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BRITISH POLICY ON HUMAN CLONING 
December 9, 1998 

Context: Today's Washington Post reports that a British scientific panel recommended that 
research into the cloning of human embryos be permitted in Britain. This follows in the wake of 
the new advances in culturing embryonic stem cells that dominated the news a few weeks ago, 
and led to a Senate hearing on the topic last week. The same ethical questions that we are 
facing on this issue, centering on the creation and destruction of embryos for research, are 
confronting the British. Britain has a limited ban on embryo research at the present, but does 
allow both privately and publicly funded research on embryos that are less than 14 days old. 
This is in contrast to US policy, which bans all public sector research on embryos completely. 
The British panel was careful to stress that reproductive cloning should never be permitted, but 
that therapeutic cloning (the production of a cloned embryo for the purpose of isolating stem 
cells to create replacement tissues) held such Significant potential benefits that "it would not be 
right to rule out limited research" on human cloning techniques. 

General 

A British advisory panel recommended that research be permitted into the cloning of 
human embryos for therapeutic purposes only. They recommended that reproductive cloning 
never be permitted. 

The opening paragraph of the article suggests allowing this research could lead to a 
"genetic spare parts industry for damaged human bodies." This is an inflammatory and inaccurate 
phrase that infers that cloned human beings would be created as a source of organs. The panel 
limited its recommendation to permit research on the cloning of human embryos for the 
production of embryonic stem cells, and specifically stated that the cloned embryos not be used to 
reproduce a human being. 

The article does not indicate how the British government will use the recommendation of 
the scientific advisory panel for developing policy. 

Q. What do you think about the panel's recommendations? 
A. The British scientific advisory panel addressed the same questions that the President's 

National Bioethics Advisory Commission is now considering. We believe that these 
are important issues from both a biomedical and ethical standpoint that deserve careful 
consideration, both here and in other nations throughout the world. 

Q. Will research on cloning human embryos lead to creating a "genetic spare parts 
industry?" 

A. That is a misleading description of the potential outcome of research on therapeutic 
cloning. The British panel recommended that research on cloning human embryos be 
permitted, as a means to generate stem cells that would then be used to generate 
replacement tissues. They clearly stated their opposition to the cloning of a human 
being as a source of organs. 



CLONING COWS 
December 9,1998 

Context: Today's Washington Post reports that Japanese scientists have succeeded in cloning 8 
calves from one adult cow. The list of animals that have been cloned includes sheep, mice and 
now cows. The major newsworthy breakthrough in this report is the efficiency with which these 
calves were produced. This advance means that cloning animals for agricultural and 
pharmaceutical purposes is a more practical possibility than it was a year ago. The driving 
force behind the development of this technology is the desire to create genetically engineered 
cows that will produce human medicines in their milk. 

General 

• Japanese scientists have succeeded in cloning calves from an adult cow using somatic cell 
nuclear transfer, the same technique that was used to produce Dolly. 

• Their success rate was dramatically improved over that reported for Dolly, which brings 
cloning as a commercial technology much closer to reality. 

• Cloning cows is highly desirable in the biotechnology industry as a means to produce large 
quantities of human medicines in the cow's milk. 

Q: What's new in this report? 

A: The cloning of cattle isn't new, but this is the first time it has been reported in the 
scientific literature. An important advance made by these Japanese scientists is the 
efficiency of their procedures. Where it took hundreds of attempts by Scottish scientists 
to generate Dolly the sheep, these scientists report success 8 times in 10 attempts. This 
level of efficiency dramatically opens the possibility of using this technology commercially. 

Q: Does this bring us closer to being able to clone humans? 

A: We don't know. These techniques might not be as successful for cloning other animals. 
There is a widely held view and consensus in the scientific community that producing a 
child using these cloning techniques is morally unacceptable. The president shares this 
VIew. 
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Jerold R. Mande 

07124/9803:15:17 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Laura EmmettiWHO/EOP 
Subject: Draft cloning Itr. 

Here is a draft Potus letter to Congress on cloning. I have included comments from Rachel 
Levinson in OSTP, and I sent copy to David Beier for his comments, which I will pass on when I 
receive them. The House is scheduled to take up the Labor, HHS approps bill on Wed. 

~ 
WJCCLONE. 



" ,. 

I am writing to ask you to work with me to enact into law this year restrictions that will prevent 
the cloning of a human being, without disrupting biomedical research. On June 9, 1997, I sent 
legislation to the Congress that would achieve these goals. My bill was carefully and narrowly 
crafted to prevent the cloning of a human being, but not interfere with important biomedical 
research that could lead to meaningful advances in treating illnesses such as cancer and diabetes. 
Reports this week of the cloning of more than 50 mice adds to the urgency of our task. 

As you know, scientists, the public, and policymakers alike were stunned last year by reports that 
a scientist had cloned an adult sheep. Most experts had previously believed that it was not 
possible to reprogram the genes of an adult specialized cell. But as has happened so often, 
human ingenuity pierced old assumptions and provided a new understanding of what is possible. 
This technology holds great promise. Many scientists and doctors now believe cloning 
technology can be used to produce cell lines that could result in breakthrough treatments for 
many dreaded illnesses such as replacing a failing organ without the need for a donor or the risk 
of tissue rejection. 

But the new technology also poses difficult moral questions. Scientific advancement should not 
occur in a moral vacuum. Technological developments divorced from values will not bring us 
one step closer to meeting the challenges of the next millennium. Virtually everyone agrees that 
the use of new cloning techniques to create a human being is untested, unsafe, and morally 
unacceptable. 

This week's reports on the advances in cloning technology make it important that we set aside 
politics and send a clear message that cloning a child is not an acceptable endeavor. I am 
concerned that efforts to address other moral questions, such as when does human life begin, in 
cloning legislation are endangering our chances of passing a bill this year. We have the 
opportunity to pass cloning legislation in the next two months. But we will only succeed if we 
stay focused on prohibiting the cloning of human beings, and not try to resolve other moral 
conundrums. 



Jerold R. Mande 

07/27/9812:48:50 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: 
Subject: Re: Draft cloning Itr 

fyi 
---------------------- Forwarded by Jerold R. Mande/OSTP/EOP on 07/27/98 12:48 PM ---------------------------

David W. Beier @ OVP 
07/24/9803:59:06 PM 

Record Type: Record 

To: Jerold R. Mande/OSTP/EOP 

cc: 
Subject: Re: Draft cloning Itr INJ 

A couple of points. In my view the letter fails to identify the positives of biomedical research in this 
area (see the Jones memo to the President). Second, the letter fails to note or comment on the 
Kennedy Feinstein bill expressly, nor does it comment on the negatives associated with the other 
effo"ffs and why they would be problematice. Finally, the letter is eliptical on the uestio of 
inter erlng Wit uman em ryo research. I know t at there IS a ban on the use of federal funds, but 
what is our view about the House effort to ban that conduct in the private sector. 



Jerold R. Mande 

07/28/9805:33:27 PM 

Record Type: Record 

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP 

cc: 
Subject: Cloning next steps. 

I checked with Mike Friedman about FDA actions to support its April cloning jurisdiction statement. 
He is already explorin ossible FDA nex ste s. He has a roup lookin at acti s 'ti g 
to s, professional societies, and individuals like Seed to make certain FDA's re uirements will 
be 0 owed. He will let us know what he finds. Mike was also very confident in FDA's analysis of 
its clOning lurisdiction. He thought the Post's story questioning FDA's authority was flawed and 
easy to poke holes through. 

One step we might take while we continue to monitor the Hill and while we see what Mike delivers, 
is to encourage our allies in the patient and biotech communities to remind Congressional leaders of 
their concerns with cloning legislation favored by many Rs. 



Jerold R. Mande 

07/23/9807:17:48 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Laura Emmett/WHO/EOP 
Subject: Cloning update 

I have monitored reaction to the Hawaiian mouse story. I spoke to experts usually contacted by 
the press on cloning stories, and I spoke to House D staff tracking cloning legislation. The story 
may not have legs. Even though it lead both the NYTs and WP, and Lee Silver's sensational quotes 
were everywhere, I was told press reaction is at least an order of magnitude calmer than when 
Dolly was news. Cloning did not come up in McCurry's briefing. 

As for Congress, House Approps reported out the Labor, HHS bill earlier this week. It is a lik Iy 
vehicle should the House leaders Ip want to try somet mg. am c ee mg on when it might come 
to the floor. One thing we should consider doing is urging the patient groups to remind 
Congressional leaders that they are stili closel tollowin this issue and will stron to 
I Ion at restncts Important biomedical research. 

Do you want me to set up an internal meeting to discuss next steps and pi egy, or should 
we wait until next week and see how the story plays? I will get you the draft letter i the morning. 



SENT BY:OffICE 01' THE CMM:Si( ; -'-:!J-ll!S ; ll:"UAM ;rUA un.._ t.M.L_ ~LLKJ:~ , 

(~' DEPARTMENT OF HEALTH & HUMAN SERVICES 

~ it?"" I 0"'" 
Food and Orug Administration 
5600 Fishers Lane, GCF·l 
Rockville. MD 20857 ~""~ \ ~ 

~\.U'().\ v' sf'1) D 

- (()~ .Sv 
Q ~ 0\oi' 

April 16, 1998 

FDA's Jurisdiction Over Hu~~r Cloning Activities r \-- flo\: C-" ' 
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This statement addresses FDA's jurisdiction over human cloning 
activities. FDA's jurisdiction over products used in cloning activities 
derives from the biological products provisions of the Public Health 
Service Act (PHS Act) and the drug provisions of the Federal Food, 
Drug and Cosmetic Act (FD&C Act). 1 

L Background 

The term clone means a precise copy of a molecule, cell, or 
individual plant or animal. National Bioethics Advisory Commission, 
Cloning Human Beings: Report and Recommendations of the National 
Bioethics Advisory Commission (NBAC Report) app. 1 (June 1997). In 
the past year, the issue of cloning has received much media attention. 
In March of 1997, Scottish researchers announced that they had cloned 
an adult sheep. The researchers removed an egg from a female sheep 

-and replaced the nucleus of the egg with the nucleus from a somatic 
cell 2 from another adult sheep. They used electrical pulses to introduce 
the new nucleus into the egg and to cause the cells to divide. The 
researchers then implanted the manipulated egg into the uterus of a 
female sheep, resulting in the birth of a cloned sheep. The technique 
that resulted in the cloned sheep is referred to as somatic cell nuclear 
transfer. 

'The medical device provisions of the FD&C Act also apply to 
some products used in human cloning activities but are not discussed 
in this statement. 

'A somatic cell is a cell of an embryo, fetus, child, or adult not 
destined to become a sperm or egg cell. NBAC Report app.3. 
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Following the announcement of the cloned sheep, President 
Clinton directed that federal funds should not be used for cloning a 
human being. Because the prohibition on the use of federal funds for 
human cloning did not extend to non-federally funded research, 
President Clinton asked for a voluntary moratorium on human cloning 
by privately funded researchers. He also asked the National Bioethics 
Advisory Commission (NBAC) to address the legal and ethical issues 
raised by cloning and to submit a report to him. In its June 1997 
report, the NBAC conCluded that "at this time it is morally unacceptable 
for anyone in the public or.private sector, whether in a research or a 
clinical setting, to attempt to create a child using somatic cell nuclear 
transfer cloning." NBAC Report at iii. 

For purposes of this statement, the agency assumes that the 
technique used to clone a human being would be somatic cell nuclear 
transfer. The cloning process to create a human being would be similar 
to that used to create the cloned sheep discussed above in that the 
. process would involve the transfer of a cell nucleus from a somatic cell 
of a human being into an egg from which the nucleus has been 
removed. The resulting cell (somatic cell clone) produced for the 
purpose of creating a cloned human being is a product subject to 
regulation by FDA. 

Ii. Legal Authority 

FDA has the authority to regulate numerous medical products, 
including biological products and drugs. As discussed more fully 
below. the cellular product and the components of the cellular product 
used in cloning fall within the definitions of biological products in the 
PHS Act and drug in the FD&C Act. 3 A product may be both a 
biological product and a drug. ~ Calise v, United States, 217 F. 

'Depending on the specific facts of any cloning process, there 
may be additional reasons why particular somatic cell clones would be 
biological and drug products. 

-2:' 
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Supp. 705, 709 (S.D.N.Y. 1962). The conclusion that FDA has 
jurisdiction over somatic cell clones under the PHS Act and the FD&C 
Act is consistent with the statutory purpose of public health protection. 
Courts have recognized that remedial statutes, such as the FD&C Act 
and the PHS Act, are to be liberally construed consistent with their 
public health purpose. ~ United States v. An Article of Drug ,,' 
Bacto-Unjdjsk, 394 U.S. 784 (1968); United States y. Loran, No. CV 
96-4283 SVW (C.D. Ca. Oct. 17, 1997). 

A. A Somatic Cell Clone is a Biological Product 

FDA regulates biological products under section 351 of the PHS 
Act. 42 U.S.C. § 262. That section applies to "any virus, therapeutic 
serum, toxin, antitoxin, vaccine, blood, blood component or derivative, 
allergenic product, or analogous product, or arsphenamine or its 
derivatives (or any other trivalent organic arsenic compound), 
applicable to the prevention, treatment or cure of diseases or injuries of 
man .. ." ld. Section 123(d) of the Food and Drug Administration 
Modernization Act of 1997 (FDA Modernization Act) amends the PHS 
Act by including within the definition of biological products "conditions· 
as well as diseases. 42 U.S.C. § 262{i) (effective February 19, 1998). 

1 . A Somatic Cell Clone i,s Applicable to a Disease 
or Condition of Human Beings 

As set forth in the PHS Act, a biological product is subject to 
regulation if it is "applicable to the prevention, treatment, or cure of a 
disease or condition of human beings." 42 U.S.C. § 262(i} (effective 
Feb. 19, 1998). A somatic cell clone used to create a cloned human 
being for an infertile individual is a product applicable to the treatment 
of infertility. Likewise, a somatic cell clone used to create a cloned 
human being to avoid transmission of a genetic disease from a 
prospective parent is a product applicable to the prevention of that 
genetic disease in the cloned human being. In addition. significant 
safety questions have been raised regarding whether the cloning 
process will produce a healthy human being who will develop normally. 

-3-
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For example, the cloned human being might have defects from the 
donor or during development, such as genetic, biochemical, or cellular 
defects. 

2. A Somatic Cell Clone Is An Analogous Product Under the 
PHS Act 

A somatic cell clone is not one of the specifically listed products in 
section 351 of the PHS Act. It is, however, an "analogous product" 
under the PHS Act and thus falls within the scope of this section. 

The term "analogous' is defined as "resembling or similar in some 
respects, as in function or appearance, but not in origin or 
development." Dorland's Medical Dictionary 78(25th ed. 1974). A 
somatic cell clone has similarities in composition and function with 
blood and blood components. A somatic cell clone is analogous to 
white blood cells, a component of blood, in that both cells are similarly 
composed because they are somatic cells that contain a nucleus. A 
. somatic cell clone is also like blood and blood components in that they 
contain cellular elements derived from a living human being and are 
'applicable to diseases or conditions of human beings. 

A somatic cell clone also is analogous to a toxin or antitoxin as 
those terms are described in FDA regulations. 4 The recent decision in . 
United States v. Loran, No. CV 96-4283 SVW (C.D. Ca. Oct. 17, 1997) 
supports such a determination. In Loran, the court addressed whether a 
cell product consisting of neonatal rabbit and human fetal cells intended 
for the treatment of diabetes was an analogous product under the PHS 
Act. The court noted that the government reasonably construed the 
PHS Act and concluded that the cell product was a biological product. 
Given the common features between a somatic cell clone and the 

'A product is analogous to a toxin or antitoxin "if intended, 
irrespective of its source of origin, to be applicable to the prevention, 
treatment, or cure of disease or injuries of man through a specific 
immune process." 21 C.F.R. § 60Q.3(h)(5)(iii). 

-4-
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neonatal rabbit and human cells in Loran, that decision supports a 
determination that a somatic cell clone is an analogous product. Loran 
at 4-5, 11. 

B. A Somatic Cell Clone is a Drug 

Under the FD&C Act, the term "drug" is defined as "articles (other 
than food) intended to affect the structure or any function of the body." 
21 U.S.C. § 321 (g)(1 )(C). The term "drug" also includes components of 
a drug. 21 U.S.C. § 321 (g)(1 )(0). As described above, a somatic cell 
clone is a product intended to affect the structure or function (including 
the diseases or conditions) of the cloned human being. The continued 
growth and development of the cloned human being are the result of 
the maturation of the somatic cell clone. In addition, a somatic cell 
clone could be viewed as a product intended to affect the structure or 
function of the woman into whose uterus the somatic cell is to be 
implanted. 

A product also is a "drug" if it is "intended for use in the diagnosis, 
cure, mitigation, treatment, or prevention of disease in man or other 
animals." 21 U.S.C. § 321 (g)(1)(8). A somatic cell clone used to 
create a cloned human being in order to avoid transmission of a genetic 
disease from a prospective parent with the disease would be an article 
intended to prevent the transmission of disease to the cloned human 
being and thus would fall within this definition. A somatic cell clone 
used with the intent to create a cloned human being for an infertile 
couple also could fall within this drug definition in that the product 
would be used to treat infertility. 

A somatic cell clone also is a "new drug" under the FD&C Act in 
that it is a drug that is not generally recognized by experts as safe and 
effective to clone human beings. 21 U.S.C. § 321(p). Before new 
drugs may be marketed, FDA review and approval are required. 21 
U.S.C. § 355(a). 

-5-
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III. Previous FDA Guidance on Cellular Products 

FDA has issued a number of documents in the past several years 
addressing products that have similar characteristics to a somatic cell 
clone product. The agency's notices on somatic cell and gene therapy 
products and cellular and tissue-based products are consistent with a 
determination that a somatic cell clone would fall within FDA's 
jurisd iction. 

A. Regulatory Approach to Somatic Cell and Gene Therapy 
Products 

Although somatic cell products are not specifically listed in the 
statutory definition of biological product, FDA previously has stated that 
these products are biological products subject to regulation under the 
PHS Act and drugs within the meaning of the FD&C Act. In its October 
1993 notice, FDA defined somatic cell therapy products as "autologous 
(i.e., self). allogeneic (i.e., intra-species). or xenogeneic (Le.,inter­
species) cells that have been propagated, expanded, selected, 
pharmacologically treated, or otherwise altered in biological 
characteristics ex vivo to be administered to humans and applicable to 
the prevention, treatment, cure, diagnosis, or mitigation of disease or 
injuries." 58 Fed. Reg. 53248, 53249 (Oct. 14, 1993). The agency 
advised persons interested in performing clinical investigations involvin~ 

. these products that FDA's regulations on investigational drugs and 
biological products apply, and that the products also are subject to the 
drug requirements of the FD&C Act. 

B. FDA's Proposed Regulatory Approach for Cellular and Tissue­
Based Products 

In March of 1997, FDA announced its proposed regulatory 
approach for cellular and tissue-based products. ~ 62 Fed. Reg. 
9721 (March 4, 1997). A finding that a somatic cell clone is a 
biological product and a drug is consistent with the position taken by 
FDA in its approach to cellular and tissue-based products. The 

-6-
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regulatory approach addresses a wide range of products such as skin, 
bone, and corneas, as well as somatic cell therapy products and gene 
therapy products. Because a somatic cell clone is a cellular-based 
product, the regulatory approach would apply. 

Under this regulatory approach, FDA announced that it was 
planning to take a tiered approach to the regulation of cellular and 
tissue-based products, imposing requirements to the extent necessary 
to protect the public health. For some products, FDA would impose 
only requirements related to the prevention of communicable diseases. 5 

For products raising additional public health concerns, such as products 
that undergo more than minimal manipulation or that have a systemic 
effect on the body, premarket review and approval would be needed. 

In the regulatory approach, FDA addressed reproductive tissues 
and noted that such tissues have a long history of use in the medical 
community. FDA also recognized that such tissues raise a number of 
less substantial issues than those raised by other tissues that have a 
. systemic effect on the body. As a result, FDA stated that such tissues 
would be subject to less regulation than other tissues that have a 
systemic effect on the body . Unlike the reproductive tissues discussed 
in the regulatory approach, tissues and cells for cloning of human 
beings raise additional significant health concerns not raised by 
processes in place for the reproductive tissues used in the past. 
Consistent with the tiered approach for cellular and tissue-based 
products, a somatic cell clone would be subject to FDA premarket 
review and approval because it is more than minimally manipulated. 

'For these products, FDA would only regulate the product under 
the communicable disease provisions of the PHS Act and not under the 
FDCA or the biological products provisions of the PHS Act. Sea. 42 
U.S.C. § 264. 

-7-
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IV. Prohibited and Permissible Acts 

The FD&C Act prohibits the introduction into interstate commerce 
of unapproved new drugs and misbranded and adulterated drugs and 
the holding for sale of such misbranded and adulterated products after 
shipment in interstate commerce. 21 U.S.C. § 331 (a).(d).{k). The 
approval of a new drug application removes the prohibition on interstate 
shipment. The PHS Act also prohibits interstate shipment: "[n]o person 
shall sell, barter. or exchange, or offer for sale, barter or exchange" in 
interstate commerce any unapproved biological product. 42 U.S.C. 
§ 262(a). Section 123(a) of the FDA Modernization Act amends the 
PHS Act by replacing the terms "sell, barter or exchange" with 
"introduce or deliver for introduction into interstate commerce." 42 
U.S.C. §262(a). 

Under the authorities of both Acts, FDA promulgated regulations 
to allow clinical research on investigational drugs and biological 
products. Clinical research on these products can proceed only when 
an investigational new drug application (IND) is in effect. s.ee. 21 
U.S.C. § 355(i) (authorizing FDA to promulgate regulations for research 
involving investigational new drugs), 42 U.S.C. § 262,21 C.F.R. Part 
312. Before such research may begin, the sponsor of the research is 
required to submit to FDA an IND describing the proposed research 
plan. The sponsor also is required to obtain authorization to proceed 
from an institutional review board (an independent group of experts and 
consumers which reviews the proposed study from a scientific and 
ethical perspective). 21 C.F.R. §§ 56.103, 312.23(a)(1)(iii) and (iv). 
In addition, the researcher is required to obtain the informed consent of 
the individuals who are conSidering whether to participate in a clinical 
study. ~ 21 U.S.C. § 505(i), 21 C.F.R.Parts 50 and 312. Thus, 
before an egg is removed from a woman or the cell containing the 
nucleus to be inserted into the egg is removed from the prospective 
genetic parent for the purpose of creating a cloned human being, an 
IND should be in place and informed consent obtained. 

Once FDA receives a proposed study, it reviews the IND 
application to assess whether it is appropriate for the study to proceed. 

-8-
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Among the information reviewed by FDA is information related to the 
safety of the product, including pharmacology and toxicology 
information that the. applicant believes shows that it is reasonably safe 
to conduct a clinical investigation. FDA may prohibit a sponsor from 
conducting the study (often referred to as placing the study on ·clinical 
hold") for a variety of reasons, including if the agency finds that 
"[hluman subjects are or would be exposed to an unreasonable and 
significant risk of illness or injury," "[t]he IND does not contain 
sufficient information required to assess the risks to subjects of the 
proposed studies: or "[t]he clinical investigators ... are not qualified by 
reason of their scientific training and experience to conduct the 
investigation .. " For example, information raising concerns about the 
sterility of the product or data from animal studies showing serious 
adverse reactions in animals would cause FDA to question whether a 
study should proceed. 

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

Where violations of the Acts occur, such as shipment of an 
unapproved drug or biologic or misbranding or adulteration of a drug, 
the government has the authority to initiate regulatory actions, including 
administrative actions (e.g" clinical investigator disqualification 
proceedings) and civil and criminal litigation (e.g., seizures under the 
FD&C Act, injunctions, and criminal prosecution). 

-9-
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THESECRETARVQF HEALTH AND HUMAN SERVICES 
WASIotINGTON,D.C. fOZOl 

APR 9 1998 

Mr. Carl B. Feldbaum 
President 
Biotechnology Indusuy Organization (BIO) 
1625 K Street, N. W., Suite 1100 
Washington, D.C. 20006·1604 

Dear Mr. Feldbaum: 

Thank you for your two letters concerning human cloning. On behalf of the Department, I want 
to assure you that the Food and Drug Administration (FDA) has jurisdiction over experiments 
that would involve the cloning of humans and is prepared to exercise that jurisdiction. While 
FDA's authority does not address the larger question of whether or not creating a human being 
using cloning technology should be prohibited altogether, this authority will hclp ensure that 
such experimentation does not proceed until basic questions about safety are answered. 

Creating a human being using cloning technology is subject to FDA regulation under the Public 
Health Service Act and the Federal Food, Drug, and Cosmetic Act. Under these statutes and 
implementing FDA regulations, clinical research on the creation of a human being using cloning 
technology may proceed only when an investigational new drug application (JND) is in effect. 
As you know, criteria for approving an IND inclUde a description of the research plan, obtaining 
authorization from an institutional review board, and obtaining informed consent from the 
individuals participating in the study. There are many unresolved safety questions with respect 
to human cloning. Until these questions are addressed appropriately, FDA would not allow a 
clinical investigation to proceed. 

We appreciate your views and concerns, and we hope this information has been helpful. We are 
continuing to work with Congress on this issue. 

'\ 
\ ~ 

Donna E. Shalala 



0 0 • • • Rachel E. Levinson 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: 
Subject: cloning meeting 

03/25/98 11 :34: 16 AM 

Jerry tells me that you will be there and run the meeting. David Korn is hosting a meeting this 
morning to prepare for our meeting. They are discussing a proposal along the lines we had 
discussed e lier that c DA regulatory authorit with case-b -case review b a body 
similar to NIH's Recombinant DNA Advisory ommittee (RAC). 

This morning I heard of a possible scenario involving attaching a cloning amendment to an NIH 
appropriations bill. In the worst case, there would be no tobacco money and a continuing 
resolution until the last minute when an unvetoable bill w come in with h d. 

ounds like business as usual. 



"'0 • • • Rachel E. Levinson 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: 

03/24/9803:35:31 PM 

Subject: Cloning Meeting· Draft List, not final. 

The cloning meeting is shaping up nicely. Are you planning to attend? Given the extensive cast of 
characters, I think it would be well if you could at least open the meeting. Other wise, Jerry and I 
will manage. There does not seem to be much action on clanin on the Hill. Althou h Armey had 
asked for a bill by aster, I just heard that they have not made much progress. The Senate also 
does not seem anxious to move on a bill. Obviously, Industry would be happier without a bill. 

---------------------- Forwarded by Rachel E. Levinson/OSTP/EOP on 03/24/98 03:27 PM ---------------------------

~u' 
q~. L" Barbara D. Woolley 
~.' 03/23/98 07:46:27 PM 

~ 
Record Type: Record 

To: Rachel E. Levinson/OSTP/EOP, Jerold R. Mande/OSTP/EOP 

cc: 
Subject: Cloning Meeting· Draft List, not final. 

Any comments on the list, call me at 62155. 

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

List of Participants 

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 International 
Larry Soler, Juvenile Diabetes Foundation International 
Dan Perry, Alliance for Aging Research 



Jerold R. Mande 

03/10/98 08: 14:53 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 
cc: 
bee: 
Subject: Re: Cloning update. @:J 

We are trying to schedule the groups meeting. I told Barbara Woolley you would chair it. Barbara 
is waiting to get a time on your schedule. We are trying for next week. 

Kennedy's staff see no movement in the Senate at this time. They are standing firm with their bill 
and waiting for the Rs to come to them. 

In the House there are rumors of an Armey bill, but no details. House D staff also don't expect 
movement soon. 

I am working with my contacts among bioethicists to find religious leaders who would be willing to 
speak up on our side. 
Elena Kagan 

Elena Kagan 
03/08/9801 :37:30 PM 

Record Type: Record 

To: Jerold R. Mande/OSTP/EOP 

cc: 
Subject: Re: Cloning update. @:J 

what happened to this meeting? 
amy thing else I should know about? 
what's the most recent legislative gossip? 
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1 want to give you a heads up about a March 26 National Health Council forum in which 
1 will purticipatc entitled, "Cloning: What it Means for Palitmts." 1 will be on the last 
panel with congressional staff, NIH and FDA. My intent is to: 

• discuss the President's charge to NBAC, their deliberations and resulting report; 
• describe the element~ orthe President's draft legislation (banning the creation of 

human beings through somatic cell nuclear transfer cloning technology, protecting 
research, encouraging further public discussion through (he;: sunset); and 

• note that there is more than one way to skin a cat (not in so many words!) and that we 
look forward to continuing to work with Congress to re;:ach the best possible means 
Jor promoting the principles stated above. 

Please let mc know if you havc any suggestions about my presentation, which I expect to 
be very brief(under 15 minutes). 

The National Hcalth Council is a private, nonprofit association of more than 100 national 
health care organizations, but the forum audience will be limited to patient-bused 
organizations. The Council is one of the groups we hope to havc at our meeting with 
cloning stakeholders. 

Incidentally, I will be out town ne"t week on Wed. through :Friday. I understand that 
Barbara Woolley is working to set up our meeting and hope that my schedule won't 
interfere with my participation. I would suggest that IIHS also be invited. 

Rachel 
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NATIONAL 
HEALTH 

COUNCIL 

3-11-98 17:26 SCI & TECH POLICY; 62878;# 3/ 3 

1730 M Street, NW 
Suite 500 • Washington, D.C. 20036-4505 

(202) 785-39 I o· Fax (202) 785-5923 
"Cloning: What it Means for Patients" 

March 26, 1998 

Current advances in medical research are, for the first time, holding trut: promise of curing 
some of the most well-known diseases: cancer, diabetes, and paralysis. Cloning, the 
duplication of scientific material, such as cells or genes, has allowed scientists to more 
efficiently study biological processes. The novel technique used to create the sheep Dolly 
may hold the key not only to understunding the function of human cells but also lead to 
new avenues to repair damaged c~lI", effectively curing disease. Combined with gene 
therapy, cloniug may make it possible to eliminate the transmission of such inherited 
diseases as Cystic Fibrosis. 

However, the emergence of this new tccJulology has raised important questions. For 
example, what are the ethical issues relating to cloning'? What role has the media played 
in the recent debate? How will anti-cloning legislation impact the development of 
potential treatments and cures for those with serious disease? 

To answer these questions, the National Health Council will hold a one-day forum for 
representatives of patient-related organi:r.ations. The forum, "Cloning: What It Means 
For Patients," will feature researehers, bioethicists, journalists, and policy makers. While 
there is near unanimous consensus in the United States that we do not want to clone human 
beings, there is controversy about how to express this consensus in ways that do not 
negatively affect the ability of biomedical researchers to find cures rOT discases and 
conditions such as diabetes, cancer, Huntington'~ Distlase, AIDS and others. 

Thc National Health Council's membership reflects the breadth of the health carc 
community. The Council's core membership includes over 40 of the nation's leading 
patient organizations, including the American' Cancer Society, American Heart 
Association, ArtllI-itis Foundation, Juvenile Diabetes Foundation Tntemational, and 
American Autoimmune, ReL'Ited Disea.~e" Association. Other members include provider 
organizations, biopharmaeeutical and medical device companies and m8!ll\ged care 
companies. It is the Council's mission to encourage and assist its membership to work 
together to improve the health of all Americans, particularly those with chronic diseascs 
and/or disabilities. 

The Council is uniquely positioned to bring together al1 segments of the health care 
community to address key issues. This event will he an important step in resolving some 
ofthe critical issues relating to cloning. 

"75 Years olPutting Patients First" 



Jerold R. Mande 

01/30/9808:30:16 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Thomas L. Freedman/OPD/EOP 
Subject: Cloning 

Our goal on cloning should be to ensure the President receives a bill he can sign. The legislative 
strategy I recommend we pursue to reach our goal is to work with the Senate Republican leader§hip 
to develop a cloning bill the President can publicly support. Currently, the House Re ublican 
lea ers Ip appears set on using cOning legislation 0 score pomts with the religious right They will 
pass an irresponsible bill that prohibits all embryo research, send it to the Senate and let the Senate 
fix It. The Senate Republican leadership is currently workin with Bond and Frist and could end up 
intro ucmg an Irresponsible bill. But given Frist's medical back round and the 
mo erate e Icans such as Jeffords, Chafee, Collins, and Snowe, there is some chance that Qur 
efforts, along with a concerted effort by the biotech industry, could convince the Senate Rs to take 
a ~ore moderate path. 

Substantively, there are two approaches we should consider for producing a compromise with the 
Senate Republican leadership: sunset and exemptions. At issue is human cloning research that 
involves creating an embryo that will not be implanted. This research is scientifically important 
because it could hel scientists develop exciting new therapies for a number of diseases. For 
ex mp e, it may be ossible to cure la etes usm somatic ce nuc ear rans e . This could 
be one y taking a somatic cell from a diabetic patient, usin SCNT to return the cell to its 
unspecla lZe s ate, correcting the genetic error, growing new pancreas cells, and transplanting 
them into the patient. Because the replacement cells would be genetically identical to the patient 
(since they were cloned), there would be no problem with rejection -- the reason most currenf 
organ and tissue transplants fail. 

Sunset -- This approach preserves important avenues of scientific research by bu in us time until 
animal research provi es us a better sense of the value of the technology. As long as the 
prohibition IS limited In time we can accept more onerous restrictions, possibly even a total 
prohibition, smce sCientists must do a lot more animal research before human research would be 
valdable. Five years IS probabl the ri ht len th for the moratorium, although Feinstein has publicly 

Exemptions -- This approach preserves important avenues of scientific research b exem ting 
potentially life-saving researc. reatm a CNT embryo would be prohibited ness he research 

as eSlgne 0 tre~t or prevent a serious or life-threatenin disease. The roblem with this 
approach is t at we may miss an important exemption and would need an act of Congress to 
provide it. 

We need to do more work to figure out which approach works best -- substantively and politically. 

Regardless of the approach we take, we should reach out to the Senate Rs asap. If nothing else it 
may slow down the introduction of their bill, and provide industry and science groups more time to 
press their case. 



Jerold R. Mande 

03/02/98 03: 12:37 PM 

Record Type: Record 

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

cc: 
Subject: Cloning update. 

I spoke to an industry representative about recent cloning-related events, especially events on the 
Hill, and here is what I was told. There was a meeting between Republican leadership staff and 
representatives from the pharmaceutical and biotechnology industry. Republican staff complained 
loudly about the industry's efforts to defeat Republican sponsored cloning legislation. As a result 
of that meeting, and because industry staff had not yet had a chance to confer with their boards, 
industry staff were unusually quiet during sessions that had been previously scheduled with House 
and Senate Democratic staff. Industry staff did then meet with their boards and the bottom line 
was that there would be no sea change in their opposition to current io . Industry 
staff were instructe to e more respectful in their opposition. 

~~~~~~if of scheduling conflicts, we are 
now up a i next Genentech's CEO asked the President about 
cloning while the President was in SF. The President said he su orted the Feinstein/Kenned 
approach, but ur ed the industr to reac out to (have we heard from our people what was 
sal In this conversation?). 4) The industry is interested in the advisory committee approach to 
oversee reasearch. This approach would be modeled after NIH's recombinant-ON . t 
oversees gene t erapy research and it would be combined with EPA regulation. 

Message Sent To: 

Elena Kagan/OPO/EOP 
Donald H. Gips/OVP @ OVP 
Rachel E. levinson/OSTP/EOP 
Jeffrey M. Smith/OSTP/EOP 
lucia A. WymanIWHO/EOP 
William P. MarshaIlIWHO/EOP 
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Record Type: Record 

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

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

r-M f~ [a:..uh'~ 
\e1, 

10, \\ 6""-""3'>'1, 

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. 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: Telegram on Proposed Cloning Legislation 

fyi 
---------------------- Forwarded by Rachel E. Levinson/OSTP/EOP on 02/04/98 09:54 AM ---------------------------

~ hgarrison @ faseb.org 
~. 02/04/9809:16:50 AM 

Record Type: Record 

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

cc: See the distribution list at the bottom of this message 
Subject: Telegram on Proposed Cloning Legislation 

During yesterday's Public Affairs Executive Committee (PAEC) conference call, the PAEC instructed 
us to send the following telegram to all members of the U.S. Senate: 

"The Federation of American Societies for Experimental Biology (FASEB) urges the Senate to 
proceed extremely cautiously as it considers legislation regarding human cloning. While the 
Federation considers the cloning of a human being to be reprehensible, dangerous, and unethical, 
we are concerned that overly restrictive legislation could unintentionally preclude critical research of 
great benefit to the American people. We believe that S. 1599, currently pending consideration by 
the Senate, would be damaging to worthwhile research. By flatly banning all use of human somatic 
cell nuclear technology for any purpose, this legislation would close off key areas of research which 
do not involve the creation of humans. We urge that the Senate not approve this legislation in its 
current form as it does not balance appropriate ethical considerations with the health needs of the 
American people." 

The message was sent yesterday evening for delivery today. 

Howard H. Garrison, Ph.D. 
Director, Office of Public Affairs 
Federation of American Societies for Experimental Biology 
9650 Rockville Pike 
Bethesda, MD 20814 
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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 
.~. 02/03/9802:31 :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 
Isomatic 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 IALS); 

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 
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 
followed 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," "Arthritis," "Organ 
Failure," "Genetic Disease," "Severe Skin Burns," "Multiple 
Sclerosis," "Muscular Dystrophy, II "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: 



j .," 

"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 (ALSI; 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. 
~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. 

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 
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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 elsel. 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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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 ~ It is unclear in intent but appears to prohibit 
a much broader range of activities than our Jun~ 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. 

I hope to get a draft letter on Kennedy-Feinstein around shortly. That bill will dropped "shortly" but 
probably not today. 
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SCIENTIFIC ANALYSIS OF CLONING BILL PROPOSED BY SENATOR FEINSTEIN 

A BILL 

To prohibit any attempt to create a human being using somatic 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. 

:[he phrase "attempt to create ahumaJibeiiig" could beintei"preted by certainfactioiis as-ari ,-------- - .. --- - _.- --_. -~- - . _.- --- - -" 

attempt tocfeate an embryo, although this distinction is- cleareaup in the prohibitions seClioru . ----- _ ,._--_._.- _ _ __ ...... _ -- -- ----- _ ... - --- ---.~-- ------ --" 

SECTION 1. Short Title 

This Act may be cited as the "Prohibition on Cloning of Human Beings Act of 1998". 

Thistitleis~llccinCt and accurate, unlike the titles. of other bills, such as ~e "HtiIIlan <::I0ning 
Prohibitiori ACt" which could impliprohibition·i)f inadvertent twiiiiiiiig ofsotl1einfertilit~ 
treatments. , _. ___ .. J 

SEC. 2. Findings 

This.section accurately recounts the lindings ofllie NBAC on cloning: 

SEC. 3. Purposes. 

It is the purpose of this Act to-
(1) prohibit any attempt to create a human being using somatic cell nuclear transfer 

cloning; and 
(2) provide for further review of the ethical and scientific issues associated with the use of 

somatic cell nuclear transfer in humans. 

Oilce-again, the phrase "atteiiJ:pno-creat~aliiifuanbeing" coalQ kiliferp!eted by certairifaction§ 
as an attempt t6 createan etl1bryo: ,----- - -.-~---- --- - - -- . 

SEC. 4. Definitions. 

In this Act: 
(1) Cloning- the production of a precise genetic copy of a molecule (including DNA), 

cell, tissue, plant, animal or human. 

Some scientists might argue that cloning is not a "precise" ge-netic copy, due to the invariable 
hlistakesmade iii replicating DNA, and some would argue that a humim is an animal, but this 
deflllition does not pose any negative implications for research,-- - _.. - -. --- .. 
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(2) Nucleus- the cell structure that houses the chromosomes, and thus the genes, 

~ccUrateIor the iiurposes"oft!i.iS Act,5lit t!i.ere are genes outsideofthe nucleus (mitochondihll 
~ _______ ._. ____ .~ __ • __ ._,. __ • __ . _________ J 

~eiIes·2 

(3) Oocyte-the female germ cell, the egg. 

\V~uld thisd~ni~ion include ~rri,rnaf~e oocytes?:If if<lid no.!, ~his ~0_u!~possi5!,y al!Ow sO,matic. 
ceJInliCIear tfaiisfef to cfeateilnuiiiiffibeing to take place wiili'aniriiilfatiire oocyte) , _ __ _ _ _ _ ___ _ _ _ _ _ ___ ._ _ ___ . ______ _,J 

(4) Somatic cell-a mature, diploid cell. 

Nofentifeiy Clear wnat "matirre"means: If ifmeans "<lifferentiated"tliiswou!Q'allow'somatic 
• - _____ ~ - __ - - - - - - - - - _. - .. ___ ____ - - - _i 

ceJI riilcleaI":tfalfsfer fo, creat~ ali~inail5eingusin& an uridifj'erentiate<l eEJ.!i9'0.ceQ,"w!1i.cl! '(;0\ll~ 
allow for treatment of infeitilif)Toue to -iiiitcichondfiill diseases: 
L __ ,. " •• _ _ __ _____ _ . _. __ • 

(5) Somatic cell nuclear transfer-transferring the nucleus of a somatic cell of an existing 
or previously existing human child or adult into an oocyte from which the nucleus has been 
removed. 

This language could allow (irone does not consider an embryo an existing human cliild)the use 
ofthis technology to treafinfertility due to mitochondrial defects. Perhaps a small point o~ 
~em~tics!.blit doe,:; "transferring the nucleus of a sOll1atic c~lI"inciude the fusion of a somatic 
cell-Witn..'l.n. o.0cyte?'Th}sish(jw Dolly \\'~ cre~t~d. ~erh!lp§ cou@:~!aiifYbtadding "or fiisiorj 
0f.~s0ll!.iltic c~JI with an. oO,c~effom-~lJicl! the,E.ucle~ .. :': 
SEC. 5. Prohibition. 

It shall be unlawful for any person or other legal entity, public or private, to implant or attempt to 
implant the product of somatic cell nuclear transfer into a woman's uterus. 

[fliis prolii5ition'clearIYst~tesilil: scientific intent of t!i.e legislation; anuavoi<ls the question6~ 
\\il1en life begins or what "creating a Iiuman being" rea!ly means. It also clearly prohibits an act 
or an attempt at action, wliich is easy to assess, rather than an "interit" to act. This would proteCt 
researchers and others from being second-guessed about their intentions. This would allow the 
private"sectoif6 use somatic cell nuClear transfer technology to d~velop therapeutic cell lines fot 
the treatment of many disorders via tissue transplantation. If the definition of somatic cell is 
interprete<l as a differentiated diploid cell, and if "existing human child" is not interpreted to 
include an embryo, this would also allow the use of this technology to treat infertilitY due to 
mifochondriar'diseases: One possibleconcem is'tliat this would not prohibit attempts to implant 
such a produ£t to an animal's uterus: 

SEC. 6. Protected Biomedical Research, 

Nothing in this Act shall be construed to restrict areas of biomedical and agricultural research or 



practice not expressly prohibited in this Act, including research or practices that involve­
(I) the use of somatic cell nuclear transfer or other cloning technologies to clone 

molecules, DNA, cells, and tissues; or 
(2) the use of somatic cell nuclear transfer techniques to create animals. 

Tlieiilclusion oftlfe phr~e "or practices" protects aCtivities s~ch ~ an.trrlaillusoanory orIVIj 
thar may not be considereo research. Allowing the use of this technolOgy "to dorie molecUles, l ___ __._ ., ______ . .__ _ .. __ __ _ __ . __ " _______________ .. ____ . _ _ _ _. ~ 

p!'JA, ce!ls;-and tissues" ,:¥ouJO aJlow the-private sectorto pur~u~_tliislecliii6Io_gy to devel()p, 
therapeutic-tissues as meritioned above. Allowing the use of this tecliiiology to create animals •• _ - ___ . __ _, - - __ ____ - " - ____ _ .. _,. ._"___ _ _______ . __ ,I 

'wilra:llowthecolJ.tiiluatiolJ. of a thriving reseilfc:lloase -ilJ.imill1arhusoimdry ana transgenici . __ ._ _ __ __ _ _ _ _ _ _ __ __ _ _ _ _ _"_ __ _ i 

a:nimal~ forthe proauctio~ 6ftherapeuticjiroducts andaniriia:nlJ.odels, Rowever, as -mentioIJed 
previously, orie coUld argue that a human being is an imiriJaJ.i _._---, ._--~-"_ .. "- - -- ,----- _ .. -- -- . - --- '--' 

SEC. 7. Penalties. 
(a) In General-Any person who intentionally violates the provision of section 5 shall be 

fined the greater of $250,000 or 2 times the gross pecuniary gain or loss resulting from the 
violation. 

(b) Civil 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. 

(c) 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, U.S. Code. 

(D) Authority-The Attorney General shall have exclusive, nondelegable enforcement 
authority under this Act. 

(E) Advisory Opinions-The Attorney General shall, upon request, render binding 
advisory opinions regarding the scope, applicability, interpretation, and enforcement of this Act 
with regard to specific research projects or practices. 

TIlls se(;tion. uses phrases .such as· "attempted violation." The proliibi!ion already includes the 
attempt to iriJplim! tlie product t<)a uterus .. Would this then allow Civil actions or forfeitures of 
"atfemptsat attell1pts" and would this lead to the difficult question of intentions on a researcher's 
part~ 

SEC. 8. Cooperation with Foreign Countries. 
It is the sense of Congress that the President should cooperate with foreign countries to 

enforce mutually supported restrictions on the activities prohibited under section 5. 

SEC. 9. National Bioethics Advisory Commission Report. 

Not later than 4 Y, years after the date of enactment ofthis Act, the National Bioethics 
Advisory Commission shall prepare and submit to the President a report concerning-

(1) the state of the science of somatic cell nuclear transfer; 
(2) the ethical and social issues associated with the potential use of this technology in 
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humans; and 
(3) the advisability of continuing the prohibition established in the Act. 

The Commission is authorized to continue for the 10-year period described in section 12 
to prepare such a report and for other purposed as established in Executive order 122975 and 
subsequent amendments to such Order. 

Suggest adding provisions for additional review by NBAC after the initial report, particularly 
since the first report may still find insufficient scientific evidence of safety. Language could 
state "Not later than 4 Y:z years after the date of enactinent oftliis Act; and at intervals after that 
as necessary; ... " Perhaps 'could broaden the nature of the report foinclude tlie state of the scie'ilce 
.~ __ '" ___ "_" ___ ,_ ,_ " ______________ 1 

of cell and tissue tlierapies to further'iiivestig'ate the potential for this technology. "Executive 
• _,, __ ~ "'_" """" , ,, _____ • _ "" " " _______ J 

order 122975"'may incluoe a typ~NBAC'sWebsite states theEOiluiiiber as 12975. ,_____ ._ _ _ ._ _ ______ ,_,________ _ ~ ... ___ , , __ " ,, ___ J 

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 which prohibits or limits research 
or practices regarding somatic cell nuclear transfer, human cloning, cloning of molecules, DNA, 
cells, or tissues, the use of somatic cell nuclear transfer techniques to develop animals, or related 
research. 

This would prohibit poorly written Stiitelaws from prohi15itingtlie cloning of DNA, cells or l _ ___ __ _ _ _ . 

~issues_(as,a receiifFlorida billwoul,d:have doneror fiom)5rohibi~ing the private seCtor from 
inve~tig~ti:!ig,tliis techn0log~foLtl!'~~~~~lopmeilt ()fth,e~apeuQc~tisslies or cells., 

SEC. 12. Effective Date. 

This Act shall be effective for the 10 year period beginning on the date of enactment of 
this Act. The prohibitions contained in this Act shall terminate at the expiration of suchl O-year 
period. 
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• Rachel E. Levinson 

Record Type: Record 

02/11/98 01 :08:09 PM 

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

cc: 
Subject: Varmus as and As 

HHS has asked for our assistance in preparing answers for two questions Varmus may get a the 
House Commerce hearing tomorrow. 

1. Why does the Administration's bill call for civil and not criminal penalties? 

Bill - could you take a crack at this and e:mail me a response? 

2. How does the Administration reconcile allowing the creation of embryos for research purposes 
in the private sector, but not using Federal funds? 

One option for answering this question could be the following: 

The Administration bill does not address the issue of embryo research. It prohibits the use of 
somatic cell nuclear transfer to create a human being. We will not resolve the debate over embryo 
research in the immediate future, but we do want to move to ensure that cloning technology is not 
use prematurely to create a child. 

However, there are scientific applications of somatic cell nuclear transfer that are worth pursuing, 
as described in Dr. Varmus' testimony. Depending on one's definition pf an embryo spme may feel 
that this research would, indeed, entail the creation of embryos. 

We do not have a consensus in this country on whether or not it is acceptable to create embryos 
for research purposes. Therefore, in 1994, the President issued a statement directin the National 
Ins Itutes of Health not to fund research involving the creation of human embryos. However, the 
government does not have a compelling reason to prohibit such activi ies if the are d ne using 
private un s. ere are, I a couple wants to pursue a novel method for treating their infertility 
problems, and has the means to do so, they are free to pay for such services in a private clinicL 
subject to appropriate FDA regulation]. 
This is similar to the way we treat alcohol. Many people have a strong belief that alcohol 
consumption is forbidden. Those people do not buy alcohol and, out of respect for that belief, we 
do not use taxpayers' dollars for the purchase of alcohol. However, the beliefs of some are not 
ca,use for the government tp isslle a broad prohibition against the sale and consumption of alcohol 
by others. We do not restrict liberty without a strong compelling reason to do so. It appears that 
we do have a consensus against using cloning technology to create human beings and our 
proposed ban supports that sentiment. 

The SAP speaks in support of stem cell research which might be inter reted to include creati 
em ryos for research purposes. Also, the Bond bi does not distinguish between public and private 



activities. Therefore, we might ask Harold Varmus to clarify by saying that the SAP does not trump 
the 1994 statement and that the ban on using Federal funds to create embryos still stands. 
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Record Type: Record 

02/04/98 09:55:34 AM 

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

cc: 
Subject: Telegram on Proposed Cloning Legislation 

fyi 
---------------------- Forwarded by Rachel E. levinson/OSTP/EOP on 02/04/98 09:54 AM ---------------------------

Record Type: Record 

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

cc: See the distribution list at the bottom of this message 
Subject: Telegram on Proposed Cloning legislation 

During yesterday's Public Affairs Executive Committee (PAEC) conference call, the PAEC instructed 
us to send the following telegram to all members of the U.S. Senate: 

"The Federation of American Societies for Experimental Biology (FASEB) urges the Senate to 
proceed extremely cautiously as it considers legislation regarding human cloning. While the 
Federation considers the cloning of a human being to be reprehensible, dangerous, and unethical, 
we are concerned that overly restrictive legislation could unintentionally preclude critical research of 
great benefit to the American people. We believe that S. 1599, currently pending consideration by 
the Senate, would be damaging to worthwhile research. By flatly banning all use of human somatic 
cell nuclear technology for any purpose, this legislation would close off key areas of research which 
do not Involve tne creation of humans. We urge that the Senate not approve this legislation in its 
current form as it does not balance appropriate ethical considerations with the health needs of the 
American people." 

The message was sent yesterday evening for delivery today. 

Howard H. Garrison, Ph.D. 
Director, Office of Public Affairs 
Federation of American Societies for Experimental Biology 
9650 Rockville Pike 
Bethesda, MD 20814 
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'l>o • • • Rachel E. Levinson 

Record Type: Record 

02/04/98 06:46:30 PM 

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

cc: 
Subject: Adhoc: Cloning Legislation 

here's an example of mobilizing the forces 
---------------------- Forwarded by Rachel E. Levinson/OSTP/EOP on 02/04/98 06:45 PM ---------------------------

Record Type: Record 

To: Rachel E. Levinson 

cc: 
Subject: Adhoc: Cloning Legislation 

Colleagues: 

I am writing to bring everyone up to speed on the status of the 
anti-cloning legislative proposals, and to ask for help. Please note 
that while I am borrowing the Ad Hoc Group's List Serve capacity, I am 
not speaking for the Ad Hoc Group. 

Senators Feinstein and Kennedy have introduced a bill ( S 1602) as has 
Senator Bond (S 1599). Bonds has been re-introduced with Sen. Lott as 
main sponsor ( S. 1601) in order to make it a leadership bill. 

The Bond bill prohibits the use of somatic cell nuclear transfer 1 
technology. It prohibits the use of .this technology to produce an embryo 
from the earliest stages, but it does not define the term somatic cell 
anywhere. 

The Kennedy/Feinstein Bill contains clear definitions, has a federal 
preemption, has a sunset in 10 years, and it makes illegal any attempt 
to implant an embryo produced from cloning into a woman's uterus. 

We think the Bond bill is very dangerous for the medical research 
community. It makes the use of a specific technology in medical 
research a federal crime, punishable by 10 years in prison. 

Its broad prohibition and imprecise wording endanger many areas of 
medical research including gene therapy and stem cell research. It also 



poses risks for several promising infertility treatments. 

We expect an attempt to bring the Bond (now the Lotti bill to the floor 
of the Senate as early as Thursday, and certainly by early next week. 

I hope that regardless of where you or your organization stand on 
cloning or cloning legislation, .you will at least object to the bringing 
this measure to the floor in such a hurry. I would urge you to contact 
members of the Senate and ask them to avoid acting on this with such 
haste and instead deal with this matter in the serious deliberative 
manner it deserves. 

Please feel free to contact me with questions or comments. 

Sean Tipton 
American Society for Reproductive Medicine 
202-863-2494 



DRAFT NOT FOR RELEASE 

S. )601 - Human Cloning Prohibition Act 
(Sen. Lott (R) MS) 

February 4, 1998 
(Senate) 

On June 9,1997, the President transmitted to Congress legislation making it illegal for anyone to 
clone a human being. The President believes that using somatic cell nuclear transfer cloning 
techniques to clone a human being is untested, unsafe, and morally unacceptable. The 
Administration, however, QPposes enactment ofS 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 FeinsteinlKennedy amendment 
that will be offered as a substitue for S. 1601. The F einsteinlKennedy amendment, which is 
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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; :. Thomas L. Freedman 

;"1" ~"' 01/29/9805:46:56 PM 
, 
Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Laura Emmett/WHO/EOP, Mary L. Smith/OPD/EOP 
Subject: attachment 

Attched is OSTP's update to Leg Affairs about the status of cloning for a memo to Larry: do you 
have advice on which of the options (at the bottom of the memo) you want to pass on to him? 
---------------------- Forwarded by Thomas L. Freedman/OPD/EOP on 01/29/98 05:43 PM ---------------------------
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• • 
• Rachel E. Levinson 

Record Type: Record 

01/29/9805:34:17 PM 

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

cc: 
Subject: attachment 

Cloning Update 

It appears that the Republicans will introduce a bill in the Senate next week to prohibit 
cloning human beings in the public and private sectors. Although the language has not been 
finalized, it is likely that the bill would seek to ban the creation of a zygote (a one-cell 
embryo) using somatic cell nuclear transfer cloning technology. This differs from our bill in 
that it would preclude research on the embryo prior to implantation, while our ban would start 
at introduction of the embryo into a woman's uterus. Currently, such research is allowed 
using private funds. It is not certain whether or not a sunset provision would be included. 
The plan is for the bill to go directly to the floor with the blessing of Senate leadership and 
others (LOll, Gregg, Bond, and Frist). Kennedy and Feinstein are poised to introduce a bill 
today that is close to the President's (draft attached). 

We have at least five options: (1) try to work with the Senate majority on drafting a 
bill; (2) declare our support for the Kennedy/Feinstein bill; (3) issue a statement reiterating the 
principles in our bill in order to influence the drafting process; (4) wait until the Senate bill 
goes to the floor and then issue a SAP; or (5) do nothing and let the biotech industry and 
patient advocacy groups continue to fight against overly restrictive legislation. Should we 
choose to act prior to the floor debate, we will have to move quickly. 
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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-relat~d 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 violation of Section 5, or any 
property traceable to such property, is 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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• Rachel E. Levinson 02/03/9803:53:58 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 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. 

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

Message Sent To: 

Toby Oonenfeld/OVP @ OVP 
Wendy A. Taylor/OMB/EOP 
gips_d @ a1.eop.gov @ inet 
Clifford J. GabrieIiOSTP/EOP 
Jeffrey M. Smith/OSTP/EOP 
Lucia A. WymanIWHO/EOP 
Thomas L. Freedman/OPO/EOP 
Jerold R. MandeIOSTP/EOP 
William P. MarshailIWHO/EOP 
Arthur Bienenstock/OSTP/EOP 
Rachel E. Levinson/OSTP/EOP 
Elena Kagan/OPO/EOP 
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• Rachel E. Levinson 02/03/98 04:35:24 PM 

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 ---------------------------

cae ~'!IiI::;:' cludlam@mail.bio,org 
~ 02/03/9802:31 :57 PM ==r 

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 followin t es of treatments: 

car lac 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, 
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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 
exisl1ng or previously eXisting person through the use of somatic cell nuclear transfer -- the 
act.prohlblted In the Bond/Frist/Gregg bill -- in order to create a customized ste . 0 

treat t e In ividual from whom the USIn the same DNA the stem 
be more likely to be compatible and not re'ected by the person when the stem 

to t e 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 
followed 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," "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 g)Jarantee 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 dia ose deadl or disablin diseases and other 
medical can Itlons 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 
int6 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 com lete understanding of cell division and 
growth an t e 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 lant. 
Stemcl!1ls"1TaVe-r e 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 
wiffi(fifferent 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 haye 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 "[mlost 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~s 
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 indllced 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 ce ble 
bene It to patients. tem ce t erapy could make it possible to stor issue r serves that 
wou give ea e provi ers a wholly new and virtually endless su isted 
above. e use 0 stem ce s 0 create ese t era les would lea dical 
a vances. 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. 

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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EXECUTIVE OFFICE OF THE PRESIDENT 

OFFICE OF MANAGEMENT AND BUDGET 

WASHINGTON, D.C. 20503 

STATEMENT OF ADMINISTRATION POLICY 

TO: LARRY STEIN 
JOHN PODESTA 
SYLVIA MATHEWS 
BRUCE REED 
ELENA KAGAN 
JERRYMANDE 
RACHEL LEVINSON 
LUCIA WYMAN 
CHARLES BROWN 
TOM FREEDMAN 
PAUL WEINSTEIN 
JASON GOLDBERG 

CC: JACK LEW 
CHARLES KIEFFER 

FROM: Alice Shuffield if 
DATE: February 9, 1998· 

SUBJECT: FOR YOUR CLEARANCE-
SAP on S. 1601 - Human Cloning Prohibition Act 

Attached is our draft SAP on S. 1601, the Human Cloning Prohibition Act. On Thursday (2/5), the 
Senate debated the motion and filed cloture on the bill. The cloture vote will occur on Tuesday 
(2/10). 

Position: 

Timing: 

Background: 

The Administration does not support passage of the bill in its current 
form. 

We aim to send to the Hill as soon as possible on Monday. 

HHS and White House staff have been working with Congress to amend the 
bill as described in our SAP. Nlli Director Harold Varmus met with Senator 
Frist on Thursday afternoon to encourage amendment to the bill. The Agency 
reports that the Senator was receptive in the meeting. The Administration has 
been working to delay consideration of the bill in an effort to incorporate 
these amendments. 

Please contact Alice Shuffield (5-4790) by noon today with your clearance or your concerns. 



DRAFf - NOT FOR RELEASE 
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S 1601 - Human'Cloning Prohibition Act 

February 9, 1998 
(Senate) 

(SeIt.' Lott (R) MS) 

On June 9, 1997, the President tranSmi~ to Congress legislation making it illegal for anyone to 
clone a human being. The President b~lieves that using somatic cell nuclear transfer cloning 
techniques to clone a human being iimorally unacceptable. The Administration, however, 
believes S 1601 as introduced is t60 far-reaching because it would prohibit important 
biomedical research aimed at prevtSnting and treating serious and life-threatening diseases. 
Therefore the Administration-mrt:s not support passage of the bjll in its current form. The 
Administration looks forward to working with the Congress to address these concerns. 
Specifically, the Administration supports amendments to S. 1601 that would: 

Include ~ five-year sunset on the prohibition ~matic cell nuclear transfer 
technology. The sunset provision would ensure a continuing examination of the risks and 
benefits of this technology fier J!lIipOS06 ollio Ihm. elMing a humBlilldin!,;\ while being 
free from the concern that someone will use it prematurely. t ( o....., ..... +~ <-\..,-rc>w~ \ 

't ~~ sc.:e. .. A.,~-t-~.) 
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 
treat or diagnose deadly or disabling 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 National Dialogue 
on Bioethics. The new Commission would needlessly duplicate the mission of the 
President's National Bioethics Advisory Commission. 

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

••• * •••••• 
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(Do Not Distribute Outside Executive Office of the President) 

This Statement of Administration Policy was developed by the Legislative Reference Division 
(pellicci) in consultation with OSTP (Levinson), DPC (KaganlMande), and HLTH (Turman! 
Garufi). Executive Associate Director Gotbaum has approved the proposed position. The 
Department of Health and Human Services (per Assistant Secretary for Legislation Tarplin) 
concurs in the proposed position. The Departments of Agriculture (Wachs) and Veterans Affairs 
(prudhomme), and NASA (Costanzo), and NSF (Ashley) have no objection to the proposed 
position. The Department of Justice did not respond to our request for views. 

OMBILA Clearance: 

Background 

Both S.1601 and the FeinsteinlKennedy substitute bill (S. 1602) were introduced on February 3rd. 
Neither bill was the subject of committee hearings or markups. On June 9, 1997, the President 
transmitted to Congress legislation that would prohibit any attempt - public or private - to create a 
human being using somatic cell nuclear transfer technology, the method that was used to create 
Dolly the sheep. A cloture vote will occur on Tuesday February 10th on the motion to proceed 
with Senate consideration of S 1601 

Summary of Legislation 

S 160 I - the "Human Cloning Prohibition Act Q:,ott) 

S. 1601 would permanently ban the use of human somatic cell nuclear transfer technology for the 
purpose of creating an embryo. According to HHS, although the term embryo is not defined, the 
fact that the bill states "including a preimplantation embryo" suggests that embryo would include 
the single cell egg with a full complement of DNA. S. 1601 would impose the same penalties as 
those for illegally using fetal tissue -- a maximum of 10 years in prison and a $250,000 fine. 

S. 1601 would also establish within the Institute of Medicine a Commission to Promote a 
National Dialogue on Bioethics to serve as an "independent forum for broad public participation 
and discourse concerning important bioethical issues, including cloning .... " The new 
Commission would be required to report to Congress annually beginning no later than 
December 31, 1999. The Commission would have 25 members, representative of the fields of 
law, theology, philosophy or ethics, medicine, science, and society. Of the 25 members, six would 
be appointed by the Majority Leader of the Senate; six by the Minority Leader of the Senate; six 
by the Speaker of the House; and six by the Minority Leader of the House. The Senate Majority 
Leader and the Speaker of the House would select the Chairperson of the Commission. S. 1601 
would authorize such sums as may be necessary for the establishment and operation of the 
Commission. 
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S. 1602 - the "Prohibition on Cloning of Human Beings Act of 1998" (feinsteinlKenned0 

The major provisions ofS. 1602 are based on the President's proposal. Like the 
Mministration's legislation, S. 1602 would prohibit any attempt to create a human being using 
somatic cell nuclear transfer technology. Unlike S. 1601, the FeinsteinlKennedy bill would permit 
cloning research until the implementation stage. For example, the bill would allow the use of 
cloning technologies (including embryo research) to seek cures for cancer, diabetes, bums, spinal 
cord injuries, infertility, birth defects, and other human illnesses. The ban on human cloning 
would be effective for 10 yearsfrom the date of the bill's enactment. (The Administration's bill 
included a five-year ban.) S. 1602 would provide for fines, civil actions, and forfeiture of 
property for violations of the Act. 

Consistent with the Administration's proposal, S. 1602 would also requiTe the National Bioethics 
Advisory Commission to report to the President and Congress in four and a half years and nine 
and a half years, and recommend whether the ban should continue. It would also preempt any 
State law affecting somatic cell nuclear transfer, human cloning, and related activities. 

P!\Y-As-You-Go Scoring 

According to BASD (Balis) and HLTH (Garufi), S. 1601 could affect receipts because the bill 
provides for criminal fines and civil monetary penalties for violations of the Act. Therefore, 
S. 1601 is subject to the pay-as-you-go requirement of the Omnibus Budget Reconciliation Act of 
1990. OMB's preliminary scoring ofS. 1601 is zero. 

LEGISLATIVE REFERENCE DMSION DRAFT 
February 6, 1998 - 10:30 a.m. 
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oruce Of tne ABSlstant Secretary 
I .... Legislation 

Washington. D.C. 20201 

The Honorable Michael Bilirakis 
.. Chairman 

SubcommittCc on Health 
and BnvimnmCJlt 

. Committee on Cnmmen:e 
Houscof~es 
WashingtoJI.D.C~20SlS 

Dear Mr. CbaiIman: 

February 12, 1998 

As you know, the Administration witness for today's hearing on technolDgy and human cloning 
will not be able to att'end due to the inability of the Subcommittee to honor long-standing 
bipartisan precedCJlt concemiDg testimony by senior Administration officials. 

President Clinton and Secretary Shalala Rtmngly support a ban on human cloning. It was 
because of our strong desire to wolk with you on this issue that our representative, Dr. Harold 
VIIID1US, Director of the Nationallllstitutes of Health, agreed to participate in the hearing with 
very short notice to alter his schedule and prepare testimony. It was ~sequent to this that we 
lC!lDlCd the S~ would be unable to atroro Dr. VatmUS the courtesy routinely extended 
to seQ.ioJ: Executive bra=h witnesses by this and other committee.<!. 

We are pleased, however, to submit our testimony for the record. Despite this regrettable 
ineident, we look forwant to woOOng with you and other members of your Subcommittee to 
worlc through the complex scientific and ethical issues that sunoUlld human clonjng and medical 
~ We commeud you fOr bold;ng this timely hearing tbj!t Witt help focus public debate 
and higbUg.b.t issues of concem, In addition. the Administration would be eager to testify at any 
future time on this issue lltldcr the standard hearing format for Administration witnesses. 

Richard '1' ,,-1Ilp.... • 

Assistant Sectetary for Legislation 

<::0'd 8<'8<::95176 OL L3~~3S 3HL ~O 3~I~~O-SHHa WO~~ 55:" 866,-<::,-a3~ 
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S 1601 - Human C1oninf,l Prohibition Act 
(Sen. Loti (R) MS) 

February 5, 1998 
(Senate) 

On June 9, 1997, the President transmitted to Congress legislation making it illegal lor anyone to 
clone a human being. The President believes that using somatic cell nuclear transfer cloning 
techniques to clone a human being is untested, unsafe, and morally unacceptable. The 
Administration, however, has a number of concerns about S 1601 and looks forward to working 
with the Congress to address these concerns. Specitically, the Administration supports 
amendments to S. 160 I that would: 

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

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

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

Repeal the bill's provisions establishing a new Commission to Promote a National 
Dialogue on Bioethics. The new Commission would unnecessarily duplicate the mission 
of the President's National Rioethics 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 tor further review of the ethical and scientilic issues associated with the 
use of somatic cell nuclear transfer, and protect important biomedical research. 

Pay-As-Yilll-Go Scorinl! 

S.1601 could affect receipts; therefore, it is subject to the pay-as-you-go requiremcnt ofthc 
Omnibus Budget Reconciliation Act of 1990. OM13's preliminary scoring estimate of this bill is 
zero. 

..**** .... * 

SI£ 'd 'r ':mvo: WOlld 



Jerold R. Mande 

0211 0/98 01: 1 0:25 PM 

Record Type: Record 

To: Elena Kagan/OPO/EOP, Lucia A. WymanIWHO/EOP, Thomas L. Freedman/OPO/EOP 

cc: Bruce N. Reed/OPO/EOP 
Subject: Cloning Update 

Good news! I have received word from industry lobbyists that the leadership has decided to put off 
the cloture vote and ask the Judiciary Committee to review the Bond/Frist and Feinstein/Kennedy 
bills (although technically the bills will remain on the calendar and not be referred to committee). 
The ea ership made t cen vote count showed the had lost 10 Rs and 
the Ds were united. I am checking with HHS to see if they agree with this intelligence. 

Next Hurdle -- there is a House Judiciary Committee hearin on Thursda and we still 
haven't decided who we are sen mg. armus would seem the obvious choice, but HHS has some 
reservations. The hearing is already stacked against us. Armey, Bond, and Ehlers are testifYing. 
There is also a panel of pseodo-scientists who will present the right-tn-life view point It is critical 
we send a scientist with stature to make our case. 
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• Rachel E. Levinson 

Record Type: Record 

0211 0/98 03:44: 14 PM 

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

cc: 
Subject: House cloning bill 

FYI -

Harold Varmus is scheduled to testify at House Commerce hearing on cloning, Thursday, February 
12. Ehlers, Bond (lnd Armey are also on the list. 

below is the text of HR 3133 a cloning bill (actually its a research 
bill) brought by Stearns and Wicker. I think the definition they use 
migJ:1t be of some use. 

"(a) Prohibition.--None of the funds made available in any Federal 
law may be obligated or expended to conduct or support any project of research that includes the 
use of human somatic cell nuclear transfer technology to produce an oocyte that is undergoing cell 
division toward development of a fetllS. 

(b) Oefinitions.--For purposes of this section--
(1) the term •• human somatic cell nuclear transfer" means transferring the nucleus 

of a human somatic cell into an oocyte 
from which the nucleus has been removed or rendered inert; and 

(2) the term' . somatic cell" means a cell of an embryo, 
fetus, child, or adult which is not and will not become a sperm 
or egg cell." 

Obviously, I don't like saying embryonic cells are somatic cells, 
however, the phrase "toward develo ment of a fetus" miaht { . us so e 
wigg e room. We could argue we are not interested in develo ent 
towar s a fetus, only towards bone marrow, or skin or whatever. 

Since Stearns and Wicker are both pretty solid with the Chrisitan l 
Coalition, the fact that the language started with them might be helpful 
as well. 

Sean Tipton 
ASRM 

< PRE> [OOCIO: f:h3133ih.txt[ 
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1 05th CONGRESS 
2d Session 

H.R.3133 

To prohibit the expenditure of Federal funds to conduct or support research on the cloning of 
humans, and to express the sense of the 

Congress that other countries should establish substantially equivalent restrictions. 

IN THE HOUSE OF REPRESENTATIVES 

January 28, 1998 

Mr. Stearns (for himself and Mr. Wicker) introduced the following bill; which was referred to the 
Committee on Commerce, and in addition to the Committee on Science, for a period to be 
subsequently determined by the 

Speaker, in each case for consideration of such provisions as fall 
within the jurisdiction of the committee concerned 

To prohibit the expenditure of Federal funds to conduct or support research on the cloning of 
humans, and to express the sense of the 

Congress that other countries should establish substantially equivalent restrictions. 

Be it enacted by the Senate and House of Representatives of the 
United States of America in Congress assembled, 

SECTION 1. SHORT TITLE. 

This Act may be cited as the ' 'Human Cloning Research Prohibition Act". 

SEC. 2. PROHIBITION AGAINST EXPENDITURE OF FEDERAL FUNDS FOR RESEARCH 
ON CLONING HUMANS. 

(a) Prohibition.--None of the funds made available in any Federal 
law may be obligated or expended to conduct or support any project of research that includes the 
use of human somatic cell nuclear transfer technology to produce an oocyte that is undergoing cell 
division toward development of a fetus. 

(b) Definitions.--For purposes of this section--
(1) the term ' 'human somatic cell nuclear transfer" means transferring the nucleus 

of a human somatic cell into an oocyte 
from which the nucleus has been removed or rendered inert; and 

(2) the term' 'somatic cell" means a cell of an embryo, 
fetus, child, or adult which is not and will not become a sperm 
or egg cell. 

SEC. 3. REVIEW. 

A BILL 



The Director of the National Science Foundation shall enter into an agreement with the 
National Research Council for a review of the 
implementation of this Act. Not later than 5 years after the date of 
the enactment of this Act, the Director shall transmit to the Congress 
a report containing the results of that review, including the 
conclusions of the National Research Council on--

(1) the impact that the implementation of this Act has had 
on research; and 

(2) recommendations for any appropriate changes to this 
Act. 

SEC. 4. PROTECTED SCIENTIFIC RESEARCH. 

Nothing in this Act shall restrict other areas of scientific 
research not specifically prohibited by this Act, including important 
and promising work that involves--

(1) the use of somatic cell nuclear transfer or other 
cloning technologies to clone molecules, DNA, cells other than 
human embryo cells, or tissues; or 

(2) the use of somatic cell nuclear transfer techniques to create animals other than 
humans. 

SEC. 5. SENSE OF CONGRESS REGARDING INTERNATIONAL PROHIBITION. 

It is the sense of the Congress that each foreign country should establish a prohibition 
substantially equivalent to the prohibition established in section 2(a). 
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COMPARISON OF PROPOSED CLONING LEGISLATION 

Bill (White House) (Feinstein) HR922 HR923 S 368 S 1574 
Number 

Title Cloning Prohibition Act of Prohibition on Cloning of Human Cloning Research Human Cloning Human Cloning Human Cloning 
1997 Human Beings Act of 1998 Prohibition Act Prohibition Act Prohibiti6n Act of 1998 Prohibition Act 

Sponsor William Clinton (Not yet Dianne Feinstein (D-CA) Vernon Ehlers (R-MI) Vernon Ehlers (R- Christopher (Kit) Bond Ben Nighthorse 
sponsored) MI) (R-MO) Campbell (R-CO) 

Findings NBACReport NBAC Report none none none Congress finds that the 
Federal Govt has a moral 

I 
obligation to the nation 
to prohibit the cloning of , 
humans. 

\ 

Purposes To prohibit any attempt to To prohibit any attempt to create To prohibit the obligation or To prohibit the To prohiBit any attempt to To prohibit the cloning 
create a human being using a human being using somatic expenditure of Federal funds to cloning of humans. lb· of humans. create an em ryo USIng 
somatic cell nuclear transfer cell nuclear transfer cloning; and conduct or support any project of human somatic cell 
cloning; and to provide for to provide for further review of research that includes the use of nuclear transfer, protect 
further review of the ethical the ethical and scientific issues a human somatic cell nuclear research 
and scientific issues associated with its use. transfer technology to produce I 

associated with its use. an embryo. 

Definitions Cloning'; Somatic ce1l2; Cloning4, Nucleus', Oocyte6
, Human somatic cell nuclear none Embryo", Human somatic Clone & Cloningl5 

Somatic cell nuclear Somatic ce1l7
, Somatic cell transfer9

, Somatic cell lO cell nuclear transfer'2, 
transfer' nuclear transfer' Oocytel3

, Somatic cell'4 

I 



Bill (White House) (Feinstein) HR922 HR923 S 368 S 1574 
Number 

Prohibitions Unla\\wl for any public or Unlav.ful for any person or other Prohibition against obligation or Prohibition against Unlav.ful for any person Unlav.ful for any person 
private individual or entity legal entity, public or private, to expenditure of Federal fWids to the use of a human or entity, public or to clone a human being 
to perform or use somatic implant or attempt to implant conduct or support any project of somatic cell for the private, to knowingly use or conduct research for 
cell nuclear transfer with the the product of somatic cell research that includes the use of process of producing human somatic cell the purpose of cloning a 
intent of introducing the nuclear transfer into a woman's a human somatic cell nuclear a human clone. nuclear transfer to human being or 
product into a woman's uterus. transfer technology to produce produce an embryo or to otherwise creating a 
womb or in any other way an embryo. knowingly purchase or human embryo; no 
creating a human being. sell an ovum, embryo, or Federal funds may be 

fetus for that purpose, or obligated or expended to 
obligate or expend knowingly conduct or 
Federal fuhds on research support any project of 
that incluqes that purpose. research for the above 

I purposes. 

Protected The use of somatic cell The use of somatic cell nuclear The use of somatic cell nuclear 
I 

none The use of somatic cell none 
Research nuclear transfer or other transfer or other cloning transfer or other cloning nuclear tninsfer or other 

cloning technologies to technologies to clone molecules, technologies to clone molecules, cloning technologies to 
clone molecules, DNA, DNA, cells, and tissues; or the 

, 
DNA, cells, other than human clone molecules, DNA, 

cells, and tissues; or the use use of somatic cell nuclear embryo cells, or tissues; or the cells, other than human 
of somatic cell nuclear transfer techniques to create use of somatic cell nuclear embryo c6l1s, or tissues; 
transfer techniques to create animals. transfer techniques to create or the use of somatic cell 
animals. animals other than humans. nuclear transfer 

techniques to create , 
animals other than 

I 

humans. I 

2 



Bill (White House) (Feinstein) HR922 HR923 S 368 S 1574 
Number 

Preemption none Preempt any state law which none none none none 
of State prohibits or limits research or 
Laws practices regarding somatic cell 

nuclear transfer, human cloning, 
I 

cloning of molecules, DNA, 
cells, or tissues, the use of I 

somatic cell nuclear transfer , , 
techniques to develop animals, I 

or related research. i 
Penalties Fines (the greater of Fines (the greater of $250,00 or none Civil money penalty Fines, up to 5 years in Civil money penalty not , 
Specified $250,00 or 2X gross gain or 2X gross gain or loss), Civil not to exceed $5,000. prison, forfeiture of to exceed $5,000 for 

loss), Civil Action by the Action by the AG, forfeiture of property from or used to each violation; 
AG, forfeiture of property property derived from or used to commit violation. ineligibility for Federal 
derived from or used to commit act. I funds for 5 years after 
commit act. violation. , 

Effective Date ofEnactment--Applies Act is effective for the 10 year none mentioned none mentioned .1 d none mentIflne none mentioned 
Date to acts performed within 5 period after the its enactment i 

years after that date. and will terminate at the 

\ expiration of 10 years. 
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Bill (White House) (Feinstein) HR922 HR923 S 368 S 1574 
Number 

Provisions Review by NBAC 4 Y, years Review by NBAC 4 Y, years Review by NRC in agreement none Review by Directors of None 
for Review after enactment, on the state after enactment, on the state of with the Director of NSF, not NSF and NIH in 

of the science of somatic the science of somatic cell later than 5 years after the date agreement .with NRC, not 
cell nuclear transfer, the nuclear transfer, the ethical and of enactment, on the impact that later than 5 years after 
ethical and social issues social issues associated with the the implementation of the Act enactment" on the impact 
associated with the potential potential use of this technology has had on research and that the implementation of 
use of this technology in in humans, and advisability of recommendations for any the Act has had on 
humans, and advisability of continuing the prohibition appropriate changes to the Act. research and 
continuing the prohibition established in the Act. recommendations for any 
established in the Act. appropriate changes to the 

Act. I 

Status Legislative package was The biU was introduced on The bill was 
I 

The biU was introduced 
transmitted to Congress on March 5,1997, and jointly introduced on March 

I 
on January 27, 1998 and 

June 9, 1997. referred to the House 5, 1997, and jointly referred to the Senate 
Committees on Commerce, and referred to the House I Committee on Labor and 
Science. Hearings on Committees on Human Resources. 
substitution held July 22, 1997. Commerce, and , 
Marked-up and passed out of the Science. 
House Science Committee July 

, 
I 

29, 1997. 
PREPARED BY OSP 

I. Cloning--the production of a precise genetic copy of a molecule (including DNA), cell, tissue, plant, animal or human. 

2. Somatic cell--any cell of the body other than germ ceUs (eggs or sperm.) 

3. Somatic cell nuclear transfer--the transfer of a cell nucleus from a somatic cell into an egg from which the nucleus has been removed. 

4.Cloning-the production of a precise genetic copy of a molecule (including DNA), cell, tissue, plant, animal or human. 

5.Nucleus-the cell structure that houses the chromosomes, and thus the genes. 

4 
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6.00cyte-the female germ cell, the egg. 

7.Somatic cell-a mature, diploid cell. 

8.Somatic ccll nuclear transfer-transferring the nucleus of a somatic cell of an existing or previously existing human child or adult into an oocyte from which the nucleus has been 
removed. 

9. Human somatic cell nuclear transfer-- transferring the nucleus of a human somatic cell into an oocyte from which the nucleus has been removed or rendered inert. 

10. Somatic cell--a cell of an embryo, fetus, child, or adult which is not and will not become a sperm or egg cell. 
, 

11. Embryo-The developing organism from the time of fertilization, or from the time of the single cell stage at the inception of growth and development of an organism, until 
significant differentiation has occurred. 

12.Human somatic cell nuclear transfer-transferring the nucleus of a human somatic cell into an oocyte from which the nucleus has been removed or rendered inert. 
I 

13.00cyte-the mature female germ cell, the egg. 

14.Somatic cell-any cell of an embryo, fetus, child, or adult that is not a germ cell or is not destined to become a germ cell. 

IS.Clone & Cloning-the practice of creating or attempting to create a human being by transferring the nucleus from a human clel from whatever source into a human cell from 
which the nucleus has been removed for the purpose of, or to implant, the resulting product to initiate a pregnancy that could result in the birth of a human being. 

S 
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• Rachel E. Levinson 02/10/9805:06:16 PM 

Record Type: Record 

To: William P. MarshalllWHO/EOP 

cc: See the distribution list at the bottom of this message 
Subject: Re: senate ~ 

The Senate leadership cancelled their cloture vote once they determined that they didn't have 
enough votes to pull it off. According to Jerry, both bills will remain on the calendar and no 
hearings have been scheduled. Technically, both Labor and Judiciary have standing. 

Lucia, Jerry and HHS staff met with Bond and Frist staff late on Thursday. I am told that Frist's 
person stood firm on the National Commission. Jerry pushed on the sunset there seemed to be 
some possibility of movement on that issue. I saw a a report that Varmus talked to Frist but can't 
confirm it. I do know that Frist spoke to people from Vanderbilt and U. TN over the weekend and 
learned something about the science. 

The National Bioethics Advisory Commission wrote to POTUS on Friday and reiterated their June 
recommendations and concerns over pending legislation. Let me know if you want a copy of their 
letter. 
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Mr. Chdmwl aDd Mam1lera ollbCl SuboommittH, I l11111Wcld VIlDJ:lua, Director of the :National 

lnstltu&ca ofHMlth, J un hert today to cltecuea lommo cell Dualcar traIIIttr 8DtI the potatial 

bono!itt from this tecImology. ThIs WU wu 8m bNu;hl to pubUc attention when Ian Wilmut 

and his colleaguea at tlte Roslin lJI.titute, Ed!ft~&h. publlsbed In WI Poblualy 27. 1 m lIIue of 

Ntmml, tho ~u1tc oftMir oloJlina .xperlmenliin iheep. Tho true beneflts from tMse sludio& IlCI 

the ~IlIIfb\al1cms 10 animal huabandry aDd mo4Ical ICIAI:Ilh. l!M the Imp0rlllDl<O of thCBC 

OOl1.ttibutiona hal baen d.warfed by the public" fRlClinltiDII with nony, & la!nb cloned ftom the 

cell of 8JI adult Ilheep. Succesatblly CIMll!g 8Il &dU1t _ alwpty fbwfDd p,,"Uo attllDdQII OD 

the poaibillty of cloNna a Pll'lon, 

rCc!,uesled the National Bioe!hiC! A4v1aol)' Oommilteo 10 eltll'llil161bla 1111'110 and !CPort 

llllfl04 of time in wl\lc1l no attempt II ma4c to cnato a. clli141l11D& eomatio oeU D\IOIOU' v..lIIr." 

Tilly 1ianb.- eautioned that "Ally ~¢atory or leaJ.slativc lIII10Dll undtlrtaklln to effecl lhe 

forelOlDi prohibition Oil crcadDl • chil(t by somatic cell nuclear trMlllfer Iho~ be cwdJlIy 

wrlttlm 10 as not to interfere with other important Uea. of Icillt1tifio 1't10lZQh." Tholr i!nal 

lunemcin wu to 1bmW1y re-ev1ll1WO fhl. Iisue !a tb:roo to !v, )'e1Vl, S\l\laelll18lltly, OVe!' 

67,000 8Clentists involved in reproduction bloloaY SlgI\ed I volumar)' moratorium ol11h. Illonl.ni 

or. hllllllll. 
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ThIs heariDJ illllOJltiDllltiDD Dfthl plAbUe WSCDlII1IO on lb1a IOlle. 11 ill imponll.v" &iul.lhl¥ 

dl&coune be informod an4 OOmpxW1l111live. I will briefty dlIcua. the lCiene. AI it exista IDd .. Il 

Willi "ted to "reato Dolly, ",d I will 1110 delcrlbo the IGiantific; IIld modillil pTOmi_ ofthi. 

SOMATIC CELL NtlCt.!A1l TlANSFER-WHAT IS IT? 

I 1IDI clll"taln that ~a.c here hu heard of eomaIic cell nuclear tralfIr. I am aao certain tIu: 

them i& much con1\Won ind mi&undertltan4!na. In order to \I!ldmtand thj~ tDcbnoltlgy. it is 

nee, •• 1I)' to briof1y rovillW nortII6l ~on. 

ID IICOO1I1 ~otion, 1111 egg III1d &penn Join to er~ate a fel'ttll!ed eli whit'b develop. into 11\1 

OIl1bryo and ultimately an individual. In thI.lllUltiou, the progeny recolves genettc material 

(rom both the moth01' aad fither. Aft. CwtIUatlon, _ fSI iDltially dividn i1Ito l number tjf 

idontieal unrpec1a1izod ooll~. Bach ofthcae II1II"1)' embJYOllie cella arc todpotent, IIlOIDiJlS !bey 

at. ID/olly pollf1l,t in that !hay bave1be capacity to form my I)'p$ of eellin t1Ie I!My· R mIJRCle 

cell, 8 liver cell, a blood cell At dlo lppl'oprIate time, these tollpotcnt cells must bogin to 

apcoialize into specific types of 08111: thi, proMO til trlUered when specific ieDes IIt'e turned on. 

It had Jon& beel1 tholllht that the procell Df cell 8p~18Hzatlon Will' llxiQlly B O1I.El W!y mec't. But 

thi£ dopa WN cballqed by the eltpmment that t\roduced Dolly. 

. , 
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proCIIIl1IniI. lot me remind you that IlODIaUc cell Ie any e;oD orthe body except the .... cella Dr 

_penn cell.. Hw.nan lolUAl!e; e;o1l. oom&iu \he; ruu Q01Uplcmc:ot of DNA •• 46 c;blvmollODlCII. In 

ocm.trut an Iii or a .penn contlin 23 ohrolllalOmes. 

!be proeeAI of lomatle cell nuclear tr8l18fer is d.on.e in !he fbllowtna WI'!. J wiU uac !he sheep u 

an example, Fint. DGnullhtep au collia ta1cI1l ft'otn II tlWe (sec diesram), ~ nu~ 

(which is the ce11l1rwltla cxmtaiDin& the genes or DNA) is rcmov04, The end result is an eu 

cell contahWc OGIy dJo 011 fNid whleh baa the nutriClltl aDd othw 0ItCf&Y produciftS material' 

that IrII essential for embryo developnlen1. Nat, a IIOlJIltio cell i. ilQlated-in the cue oCDolly. 

a 0011 IrOwn III eell eulturo iiom the mamMUY tI"ue of 11\ adult the~. Und .. vel')' Iptoltlo 

laboratcny ol)uditioll8, the somatic cell, \1\ t1'Il' example, the mammary cell, il plaood next to the 

<I" from whloh the l1ucleualw! hell'll'Omt)ved, III oleotrloal stimulus is applied and the two oeU, 

fuse. The r.ault 1& • cell which ()ontainl prime; material onl)' from the80mll\i() cc1l1lll4 tbc 

nlltriwavlromuDt of an eN cell. This ill DOt ICItUIl reprodu.ctioft. 'nIIre b DO lpemt 

involved. The 088 provldet the enVlrollC*t ror aroW1h. 'lbe resultant APT cell! or ascxua1ly 

produoed totlpoltnl celle bepn to cliYide. In the cue otDoUy, after a numbe: of cell dlvlsiom, 

thee cells were placed into tile utcru. of. WIop NlcI oventua1ly a lamb WII born. 

Tbe ~ ot, lamb cloned ~ an adult IhOIIp WII dtamallc, But we: muat be:: ()Ilutious. 'Thill 

was only ~ IUcuat'lll exptrlme!lt .In fact, Dolly Will the ftnt ,\lCCe .. after 276 flIiled 

attemptl. Befhre aomatic: IlIII! m,glcar tnII1afet IIhould !lV1I1 be oC)tl8I4eNd lIS a true cloninG 

3 
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IBChniqUD, the DoUy txpmmllnt IIIUIl b. npfllted IIlllMrOUt timII, At thlI poltlt 1 wouklllke to 

rcitorate that tho btt_11 of the aciclii'lo warl6 £0011101 on _aria lIel! nuallllr 1nnIfor 81 B 

ttdmololY for IlItmai ""'~8I'IIlry IIId for medioll rolcarch. Let Mil delcribed the reasoru for thil 

ODthuaium. 

POTBNTIAL BENBFITS FROM SOMATIC CBLL N1.1CL1!.U 'l'RANSPBA T!CHNOLOGY 

The oxporimcut ihat mated Dolly damonatnhd tbat, ~'I1m eppropEiItely lIlIDIpulate4and 

expo_oel tQ til; \lQUW\ envitotlM8l'lt, the puedo l\lIlfrial of 80maiic CIIlls Gill rtpIn 11111 pot.ntial 

or totipotent .tatul. ModiOlI researchen reallud that If the genetic material otA aomattc cell 

could b. stim\llllll41~ NtIInI to • totipotent it&t&, with the potlllltial to become mny Idnd otoell. 

the potential UIICI of 1bl1 HIClIftoIoI)' ftlr tho s!\ld.y and treatmant or 4t.o,,0 were J'eIIIBIbblll. 

M~dleal re~aarchert 11'\1 focused on the possibility /If ereU.il'l8 OOIlR SIIId tiSlue. for ttaMpllllltalion 

IIId I'OIIII'Oh, 1hey are not !oc1ll1Jd. 011 olonlni I. humm. 

L« 1M OlabOtlUe flit I momlllt. bmcmblll' thal the totipotllDt geU. hay" the aapICity to "-'me 

lIlY type of cell in tU1'oue to specIfic Sane activation. lleltlfChorl arc now worlcing to 

WI4mIwId bow d1f1n11t pIIOI a tlImeI1 on. 0Il0CI ddt i, known, h wOll14 bo posaiblD to tIlto 

totipotmt cel\llllill dIftII!t t1l11111 to apegiBlize into IlJIecHio typo of cell, for example a ,kin cell or 

a mll8Cle cell. 'lbeIe CIU. 01/\1111 tb.1IIl be UIOd fw oOlIllId tilllUD trlDlplantatiOn. 

Sonwk coU Dudur IrlDlfor ".-h offen the poteatl.allM 4ev.lopm, indMd,,·Jjzed cell and 

tiSlUD tb/iIrllPiel that IltDIMt b. 4evoJopod ~ QummI metbodl. MedlwllmtltlO1lm IIIId 

4 
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IlUIf,hm /IRI ollImllty trln5plUl1inl ~II. 10 "place danlapd Ql 41aCll804 ~U. bllwmam. B"l 

\hoIO ~1Iurct reqllire I donor 1hlm wbom o$1ll can be lIkeD. With tho exCDJltioA of ~ from 

IIllclentica1 twin. donor geJJa ~ petlcany difFaralt from the lWipi=1. When tMy ISO p\IGcd 

Into 1M patient. the patient'. immune IYItem aeea thele o.lls 811 fareign and tries to rojoot them 

!'om tho body. In aMIIII' to t'teVeftt thI. Njec:.tion, drop 11'0 110011 to lupproaD tho nannal immune 

roIllODle. UnfQrtunately, the" d.nIp are not .tWayl oftOotive for preventing rejection and they 

trIIIJpJlllt medicine Is the sho~ of donOl'l: tho ,upply of 1'CI'1acemcnt cells and tiII.uo i. 

Somatic C1e1lnuclear tlWIIftr oO\llcl 0\'IXl0m, UI.Inf vf thOl' obillol". U,lns thli t.ubno 101Y a 

J'&1ieftt's own celli fiom mypllt oflhe body <:0\114 bo llecd to pnmto \he nee4ed therapolltic 

C/CIll' Dr ti$OUIi in adequate _vua I'QIllUC these cells woul4 be .. ..,etio ~8teh, rejectil)!! 

should not OCle\ll' and. the tl664 for anti-reJcction _ wOll14 be mlnlmlll. In &MItton, \210 

ahorta&e or cell and Illn, cIoJlOll WQI!14 110 lonaer be • pt'Clblem. 1'1'ul:/I,61\1 ellllM hI'! 

molutlonized forpaumta wilb diaeaallisuch u d1~ loukIIml.I. bums, sickle cell anemia, 

mlllClllar ~>,. beart diceue m4 Uver 4l1U1t1 to name a few. 

Slomatia nil nliOltM ttancfer teclmololll' atlO hold!! hope for palimrtl with ntIII010Jic injury and 

dilllllle. Because IJ18IIIR, lJ*iallr.ed nerve cells 40 Dot ropro4\1Qo, it hal boon ,·lrtually 

impossibl; \0 oreato cllltllrlll ofreplie&1InJ nerve ooUs. If with somatic oe1\ nucloar trIIdCer w. 

were ."10 to tako a totipo~t 0lI1l1lltl dI:zeot It 10 pltlduce 41fFeft!nt f3IpMI ot ~e ~. thia 

~"""-"""'-""""'-" ........ ,. , .• , " 
" ;' 
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would be a major 1nOIk1brouJh for potiQllte with.,. card inJW')', PlI'IIiam'. dt,OMII, LeI! 

OIIIria'M dI .... , nNl~l. aclco8ia 1114 Alzhtimll'" di.'U8, 

AI Deily ahewe4 the world. 11\ additional bllletlt (If lomatio ceU nuclear trarulf'er includes animal 

clOl1lD&. lbe adVAI\18&II (If thIB proc.lIII would be die leDltf.~ dupUcad.on ot III animal. In 

tndItiona1 bMdfn& pra;tlOOll, the offiprin$ 0' an animal are lelCllf.\ly tt!pI"odut>ed !:om 

ae~eally dtf18rmt PU'1ll1l1lld, therefore, may lIOl &hare alI of lllc Cbara=rl6ttC8 that made the 

p6l'tlltl valuable, In oonvdoul ~, it takec yam to prudl\lle many ammlllA with lrimilar 

ie.n~C Characteristics. Clo_ could IPCCId up this p!'OOm and coull1allow tho piVdllOUon of: 

"",tlcally id.utiClilDirnlllt, 

Thte ttoluliqu, would be particullrly valuable fOr march. The UIC of een.etitl8lly idemioal 

AI1ltnalI ooul4 dramatically reduce tlw nlUllbm Lit Ullm ,111l .. 11ed. rOl experi~ts. For the !rat 

tim., r •• uchtN could be lUre that dl«ert'/ltSi! ID l'OIPODJOI to dnlp and olber intm ,tIlI"lions ore 

4\le1O the IDtezvlDIlmu.llol to 1000000o 1Sifft:IDOtl"bcI\\1;Cl1IU1imIIl, 

Clontna could also contrlbutlllo wnW huBbllll.dry anc! medical reaec.roh by taollli.tlZIS 

tnulaaenlc tec1mo!olY. A tl'ardlellio IIIImIl i. one that Ie lonolioally IIltered by insertIDl a new 

11'= with the cSeaire4 attribute. IDle tho l)NA of D tc\11lHd 'il. 'l'nmss~e $!Iimall .,.. 

valuable: for a nurober ofreasona. '!hoy CiI.tJ be eII~ 10 havo __ ed _IIICIIPUb1llLy to 

"-otonul iDr.cticnt., tfl h&ve increased milk prodllatll'ln. 11'16 to have the ability 10 prodWlI 

. 6 
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plW'lnlC8UliCa11y ImpOt'!Ut protelDJIn dIelf milk. Rooently, CalV81 were cloned WITh the sene 

that cna'oW thero t() rroduce in their milk hunum c101til18 ~ton fbt the traatment of 

hClmophilia. PlmlrIIdvIllOO8 may allO allow duI.s.vwlopmllll IJrBDimal c:lona with duun IWI1 

Ofgllllll thst 81'f1 t(lft1Jlittlhle ~ human trIIJ\!q)l8J1tatloll plllpOUB. CI~ the IIDimal that 

lncorpori1C4 the gImIIot1ntlrelt wwId be UlIWh flula"thIn I81eaUvebreedlualllll. would 

demuae the 1Dl0000t of time nqulJed to produce tren";t; enlm• ll. 

CONCtU!l:10N 

In IWD, lomatlc cell D\lg!guo tr~ 120141 mall)' divorao and importaU poalibilitlu to 

.ieniflcantly prevent, treat aut maybe c:uro diaeue. All ottbcsc polllblllti" oan be 

IICI;\1mPUIhed without IIIlD& Chit tICIbnololl1 to ~ II humID bdq. While ibCIo poMibilltitl 

are, (or now, scientiftc OOJIiecture. they reftectl'reviou I14vaocot in !be filllda oftlnue cuJturo, 

aenct!;a, molleulu IW1 QOll blolosy BD4 tnnaplantadon. The promise ofthBSt advancas fur the 

development ofthe;apeutics will be cfamflcant':i 11owecI, if not IIIlI""lIzcd, ablCJLt thel:Ol1MuBd 

we10pmcnt of WUlIItic; c;ellrtuOlcar nNb wlmoSoIl)'. 

Thl. coIIQlud;5 tIly.timony. I wo\ll4 be happy to re.pond to lilly queldolll that you 0'1' tither 

Member. OrUlD Subeomrnhtoe may bav •• 

7 
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FEB-09-1998 09:03 TO:ELENA KAGAN FROM: DADE, J. 

i. 

LRM 10: RJP190 

TO: 

; . 51 

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20603·0001 

Monday, February 9, 1998 

LEGISLATIVE REFERRAL MEMORANDUM 

P.1/4 

0t1MA"'-) 

Total Pages: ~ 

FROM; 
OMB CONTACT: 

legiS~ ~~'pp)'er. $ee Distribution below 

Jar/ri?; ~··~nt Director for Legislative Reference 
Raben • Pellicci 
PHONE: (202)395-4871 FAX: (202)395-6148 

SUBJECT: HHS Report on S1601 Human Cloning Prohibition Act 

DEADLINE: NOON Monday, February 9, 1998 
'.: • 
In accordance with OMS Circular A·19, OMB requests the views of your agency on the above 
subject before advising on its relationship to the program of the President. Please advise us if this 
Item will affect direct spending or receipts for purposes of the "Pay-As-You-Go" provisions of Title 
XIII of the Omnibus Budget Reconciliation Act of 1990. . 

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

AGENCIES: 
61·JUSTICE - Andrew Fois - 12021 614-2141 
95-0ffice of Science end Technology Policy - Jeff Smith - (202) 456-6047 

EOP: 
Joshua Gotbaum 
KAGAN E 
Jerold R. Mande 
Thomas l. Freedman 
Rachel E. Levinson 
lucia A. Wyman 
Wendy A. Taylor 
Barry T. Clendenin 
Richard J. Tvrman 
Robert G: Damus 
William P. Marshall 
Donald H. Gips 
James C. Murr 
Janet R. Forsgren 
OMBLA 
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FEB-09-1998 09: 03 TO:ELENA KAGAN FROM: DADE, J. 

LRM 10: RJP190 SUBJECT: HHS Report on S1 601 Human Cloning Prohibition Act 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEMORANDUM 

••• _- j 

P.2/4 

II your respon •• to thl. request for views Is shon (e.g .• concur/no comment). W9 prefer that you respond by 
o-mall or by faxing us lhls re5ponae sheet. If the response is shon and you prefer to call, please call the 
branch·wide lIne shown below (NOT tho anelyst's line) to leave a m9ssage with a legislative assistan', 

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

8nswer~: or 
, (2) sondlng us a memo or letter 
Please Include the LRM numbor shown above, Bnd tha subjoclshown below, 

TO: 

FROM: 

Roben J, Pellicel Phone: 396·4871 Fax: 395·6148 
Office of Management and Budget 
Branch·Wlde Line (to reach loglslatlve a •• istant): 395,7362 

______ (Da'e) 

____ (Namoi 

_____ (Agency) 

_____ (Telephonel 

Tho following I. the response of our auency 10 your request for views on tho above'captioned subject: 

Concur 

No Objection 

No Comment 

""'_ See proposed edits on page. __ ... __ _ 

Other: ________ ... __ 

__ FAX RETURN of __ pages, attached to this response sheet 



FEB-09-1998 09:03 TO:ELENA KAGAN 
FROM: DADE, J. 
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. DRAFT 

Tho Honorah1e Edward M. Kennedy 
R.nking Minority Member 
C~lttee oft Labor and Human Resources 
unitod Statea Sanata 
w •• ~n9tcn, D.C. 20~10-'300 

Pea~ G.na~o~ ~ftnnedy: 

Tb1. is in ~ •• ponAe to your inquiry coaoern;lng the ·juri.diction 

ot the t'oad and Drug Adminiltratiofl ('OA) OWl.' human cloning 

.ctlvl~lee. pa¥ent~o~ .~. lugg •• ting that ~mmediate 

poderal 1~9i.~.t Oft • n~cesB.ryto prevent the oommence~t of 

human c~01d.Jlg 

creatiun of 

that are inten4ed to r.ault in the 

through' cloning techrl~quell. FDA hae 

Human olObing is au~j.ct to FD~ ~l.tion under the Public 

Health Serviae Aat and \..1\0 t'edoa:al rood. Dng aM Cosmetic Act. 

Under these atatutea and ~mpl •• eating FnA ragulationa. clinical 

ree.arch on buman clon1nw II~y prooeed only when an 

in~e.tigation.l new drUS app11a.~io~ (t~P) i. in effeQt~ 

Before such research may be\il':l.n. the apon.or of the rel!lea~eb i,. 

required to submit to the YDA an tWC dCDO~ibina ~h. p~opoaad 

researcb plan, to obta1n authorizat:l.oD f~m an i~epcnQ.nt 

in.tit~tional review PoAr~, and to ubtain the informe4 eonsent . 

of all partic1pat~ng :l.ndivlduals. ~ may prQhlb~t A sponsor 

from condUcting the study (often reter~od co .~ plao1ng the 

.tudy on ~clLnid.l. hold") for a va.~ie\.y of ~ ... aOng. :!.nclud1ng 

P.3/4 
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DRAFT 

1f the agaMY t1n4. that • [hultlA:\ lIw.jeat .. are or ",ould be 

expolcd to an unre •• on~ble and ~isn!f!eant ~~.k of i~ln.8. or 

injuTY,· Gtn. IND do •• not OQn~.1n 8uf~~Q1.n~ informat!on 

... 
'~Ud.itll" 01: "1;1\$ QU.niod "r\V •• t:l.ga~o:a:" ••• are 1I0~ qual.if:i.ed 

by reallon of theh' Icitilt:l.f:l.c trein1ng and .. xp.rhmce t.o 

conc:iuet tM inve.t1gation." At II IIIlnlml1l11. toM lpon801:' IIIUlt 

wait at least 30 day. aftar submitt.ing i~R p~opo .. ~l ~o thR FDA 

before beginning any study. 

in the case of w\II8n cloning expn:l.lII&ntal. th.ere lire majDZ' 

unr.lolved .atety qu.seio~. until tho •• -~ •• tton. are 

resolved. thG egency co~ld not parmit any investigation oe 
human clon1ni to p~ceed. 

I hope thill information i. ueeful .. ~o you in youl' cl.elibarat:!.cnl5. 

liincerely, 

Michael A. ~r1Qdm&n 

~eaQ Deputy CcmmL •• ioner 

Food 8n~ D%U9 A4~ini.tration 

P.4/4 
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EXECUTIVE OFFICE OF THE PRESIDENT . 
OFFICE OF MANAGEMENT ANI) BU·DGET 

WASHINGTON. D.C. =3 

C!.(~'"'\ 

Februaxy 9, 1998 
(Senate) 

STATEMENT OF ADMINISTRATION POLICY 
(THIs STATEMENT HAS BEEN COORDINATED BY OMS WITH THE CONCERNED AGENCIES.) 

S. 1601 - Human Ponin: Probibition Act 
(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 bnmanbeing is untested, UIISafe, and morally J,maCCeptable. 
The Administration, however, believes S J60J as intmdnged is too w-reacbing wanse it 
:would pmhjbjt jrnportant biomedical rewrcb ajmed at preyentjn¥ and treating serious and life­
threatening dim" Therefore the Admjrii!!!rlltion :would not suPJ)QIt Mmpe of the bill in its 
current form. The Administration looks forward to working with the Congress to address these 
concerns. Specifically, the Administration supports amendments to S. 1601 that would: 

Include a five-year sunset,..on the prohibition on buman somatic cell nuclear transfer 
technology. The sunset ptovision 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 stein 
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 ~es and 
fur basic research that could lead to such treatments .. 

Strike the bill's ctitninal penalties and instead make any property, real or personal, derived 
from or used to coxnxnit violations of the Act subject to forfeiture to the United States. 

Strike the ~ill's provisions establishing a new Commission to Promote a National Dialogue 
on Bioetbics. The new COmmission would needlessly duplicate the l1lission of the 
President's National Bioethics Advisory C<lmmission. 

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 
JIUc1ear transfer, provide for further review of the ethical and scientific issues associa1ed with the 
use of somatic cell nuclear transfer, and protect imponant biomedical research. 
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~.:::'{ :::'~l;~\:iebrila:ry, in' the wa~e of the startling anno)lI)cement .that rese.archers in Scotiarid, .. :'.: " '.': ::,' 

..... >,: ..... ' .had.appa,rently stlcceeqed in tre~ting a g~netic copy of an adult she~ptbrough 'somati~ 
"! .. , .... ~ellllliC1~~r~transJer,oyou a.s~ed the National Bi.oe\hicsAdvisol): Comml~on ·to review· .. ,.. ...' 

.:' .:.: . . . the legal·and ethical issues that wou.ld arise from the ,use of this technology 'to clon~ . '. . .. 
<,<~. 'humanpei~, . '. . .... , . ..: .. . . 

. ~ . : . ,: . .. .' 

.,,:(:.> .. ' .. TheCtml!p,i~lon''ilhm:ediately began ~ser:ies of meetings .and consultations. We h~atd'· '. ,: '. ,:. 
, '., •... noioI!IY- from. physiclal1s and scientists but from religiou$le~ders, ethicists,.lawyers, and....,.. . "" 

· ':." '.: ··me~~e-r8·of. t]iepubliCln an ~ffori to understand thduU range of vieWs on . this , .' '.' ..... ,..' 
:'.<' ·: ... :.'.coitUOv~rsiiiL1:lIld. multifaceted subject Of cour~e, given the need for a prompt report, '.' 
· ':: .. ," ." we.ri\eQgnJ~.ed that while we might resolve sollie o( the issues, 'many would remain. for .. 
• ' ;:., ' .. :., .'.: .. :"~hic.h w~ eouid 'supply a road mapbu( not ourselves reach final conclusio\is: . 

'f' ,\':. •... J~D~/~~I~~9~!l=:~~~~~~~~~~~~ ~~ea~;~&r~~~tt~~.~i~~: :~ ~~:a~~h~~~~U~~' .' . 

" ..... , .' .entall·\inilceep~ble risks ~nd aught not to be attempted now by anyone. Beyond tile. . 
:.~. . ·issues. ofsafety,. v.:e fouuC\ that concerns relating' to.the potential harms to ·obildr.en' and' .. 

'fiffettson the moral, religious, and .cultural val)1es of society merit further .refiectiQn· ~I)d •. 
delibtMiition,.· We' the're'fore recommended thatn~' attempt be .made (1t this time to .cTeat\~, ".": 

""", 

'" a:thild: using 'somatic cell nuclear. transfer." .., , 
· ", 

'. , 

.". " 

,", . 

':' ~:.,~ 
... ' .. : " .. , .,.'. , "", 

';: ':,: Yo~~ i)1iin~diatelytransmitted to. Congress' a biil embodYIng our recommeD~atic~. . .. . 
' ..... '.:., . ,b.espite:heanrig~iriboth houses, 'Congress diono! 'a~opt legislation on humancloniiigin ": . 
,.:: .... :' ..1997; As ·yo.u 'recOgnized last week;in the State' of the Union jlddtess, recent; . 

de;lIelopments 'make;' clear thRisuch.:I~gislatibn is needed: Some legislatorS have called 
for ~n.actitig: a perinillierit ban not just on the' creation' of childrcnby cloning but on . 

.. ~,: 

'\:.," 

,'. "". . studies: witheinJ;ryonic cells., ev~n though such research could offer all important mea,ns 

,",' . 

. ,: 

<: ::: "QUind~g a:cure for canCer arul other lethal diseases.' . ,. ,. ',.. '., " 
..... 

". ~ : .. ~". '.: . .'",... " . ".' .."'. . , . 
i ;'j,.'. '.W~ continl,le tei believe that sweeping legislatiori would be a mistake, and we·urge:you:to ... ···..·, 
.. . .... ' .. ' wo(k "yith Congiess· to chs-uTe that any .Iegislation follows the basic paints of the Dill yoti . 
:~... sen~,:tq Congress,1asUuile, narrieiy to: 

.. : .. ,'::' ., . . ~. ~ .. 
. "'. 

L::.<: ~ '" '"" .. ' '.' . . ;. ,. :~:': 

.·si?p anYon.e. in. the private. as' well as the public'sectot from using somatic cell 
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nuclear transfer te~hnicjues to .ere·ate a chiid ,at this time, 
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.' ... , ",:. ' ~ 
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",' 
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' .. . .. .. ,' . 

, , .. , ......... 
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-Iclearlydistfuguish the area of coiicern (ihe atte~pt to create,a human child, ,'. 
, uaili.g these techniqu~s)'ftom the cloning of human DNA, genes. or cells iJ;t , 
'th~laboratOry. and' " " ,.' " ", .,' 

:,,',7, """"",,"',", ',.,"" " ., . ..' ... 
", ': .;:-- . 

;, ,;.',': ;", ',' '. pi'a~atime Iimi~ on the ban. The:~jol'Jeaso~ fou moratorium-con~e.:ns" ";:;-,: 
,\ ,(::.;;. " ' "~bbut s!lfety and unresolved social. legalaIii! ethical issues'-linneed,io'~6e .'., <,' 

j:,,:<~,,',":;': '. .reexaJit:ined as scientific research and public discU,sslOil movefoiward" " •. "" 

.' ',' :,', ,- ',',We wo'uld,be pleased to prC!Vi,de whatever ,help we· can to achieve the adoption -of"pui)ijc .. :: ">" 
': .. "",.::' , "policies 'on ;]~.uman cloning that attain an appropriate bahlDce, among comp!lUnggo8Is, lJ.Dd 
· " ", ··v· alu"ao, " ' . . ~.!: ;',:' ~ .': ....,. ' .. , 
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• Rachel E. Levinson 

Record Type: Record 

02/17/98 09:46:44 AM 

To: Jerold R. Mande/OSTP/EOP, Is25d @ nih.gov @ inet, wraub @ osaspe.dhhs.gov @ inet 

cc: Elena Kagan/OPO/EOP 
Subject: cloning 

Elena Kagan has asked that we form a small group to develop options for possible legislative 
language on cloning. Our assignment is to look at the various prohibitions that have alre een 
floated, along with views that may have een expressed in meetin s with arties, 
and see i we can I entl y a rig t me that would be a reeable to a broad rou (including Hill 
lea ers Ip . 

We can meet here, at Humphrey, or by phone, but I would very much like to schedule this for Wed. 
or Thursday this week so that we can respond to Elena quickly. 

Please let me know your time and place preferences (by e:mail) ASAP. Thanks 
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LRM 10: RJP199 

TO: 

exeCUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D,C. 20503-0001 

Friday, February 20, 1998 

LEGISLATIVE REFERRAL MEMORANDUM 

Total Pllges: II 

FROM: 

~;S~l~ Li ison Officer - See Distribution below 

-,:iJ~. For gren ssistent Director for legislative Reference 
OMB CONTACT: Robert J. Pellicci 

PHONE: (202}395·4B71 FAX: (202}395·6148 
SUBJECT: HHS Repon on FDA', Jurisdiction over human cloning activities 

DEADLINE: NOON Monday, Fabruary 23. 199B 

In accordance with OMB Circular A-19. OMS requests the views of your agency on the above 
subject before advising on its relationship to the program of the President. Please advIse us If this 
hem will affect direct .pendlng or receIpts for purposes of the ·Pay-As·You-Go" provisions of TItle 
XIII of the Omnibus Budget ReconCiliation Act of 1990. 

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

DISTRIBUTION LIST 

AGENCIES: 
61·JUSTICE· Andrew Fois· (202) 614·2141 
96'Office of Science and Technology Polley' Jeff Smith· (202) 466·6047 

fOP: 
Joshua Gotbaum 
KAGAN E 
Thomas-l. Freedman 
Jerold R. Mande 
JENNINGS_C 
Sarah A. Bianchi 
Rachel E. Levinson 
Wendy A. Taylor 
Donald H. Gips 
Toby Donenfeld 
Barry T. Clandenin 
Richerd J. Turman 
Robert G, Damus 
William P. Marshall 
James C, Murr 
Janet R. Forsgran 
OMBLA 

~ 
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LRM 10: RJP199 SU&JECT: HHS Report on FDA's jurisdiction over human cloning activities 

i • 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEMORANDUM 

t. 

If your r •• ponae to this request lor views Is allan le.g •• concur/no commentl. wa prafar thet you ... pond by 
•• mall or by faxing us this responsa ahaat. If the reapon •• I •• hon snd you prel.r to call. pleaae call the 
branch·wlde Une aIIown below (NOT the enelyet's line' to Isave a me .. age with B legislative aaalalant. 

You may alao ",spond by: 
(1, calling tha anslyal/snomsy'. cnreC1lln. (you wUI bs connsC111d to voice meillt tha enalyet does not 

answar'; Or 
C2, .endlng u •• memo or Imer 

Pie_Include the LRM number shown abol/a. and the aubJeC1 shown below, 

TO; 

FROM: 

Robert J. Paille'" Phone: 396-4871 Fax; 395·6148 
OHlce of Management and Budget 
Branch-WIde Une (to ",ech legislative e .. lalantl: 396-7362 

______________ (Dete' 

______________ (Name' 

______________ CAgsncy, 

_______________ ITelephone' 

The following Is the responGe of our agency to your requaet lor view. on the above-captlonad aubJeC1: 

Concur 

__ No Objection 

NoCommsnt 

__ Sae propoelld edfl. on peges ___ _ 

Other: _________ _ 

__ FAX RETURN 01 __ page •• atteched to this re.ponae sheet 
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(mIcio III !he CM!IIIrlll CO\IIWII 

Offtat '" ~ CHIIf co.noel 
IIoIlClend DN, MmInIttretian 
1800 I'IIhelw Ln, 'Q(lII. I 
~U •• MD 10117 

FDA's Jurl.diction Over t-Ium,.n Cloning ActivitIes 

Thill statement addresses FDA', Jurl.dlctlon over hum .. , clonIng 
actlvltle8. FDA's jurisdiction over products used in clonIng activIties 
detives from the bIological products provlsigns of the Public Health 
Service Act IPHS Act) Ind the drug provisions of the Federal rood, 
O(ug and Coametlc A~t (FD&C AC1).' 

I. Baokground 

The talTn clone meRN! a precise eopy of I molecule, cell. or 
Individual plant or animal. Natlona' Bioethics Advisory Commlsllon, 
ClonIng HUfTllJn Be/ngs: IfBport Bnd Recommflm/.tkm. of the Nat/ontll 
Bloethics AdllmtJry CDmmlsslon (NBAC Report) app. 1 (June 18'7'. In 
the peat yt.r. the Is~ue of cloning has rec81ved much media attention. 
In March of 1887, Scottiltt rellarchers announced that they hid cloned 
en IIdult .hoop. The r ••• archera removed an egg from a female cheap 
and replaced the nucleus Of the eg; with the nuCleus from 8 sommlc 
celli from another adult IhHp. They used electrical pullel to Imroduce 
the 'naw nuglau. Intg U I" egg Ilnd to Geu.e the oella to divide. The· 
ruearchers then implanted the mlnlpulated egg into the uterus of a 
femal •• hoop, rllultlng in the birth cf II cloned sheep. The technique 
that relultad In the cloned sheep II referred to 88 somatIc call nuclear 
transfer. 

FollowIng the announcement of the cloned sheep, PresIdent 
Clinton directed thllt fed.rll fund •• hould not be UHd for cloning II 

~be m8Qieal davle. provisions OE ~be ~DQC ACt al.o app1y co 
110_ "_'uo •• \U.. 1~ bU\aIIl1 cloning .c~:Lvi~:Lel! but are _~ 
dilllClus •• 4 in tMs statement. 

IA eoma~10 oell , •• cello' aD emD~1 leeu8, abi14. or 
adult not de.tined to become a .perm O~ egg cell. HalO Re~rt 
app.3. • 
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human btfng. Blcau .. the prohibition on tho UIU of f dltral fund. for 
human c:lonlng did I'IOt extand to non-federelly funded ••• rch, 
Pre.ldont Clinton alked for • voluntary moratorium on numan cloning 
by privately funded researohers. He allo alked the N tlonal Bioethicil 
Advlaory Commlulon INBAC) to GlddrOB8 thB legal an ethical Isaula 
rilled by cloning and to submit a rlport to him. In Its June 1997 
report, the NBAC coneludtd thlt -It thl8 time it is mo allv unacceptable 
for anyone In the public or private I",'or, whuther In rlilaroh or (I 

cllnloal .,ttlng. to attempt to craate a child llllinu 80m tic cell nuclear 
transfer Cloning.' NBAC Report It III. 

For purpo ... of tl'll. ltatomont, the a"lncy 1'8U 01 that the 
technique used to clone a human being would be som tic cell nuclear 
tron.for, Tho olonln; proo ... to oreat. a human beln would be .Imll,r 
to that used to Cfeate the cloned .heap dllCuuecl abo e In that the 
procel. would Involve the transfer of 8 cell nucleus fr I somltlc cell 
01 e human bllng Into an egg from which the nucleu8 has been 
removed. The reflldting eell (sometle cllllI clone) produ ed f()r the 
purpcI. of cr'etln; a cloned human being II a produ lubJlct to 
regulation by FDA. 

II.Llg.' Authority 

FDA hiS the authority to rogul.tl nurnlrOUI rnl leal products. 
lneludlng biological products and ~rug.. Aa dllcu.. more fully 
below. the cellular product and tho oomponlntl of th celh,lIar product 
u.ed In cloning fall wlthl" the definitions of biological roduct& In the 
PHS Act and drug In thl FD&C Act.' A prOduct Mev 6 both I 
biological product and a drug. au 217 F. 
Supp. 106, 709 (S.D.N.V. 1982). Th, conolullon th FDA ha. 
juriSdiction over somatic cell clones under the PHS A and the FD&C 
Aot 'a consistent with the .tatutory purpo •• of public health protectinn, 
Court. hllve rocg"n~.d thet remedial It.tute., such. the FD&C Act 

~pe=41n, en the apeoifia faat. of any alon • p~e~.ee. 
t~r. may be ad~~e1cn.l ~ ••• on. why pa%tioul~~ 0 matio cell 
glon •• would be ~lclo,'a.l and 4ru~ p%o4uctc • 

• :1. 

" 
" ........... . 

P. 4/11 
fill 003 
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Ind the p~s Act, are to be liberally conetru.d con,letent with th,lr 
public health purpose. .5u Unltld Stitt. v. An Article At gryg tee 

BIQto·Unldl'k, 394 U.S. 784 (1988): Unlt.d St., .. V' LprlO, No. CV 
.8-4283 SVW (C. O. Co. Oct. 17, 1887). . 

, 
A. A Somltlc C.II CIO"' I ... BiologIcal Product. 

POA rlgulat •• biological produot. under ,,01:lon361 of the PHS 
ACt. 42 U.S.C •• 282 •. lhat Beetlon applies to -any v!rua, therapeutIc 
•• rum, toxin, antitoxin, vaccln., blood, blood comporient or derivative, 
allergenic product, or anllloijDu. product, or arephtner,nlne or Its 
derlvlltlvAI (or InV other trlvallnt orGanic ar.enle eoM ol.md), 
applicable to thl prevention, treatment or GUru of dl. • .. or injl.lrlu of 
min".· ld. Section 123(d) of the Food and Drug Ad Inlltratlon 
Modernization Act of 1997 (FDA Mod.mlzatlon Act) mend, tht PHS 
Act by inCluding within the d.flnltlon Of biOlOgical pro ucta ·condltlons· 
e. well at dl,eaeell. 42 U.S.C •• 28211) (effective Fe 'tulry HI, 1 eeS). 

, • A Somatic Cell Clona I. Applicable to a 01 
or Condition of HUl'Tllln aelngs 

AI lit forth in the PHS Act, a biOlogical produ I, 8ubJect to 
regulation If It II 'applloabl. to the prevontion, trcDtm nt, or oure of • 
dlslall or condition of human beings.' 42 U.S.C. I 62(1) (effective 
Fib. 19, 19S18). A lometlc c.1I clonl ulld to create cloned human 
bel"1iI tor on Infll1111 Indlvldull I, I product appllceble 0 the traatment 
of Infertility. Uklwlle,. 80",,8tlc cell clone uud to c ate a cloned 
human being to avoid tranlmlilion of • gen.tlc dl.e 0 from II 
pro,pectlve parent is • product applicable to the prey ntion of that 
g.netlc dl ..... In the cloned human being. In addltlo , Ilgnlflcllnt 
safetY qUlltlana hlva been railed regarding whttner h. clonIng 
proces, will produce I h •• lthy human being who will .v.lop normally. 
For .xample, the cloned hum'n baing might heve def cta from the 
donor or during development, aueh al GenetIc. bloche loel, or cellular 
d.fect •. 

.J. 

. ,.. : ~., .... .. ' ..... t· 

I 
I 

... .. . . . . . .... I .. Ij .. .. ". ,-

P.5/11 
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2. A Somatic C,II Cion. II An Anelogou. Prod~ot Under the 
PHS Aot I 

A lometlo oell cion. I. not One of the .peelflcall lilted products In 
•• ctlon 361 of the PHS Act. It II, however, an "anll gaul product" 
under the PHS Act Ind thul f,lI, within tl'l. loOpt of hll •• etlon. 

The term Manalogou.w I. d.flned II "r ... mbllng r almller In loma 
re.pool., II In function or appearance, but not In orl n or 
development." Dorllnd', Medical Dlotlonary 78(26th ed. 1974). A 
.ometlc cell clone hea .Imllerltlas In compo.ltlon and unction with 
blood lind blood components. A lometlc cell clone's Inliogoul tn 
whit. blood cells, a oomponont of blood, in that bath cells oro Ilmllariv 
compOied because tney are somatic oeUs that contei a niJcleus. A 
lometlc call olone I, .1.0 like blood and blood oompo entaln that they 
contain cellular elements derived from a living human eins and are 
appllclble to dlal ... a or condltlona of human beln" •. 

A lIometlc cell clone 1110 II analogous to II toxin or antitoxIn •• 
tho" term. Ira d •• erlbld 11'1 FDA rtClUletiol'l •. ~ Tho r cent d"IOision in 
United Stet" v, Lorao, No. CV 90-4283 SVW (C,O. e. Oct. 17, 1997i 
lupporta luch a determInation. In loran, the COurt 8 drossed Whether a 
cell produCT cooslstlng Of neonatlll rabbit Ind human til celli Intended 
for the treatment of diabetes WIS an analogovl produ t under the PHS 
Act. Tho court notect that the government r81Bonlbi construed the 
PHS Act and ooncluded that th8 0811 product WI •• bl logleel "roduct. 
alven the common feature. between' lom.tlc cell 01 nit and the 
neonetlll rabbIt Ind humin cell, In L oraD, that decl.io .uPports 8 
d.termlnatlon thet e eometlc cell olone I, Cln analogou product. loren 
at 4·G, 11. 

B. A Somltlc Cell Clone III Drug 

'A prod.\lr:t 11 analogou" to .. t.oxin !:IX' ant1t:o n·U 
intended, irre.pective of it •• oure. of o~i,1n, 0 be applicable 
tQ the prov8ntiOD, t~ .. tment, or cur. oe di ••••• or 1ajurie. of 
~n through. apeo1fio 1\11111\m8 PZ'OC •••. - 21 c.F'f' 
, 5DD.:I (hl (IS) (U1) • 

~ ... 

'lWy",~ 

! 
I 
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Under the FDIaC Aot, the term "dn,Jg" I, defined I.' "dcla. (other 
thin food) Intendod to affect 'the IVUctur. or Iny tutl Ion Of the bodv." 
21 U.S.C •• 321 (g)(1 )Cel. The term "drug" '110 Inclu .e compon.nte of 
• drug. 21 U.S.C. I 321 (8)(1 liD). As dllcrlbeCS Ib ve,. lamltlc cell 
clone Is a produet intended to efflC' the atructur. or unction (Including 
the dlselle. or condltIOn8) of thl cloned humin baln . The continued 
growth and dlvelopment of the cloned human beIng re the relult of 
the maturation of the eomlltlc cell olone. In addition, • ,ometlc cIII 
elone could bl viewed" a product Intended to Iff the It/'Ucture or 
function of the women Into who.e ut.fua the .omltl 0811 la to be 
Impllnted. 

A prodUG1 .lao II • "dNa" If It II 'Intlnd.d for u e In the dieing,I., 
cure, mitigation, trlltment. or prevention of dl ••••• I man or other 
anlmlll,." 21 U.S.C. 1321(g)(1)IB). A eomltlc cln one uI.d to 
crlate , cloned human being In order to avoid transm 8810n of a Cllnetlc 
dlaell£e from a pro.pact/va !!Iorent with the dill ... w uld bo can artlcal. 
Intanded to prevent the tren.mlillon of dl ..... to t cloned humin 
being and thus would fall within this definition. A 10 atlc cell clone 
used with the intent to C,...tl I olQnod human being or en InferLllv 

III UUD 

couple ,lao could fall within this drug definition In tha the product " 
would be ulld to trtit Infertility. 

A lomlltio coli olone aI.o 'I a gnaw drug" under h. FD6.C Act in ij 
that It II • drUg that 18 not generally recognized by IX rt. II 181e and 
effectlvi to olont humin blflng •• 21 U.S.C .• 321 (p) "for. "aw 
drug. may be marketed, FDA review and approval I required. 21 
U.S.C. I 355(8'. 

III. Provloua FDA Guldlno. on Cellular Produot. 

I=DA hI. ,"uld • numba, of documtntl In the .t 88veral vur. 
addrunlng producta that hen ,Imllar charactarlltlce 0 a aomatlo oell 
clone product. The agancy'a notices on lomatlc cIII nd oena therapy 
product. lind oellulllr end. tl •• ue-bae.d productl ere 0 nllatent with • 

-5-
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determination that a .om.tlo alII clone would fell wlt~ln FDA'. 
Jurladlctlon. ! 

i 

A. Ruuulatory Approach to Semitic Call and OJ"' Therapy 
Product& 

Although 80matlc c.1I products are not spsclflc lIy IIlt.d In the 
atlltutorv daflnltlon of biological product, FDA pr.vlo .Iy hll at.tud that 
these prOduct. ere biological producta .ub/.ct to I'eg Iition undar the 
PHS Act and druga within the meaning of tho FOiO Qt. In Ita October 
1993 notice, FDA d.flned lomatlc c.1I ther.py produ 8 a8 "autoIOGOUB 
/I .•.••• Ifl, allogeneic (I .•.• Intra-.pacle.l. or )(.nog." e (I .•. , Intlr~ 
.peel •• ) cella that hive b •• n prop.gated, expended, elected • 

. pharmacologically treated, or oth.rwl81 alterad In bioi glcal 
oharacterlatlca ex vivo to b. administered to humlns nd appllcabltl Lu 
the prevention, treatment, cure, dlagncai., or mltlgltl n of dilla., or 
iniurl88.o 68 Fed. Reg. 153248,63249 (Oct. 14, 19 3). The agency 
advlaed perlon. Interested in performing Clinical InVI tlgltlonl InvolvinG 
thHe product. that FDA', reGulatIon, on Inv'ltilil'tio III drugs end 
biological producl8 apply, and that the prodUctllllo ra subject to the 
drug r,qulramentll of the FD&C Aot. 

B. FDA', Propo.td Regulatory Approlch for Ce lular and Tilluc-
a .. ,d Product. I 

In March of 1997, FDA ennounced Its proposed regulatorv 
approach for cellular and tl •• ua-based product.. So 2 Fed. Aeg. 
9721 eMaroh 4, 18811. A finding thlt a 80lllatic cell 10nol'l 
biologIcal product and a drug la conalltent with thl p .Itlon teken by 
FCA In Its approaoh to cellular end tl •• ue·blaed prod ct •• Th. 
regulatorv approach .ddr .... s II wide ranga of produ ta .ueh lIS akin, 
bone, Il'Id 00rn8a$, as well U lomatlo 0,11 thorapv pr ducta.nd gene 
therapy products. BecaUIl e .0metlC cell cion. I. a c Ilular·bUICI 
product. thl regulatory approach would Ipply. I 

-s· 

I . , I· 
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Under thll regulatorv approlch, FDA ,nnounce" that It WI. 
plennln; to take a tlored approach to the regulCltlon of ooIlular end 
tl88ue-bal.d produc:;tJ, Impo.lng roqulremente to the ~)Ctent necin.ry 
to protem the publlo heelth. For lOme produotl. FD would Impo •• 
only requlr.ments related to the prevention of comm nlc.ble dl ....... ' 
For produm railing additional public he.l1h conceml luch •• products 
that undergo more then mInimal manipuMiun ur that IV8 I .Valemlc 
effect on the body. prl!!markat 'Avlew end approval w uld be needed. 

In the regulatory approach, FDA addr .... d repr ductlvI tl.sues 
and notod that .uoh tl.lu •• hGve 0 lona hlstorv of UI In tho modlcel 
community. fDA also recognized 'that luch tla.ue. r I.e I "umber of 
I". ,ub,tlntlaI18I1ues than tho •• ral,.d by other tl.. f' that hlv •• 
systemic ,ttlct on thB body.· AI a result, FDA stete thlt .uch tlssu81 
would b, 8ubJect to le88 reDulatlon than other tI8'U"1 that have a 
syatemic .rrflCl on the bgdy. Unlike the reproduoLI".!liS$l,IueI discussed 
In the regulatory approach. tlllu" Ind calla for elonl~CI of human 
being' "It. additional .lgnHlcant health ooncorns not ral.ed by 
PfOC'IHI In pllee 10r the reproductive tilluee ueed I the Pist. 
Conal_tInt with th.·tI.,rec! approach for oillul.r and tl ue-b .... d 
products, 8 lomatlc gell clone would be subJect to II A premarket 
revIew and approval becau •• It I, more than minimall manipulated. 

IV. Prohlbltad and Parml •• lbl. Acta 

. The FD&C Act prohIbits the Introduction Into In~rltlt. commerce 
of unapprov.d naw drug. and mlebranded and adulto Qtod drug_ end 
the holding 10r •• Ia of luch m18branded and aaulterat products aner 
.hlpmDnt In Interltate comm.rc.. 21 U.S.C. I 331 ( .(d).(k). Tn. 
approvel of • nllw drug application ... movta the prohl" !tlon on Int,,.t.,. 
shipment. The PHS Act ,110 prohlbltalnttrl1lt. ship ant: "[n]o p.r~on 
'hili •• 11, bart.r, or ftxchllngo, or off.r for 1.1., barte or oXQhlng." In 

-7-

I 
I· 

..... '-'., I 

.......... 



FEB-20-1998 12:25 TO:ELENA KAGAN FROM: DADE, J. 
. ("'f'rO". "GIl I.": •• rat. •• ,at., 

Interstate commerce any unapproved blologic,1 produgt. 42 U ,S.C . 
• 282Ia~. Sactlon 1231.) of tho FDA Mod.rnlzatlon Act am."da tho 
PHS Act by replloln" tha terms -.all, barter or 'J(ch.n~.· with 
rlntroduce 'or deliver for Introduction Into Interatlte cqmmerce.· 42 
U.S.C .• 262(.). ; 

Under the authorities of both Acta, FDA promul~ated regulatlona 
to allow clinical fe.arch on Investigational drugs endl biOlogical 
products. Clinical r •••• rch on the." productl can pr 'oaed onlV when 
In InVlftl~lItlonal naw drug application (INO) II In eft' ct. ill 21 
U.S.C. I 355(1) (8uthorl~lna FDA to promulgate ,.gul tiona for .... arch 
Involvln" Investigational new dru"el, 42 U.S.C •• 28 ,21 C.F.R. Pert 
312, eefore IUCI'! relearoh may beein, the aponlor 0 the r •••• rch I. 
required to submit to FDA an IND d.lerlblng the prep ted re •• erch 
plen. The Iponlor al,o I, required to obtain authorlz tlon to proceed 
from an Institutional review boaI'd (In independent sr up of ,xPltts end 
con8um,r, which review. the propoHd rnudy from I Icl.ntlflc and 
.tl'lleal ~r.p*etiv.), 21 C.F.R. II 158.103, 312.23(1 (1)(111) and (Iv). 
In addition. the researcher 1& required to obt.eill lho In orrntnl canlant of 
the Individual. who art considering whether to partie .te in I clinical 
.tudy. au 21 U.S.C. J 606(1),21 C.F.R. Plrt. 60 Il d 312. Thus. ' 
bafor. In egg Is removed from I woman or the. cell c ntalnlng the 
nucl,uI to be Inearted Into tha eQg Ie removed ftom t e prOlPoctlll'c 
genetic parent 10r the purpose 01 creating e clonld h man being, In 
INO should be In placa and Informed conI ant obtain . 

Once FDA r.eelv •• a ~ropoRed Itudy. It review th. INO 
appllcltlon to aseeso whether It I, epproprllte for the Itudy to proceed. 
Among thl Intormatlon revlew,d by FDA II Informltl n related to the 
latety of tho product, Including phermloololilY and to icoloev 
InfOrmation that the applicant believes .howl that'lt~r.eIOnl!lbIV 8ate 
to conduct • cllnlc~ Inv .. tlg.tlon. FDA rnlV prohibit Iponsor from 
conducting the study (often referred to 118 pillclng the Itudy on "clinical 
hold") far. varletv of r ••• Dnl. Including If the egana find. that 
"[h)uMan subjects ere or would be elCpo.ed to In unr •• enable and 
Ilgnlflclnt rllk of lllnel. or InJury,· -(t)hl INC doel n t contlln 
.ufflclent Informltlon reQulr.d to •••••• the r\a~ to ubJ.ct8 of the 

-I· 

.... " ," ..... ' .. i ....... · .. -·~·· " ................ ~ ': . j-r"·~··· •..... 

P. 10/11 
~O~8 



FEB-20-1998 12:25 TO:ELENA KAGAN 
• ,OI~U/" 1IIb 11:14 rAJ UU'" ow 

FROM: DADE, J. 

propolld Itudlel," or -[t)h., cllnlollinvistialtor ..... r. not qualified by 
rel.on of their eclentlflc trllnlng Ind experience to cO!'lduct the 
Inv.stlgatIOn ... • For eXlmpl., Inform.tlon reiling oon~em •• bout the 
sterility of the PtoCluct or data from 1"lmalltudlel thowlng a.rlOUI 
.dvlr,. reactlonl In Inlmlll would CIU .. FDA to qUlftlon whether a 
,tudy snould proceed. : 

V. Regulatory Actions for Vlolatlonl of tht PDle Ac lind PHS Act 

Whero violation, of the Act. occur, luch II 11'11 ment of lin 
unapproved drug or bIologic or ml.brandlng or adulter tlon of I drug. 
tho govornment h •• the authority to Inltlato rOQulator actlona, Including 
Idmlnlatrltlve actione (1.13., clinical InvestigatOr di'QU IIflCltlon . 
proc •• dlng.) end cIVIl and crirninlllitlOlrtion ( •• g.,,, urn, InJunction •• 
Ind criminal pro.tcutlon). 

-,- I 
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• Rachel E. Levinson 02/27198 03:40:26 PM 

Record Type: Record 

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

cc: 
Subject: BIO's current position on cloning 

Carl Feldbaum assures me that BIO has not changed their position and would continue to object to 
a Bond-like bill that limits cloning research. BIO would sup ort Feinstein's bill without the forfeiture 
clause, an would pre er t at t e sunset be shortened to 5 years. Althou h he ma make 
conCI iatory nOises to t e Majority, he says that shou1l:Luat be interpreted as a softening of their 
position. I have a call In to PnRMA 

Message Sent To: 

Toby Danenfeld/OVP @ OVP 
Wendy A. Taylor/OMB/EOP 
gips_d @ al.eap.gov @ inet 
Clifford J. Gabriel/OSTP/EOP 
Jeffrey M. Smith/OSTP/EOP 
Lucia A. WymanIWHO/EOP 
Thomas L. Freedman/OPD/EOP 
Jerold R. Mande/OSTP/EOP 
William P. MarshaIlIWHO/EOP 
Arthur Bienenstock/OSTP/EOP 
Rachel E. Levinson/OSTP/EOP 
Elena Kagan/OPD/EOP 
jhorvath @ os.dhhs.gov @ inet 



Lucia A. Wyman 
02/24/98 06:44:34 PM 

Record Type: Record 

To: Elena Kagan/OPO/EOP, Thomas L. Freedman/OPO/EOP, Jerold R. Mande/OSTP/EOP, Rachel E. 
Levinson/OSTP/EOP 

cc: 
Subject: Cloning 

concerns 
if we receive a bill that impedes research but has a grandfather clause or someother type of 

softener, do we sign? this would be a frist/bond bill w/changes. in a war of words, what is an 
embryo, we lose. when is an embryo an embryo (we lose). i'm beginning to think, if there is no 
middle ground and i don't think there is, we should consider a clean fight. 

i keep hearing from the hill that the repubs are trying to peel off the research community. if this is 
the case, we need to regroup. 

rachellevinson will be back on friday. can we regroup then? elena, what's a good time? 



Jerold R. Mande 

02/24/98 03:30:28 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Laura Emmett/WHO/EOP. Lucia A. Wyman/WHO/EOP 
Subject: Cloning update. 

I had sent this note while you were away. 
---------------------- Forwarded by Jerold R. Mande/OSTP/EOP on 02/24/98 03:24 PM ---------------------------

Jerold R. Mande 

02/18/98 04:34:52 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: 
Subject: Cloning update. 

I want to revisit a decision we made last week not to reach Ollt to groups. I have heard that the Rs 
are hard at work. In meetings, they have made it clear they will bring cloning up again as soon as 
they can regroup. The Rs have also begun leaning on the grollpS that worked ollr side of the issue 
and reminding them who controls the fate of the rest of the groups' legislative agendas. I . 
recommend that we convene a meeting of the groups to rally continued support and brief them on 
issues such as FDA Jurisdiction. Let me know If you agree, and I Will work with OPL to set this up. 
Th<l1'iks. 
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Genentach.lnc. 

460 Point San Bruno Boulevard 
Snutll San francisco, CA 94080 
14151225-1107 
FAX: 14' 51 225-2929 

Arthur D. Levinson. Ph.D. 
President and 
Chief Executive Officer 

February 9, 1998 

The Honomble Connie Mack 
SH-SI7 Hart Senate Office Buildin& 
Washington, DC 20510 

Dear Senator Mack: 

I am writing with regard to legislative proposals currently pending in the Senate relating to 
cloning entire human beings. This '1exing topie needs to be put into a larger perspective before 
the Senate votes on a bill, S. 1601, Which was introduced only last week. 

The biotechnology and research cOnUnunity has been very open and public about its support for 
the President's request for a volun\aiy moratorium on activities that could lead to the cloning of 
entire human beings. This exercise 9fresponsibility in science is consistent with our long history 
of restraint in the pursuit of basic hiomedical research. We do not plan or seek to clone entire 
human beings. In addition, we fuUY,recognizc the existence ofvmous fcder<1llaws setting out 
the jurisdiction of the Food and Drug Administr.ttion which, when taken together, would bar the 
commercialization of cloning of entir-e human beings. I3ccause of this lIloratorium and existing 
legal limitations on action, it is posslblc to deliberate and exercise caution and restraint in 
legislating this issue. ; 

The reality of modem biomedical re~earch is that it is difficult to predict in advance exactly how 
specific, even esoteric, area~ of resc¥ch will produce break.-throughs. As Michael Dishop (cancer 
researcher, Nobel laureate in mcdicij;\e and my colleague from the University of California, San 
Francisco) spoke of this issue recently, in 19611 his WOrk with Dr. Harold VarnlUs, and Professor 
Herb Boyer would have never btlell foreseen as leading to breakthroughs in recombinant DN A 
research and. cancer genetics. SimiIlj,dy, work done in the 1980s on transgenic animals by Dr. 
Phil Leder, of Harvard, and others, vi,-ould not have elL~i\y been understood as being e~senlial to 
the development of animal model~ t~at could facilitate dramatic advances in our ability to test 
new AIDS therapies. . 
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The Honorable Connic Mack 
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It is also the case that with virtually'every scientific advance there are voices that seek to delay 
legitimate, if misunderstood, advanc;:es in science. In the early 19705, some government officials 
sought to har virtually all recombinant DNA research out of exaggerated fears about the safety of 
the technology. RescarchLTS and companies vuluntarily adopted a moratorium on some research 
until more information was obtained. fortunately, the calls for more radical local or federal 
regulation were rejected. The self-rbgulatory efforts by industry and the research community 
worked. and there were no signific..1)1t safely issues to arise out of that research. 

In the 1980s some critics advocated:bans on transgenic Animal research out of fear of science. 
These requests for a halt to research; were often based on assertions of pseudoscience. Again, we 
arc fortunate that Congress did not act to har the creation of transgenic animals, which are now 
so commonly used in drug development, especially in AIJ)S research, IN addition, transgenic 
animals may someday be used for tIie actual production of pharmaceutical compounds. This 
hope for pure protein production at a lower cost is yct to be realized. but if Congress had acted in 
the 19808 to end research, patients vyould have had that hope foreclosed. 

Now Congrcss is fuced with difficult decisions about how to react to a single experiment in 
sheep. Each side of the current deb~te has sincere motivations and convictions about its 
legislative approach. Senators Bonc\, Frist and others have bona fide concerns ahout cloning 
human beings and hope that their bill would not affect biomedical research. Yet, detennining 
how to prohibit the act of cloning an; entire human being has proven (0 be a daunting task. For a 
set of reasons outlined below, we pr¢fer the approach tak.en in thc bi\l, S. 1602. to that found in 
the bill currently pending, S. 1601. . 

Most importantly, in considering reStrictions on scientific research in the private sector (as 
opposed to previously enacted limit.!tions on the expenditure offederal funds), great care must 
be exercised. In addition to the legal rights of persons to free expression and inquiry in the 
private market, there is little precedent for impoRing limitations on research cxcept for reasons of 
salety or other narrowly crafted cireirmstances. 

In this instance. there arc multiple PQssibilities of promising research with somatic cells. Our 
hope in the research community is that this branch of n::search will lead to discoveries that permit 
us to develop new cures and treatments for serious and unmet medical needs. Some of our 1 
colleagues in acadcme have already begun exploring questions of bow to tum on and off these 
somatic cells so that new biological inaterial could be generated for transplantation and for other 
therapeutic purposes. At this point i~ thc discovery process, it is not known exactly how to 
accomplish this therapeutic goal, b\l~ one possible way is to USe the technique known as somatic 
nuclear cell transfer. Such research could, in some circumstances, involve conduct that would be 
permitted under S. 1602 and would 1?e criminalize}l under S. 1601. This difference (among 
others noted below) is the reason we,prefer your bill. 

There seems to be little dispute within the Congress about the current inappropriateness of using 
somatic nuclear cell transfer teclmolc!lgy to create an embryo which is implanted into the uterus, 
with the goal being reproductive in lVIture. On the othorr hand, it is hard to understand why 
seientistR should become criminals iJithey pursue legitimate new therapies lOT heart disease, 
cancer, diabetes. and other disea~e~, ~nd if their research has no prospect or intent of creating an 
entire cloned human being. 
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! 
Given our current state of knowledge, there is no rea~onable prospect for creating a new human 
bcing unless an embryo is implanted into the uterus of a woman. Thus, the Ilpproach should be 
to adopt II bill that effectively burs +mat the political consenslL~ wants to prohibit, while 
simultaneously retaining the option: of research that is aimed at ncw thempies, not at rcproductivc 
cnds. i 

Thcre are several other reasons to s~pport the approach taken in S. 1602: , 
, 

.; . S. 1602 precmpt.'I inconsistent $te laws. Given the TIL'Ih to judgment in various states, the 
high likelihood for overlapping)md inconsistent standards, and the clearly negative effect on 
interstate commerce, a federal sfandarci is approprillte. 

., 

.; 
• S. 1602, unlike S. 1601, uses a Civil penalty structure that will be sufficient to deter unwanted 

conduct. If I.Timinal penalties or asset forfeiture are threatened for research activities, there is 
likcly to be a chilling effect on research in this entire area. Moreover, there are additiunal 
sanctions available under the Fciod. Drug and Cosmetic Act to address human cloning. 

S. 1 (i02 appropriately requires that Congress should rcview these limitations On research aftcr 
a set period oftime. 'Ibis revieW could he facilitated if, using carefully drawn criteria, there 
wa'l a balanced review of this ~a of re.<;eareh by II nonpolitical entity. 

• The suggestion in S. 1602 for iIiternational cooperation on this topic is welcome, lIS is thc 
ratification of the authority oftliejurisdiction or the Food and Drug Administration. , 

One final point, S. J 601 would csta~IiSh a commission that could approach the bioethics 
questions associated with certain lirpi ted new somatic cell nuclear transfer technologies. This 
concept is worthy of serious consid~ration. As we approa<;h scientific advances, it is important 
that we make sure that sciencc refle!::ts our basic human and ethical values. 

The work done hy existing entities, buch as thc Rccombinant DNA Advisory Committee of the 
NIH. and the NIH-DOE Working droup on Ethical, Leg-.tl, and Social Implications of Human 
Gcnome Researeh, has advanced th~ puhlic discussion. In this regard, the work already done by 
the President's Commission on the i>Pic of cloning entire human beings has materially assisted 
the national debate on this topic. We leavc to the political process questions of whether any such 
bioethics commission should be sinlated in thc Executive Branch and who should exercise the 
appointment authority. 

There are several caveats worth notjng, howcver. , 

• Pust history, here and in Europe~ suggests that there is a real risk that any such commission 
could inadvertently begin to funftion 8S a new regulatory entity and serve to delay the 
approval of new treatments for I?atients. This temptation should be avoided at all cost.~ by 
explicitly limiting the role of lhe commission. 

I 



SeNT BY:GENENTECH, INC . 2-10-98 7: 10PM GENENTECH-WASH. DC~ 2024562878;# 5/ 5 

... • I ....... 

The IIonorable Connie Maek 
Page Four 

• There is a risk that any new eoq,mission will be led by other political agenda" into 
disc\L~sions that do not advancclprogress on improving human hcalth. This temptation 
should also be avoided by IllII1ljwly eircwnscribing the commission's charter. 

• The composition of any commi~sion should broadly retleet the best available thinking in 
science, law, and ethics. 111e Il1cce prohibition on political officials serving on such a pane! 
is not likely sufficient to preveqt the politicization of the appointment process. There are, I 
understand, precedents that penjni.t certain relevant professional societies to offer lists or 
nominees to an appointing authority. This approach would appear to mitigate the risk of an 
overly political appointment pr~cess. 

In closing, let me thank you for hav~ the special sensitivity and commitment to biomedical 
research to ask for greater deliberation and for crafting a more precise bill that seeks a uniform 
consensus about how to ban the eloping of entire human beings. , 

I 
The issue hefore the Senate is: Can jwe simultaneously advance science and the search for curcs 
for serious diseascs while also ~g the cloning of entire human beings? We believe that to 
foster further dialogue and deli~on can help achieve that common goal. 

, 

Sincerely, g 
tu-~~~i:§) :::z;;e;;;:=:E-------C-/- . _J 

Art Levinson 
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• • 
• Rachel E. Levinson 01123/98 03: 19: 12 PM 

Record Type: Record 

To: Elena Kagan/OPO/EOP, Thomas L. Freedman/OPO/EOP, Jerold R. Mande/OSTP/EOP, Arthur 
Bienenstock/OSTP/EOP 

cc: See the distribution list at the bottom of this message 
Subject: cloning memo 

o 
DECMEM.1 

Tom and Jerry have raised the question of whether or not a decision memo is needed, now that we 
have come to agreement on changes that leave the boundaries relatively intact, although more clear 
than the current draft bill. 

We are not bound to a decision memo. I believe that we have reached consensus on the need to 
refine and clarify our current draft bill and to pursue some legislative strategy that encourages the 
development of a bill that could be signed. We do, however, still need a decision on language that 
could be shared with friendly colleagues on the Hill. As Jerry suggested yesterday, having specific 
language in our pockets will encourage its adoption. We also need to plan for the possibility of 
getting a bill that can't be signed, making it even more important that we send clear signals right 
now while bills are in development. 

Message Copied To: 

Clifford J. Gabriel/OSTP/EOP 
Jeffrey M. Smith/OSTP/EOP 
Lucia A. Wyman/WHO/EOP 
Wendy A. Taylor/OMB/EOP 
William P. Marshall/WHO/EOP 
gips d @ a1.eop.gov @ inet 
Toby Oonenfeld/OVP @ OVP 



DRAFT MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: Cloning: Legislative Options 

Interest in cloning legislation was renewed by reports that a Chicago 
physicist plans to attempt to use this technology to create a child. Your January 
10 radio address challenged Congress to enact a ban on private sector activities like 
the one you have imposed on the use of public funds. Congressional staff inquiries 
indicate that your challenge will be accepted. Both critics and supporters of your 
draft bill agree that this issue raises complex drafting problems. You have the 
opportunity at this juncture to stay with existing language or, alternatively, propose 
new wording that clarifies your position. Given the strong possibility that 
Congressional measures may deviate from the principles outlined in your draft bill, it 
may be desirable to assert your leadership and encourage your allies by providing 
more specific language. 

Your June 9, 1997 draft legislation (Tab A): 1) prohibits the production of a 
child using somatic cell nuclear transfer, 2) protects valuable research, especially 
embryo research conducted without the use of Federal funds, 3) provides no new 
incentives for abortion, and 4) establishes a sunset provision. We believe these 
principles should underpin any cloning legislation. The prohibition wording options 
presented below are designed to clarify our position. 

Whichever option you choose, you will have to struggle with the dichotomy 
between allowing most embryo research in the private sector, while maintaining a 
ban on the use of Federal funds with which much valuable science might be 
conducted. You addressed this issue in developing the current draft bill and might 
refer to the June 8 decision memorandum for useful discussion (Tab B). It is 
probable that cloning legislation will viewed by some members of Congress as a 
vehicle for extending a more permanent, broad ban on embryo research. 

The memorandum also presents the pros and cons associated with a clause 
pre-empting state legislation of human cloning, and a possible legislative strategy. 

I. Prohibition Wording Options 

A. Support current language without changes 
Current language: 
It shall be unlawful for any person or other legal entity, public 
or private, to perform or use somatic cell nuclear transfer with 
the intent of introducing the product of that transfer into a 
woman's womb or in any other way creating a human being. 

Pag~ fII 



Your bill has been praised by the biomedical industry and professional 
societies for its narrow focus on the act of creating a human being through somatic 
cell nuclear transfer--the technology used to create Dolly the sheep--and the 
absence of any mention of embryo research. These groups also applaud your 
protection of noncontroversial biomedical research and the 5-year sunset provision. 
Current language maintains the status quo with respect to freedom to carry out 
embryo research in the private sector under existing (albeit limited) Federal 
oversight, and does not affect nor address the ban on Federal funding for a much 
broader class of embryo research. 

The biotechnology industry and fertility research community have identified 
three problems with this language: (1) it appears to equate introduction into the 
womb with creating a human being, (2) the meaning of the word "intent" is 
ambiguous, and (3) the meaning of the phrase "or in any other way" is unclear. 
Option B describes a solution for these problems, while continuing to uphold the 
principles expressed in your draft bill . 

B. Refine current language 

Suggested modification: . 
It shall be unlawful for any person or other legal entity, public 
or private, to introduce the product of somatic cell nuclear 
transfer into a woman's womb in order to create a child. 

This language is an improvement in that it makes it clear that violation would 
occur at the time of introduction into the womb of the product of cloning. 
However, the phrase "in order to create child" carries with it two problems: (1) 
defining a child and when life begins, and (2) "in order to" still implies intent. 
Option C avoids these pitfalls/difficulties. 

C. Continue to support the principles in the existing bill, but clarify its scope 

Suggested mod ification: 
It shall be unlawful for any person or other legal entity, public 
or private, to introduce the product of somatic cell nuclear 
transfer into a woman's womb. 

You have been sensitive to the need to be very careful in setting a boundary 
around permissible biomedical research; hence this bills narrow focus. The phrase 
"in order to create a child" maintains that view. However, it suggests two 
potentially troubling scenarios of which you should be aware. First, it could be 
interpreted that it encourages abortion because transfer of the product of cloning 
would be prohibited only if it was done to create a child, but not if it was done with 
the intention to abort. Second, someone caught in the act of attempting to create 
a child using this method could avoid liability simply by aborting the cloned embryo 
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or fetus. Therefore, we would suggest that "in order to create a child" be deleted. 

This clear language means that during the time this law is in effect, no one in 
the public or private sectors may perform somatic cell nuclear transfer and implant 
the resulting product in a woman's uterus. Today, this is legal in the private sector, 
although it may be possible to exert some regulatory oversight, as discussed in the 
background attachment. Some fertility research would be precluded under this 
option, although it is difficult to determine how much because efforts are generally 
made to sustain a pregnancy after implantation, not to perform experiments with 
the intention of aborting. Your National Bioethics Advisory Commission 
recommended a temporary ban on the use of somatic cell nuclear transfer to create 
child only after hearing testimony that a 3-5 year prohibition would not impede 
medical research progress, as long as animal cloning experiments were permitted. 
We have been told that the fertility research community would not object to this 
approach. 

The right-to-life community has criticized your bill based on their 
interpretation that it would allow the creation of embryos for research purposes 
using private funds as long as those embryos were aborted subsequently. Option C 
still permits the creation of embryos, but removes the incentive for abortion. While 
the scientific and medical communities supported your earlier version, it is likely 
that you will retain their support even with this change in view of the larger threats 
that Congress might impose on research. However, it does make retention of the 
sunset clause all the more crucial. Sen. Bond, Rep. Ehlers, and others will oppose a 
sunset clause. 

D. Adopt a more general prohibition 

Your bill is intended to prevent anyone from creating a child who is a 
genetically identical copy of an existing or previously existing person. Somatic cell 
nuclear transfer is one way of accomplishing this feat and you endorsed the 
recommendation of your National Bioethics Advisory Commission in limiting the 
scope of your bill to the use of such technology to create a child. However, other 
groups including the American Society for Reproductive Medicine and Council of 
Europe have proposed more general, non-technology specific bans. One example 
might be the following: 

It shall be unlawful to create a child who is genetically 
identical to an existing or previously existing child or adult. 

We oppose this approach because it raises many of the same problems 
addressed in Options A and B; namely, defining a child and when life begins. It 
would also bar reproductive technology currently in use in the U.S. 

Recommendation: 



We propose that you select Option C so as to: maintain a narrowly focused 
prohibition, thus protecting the widest possible range of biomedical research while 
not creating any new incentives for abortion. 

Approve: __ _ Disapprove: __ _ Discuss: __ _ 

II. Federal Pre-emption of State Regulation 

The industry is strongly advocating that the Administration use this bill to 
pre-empt state laws restricting cloning research. The industry cites the California 
Bill as an example of the type of provision that would prohibit appropriate 
biomedical research on cloning and they fear that the political climate would likely 
pressure states to adopt unduly restrictive measures. 

There are also a number of reasons arguing against pre-emption at this time. 
For example, federalism concerns would normally militate against preemption unless 
it could be shown that such action is necessary (e.g. when there is a need for 
national standards). In this case, although the industry might be inconvenienced 
by the existence of differing laws, there is no clear reason why uniform standards 
are required. Indeed, in the area of biomedical research, there is a strong argument 
in favor of allowing the states to experiment with a wide range of options because 
no single correct approach to this issue is immediately obvious. Moreover, the 
industry's fears that the states would act in concert to preclude important 
biomedical research, beyond the use of cloning to create a child, seem 
unwarranted. It is not likely that every state would choose to ban all research 
because the states that elect to forego restrictive regulation would be likely, on that 
account, to attract new industry. Finally, using this particular bill to preclude all 
state regulation of biomedical research is inconsistent with our position that this bill 
is designed to address only the limited issue of cloning and is not an attempt to 
address broader research issues. 

Recommendation: 

We recommend against adding a pre-emption clause. 

Approve: __ _ Disapprove: __ _ Discuss: __ _ 

III. Legislative Strategy 

Because the amendment process is difficult to control and extreme 
amendments may make ultimate support of transmitted Administration legislation 



undesirable, we recommend encouraging our allies in Congress to incorporate your 
improved language into their legislation. Senator Diane Feinstein is currently 
drafting legislation and might be receptive. 

Cloning legislation already introduced: 
HR 922 by Ehlers - prohibition of Federal funds to conduct or support research on 
the cloning of humans. Passed out of House Science Committee. Jurisdiction 
claimed by House Commerce. No hearing date set. 
HR 923 by Ehlers - prohibition on cloning humans. House Judiciary Committee. 
No hearing date. 
S 368 by Bond - prohibition of use of Federal funds for human cloning research. 
No action to date. 

Tabs: 

A. June 9, 1997 draft Administration bill 
B. June 8, 1997 Decision memorandum 
C. Discussion of Impact of FDA Regulatory Authority on Legislative Strategy 
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Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Laura Emmett/WHO/EOP, Mary L. Smith/OPD/EOP 
Subject: attachment 

Attched is OSTP's update to Leg Affairs about the status of cloning for a memo to Larry: do you 
have advice on which of the options (at the bottom of the memo) you want to pass on to him? 
---------------------- Forwarded by Thomas L. Freedman/CPD/EO? on 01/29/98 05:43 PM ---------------------------

"0 • • 
• Rachel E. Levinson 

Record Type: Record 

01/29/9805:34:17 PM 

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

cc: 
Subject: attachment 

Cloning Update 

It appears that the Republicans will introduce a bill in the Senate next week to prohibit 
cloning human beings in the public and private sectors, Although the language has not been 
finalized, it is likely that the bill would seek to ban the creation of a zygote (a one-cell 
embryo) using somatic cell nuclear transfer cloning technology, This differs from our bill in 
that it would preclude research on the embryo prior to implantation, while our ban would start 
at introduction of the embryo into a woman's uterus. Currently, such research is allowed 
usmg private funds. It is not certain whether or not a sunset provision would be included. 
The plan is for the bill to go directly to the floor with the blessing of Senate leadership and 
others (Lott, Gregg, Bond, and Frist), Kennedy and Feinstein are poised to introduce a bill 
today that is closc to the President's (draft attached). 

We have at least five options: (1) try to work with the Senate majority on drafting a 
bill; (2) declare our support for the Kennedy/Feinstein bill; (3) issue a statement reiterating the 
principles in our bill in order to influence the drafting process; (4) wait until the Senate bill 
goes to the floor and then issue a SAP; or (5) do nothing and let the biotech industry and 
patient advocacy groups continue to fight against overly restrictive legislation. Should we 
choose to act prior to the floor debate, we will have to move quickly. 
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Record Type: Record 

To: Laura EmmettlWHO/EOP 

cc: 
Subject: MONOAY'S CONFERENCE CALL 
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To: See the distribution list at the bottom of this message 

cc: 
Subject: MONDAY'S CONFERENCE CALL 

Subject: Conference Call on Cloning 
Time: 1:30 PM 

Date: Febuary 2 1998 
Participants calling on line 6-6755 code 7979 

Elena Kagen 
Mary Smith 
Tom Freedman 
Jerold Mande 
Janet Murgia 
Lucia Wyman 

Participants calling on 

Rachel Levinson 
Jeff Smith 
Rich Tarplin 
Bill Marshall 
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Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: Mary L. Smith/OPD/EOP, Laura EmmettlWHO/EOP 
Subject: Cloning 

o 
CLONING,1 Attached is OSTP's draft of a memo t ing, 

In general it is accurate: in meetings with 0 (Rachel Levinson), VP (Gips), counsel (Marshall), 
Leg affairs, and DOJ we came up with four options-- the current approach, two refinements, or a 
generally worded approach recomended by some outside groups, It recomends in favor of one of 
the refinements and recommends against preemption, However, it is sloppy and not informative 
enough, We are meeting again tommorow morning to improve it. You are more familiar with the 
President's thinking on this issue, but here is what I think the memo should do better: 

1, Explain what FDA can do, FDA has not formally announced it, but Bill Schultz thinks they have 
the authority to ban cionin9Tor the time being on the basis of it not being safe, FDA thinks there is 
still a need for legislation that bans cloning on ethics grounds so that when it is a safe technology it 
remains a banned procedure, 

2, Explain clearly the pros and cons of each a tion's effect on research, The option we chose (e) 

was suppose a e the most research friendl while still b nnin ma' that 
nell! s to be clearer. 

3, I think we should list an option of not sending up a pew bill. We've already said our principles 
and endorsed model legislation, we could offer to work with Feinstein or Kenned to fix the -
pr ems we al see ID pur hill The President could direct FDA to come up with a regulation, and 
leg, affairs could work with the the Senate to preserve embryo research but ban the making of 
humans via cloning (for instance by banning implanting in the womb using somatic cell nuclear 
transfer,) If you agree with this last point, I'm not sure we even need a special memo to the 
President but it could just be included in the Weekly, 



DRAFT MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: Cloning Legislative Options 

Interest in cloning legislation was renewed by reports that a Chicago 
physicist plans to attempt to use this technology to create a child. Your January 
10 radio address challenged Congress to enact a ban on private sector activities like 
the one you have imposed on the public sector. This issue is likely to appear in 
both the House and Senate very soon after they return. Based on bills introduced 
in the fall, and the difficulties inherent in trying to craft a bill of appropriate scope, 
there is a strong possibility that Congressional measures may deviate from the 
principles outlined in your draft bill. 

This memorandum summarizes the following options with respect to a 
legislative strategy on cloning: (A.) continue to support the principles and language 
in your June 9, 1997 draft bill; (B.) support the principles but refine the current 
language; (C.) change the scope of prohibited activities to respond to criticism; or 
(D.) adopt a prohibition with a more general focus. 

The memorandum also presents the pros and cons associated with a clause 
pre-empting state legislation of human cloning. 

I. Substantive Prohibition 

A. Support existing language without changes 

Your bill has been praised by industry and professional societies for its 
narrow focus on the act of creating a human being through somatic cell nuclear 
transfer (SCNT), the technology used to create Dolly the sheep, and the absence of 
mention of embryo research. These groups also applaud your protection of 
noncontroversial biomedical research and the 5-year sunset provision. Current 
language maintains the status quo with respect to freedom to carry out embryo 
research in the private sector under existing (albeit limited) Federal oversight. The 
Federal ban on creation of human embryos for research purposes is unaffected by 
any of the options in this memorandum. 

B. Refine current language 

Continue to hold to the principles expressed in your draft bill but make the 
following changes to clarify the prohibition: 
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Current language: 
It shall be unlawful for any person or other legal entity, public or private, to perform 
or use somatic cell nuclear transfer with the intent of introducing the product of 
that transfer into a woman's womb or in any other way creating a human being. 
Suggested modification: 
It shall be unlawful for any person or other legal entity, public or private, to 
introduce the product of somatic cell nuclear transfer into a woman's womb in 
order to create a child. 

Rationale 
There is greater agreement on the definition of a child than there is on a 

human being, thus avoiding some, but not all of the embryo research and 
abortion debate. 
The term "or in any other way" created unnecessary confusion. 
"Intent" was included as protection for a defendant, but industry and 

medical practitioners suggested deleting it. 

C. Continue to support the principles in the existing bill but broaden its scope 

We would like you to focus on pros and cons of including the phrase "in 
order to create a child" as it appears in Option B. 

You have been sensitive to the need to be very cautious in setting a 
boundary around permissible biomedical research through this bill; hence its narrow 
focus. The phrase "in order to create a child" maintains that view with its implied 
intent. However, it suggests two potentially troubling scenarios of which you 
should be aware. First, it may be interpreted to encourage abortion because 
transfer of the product of cloning would be prohibited only if it was done so as to 
create a child, not if it was done with intent to abort. Second, someone caught in 
the act of attempting to create a child using this method could avoid liability simply 
by aborting the cloned embryo or fetus. 

Therefore, we would suggest that the prohibition be modified to read as 
follows: 
It shall be unlawful for any person or other legal entity, public or private, to 
introduce the product of somatic cell nuclear transfer into a woman's womb. 

This clear language means that during the time this law is in effect, no one in 
the public or private sectors may perform somatic cell nuclear transfer and implant 
the resulting product in a woman's uterus. Today, this is legal in the private sector, 
although it may be possible to exert some regulatory oversight, as discussed in the 
background attachment. Some fertility research would be precluded under this 
option, although it is difficult to determine how much because efforts are generally 
made to sustain a pregnancy after implantation; not to perform experiments with 
the intention of aborting. 
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The right-to-life community criticized your bill for allowing the creation of 
embryos for research .purposes using private funds, as long as those embryos were 
aborted subsequently. This modification still permits the creation of embryos but 
removes the incentive for abortion. While the scientific and medical communities 
supported your earlier version, it is likely that you will retain their support even with 
this change in view of the larger threats to research emanating from Congress. 
However, it does make the sunset clause all the more crucial. We have been told 
that the fertili'ty research community would not object to this approach. 

D. Adopt a more general prohibition 

Your bill is intended to prevent anyone from creating a child who is a 
genetically identical copy of an existing or previously existing person. Somatic cell 
nuclear transfer is one way of accomplishing this feat and you endorsed the 
recommendation of your National Bioethics Advisory Commission in limiting the 
scope of your bill to the use of this technology to create a child. Another option 
would be to construct a more general, non-technology specific ban such as the 
following: 

It shall be unlawful to create a child who is genetically identical to an existing or 
previously existing child or adult. 

Violation of this ban will depend on one's definition of the point at which life begins. 
Some people believe that an embryo is a child, hence, creating identical embryos would be in 
violation of the law. Under'this definition, an existing reproductive technology known as 
blastomere or blastocyst splitting would be prohibited. This method is used to treat women 
with reduced fertility, particularly those who are older and wish to have more than one child 
but are unable or unwilling to undergo the drug treatments necessary to stimulate 
hyperovu!ation. It may also be used with donor eggs. What is done, in essence, is to fertilize 
one egg and after just a few cell divisions, split the early embryo. This mimics the occurrence 
in nature of identical twins. However, the mother has the option of implanting both embryos, 
or freezing one and implanting it at a later date, thus creating non-contemporaneous twins. 

If one believes that life begins at birth, then it would be permissible to create a cloned 
embryo, implant that embryo in a woman's uterus, and abort it at any point prior to birth. 
This course has the same shortcomings as Option 2 in that it may be interpreted to encourage 
abortion. 

Recommendation: 

We propose that you select Option C. so as to: maintain as narrow a prohibition as 
possible, thus protecting a wide range of biomedical research, and preserve the status 
quo with respect to incentives for abortion. 
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Approve: __ _ Disapprove: __ _ Discuss: __ _ 

II. Federal Pre-emption of State Regulation 

The industry is strongly advocating that the Administration use this bill to 
pre-empt state laws restricting cloning research. The industry cites the California 
Bill as an example of the type of provision that would prohibit appropriate 
biomedical research on cloning and they fear that the political climate would likely 
pressure states to adopt unduly restrictive measures. 

There are also a number of reasons arguing against pre-emption at this time. 
For example, federalism concerns would normally militate against preemption unless 
it could be shown that such action is necessary (e.g. when there is a need for 
national standards). In this case, although the industry might be inconvenienced 
by the existence of differing laws, there is no clear reason why uniform standards 
are requ.ired. Indeed, in the area of biomedical research, there is a strong argument 
in favor of allowing the states to experiment with a wide range of options because 
no single correct approach to this issue is immediately obvious. Moreover, the 
industry's fears that the states would act in concert to preclude important 
biomedical research, beyond the use of cloning to create a child, seem 
unwarranted. It is not likely that every state would choose to ban all research 
because the states that elect to forego restrictive regulation would be likely, on that 
account, to attract new industry. Finally, using this particular bill to preclude all 
state regulation of biomedical research is inconsistent with our position that this bill 
is designed to address only the limited issue of cloning and is not an attempt to 
address broader research issues. 

Recommendation: 

We recommend against adding a pre-emption clause. 

Approve: __ _ Disapprove: __ _ Discuss: __ _ 

Attachments: 

A. Discussion of Impact of FDA Regulatory Authority on Legislative Strategy 

B. H.R. 922 - Bill Introduced By Rep. Vernon Ehlers to prohibit the expenditure of Federal 


