 
(Senate) 

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

S. 1601 - Huinan Qoniny TVohihitinn Art 
(Sen. Lott (R) MS) 

On June 9, 1997, the President transmitted to Congress le^lation 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 being is untested, unsafe, and morally unacceptable. 
The Admmistration, however, believes S 1601 ̂  a.s introduced, is too far-reaching hecaî ;̂  it 
would prohibit important biomedical research aiiried at prevenring and treariny serious and life-
threatening diseases. Therefore the Administration would not support passage of the bill in its 
current form. The Administranon looks forward to working with tiie Congress to address these 
concerns. Specifically, the Administration supports amendmetits to S. 1601 that would: 

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

— Permit somatic ceU nuclear transfer uang human cells for the purpose of developing stem 
cell (unspedalized ceUs capable of giving rise to ^ecafic cdls and tissue) technology to 
prevent and treat serious and life-threatening diseases and other medical conditions, 
including the treatment of cancer, diabetes, genedc diseases, and spmal cord injuries and 
for basic researdi that could lead to such treatments. 

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

Strike the bill's provisions establishing a new Conmiisaon to Promote a National Dialogue 
on Bioethics, The new Commission would needlessly duplicate the mission ofthe 
President's National Bioethics Advisoiy Commisaon. 

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

t 
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To: Lucia A. Wyman/WHO/EOP 

cc: 

Subject: Re: senate 

I have letters from organizations or groups of individuals. I 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 

I Brief Introduction to Cloning 
• somatic cell nuclear transfer ~> better livestock ~> cell therapy 
• the goal of customized patient-specific cell therapies 

n 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 
• liver cells liver failure, liver cancer 
• osteoblasts (bone) osteoporosis, fractures 
• fibroblasts wound healing, ulcers 
• skin cells bums 

n i Alternative Avenues of Research 
• xenotransplantation; organs from other species (pig) 

concerns for immunologic rejection, animal viruses 
• human fetal tissue transplantation 

concerns for procurement of tissue, immuinologic rejection 
• organ-specific adult stem cells 

concerns for isolation, expansion, longevity 
• artificial organs/ tissue engineering 

concerns for bio-incompatibility 

IV Advantages of Cloned Tissue ~ Customized Cell Therapies 
• totipotent, immortal cells 
• excellent vehicles for gene therapy 
• no risk of viral transmission 

V Therapeutic Cloning ~ Futiu*e Potential 
• enormous academic interest 
• emerging, active biotechnology industry 
• exciting pre-clinical science, encouraging early clinical results 
• significant practical advantages over alternative strategies 

VI 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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Reproductive and Therapeutic Cloning 
by Somatic Cell Nuclear Transfer 



Human Cloning Meeting 
Wednesday, March 25, 1998 
Room 476, OEOB 
3:00 pm-4:00 pm 
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List of Participants 
I 

Patient Advocacy Groups 
Marguerite Donoghue, Capital Associates (Cancer Organizations) 
Stephanie Marshall, National Health Council 
Michael Langan, National Organizations of Rare Disorders 
Eric Schutt, Juvenile Diabetes Foundation Intemational 
Larry Soler, Juvenile D|iabetes Foundation Intemational 
Dan Peny, Alliance for Aging Research 
Pamela Dougherty, American Cancer Society 
Jo Merrill, March of Dimes Birth Defects Foundation 
Rich Hamburg, American Heart Association 

Scientific Organizations 
David Korn, Senior Vice 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 ShoemakerJ American Society for Microbiology 
Dr. Paul Berg, C l ^ , Public Policy Committee, American Society for Cell Biology 
[Nobel Laureate ̂  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 Caldvvrell, Vice President, Federal affairs, PhRMA 
Walter Moore, Senior Director, Genentech, Inc. 
Eleanor Kerr, Senior Director, Govemment Relations, Smith Kline Beecham 
Victoria Blatter, Director, Govemment Relations, Merck & Co. 
Carl B. Feldbaum, Biotechnology Industry Organization 
Nancy Bradish, Biotechnology Industry Organization 
Rita Norton, Amgen 
Lisa Raines, Genzyme 




