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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
Jacing 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?”
That is a misleading description of the potential cutcome 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.
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CLONING COWS
December 9, 1998

Context: Today's Washington Post reports that Japanese scientists have succeeded in cloning 8
calves from one adult cow. 1he 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
Jorce 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.
What’s new in this report?

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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Faod ard Brug Adminhration
Rasloville MD 20882-1448

OCT & 2 1838

Dr. Richard G. SBeed
79 Bast Quiney
Riverside, Mlinoin §0546-2128

Dear Dr. Seod:

The purpose of this letter is to advise you dhat the Food and Drug Adminiswation (FDA) hus
jurisdiction over cliniaal resedreh using clening tnchnalogy to create a hunan B=ing, and ta
inforr; you of the FDA regulatary progess that {4 required Bafaro you or noj othor invaigesor
CAN procssds with such 2 clinigal Investigetion. Yoy ars ressiviag this Iatier bocsuss in & nurmber
Sr repervd in the media, you are quated at saying that you ars actively purcuing the use of cloning
technology ta create human beings. As describud more tlly halaw, 1he sppropriste moechanism
to purens fuch clinical investipatian using cloning tachilology is the submission of an
invertigational now drug spplicaticn (IND) to FDA.

Clinjcal research using cloning technalogy te Jreate o hitmun being 18 dukjcci o FPA reguiation
under the Public Huslth Servies Act and the Fuderal Food, Drug, snd Comaetla Act. Under thesc
stnhites end FDA's inplemsnling pegulstions, bafate sich resssach mey begin, you as the
sponser of the rescarch a%s requirid to submit i FDA an IND deseribing the proposcd research
plan; to obtain autharization frowm a praporly copstituted instintionsi review board (IRB); snd to
nitsin 8 sammitment from the [Dvssiigatorns to obtain informed consast from sll human subjects
af the roscsrch. Such resesrel iy proced only when an IND is in effect. Sinee we belicve tha
thare are roajor unreselvad safety questions pertaining Yo the us= of cloning technslogy to craate a
humsa being, watl] those queations are epprapriately addressed in the IND, FDA would vet
permit any much {nvestigntion to procacd.

DA may prohibit 2 spensor flom sonducting a sindy propascd fn an IND application (offen
referred to ag placing the snidy on "clinical hold™) for & variety of reasens. If the Agency finds
thet "human subjects are of would be exposed to sa unrcayonable and significant rigk af llinesy or
infury," thar would be sufficient reagon to put a study on elinical bald. Other reasons Listed in the
regulations Inelude "the IND doza not enmmain sufficient information raquired . . | to assess the
risks tn pubjasis of the proposed sindies,” or "the elinical inveatigdions , . . are not goalified hy
resgop of their scientific tining and expearlaticc to conduct the investigaliun.”

Thu procedures and raguirements goveming the Lse af investigarienal new drugs, inelnding thuse
far the subrnission andg review of TNTY3, arc sct forth in Titde 31 of ths Code of Fedoral
Ropgulations (CPR), Part 312. Additions) respansibilities of the spensor of an IND include:
s=lecting quulified loventigutors and oversezing the conduct of the investigators; ensuging that the
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investigations are perfonned in ascordante with the protaculs of the INI; submitting adverss
vxperisncs ryporis and snbual feparty; and other duties es outlined in the rogulativns, The
responalbilities of an investigator include: ensoring that tha study is oondusted in accordance
with the protoecls; obtainiag informed consent from study participunts; wad sgsusing tbar an IRB
that complics with the requirevncats o221 CFR Part 36 reviews and approves the proposed
ollaical study and the infirmed consent form mnd procedires for obtalning infenvined consent,
smong other requiraments specifled in the ragulations. Clinical invertigators are enconragea o
ebtain a copy of the current “Intymation Sheots for IRBs sud Clinfcal Investigatars" (which
contain ussful informetion eysrding clinicsl investigations) fram RDA’s Office of Health A fhirs
(301-827-16€45) or FDA's homo page cn the world wide wab

(nttp:/Arerw fda. gov/OHA/IRB/TOL ITTML).

Enclossd is tuformation on mabmisting an IND o FDA, alony with relevant scctions of 21 CFR,
including Patts 5O (Protectian of Human Subjects), $6 (Inatituticnal Review Boards), aad 312
{investigationsl New Drug Application). We cncenrage you to mait with the Agency prier ta
submirting any IND application. Pleata conimei Wendy Aarendon 4t 301-827-510) at FDA's
Cenier for Biolagics Bvaluatioh apd Research within 14 diays of recoipt of this lever, tb notify us
of your inteations segurding the requiretmentz sutlived o this lenter,

Sinocorely,
/A3 gl
'&f‘ Jay Sicgel, M.D.
Director
Office of Thaqupeutics Rosearch
and Review

Center for Biologics Evaluation
and Rosarch

Enelorurca
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Jerold R. Mande

07/24/98 03:15:17 PM

Record Type: Record

To: Elena Kagan/OPD/ECP

cc: Laura Emmett/WHO/EOP
Subject: Draft cloning Itr.

Here is a draft Potus letter to Congress on cloning. | have included comments from Rachel
Levinson in OSTP, and | sent copy to David Beier for his comments, which | will pass on when |
receive them. The House is scheduled to take up the Labor, HHS approps bill on Wed.
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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, 1 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.
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Jerold R. Mande

07/27/98 12:48:50 FM

Record Type: Record

To: Elena Kagan/OPD/EOP

cc:
Subject: Re: Draft cloning Itr

fyi

Forwarded by Jerold R. Mande/QSTP/EQP on 07/27/98 12:48 PM ---

David W, Beier @ OVP
' 07/24/98 03:59:06 PM

Record Type: Record

To: Jerold R. Mande/OSTP/EOP

cc:
Subject: Re: Draft cloning Itr [

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
K‘é?ﬁedy Feinstein bill expressly, nor does it comment on the negatives associated with the other
efforfs and why they would be problematice. Finally, the letter is eliptical on the question of
intérfering with human embryo research. | know that 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.
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Jerold R. Mandse

07/28/98 05:33:27 PM

Record Type: Record

To: Bruce N. Reed/QOPD/EQP, Elena Kagan/OPD/EQP

cc:
Subject: Cloning next steps.

| checked with Mike Friedman about FDA actions to support its April cloning jurisdiction statement.
He is already exploring possible FDA next steps. He has a group looking at actions, such as writing
to TRBs, professional societies, and individuals like Seed, to make certain FDA's requiraments_will
beTolfowed. He will let us know what he finds. Mike was also very confident in FDA's analysis of
its cloning jurisdiction. He thought the Post's story guestioning 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 legisiation favored by many Rs.
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Jerold R, Mande

07/23/98 07:17:48 PM

Record Type: Record

To: Elena Kagan/OPD/EOP

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

| have monitored reaction to the Hawailan mouse story. | spoke to experts usually contacted by
the press on cloning stories, and | 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, | 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 likely
vehicle should the House leadership want to try something. 1 am checking on when it might come
to the floor. One thing we should consider deoing is urging the patient groups to remind
Congressional leaders that they are sull closely following this issue and will strongly object to
legistation that restricts impertant biomedical research.

o

Do you want me to set up an internal meeting to discuss next steps and pl egy, or should
we wait until next week and see how the story plays? | will get you the draft letter iy the morning.
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FDA’s Jurisdiction Over Human Cloning Activities
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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 praducts provisions of the Public Heaith
Service Act (PHS Act} and the drug provisions of the Federal Food,
Drug and Cosmetic Act (FD&C Act).'

{. 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? from another adult sheep. They used electrical pulses to introduce
the new nucleus into the egg and 10 cause the cells to divide. The
researchers then implanted the manipulated egg into the uterus of a
female sheep, resuiting in the birth of a cloned sheep. The technique
that resuited 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 fegal and ethical issues
raised by cloning and to submit a report to him. In its June 1897
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 cel! 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. :

“1l. 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.? A product may be both a

biological product and a drug. See 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.

Ed
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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. See United States v. An Article of Drug ...

Bacto-Unidisk, 394 U.S. 784 {1968); United States v, Loran, No. CV
96-4283 SVW (C.D. Ca. Oct. 17, 1997).

A. A Somatic Cell Cione 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,
altergenic 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..." Id. 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 Samatic Cell Clone is 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. itis, 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. 1374). 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.* 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 biclogical 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. § 600.3{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. § 327(g}{1){C). The term “drug” also includes components of
adrug. 21 US.C. § 321(gl1}{D). 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)(B}. 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).
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lIl. 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
jurisdiction.

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 (i.e., 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, 563249 (Oct. 14, 1993). The agency
advised persons interested in performing clinical investigations involving

- these products that FDA's regulations on investigational drugs and
biological products apply, and that the products also are subject 10 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. See 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.®
For products raising additional public heaith 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 resuit, FDA stated that such tissues
would be subject to [ess 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 minimaily 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. See 42
U.S.C. & 264. -
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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 aiso probhibits 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. See 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)(iil) 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. See 21 U.S.C. § B0Ob(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
“[hJuman subjects are or would be exposed to an unreasonable and
significant risk of iliness or injury,” “[tlhe 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.q., clinical investigator disqualification
proceedings) and civil and criminal litigation (e.g., seizures under the
- FD&C Act, injunctions, and criminal prosecution).
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THE SECRETARY OF HEALTH AND HUMAN SERVICES ]
WASHINGTON, D C. 2020 qg (0 b

APR 9 008

Mr. Carl B. Feldbaum

President

Biotechnology Industry Organization (BIO)
1625 K Street, N.W._, Suite 1100
Washington, D.C. 20006-1604

Dear Mr. Feldbaum:

Thank you for your two letters conceming 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 help ensure that
such experimentation does not proceed unti] 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 (IND) is in effect.
As you know, criteria for approving an IND include a descnption of the research plan, obtaining
authorization from an institutional review board, and obtatning 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 aliow a
clinical inveshgation 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.

— Sincerely,

{:\\ —

Donna E. Shalala
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Record Type: Record

To: Elena Kagan/OPD/EOP

cc:
Subject: cloning meeting

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 earlier that combines EDA regulatory authority with case-by-case review by a body

similar_ta NIH's Recambinant DNA Advisory Committee {(RAC).

This morning | heard of a_possible scenario involving attaching a cloning amendment to an NIH
appropriations biil.__ In the worst case, there would be no tobacco money and a continuing
resolution until the last minute when an unvetoable bill would come in with cloning attached.
Sounds like business as usual.
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Record Type: Record

To: Elena Kagan/OPD/EQOP

cc:
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, | think it would be well if you could at least open the meeting. Other wise, Jerry and |
will manage. There does not seem to be much action on cloning on the Hill,__Although Armey had
asked for a bill by Easter, 1 just heard that they have not made much progress. The Senate also
does not seem anxious to move on a bill. Obviously, industry would bé Rappier without a bill.

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

Barbara D. Woolley
03/23/98 07:46:27 PM
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Record Type: Record

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

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:

bce:

Subject: Re: Cloning update, @

We are trying to schedule the groups meeting. | 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,

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

Elena Kagan
T
b g,‘;m" Elena Kagan
T 03/08/98 01:37:30 PM

Record Type: Record

To: Jerold R. Mande/OSTP/EQP

ce:
Subject: Re: Cloning update. E’]

what happened to this meeting?
amything else | should know about?
what's the most recent legislative gossip?
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Elena:

1 want to give you a heads up about a March 26 National Health Council forum in which
I will participatc cntitled, “Cloning: What it Means for Patients.” [ will be on the last
panel with congressional staff, NIH and FDDA. My intcnt is to:

¢ discuss the President’s charge to NBAC, their deliberations and resulting report;
describe the elements of the President’s draft legislation (banning the creation of
human beings through somatic cell nuclear transfer cloning technology, protecting
research, encouraging further public discussion through the sunset); and

o 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 reach the best possible means
for promoting the principles stated above.

Please let me know if you have any suggestions about my presentation, which 1 expect to
be very brief (under 15 minutes).

The Natiounal Hcalth Council is a privale, nonprofit association of more than 100 national
health care organizations, but the forum audience will be limited to patient-based
organizations. The Council is one of the groups we hope to have at our meeting with
cloning stakcholders.

Incidentally, I will be out town next week on Wed. through Friday, I understand that
Barbara Woolley is working to set up our meeting and hopc that my schedulc won’i
interfere with my participation. | would suggest that ITHS also be invited.

 Rachel



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

Q.CoMMUN >
2
™~

—
- —
¥
"+ NATIONAL
HEALTH " 1730 M Street, NW
Suite 500 » Washington, D.C. 20036-4505
C OUNCIL {202) 785-3911;0 . ;ax (202) 785-5923
“Cloning: What it Means for Patients”

c»

<

Eq

V5 H

March 26, 1998

Current advances in medical research are, for the first time, holding true promise of curing
somc of the most well-known diseases: cancer, diabetes, and paralysis. Cloning, the
duplication of scientific matcrial, such as cells or genes, has allowed scicntists to more
cfficiently study biological processes. The novel technique used to create the sheep Dolly
may hold the key not only to understanding the function of human cells but also lead to
ncw avenues lo repair damaged celis, effectively curing disease. Combined with gene
therapy, cloning may make it possible to eliminate the transmission of such inherited
discases as Cystic Fibrosis.

IMowever, the cmergence of this new technology has raised important questions. For
example, what are the ethical issucs relating to cloning? What role has the media played
in the rccent debate? How will anti-cloning legislation impact lhe devclopment of
potcntial treatments and curcs for those with serious disease?

To answer these questions, the National Hcalth Council will hold a one-day forum for
representatives of patient-related organizations. The forum, “Cloning: What It Means
For Patients,” will feature researchers, biocthicists, journalists, and policy makers, Whilc
there is near unanimous consensas 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
negativcly affect the ability of biomedical researchers to find cures for discases and
conditions such as diabetes, canccr, Huntington's Diseasc, AIDS and others.

‘The National Health Council’s membership reflccis the brecadth of the health care
community. The Council’s corc membership includes over 40 of the nation’s leading
patient organizations, including the Amcrican' Cancer Society, American Heart
Association, Arthritis Foundation, Juvcnile Diabetes Foundation Tnternational, and
American Autoimmune Related Diseases Association. Other members include provider
organizations, biopharmaceutical and medical device companies and managed care
companies. It is the Council’s mission to cncourage and assist its membership o 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 all segments of the health care

community to address key issucs. This event will be an important step in resolving some
of the critical issues relating to cloning.

"75 Years of Putting Patients First"
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Jerold R. Mande

01/30/28 08:30:16 PM

Record Type: Record

To: Elena Kagan/OPD/EOP

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

Our goa! on cloning should be to ensure the President receives a bill he can sign. The legislative
strategy | recommend we pursue to reach our goal is to work with the Senate Republican leaderghip
to develop a cloning bill the President can publicly support. Currently, the House Republican
leadership appears set on using cloning Tegislation 16 score points 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 working with Bond and Frist and could end up
introducing an Irresponsible bill. But given Frist's medical background and the presence of
moderate Republicans such as Jeffords, Chafee, Collins, and Snowe, there is some ur
efforts, along with a concerted effort by the biotech industry, could convince the Senate Rs to take

a more_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 ¢loning research that
involves creating an embryo that will not be implanted. This research is scientifically important
because it could help scientists develop exciting new therapies for a number of diseases. For
exdmple, it may be possible to cure diabeies using somatic cell nuclear ransfar TSCNTY._This could
be done by taking a somatic cell from a diabetic patient, using SCNT to return the cell to its
unspecialized staie, 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 current
organ and tissue transplants fail.

Sunset -- This approach preserves important avenues of scientific research by buying us time until
animal research provides us a better sense of the value of the technology. As long as the
prohibition 1S limited in time we can accept more onerous restrictions, possibly even a_total
prohibition, since scientists must do a lot more animal research before human research would be
valdabie.FIVE years is probably the right length for the moratorium, although Feinstein has publicly
talked about ten.

Exemptions -- This approach preserves important avenues of scientific research by exempting
potentially life-saving research. Creating a SCNT embryo would be prohibiteddd
as designed to treat or prevent a serious or life-threatening disease. The problem with this
approach is that 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.
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Jerold R, Mande

03/02/98 03:12:37 PM

Record Type: Record

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

cc:
Subject: Cloning update.

| spoke to an industry representative about recent cloning-related events, especially events on the
Hill, and here is what | 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 cloning legislationy. Industry
staff were instructed to be more respectful in their opposition.

Several other points: 1) Industry representatives who have been working the Hill dan't perceive a
rush at this point by Republicans to bring up cloning Tegislation. In fact, House Republican's whg
are trying to craft legislation are struggling with what should be prohibited. 2) It would be heipful if
we held a meeting with our allies to_shore up our base {because of scheduling conflicts, we are
now trying to set up a meeting for next week). 3) Genentech's CEO asked the President about
cloning while the President was in SF. The President said he supported the Feinstein/Kennedy
approach, but urged the industry to reach out 1o Frist  (have we heard from our people what was
sald 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-DNA_committee that
oversees gene therapy research and it would be combined with FDA regutation.

Message Sent To;

Elena Kagan/QPD/EOP

Donald H. Gips/fOVP @ QOVP
Rachel E. Levinson/OSTP/EOP
Jeffrey M. Smith/OSTP/EOP
Lucia A. Wyman/WHQ/EQP
William P. Marshall/WHO/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

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 o 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.
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Toby Donenfeld/OVP @ OVP
Wendy A. Taylor/OMB/EOP
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Record Type: Record

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

ce:
Subject: Telegram on Proposed Cloning Legislation

Record Type: Record

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

ce: 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 fellowing 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 5. 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

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 compietely 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;

pancreaé cells to treat diabetes;

blood cells to treat cancer anemia, and immunodeficiencies;

neural cells to treat Parkinson's, Huntington's and Amyotrophic Lateral Sclerosis (ALS);
cells for use in genetic therapy to treat
5,000 genetic diseases, including Cystic Fibrosis,



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

blood vessel endothelial cells for treating atherosclerosis;

liver cells for liver diseases including hepatitis and cirrhosis;

cartilage cells for treatment of osteoarthritis;

bone cells for treatment of osteoporosis;

myoblast cells for the treatment of Muscular Dystrophy;

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

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

for age-related macular
degeneration;

modified cells for treatment of various genetic diseases; and

other cells for use in the diagnosis, treatment and prevention of other deadly or disabling
diseases or other medical conditions.
To be precise, the bill would ban the generation of stem celis 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 invoive 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 highty 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 guarantee that research on the diseases they list is
not, in fact, stifled. Such an exemption might read as follows:



“"NOTHING IN THIS ACT shall apply where the acts or research are for the purpose of
producing or generating stem cells to treat or diagnose deadly or disabling diseases and other
medical conditions including the following: cardiac muscle cells to treat heart attack victims
and degenerative heart disease; skin celis 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
Amvyotrophic 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 inciuding 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 erder to control and redirect the specialization of somatic cells into novel
treatments or diagnostic products for deadly or disabling diseases and other medical
conditions."”

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

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

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

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

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

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



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

Using the heart attack sufferer as an example, we might be able to replace damaged
cardiac cells 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 ceil 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
someane else), but would also apply to the use of somatic cell nuclear transfer of nuclear
DNA which is not identical. It would, in fact, prohibit the use of somatic cell nuclear transfer
where the nuclear DNA is the product of normal, sexual reproduction -- that is the opposite
of cloning. It would also prohibit the use of somatic cell nuclear transfer where the somatic
cell had been modified in some way prior to the use of somatic cell nuclear transfer. In
short, the bill prohibits a broad range of uses of somatic cell nuclear transfer having nothing
whatever to do with cloning, such as use of this technology to treat mitochondrial disease.
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Record Type: Record

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

ce:
Subject: Bond bill

{ have copies of the Bond bill available in Room 4386, _ it is unclear in intent but appears to prohibit
a much broader range of activities than our Juné’m. It has internal inconsistencies that would
appear to make it difficult to determine if any research involving the use of human cells in somatic
cell nuclear transfer might be carried out. The bulk of the language is devoted to establishing a
Commission to promote a national dialogue on bioethics.

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

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.

The phrase “attempt to create a human being”™ could be interpreted by certain factions as an
attempt to ¢ create an embryo although this d1st1nct10n is cleared up in the proh_ibithns sect10n=

SECTION 1. Short Title

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

_____

PI’Othltl()n Act” Whlch could 1mply prohlbltlon of 1nadvertent twmmng of some mfertlhty
treatments,

SEC. 2. Findings
This section accurately recounts the findings of the NBAC on cloning:
SEC. 3. Purposes.

[t 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.

Once again, the phrase “attenipt to create a hiiiman being” coiild be interpreted by certain factions
as an attempt to create an embryo

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 sment:sts mlght argue that clomng 15 not a‘ premse genetlc copy, due to the mvanable

defmltlon does not pose any negatlve implications for research



(2} Nucleus— the cell structure that houses the chromosomes, and thus the genes.

Accurate for the purposes of this Act, But there aré geniés outside of the nucleus (mitochondrial
genes.)

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

Wouild this definition include immatiire oocytes? If it did not, this could possibly allow somatic

cell nuclear transfer to ci'eate 'a hurman being to takc place w1th an 1mmature oocyte!
(4) Somatic cell-a mature, diploid cell.

Notentirely clear what “mature™ means.” If it méans “differentiated” this would allow somatic

cell nuclédr transfer 1o create a human being using an und1fferent1ated embryo céll whlch could

allow for tr_oa_itrga_ent of mfertlhty due to mltochondrlal d1seases

(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.

of this technology t_o treat infertility due to mitochondrial defects. Perhaps a small point of
semantics, but does “transferring the nucleus of a somatlc céll” include the fusion of a somatic

ce]I “with an oocyte’? This is how Dolly was croa(ed Perhaps couId clanfy by addlng or fus1on

of a__somanc cell W1th an oocyte from whlch the nuoleus
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.

researchers and others from being second-gucssed about their intentions. Thls would allow the
private §ector to use somatic ¢éll nuclear transfér technology to develop therapeutic cell lines for
the treatment of many disorders via tissue transplantation. If the definition of somatic cell is
mterpreted 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
mitochondrial diseases. One possible concern is that this would not prohibit attempts to 1mplant
such a product 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—
(1) 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.

The inclusion of the phrase “or practices™ protects activities siich as animal husbandry or IVF
that t may not be considered research. Allowing the use of thls technology ‘to clone mo molecules

DNA cells; and txssues would allow the private sector o pul pursueé this technology to develop

t‘nerapeutlc tlssues as_ mentioned above. AIlowmg the use of this technology to create animals

will'allow the contifiuation of a thriving research base in anlmal husbandry and traosgenlc
animals for the productlon of therapeutlc products and animal 1 models However as mentioned
prev1ously, one could argiie that a human being is an anlmal

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
authonty 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.

This section uses phrases siich as’ attempt’éjd violation.”” The prohibition already includes the
attempt to’ 1mplant the product t0°a uterus.  Would this then allow civil actions or forfeitures of

: attemp.ts?atr attempts” 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 % years after the date of enactment of this 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



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 addifional 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 Y2 years after the date of enactment of this Act; and at intervals after that
as necessary,...” Perhaps’ could broaden the nature of the report to include the state of the science
of cell and tissue therapies to further investigate the potentlal for this technology “Exocutl\_(e

order 122975"““ a“y include a typomNBAC’s Website states the EO ‘number as 12975;

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 State laws from prohibiting thie cloning of DNA, cells or
tlssues  (as a recent Florida bill would have done) or from prohibiting the private sector from

mvestlgatmg thxs techno!ogy for the development of therapeutxc tissues 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 such10-year
period.
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® Rachel E. Levinson 02/11/98 01:08:09 PM

Record Type: Record

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

ce:
Subject: Varmus Qs 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 of an embryo, some 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 directing the National
Insfitutes of Health not to fund research involving the creation of human embryos. However, the
government does not have a compeiling reason to prohibit such_activities if they are done using
private funds. Therefore, It 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 reguiation].

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
cause for the governme i rohibition 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 interpreted to include creating.
embryos for research purposes. Also, the Bond bill 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 Federa! funds to create embryos still stands.
—
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Record Type: Record

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

ce:
Subject: Telegram on Proposed Cloning Legislation

fyi

Forwarded by Rachel E. Levinson/OSTP/EQOP on 02/04/88 09:54 AM ---

hgarrison @ faseb.org
02/04/98 09:16:50 AM

Record Type: Record

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

cc: See the distributian list at the bottom of this message
Subject: Telegram on Proposed Cloning Leagislation

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.5. Senate:

"The Federation of American Societies for Experimental Biology (FASEB) urges the Senate to
proceed extremely cautiously as it considérs 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 researgh of
great benefit to the American people. We believe that S. 15699, currently pending ¢onsideration 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 notinvolvethe 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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® Rachel E. Levinson 02/04/98 06:46:30 PM

Record Type: Record

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/QSTP/ECP on 02/04/98 06:45 PM

owner-adhoc @ aamcinfo.aame.org
02/04/98 04:20:00 PM

Record Type: Recard

To: Rachel E. Levinson

ce:
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 | am borrowing the Ad Hoc Group's List Serve capacity, | 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
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 Lott) bill to the floor
of the Senate as early as Thursday, and certainly by early next week.

| 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. | 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
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February 4, 1998
(Senate)

-Hu oni c

(Sen. Lott (R) MS)

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

- techniques to clone a2 human being is untested, unsafe, and morally unacceptable. The
Administration, however, opposes enactment of S, 1601 because it would have the ill-advised
effect of permanently impeding sigmficant scientific research in critical areas such as finding
cures for diseases, enhancing treatments for infertility, and transplanting tissue and organs.

Instead, the Administration strongly supports enactment of the Feinstein/Kennedy amendment
that will be offered as a substitue for S. 1601. The Feinstein/Kennedy amendment, which 1s
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.

a - - -
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
™ 01/29/98 05:46:56 PM

Record Type: Record

To: Elena Kagan/OPD/EOP

cc: Laura Emmett/WHQ/EQP, Mary L. Smith/OPD/EQP
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/EQP on 01/29/98 05:43 PM =----

® Rachel E. Levinson 01/29/98 05:34:17 PM

Record Type: Record

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 (Lott, 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 vessei 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 ather 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 deadiy or disabling diseases and other
medical
conditions.]

® Penalties--delete criminal and insert the following:

{c) Any property, real or persconal, derived from or used to
commit a vioclation 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 02/03/98 03:53:58 PM

Record Type: Record

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

cc:
Subject: Bond bill

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

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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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/EQP on 02/03/98 04:34 PM

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

Record Type: Record

To: levinson

cC.
Subject: analysis

ANALYSIS OF BOND/FRIST/GREGG
HUMAN CLONING BILL

First Issue: The Bond/Frist/Gregg human cloning bill bans the act of "producing an
embryo (including a preimplantation embryo}" through the use of a specified technology
(somatic cell nuclear transfer). K 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 h
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;

(‘.\\rvums

uman

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

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



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

blood vessel endothelial cells for treating atherosclerosis;

liver cells for liver diseases including hepatitis and cirrhosis;

cartilage cells for treatment of osteoarthritis;

bone cells for treatment of osteoporosis;

myoblast cells for the treatment of Muscular Dystrophy;

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

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

for age-related macular
degeneration;

modified cells for treatment of various genetic diseases; and

other celis 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
exisfi_n-g-_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 ste i o
tréat the individual from whommmmmm%ﬂ?eﬁrﬁ
cell would be more likely to be compatible and not rejected by the person when the stem
ceﬂ_’ls_tﬁ‘rﬁféﬂ’eﬁ {bacKY to the person for the treatment. o

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 UNTQUCHED 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," "Dtabetes,"”
"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 resea a ined 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:
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"NOTHING IN THIS ACT shall apply where the acts or research are.for the purpogse of
producing or generating stem cells 1o 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; biood cells to treat anemia,
immunodeficiencies, and cancer; neural cells to treat Parkinson's, Huntingten'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 immuncdeficiency
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
develm an entirely new approach for treating human

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

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

They are called stem cells because functions stem from them like the growth of a plant.
Stem cellshave The capacity for self-renewal, meaning that they can produce more of
thémselves, 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 “[m]ost tantalizing of all" research in this field.
The reason for this is because adults do not have many stem cells. Most cells are fully
differentiated into their proper functions. When differentiated cells are damaged, such as
cardiac muscle when someone suffers a heart attack, the adult cells do not have the ability

to regenerate. If stem cells could be derived from human sources and induced_ta
-




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 1éad to the development of "universal donor celis” of invaluable
benent to patients. Stem cell therapy could make it possible to store tissue reserves that
would give healttrtare providers a wholly new and virtually endless supply of the cells listed
above. The use of stem cell§ 1o create these therapies would lead 10 great medical
advances. We have to be sure that nothing we do in this legislation concerning hurman
cloning would obstruct in any way this vital research.

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

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

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

HHS and White House staff have been working with Congress to amend the
bill as described in our SAP. NIH 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.



February 9, 1998
(Senate)

(Sen! Lott (R) MS)

On June 9, 1997, the President transrmtted to Congress legislation making it illegal for anyone to
clone a human being. The President bélieves that using somatic cell nuclear transfer cloning

techniques to clone 2 human bemg 1/s/morally unacceptable The Admuustratlon, however,
behcves S : g be :

Administration looks forward to workmg 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 @maﬁc cell nuclear transfer
technology. The sunset provision would ensure a contmumg examination of the risks and

benefits of this technology fferpn sotertharelorneemurbeire while being
free from the concern that someone wdl use it prematurely ovuotin clearomee
Garm Sclienrs |

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.

¥ ok ok ok ok ok ok K ok %



This Statement of Administration Policy was developed by the Legislative Reference Division
(Pellicci) in consultation with OSTP (Levinson), DPC (Kagan/Mande), 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.

OMB/LA Clearance:

Background

Both S.1601 and the Feinstein/Kennedy 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
th S {Jeration of S. 1601
S { Lesislati

60 - L1

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,



602 - the * ibiti lonin i 8"

The major provisions of S. 1602 are based on the President’s proposal. Like the
Administration’s legislation, S. 1602 would prohibit any attempt to create a human being using
somatic cell nuclear transfer technology. Unlike S. 1601, the Feinstein/Kennedy 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, burns, spinal
cord injuries, infertility, birth defects, and other human illnesses. The ban on human cloning
would be effective for 10 years from 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 require 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.

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 of S. 1601 is zero.

LEGISLATIVE REFERENCE DIVISION DRAFT
February 6, 1998 - 10:30 a.m.
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. J Offics of tne Ansistant Secretary
DEPARTMENT OF HEALTH & HUMAN SERVICES for Legislation ¥

Washington, D.C. 20201

February 12, 1998

The Honorable Michael Bilirakis

: Chairman : )
- Subcommintee on Health
- Committee on Commerce
: HouseofRepresentathes

Washmston.DC 20515
Dear Mr. Chauman

As you know; the Administration witness for today’s hearing on technology and buman cloning
will not be able to attend due to the inability of the Subcommittee to honor long-standing
bipartisan precedent concerning testimony by senior Administration officials.

President Clinton and Secretary Shalala strangly support 2 ban on human cloning. It was .
because of our strong desire to work with you on this issue that our representative, Dr, Harold
Varmus, Director of the National Institutes of Health, agreed to participate in the hearing with
very short notice to alter his schedule and prepare testimony. It was subsequent to this that we
lesmed the Subcommittee would be unable to afford Dr. Varmus the courtesy routinely extended
to senior Executive brunch witnesses by this and other committees.

We are pleased, however, to submiit our testimony for the record. Despite this regrettable
incident, we look forward to working with you and other members of your Subcommittee to
work through the complex scientific and ethical issues that surround human cloning and medical
research. We comnmezd you for halding this timely hearing that will help focus public debate
and highlight issues of concern. In addition, the Administration would be eager to testify at any
future time on this issue under the standard hearing format for Administration witnesses.

“Fch

Ricbard Tarplin
Assistant Secretary for Leglslanon

" ce: The Honorable Sherrod Browm
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Eebruary 5, 1998
(Senate)

0 - bl
(Sen. Lott (R) MS)

On June 9, 1997, the President transmitted to Congress legislation making it itlegal for anyone to
clone a human being. The President believes that using somatic ccll nuclear transfer cloning
techniques to clone a human being is untested, unsafe, and morally unacceptable. The
Administration, however, has a number of concerns about 8. 1601 and looks forward to working
with the Congress to address these concerns. Specitically, the Administration supports
amendments to S. 1601 that would:

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

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

-- Repeal the bill’s criminal penaltics and instcad make any property, real or personal,
derived from or uscd to commit violations of the Act subject to forfeiture to the United
States. :

-- Repeal the bill's provisions cstablishing a new Commission to Promote a National
Dialogue on Bioethics. The new Commission would unnecessarily duplicate the mission
of the President’s National 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 issucs associated with the
use of somatic cell nuclear transfer, and protect important biomedical research.

-Asg- - rin
S.160t could affect receipts, therefore, it is subject to the pay-as-you-go requirement of the

Omnibus Budget Reconciliation Act of 1990. OMD’s preliminary scoring estimate of this bill is
zero.,

I EEEEEEERES.
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Jerold R. Mande

02/10/98 01:10:25 PM

Record Type: Record

To: Elena Kagan/OPD/EOP, Lucia A. Wyman/WHO/EQP, Thomas L. Freedman/OPD/EOP

cc: Bruce N. Reed/OPD/EQP
Subject: Cloning Update

Good news! | have received word from industry lobbyists that the leadership has decided tg 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 Teadership made this move atier the most recent vote count showed they had lost 10 Rs and
the Ds were upited. | am checking with HHS to see if they agree with this intelligence.

Next Hurdle -- there is a House Judiciary Committee hearing on Thursday at 11am and we still
haven't decided who we are sending, Varmus 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 presem_ﬁe right-to-life view point It is _critigal
we send a scientist with stature to make our case.




('/(uu u‘M.S

THE WHITE HOUSE

OFFICE OF LEGISUATIVE AFFAIRS
HOUSE LIAISON .
—-FAX COVER SHEET--

— DATE: 2‘/ / /

| l.TO: ﬂemp //; /icz ZZZK ) /’"""ﬁ-/,m; g

1007

_J‘u""‘ i
; Ll

/’-? , ..w(" e ’/y/ Kgf/// C-""/

- p——g
FAX #:
FROM; ____JANET MURGUIA _ _ ANDYBLOCKER
‘ AL MALDON " JEFRFORBES
DANTATE - T ELSAMILLSAP
LUCAWYMAN ~ ___ JESSICAGIBSON
7~ PETER JACOBY T PETER GREENBERGER
— STACEYRUBIN
(202)456-6620 (TELEPHONE)
QRO2456-2604 (FA)

SUBJECT: /Z’\ YT / ,//f P //Jf

NUMBER OF PAGES;

Yvd €p:€0 NHL 86/2T1/Z0

2



gy

02-11-98 01:50PM

200

—hsissiescmsEsare R aTRELinsn

TO 94562604

FEB 1 1 1598
(Dnte)

Ssynulkennbnanvyrrens werdssinnsas‘ianARE RN T EE

P001/002

Roll Call Vote

e SO
SUBIECT . /o7 oM. To Tnveke. ... ..

...... CheTu fE an.MaTiat 5. . ..
e MARGCEELR T . CalsIPER. .. . ...

_ S, séof

Legiulative
L

YEAS

NdecbALaurasn

X XE T Y P

|

arvsvaracoen

sebsesaunruy
avarnbepoues
asssraravans

amgpyevasaan

mgpdpdpneyay
-------- PRSP

vesdoavaivar

amserevaTeia

cEsrEsRPLmT S

Awtrerasnn e

Arasrasacure

rebdsravannr

syssgmansagy

CEL TN P PR Y]

FETY T e e

asampasmmgan

S Engmmupagay

mdbhvasdbuban

s dmdpmeveesnr
Trssawrmauar
i
vevsmrvwTn e
TmETRLP S Ay
sEFmgua ey
— TesarANg -

s smhmBamar

Abralinin. coocaarecianas

Abubarirataiserrranssannn
Allurd........ wemmmmnesean
Ashcroflt ...c.v.acaeiunan
Boncus ccaeeamanns —
Bennell ceecciiaveancans
19 17 ) . .
Binkmnnn Y
uisuned cevverevenss [P
Boxer../Z@ vt iavanans
I roanss cverssrananinranae
Braownbaek ,..ecvevauen
Brynmn, coseeeeecnnnres cvee
131112 PLT.T DA,
Burns..... PP
Byrd cereereen. srerures
Cunnphell coevvienaan..
Chafeo caceevcemmareranns
Clelund . occerncanvrrere

' cﬂﬂ.u T I LT L

Canliran ccopvrsrrensins
Collinn 2¥5:. ... rermant
Conrad o cuaimesnnnas
Covarrdell ceaciaveerecnse
Croig aseismcnnacaan rrers
DAnato ... PPN
Deoschile .oiviiavnomana .-
DeWine cveveverscecace.
Doded seecirresnvaranannss
Domendei c.iaeovecsaann

Dorgmon . icenecceraneas]tooos

Duebin coaaa.e... racsnmes
E“zi ArapmppanapapRsn b
Foiraloth,..creeceneraves
Feingold ........ [
Foinntein AL
Ford cocecrmccasmsane=sa
Frisk...ccooreerena.. tresan
L 4 DT E O,
CorLon couqerannvrmnons
Grabham, Florida ......
Cronuu, Texns reanaee
CGramm, Minaeauls e,
Graedoy ciicivmeenvnanes
o ecieennraaconacasias

Thanggee] uravucnnnn-- P
Borkin ,oeoenieeinnnnnan
IMTurch..a..... [
Flelomysenannecrcncarans PR

LR L RN E ]

Taswrysmspaan

d

vvesesna “msea

L LT TN YTy

[EIR I LR T Y

g
sam-—naa anuw

PETY TP

Fdsvennvewsws

AR "

wEtrsavunEth

I

“lrérvemnman

S L L ]

LR T R RN ]

.............

YR paapapapaas

LR R N TN

asssmssnasawy

sewyseprearan

Aadedpapapyay

IVd ¢v:€0 NHL 86/21/20



LR LT,

EELR TN P,

—AAdar-sogn

LI

———
L L R Ty

PP T

srmsascianay
ssasafecanen
TP T T
“ecmammruren
arsssnactLa,

arrasianrana

enevsvareaas

TARsperSdama

remusbk iy

T L EE P

Amakmrre=pae

ammrmssamasa

sevisa-samns

[(TEFETNEY TR

T T T

esmganpymgya

ameasugpbmann

etmswrdPivane

[TEAT RS E R PP

Terrrroccpay

et rassP g

amadbdadnnan

LTS LT LS

TrasssmI v

EausssmEruEn

Ammse==rdyph

wmmsserrsan-~

AAPiNy TSy an

..... ethrgpa
LY FRE L L TN

Crawnu, Minuessotla ...
Crassley . .i.ciievaneas
Croge . cvies o creernennenn .
IMogol tiveeiiaracerrrenann
Markin coiiciceicecennas
Hotefa,oviiiyisannnannas

Flelntm . cvireccnamacsaanas

HOUINES <vveeeeeiannnns

TTureliinaon, A;-h?;nana

Hutchison, Téxas ...,
Imhofe ooiciiciacssanae

Inouye ....... P,
Jolfords (cviinireveannss
Johnaon .eecicviiiian..
KOItllilhuruc. srrrvpeym
Kennedy coveicaniinia,,
Klz-t-rc».y, Naohragkn ...,
Korry, Mpaaachusers
Koll .iriiiirarccarenn
| 18 I
Landrien . 27 ...
Lavicnberg ... ieeba
Lonhy.cccoiiiiicvennn,
Levin cecnnnaaens wevvanian
Liclrerisnsii . oqonegnn,.
R
lapar cariircenrsarranees
Muck seisereraanarannars
McCain.voiciianriocnen.
McCovnoll_.............
Miknbski @5 iuennn-
Meaknlay-Broan 205, _,
Moyulban ....0cece.o..
Murkowski ...o........
Murrny ./ZA5. ...
Niekles ........ wsasbarans

PT L LY Y ey
mArcarammrmun

mewa b it isabs

savbessnanwaa

P Ty Ty e

ARbrnemrrE by

trasncusnasnE

Abverrnvravew

redmpmanaeans “

ssbsassaEEmEE

Rapagiansnane

mswwsminemman

T Ty

-
davsasvaan v

[RERLEEREL LT

mmrsdanmbmnan

r
casrvarrawmmy
.--.-s- Tamenw
caseunssamAnd

TEn ey e

Fdlraracenaqy

Read, Rhode Tulund

Reid, Nevada . .cveeee.s
Rﬂllh Sgriasrnanyabirupnd
Rolirts cicicecivecean..
Rockuolellor ..000a.e..
Roth ......... [
Suntamum coavenesnaaan
Sarhanea......... P
SeeRIONE ciiieiscieresaan
Shelby covvriviceracnanns
Smith, New lampshire
Smith, Oregont couas...
Snowe L7 ... vare
Spedlarfieiminaniioranes
L T N
'rhnlnr.nl Themnindsarepugy
Y LTET LR T
Thoarinond.....c.ovee.--
Torvicelli arsasmmrersias
T T
Wellswone ... .........
Weydem —comriinranannns

masmpmamrmid

I TR I 7

Abks psmany T

dr-s-buny brd-

edwdrhEr brAY

mArmasdsd vy

sy barlaaicnn

cdMbodadnnanlr

absrbpagapoqar

semvapsrnsndd

menseuvehdens

mamrgsrdbbees

mdmmamn st aawn

I LY T ERT 2y

veurrsradend

RPN | o e

mdEpsansannar

- JE—

ERC r MUOT 42140 franr)

¥ 2

<

Tha M zaATAMLR Ay

oo Xvd €v-€0 NHL ®6/21/20



e

&
06
®

® Rachel E. Levinson 02/10/98 03:44:14 PM

Record Type: Record

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

cc:
Subject: House cloning bill

FY1 -

Harold Varmus is scheduled to testify at House Commerce hearing on cloning, Thursday, February
12. Ehlers, Bond and 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. | think the definition they use
might 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 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.”

Obviously, | don't like saying embryonic cells are somatic celils,

however, the phrase "toward development of a fetus® might give us some
wiggle room. Woe could argue we are not interested in development
towards a fetus, only towards bone marrow, or skin or whatever,

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

Sean Tipton
ASRM

< PRE > [DOCID: f:h3133ih.txt]



105th 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 7
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 cocyte that is undergoing cell

division toward development of a fetus.
(b) Definitions,--For purposes of this section--

{1) the termy * “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 celi 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) HR 922 HR 923 S 368 S 1574
Number
Title Cloning Prohibition Act of | Prohibition on Cloning of Human Cloning Research Human Cloning Human (i?loning Human Cloning
1997 Human Beings Act of 1998 Prohibition Act Prohibition Act Prohibition 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 NBAC Report NBAC Report none none none ' Congress finds that the
Federal Govt has a moral
! 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 prohib!it 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. create an E:mbwo using of humans.
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 w
associated with its use. an embryo.
Definitions | Cloning'; Somatic cell; Cloning’, Nucleus®, Oocyte?, Human somatic cell nuclear none Embryo'!, Human somatic | Clone & Cloning"
Somatic cell nuclear Somatic cell’, Somatic cell transfer’, Somatic cell' cell nuclear transfer'?,
transfer’ nuclear transfer® Oocyte', Somatic cell™
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Biil (White House) (Feinstein) HR 922 HR 923 S 368 S 1574
Number
Prohibitions | Unlawful for any public or | Unlawful for any person or other | Prohibition against obligation or | Prohibition against Unlawful for any person | Unlawful for any person
private individual or entity | legal entity, public or private, to | expenditure of Federal funds 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 orto | 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 funds on research | support any project of
that includes that purpose. | research for the above
| purposes.
Protected The use of somatic cell The use of somatic cell nuclear | The use of somatic cell nuclear | none The use oi,l’ somatic cell none
Research nuclear transfer or other transfer or other cloning transfer or other cloning nuclear transfer or other

cloning technologies to
clone molecules, DNA,

cells, and tissues; or the use

of somatic cell nuclear

transfer techniques to create

animals.

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

technologies to clone molecules,
DNA, cells, other than human
embryo cells, or tissues; or the
use of somatic cell nuclear
transfer techniques to create
animals other than humans.

cloning technologies to
clone molecules, DNA,
cells, other than human
embryo célls, or tissues;
or the use of somatic cell
nuclear transfer
techniques to create
animals otlher than
humans. |




Bill (White House) (Feinstein) HR 922 HR 923 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
nuciear transfer, human cloning, |
cloning of molecules, DNA, :
cells, or tissues, the use of |
somatic cell nuclear transfer !
techniques to develop animals, '
or related research. ;
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. | funds for 5 years after
commit act. violation.
Effective Date of Enactment--Applies | Act is effective for the 10 year none mentioned none mentioned none menti%oned none mentioned
Date to acts performed within 5 period after the its enactment

years after that date.

and will terminate at the
expiration of 10 years.

|
|
|




Bill
Number

(White House)

(Feinstein)

HR 922

HR 923

5368

S 1574

Provisions
for Review

Review by NBAC 4 ' years
after enactment, on the state
of the science of somatic
cell nuclear transfer, the
ethical and social issues
associated with the potential
use of this technology in
humans, and advisability of
continuing the prohibition
established in the Act.

Review by NBAC 4 ' years
after enactment, on the state of
the science of somatic cell
nuclear transfer, the ethical and
social issues associated with the
potential use of this technology
in humans, and advisability of
continuing the prohibition
established in the Act.

Review by NRC in agreement
with the Director of NSF, not
later than 5 years after the date
of enactment, on the impact that
the implementation of the Act
has had on research and
recommendations for any
appropriate changes to the Act.

none

Review by Directors of
NSF and NIH in
agreement with NRC, not
later than 5 years after
enactment, on the impact
that the implementation of
the Act has had on
research and
recommendations for any
appropriate changes to the
Act.

None

Status

Legislative package was
transmitted to Congress on
June 9, 1997.

The bill was introduced on
March 5, 1997, and jointly
referred to the House
Committees on Commerce, and
Science. Hearings on
substitution held July 22, 1997.
Marked-up and passed out of the
House Science Committee July
29, 1997.

The bill was
introduced on March
5, 1997, and jointly
referred to the House
Committees on
Commerce, and
Science.

f

The bill was introduced
on January 27, 1998 and
referred to the Senate
Committee on Labor and
Human Resources.

PREPARED BY OSP
1. 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 cells (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.




6.0ocyte—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.
f
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.

15.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 resuit in the birth of a human being.
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® Rachel E. Levinson 02/10/98 05:06:16 PM

Record Type: Record

To: William P. Marshall/lWHO/EQP

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. | am told that Frist's
persan stood firm on the National Commission. Jerry pushed on the sunset there seemed to be
some possibility of movement on that issue. | saw a a report that Varmus talked to Frist but can't
confirm it. | 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. Chairman and Mambers of the Subcomunittes, I am Harold Varmus, Director of the National
Ingtitutes of Health, 1 am hete today 10 diecuss somatic cell nuclear transfer and the potsatial
bonefits from this tachnology. Thins issue was first brought to public attention when Tan Wilmut
and his colleagues at the Roalin Instituts, Bdinburgh, published in the February 27, 1997 {ssuc of
Nature, the rosults of their eloning experiments in cheep. The trua henefits from these studies are
the contrfbutions to animal hugbandry and medical rescarch. But the importauce of these
contributions bat bean dwarfad by the public's fascination with Dolly, s lamb cloned from the

cell of an adult sheep. Successfully claaing an aduh sheep sharply focused public ettention on
the porsibility of cloning & person.

The President, recognizing the ethical and sonlatal implioations of the Dolly' experiment,
requested the National Bicethies mn Comnittes 10 examine this lssue and roport
rccommendations within 90 deys. The Cammittee concluded “that thevs should be imposed a
petiod of time in which no attempt 15 made to cremte a child using somario eell nuclear trangfer.”
They further cautionad that “Any regulatory or legislative astions undartaken 1o affect the
foregoing prohibition on creating s child by somatic cell auclerr frunsfer should be aarsfully
writtan 86 a5 1ot to interfere with other important areas of scientific reqenrch,” Their final
suggestion was to formally re-svuluats this issue in thres to five years, Subsequantly, over
67,000 soientists involved in reproduction blology signed a volumary morstprium on the cloning

of » human,
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This hearing ia & continuation of the public discourss on this ivsue. It is imperutve that this
diseourse be informed and comprehensive, I will briefly discuss the science as it exiats and as it
was used to creato Dolly, and I will alse describe the scientific and medical promises of this

technology.

SOMATIC CELL NUCLEAR TRANSFER-WHAT IS I1?

1 am certain that cveryone here has heard of somatic celt muclear transfar, I am also cartain that
there is much confusion end misundérstanding. In order to vmderstand thiy tecbnology, it ia
necessary to bricfly review normal reproduction.

In soxual reproduction, an ogg and eparm join to create a fartilized ogg which devalops into an
erobryo and ultimately an individusl. In this sivuation, the progeny recelves genetic material
fiom both the mother and father, After fartilization, the egg Initially divides into a number nf
identical unspecialized cells, Bach of these carly erubryonic cells are totipotent, menning they
are totally potent in that they have the capacity to form any type oi'lcen in the body - » musele
call, a liver cell, a blood cell. At the appropriate time, theso tutipotent cells must begin to
spacialize into specifie types of cells; this proses {5 triggered when speeific genss are tarned on,
It had long been thought that the procoss of cell specielization was strictly 8 ohe way grest, BPut
thic dogme was challenged by the expsriment that nroduced Dolly.

Daily, a chaep sloned from a specislized adult sheep cell, was crested nxing the technology of
sumalic vell aucless ttansfer. Unlike the normal process of sexual reproduction in which an egg
pi
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and a sparm oach contribuie genstic material, somatic cell ouclear ranxfer is asgxnsl. Before
procosding. let me remind you that a samatic cell is any cell of the body except the egg cells or
sperm celle. Humaa somatic colls contatu the full complement of DNA +- 46 cliromosomes. In

oontrast an egg or a sperm contain 23 chromosomes.

The procass of somatic oell nuclear tranafer is done in the following way. J will use the sheep xs
an example, Firat & normal sheep ogg ool 1o taken from & owe (see diagram), The nucicus
(which is the cell structure contmning the genes or DNA) {s removed, The end result is an epp
oell containing only the cgg fuid which has the nuttients and other energy producing materialy
that ars essential for mnbr&o development., Naxt, a somatio cell 1 isolated—in the case of Dolly,
a ool grown in colt culfure from the mumsiary tiesus of an adult sheep. Under very specific
laboratory conditions, the somatic sell, in this exampls, the mammary sell, is placed next to the
o8 from whioh the nusleus had bean ramovad, an elestrioal stimulus is applied and the two cells
fuge. The result is & cell which conteins genetic matenial only from the somatic cell and the
nutrient snviroxraent of an egg cell. This is not paxual reproduction. There is no sperm
involved, The egg provides the environment for growth. The resultant APT cells or asexually
producaed totipotent cells begin ta divide. In the case of Dolly, after a number of ceil divisions,

these cells were placed into the uterus of & shecp ang eventually a lamb was bom.

The birth of & lamb cloned from an adult sheap was dramatic, But we must be cautious. This
was only ons successful experiment - in fact, Dolly was the firet suoceus after 276 fuiled
attempis, Befbre somatic coll nucloar transfer should even be sonsidered as a true cloning

3
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techniqus, the Dolly experimient must be rapoated numerous times, A this poirt I would like to
reitorate that the interest of the scientifio world foousen on somatic cell ausleas wansfor os o
technotogy for saimal husbandry and for medionl resesrch. Lat me dexcribed the reasons for this
enthusinsm,

POTENTIAL BENEFITS FROM SOMATIC CELL NUCLEAR TRANSFER TECHNOLOGY
The experiment that created Dolly dumonstzated that, when sppropristely manipulsted and
oxpotod to the comeot envirorment, the genetic material of somatic colls can regaln full potentia)
or totipotent status. Medioal researchers realied that if the genstic material of & somatic cell
could be stimulated te return to 8 totipotent atats, with the potentlal to become my ling ef oell,
the potential uses of this technology for the study and treatment of disoase were remerkable,
Medical recearchers wre focused on the possibility of ereating aelix and tissues for tranaplantation
and research, they are not focused on cloning ¢ human,

Lot me ¢laborate for g moment. Remember that the totipotent cells have the capacity to become
any type of cell in rasponse 10 specific gane activation, Ressatchess are now working to
understand how difflarent gones are turnad on. Onoe this is known, it would bo poasible to take
totipotent cells end direct them to specislize into & speclfic type of cell, for cxample & skin cell or

amuscie cail, These cells could thea be used for 6]} and tissue transplantation.

Somatic coll puclsar transfir ressarch offers the potential for developing individualized cell and
tisaue therapies that camnot be developoed using curvent methods. Medioa) practitionsys and
d
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researchiors are currently transpisnting “'?“' 1o replace daniaged o discased cells in humans. But
those procedures require a donor froms whom ¢ells can b taken, With the exception of cells from
an identical twin, donor cells are genetically different from the recipicnt. Whan they are plsced
{nto the patient, the patient’s immune system sees these ceils as foreign and tries to rejoct them
from the body. In order to prevent thiu sefection, drugs are used to suppress the normal immune
reaponse, Unfortunately, these drugs ere not always effsctive for preventing rejection and they
have serious toxicities including malignamey and even death, An additional problem with

transpiant medicine s the shortage of donom: the supply of replacement cells and tissue is
inadequate,

Somatic cell nuclear ransfer could overcoms many of these obstacles. Using this teshnology o
patient’s own cells from any past of the body could be used to generate the needed therspsutic
oolls or tisque in adequate amounts, Because these calls would be » genetic match, rejection
should not occur and the naad for ant-rejection drugs would be minimal. In additlon, the
shortage of cell and tissue donors would no longer be s problem. Treatment conld ha
revolutionized for patlemta with diseases such as dlabetes, leukemis, burns, sicile cell aneunia,
muscular dystrophy, heart disesse and liver disezas to name & few.

Somatie cell nuslear transfer technology also holds hope for patiems with neelogic injm'y' and
disesse, Bocause mature, specialized nerve cells do not yeproduce, it hes boen virtually
impossible to create cultures of replicating nerve cells. If with somatic oell nuclear transfer we
were ablo to take a totipatens asll and direct it to produce different types of nerve calls, this

S
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would be & major breakthrough for patients with epinal cord injury, Parkinssn’s disease, Lou
Qelrig's divease, multiple sclerosis and Alzheimer's dissase,

Animal Cloning

As Dolly showed the world, an additional bmefit of somatic cell nuclear tranefer includas animal
cloning, The advantage of this process would be the gensiic duplication of sn animal. Tn
traditional breeding practices, the offspring of an animal are sexually reproduted from
genetically difTerent parents and, therefore, may not share qll of & characteristics that made the
parents valuable, In conventional breeding, it takes yaars to produse many animals with similar
genetic characteristics. Cloning could speod up this prooess and could allow the production of
genstically identical animals,

- This echnique would be partioulerly valusble for resesroh. The use of genatically identioal
aitmals oould dramatically reduce the numbers of enimals nveded [0 experiments. For th flrst
timne, raswarchers could be sure that differences in responses to drugs and other interveniions me
dus 1o the interventions, oot 1o genttic differencen borween animals,

Cloning could also contribute to animal husbandry and medionl resenrch by faciiitating
transgenio tashnology. A transgenic animal is one that {8 genetically ulterad by ingerting & new
gene with the desired arttibutes Into the DNA of o fantilized sgg. Transgenic animals are
valusble for a number of teasons. They ¢2o be engitsered 10 have dectensed susceplibility to
buctorinl infection, to have incrensed milk produstion, and to have tha ability 1o prbduul

]
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pharmacsutically imporvant proteius in thetr milk. Reocsatly, calvan were cloned with the gene
that enabled tham to produce in their milk humam clotting factors for the traatment of
hemophilin. Future advanoca.mny also Allow the development of gnimal clones with tissues and
organs that are eampatthle for human transplantation pusposes. Cloning the animal that
incorporated the gens of intarest would be uch fustor than sslective breeding snd would
deorense the amount of ime required to produce transgenic animals,

CONCLUSION

In sum, somatic cell nucloar ransfer holds many diverse and important possibilities to
significantly prevent, treat and maybe curo dissaze. All of these posaibilitics can be
acvompliahed wichout uaing tis tastmalogy to croate s human being. Whilo theso possibilities
are, for now, scientific conjecture, they reflect previous advances in the fields of tissue culture,
genstics, molecular and ool blology and transplentation. The promise of these advancas for the
davelopment of therapeutics will be eigrificantly slowed, if not unreslized, absent the continued
development of somatic cell nucior tranafer tashnology.

This conciudes my tostimony. I would be happy to respond to siy questions that you or ather
Members of the Bubcommittee may have,
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LRM ID: RIP190

EXECUTIVE OFFICE OF THE PRESIDENT '
OFFICE OF MANAGEMENT AND BUDGET
Washington, D.C. 20603-0001

Monday, February 9, 1998 U/PG@ ’/V 7

LEGISLATIVE REFERRAL MEMORANDUM

TO: . Legisl n Offiger - ee Distribution below
FROM; Ja I’Sé{'én (ég'éﬁgﬁfﬁ’ht Director for Legislative Reference

/
OMB CONTACT: Robert 4, Pellicci
PHONE: {202)395-4871 FAX: (202)395-6148
SUBJECT: HHS Report on $1601 Human Cloning Prohibition Act
DEADLINE: NOON Nonday, February 9, 1998
Hln T

In accordance with OMB Circular A-19, OMB requests the views of vour agency on the above
subject before advising on its relationship to the program of the Pregident. Please advise us if this
Item will affect direct spending or receipts for purposes of the "Pay-As-You-Go™ provisions of Title
Xl of the Omnibus Budget Reconclilation Act of 1980, '

COMMENTS: Senator Kennedy has requested the attached letter for use during tomorrow's debate
* on 8. 1601, DEADLINE {S FIRM. *
DISTRIBUTION LIST

AGENCIES:
61-JUSTICE - Andrew Fois - {202} 614-2141
95-Office of Science and Technology Policy - Jeff Smith - (202} 456-6047

EOP:

Joshua Golbaum
KAGAN E

Jerold R, Mande
Thomas L. Freedman
Rachel E. Levinson
Lucia A. Wyman
Wendy A. Tavylor
Barry T. Clendenin
Richard J. Turman
Robert G, Damus
William P. Marshall
Donald H. Gips
James C. Murr
Janet R. Forsgren
OMB LA
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LRM ID: RJP190 SUBJECT: HHS Report on S1601 Human Cloning Prohibition Act

" RESPONSETO
LEGISLATIVE REFERRAL
MEMORANDUM

If your rezponss 10 this request for views Is short {e.g., concur/no comment}, we prefer that you respond by
o-mall or by fexing us this response sheet. If the response is short and you prefer to call, please call the
branch-wide line shown below (NOT the analyst’s line) to leave & magsage with a legislative assistant.

You may also respond by: )
{1) calling the analyst/attorney's direct line (you will he connected to volce mail if the analyst does not
answer); or
, {2) sending us a memo or letter
Please Include the LRM number shown above, and the subjoct shown below.

TO: Robart .I. Pallicel Phone: 385-4871 Fax: 395-6148
Office of Management and Budget
Branch-Wide Line {to reach laglslative assistant): 395-7362

FROM: {Date}

{(Nama)

{Agency}

(Telaphone)

The following Is the respense of our agsncy 1o your request for views on the abo;e-napﬁuned subject:
Concur
______No Objection
No Comment
. Sve proposed edits on pages

Other:

FAX RETURN of pages, attached to this response sheet
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The Henorable Edward M. Kennedy
Renking Minority Member

Committee on Labor and Human Resourcep
United Statep Benate

washington, D.C. 20510-6300

Paaxr Senatoy Xannedy:
This is in vesponae to your inquiry concerning the jurisdiction
of the Yood and Drug Administration (¥DA) over human cloning

activitien. parently, /Bome arye suggesting that jmmediate

Federal lugislation &8 necegsary. £o prevent the commencepent of
human cloning expériments that ayxa intended to result in the
¢reation of through ¢loning techniques. FDA has
jurisdiction over suah oxperiments and is prapared to exsrxciss
‘that jurisdiction. A
Human oloning is subject to FDA regulation under the Public
Health Saxvice hot and Lhe Pederal Food, Drug and Cosmetic Act.
Dnder these statutes gnd implonsnt;ng FDA regulations, clinical
regsarch on human cloning wey proceed only when an
invegtigational new drug appliahtioq (INDP) im in effect.

Before such regearch wmay begin, the sponsor of tha yresearch (s
requlred to submit to the FDA an IND deseribing the proposad
ressarch plan, to chtain authorilzaticn £rom an independent
inetitutional review boazd, and to ubtain the informad congent -
of all participating individuale. ¥DA may prohibit a sponsor
from conducting the study (often referxed te as placing the
study on Yglinica) hold") for a varievLy of yeasone, inaluding
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Pags 2 - The Honorable Kennedy

P.4/4

{f the agency finde thet * {(human subjects are or would bhe
exposed Lo an unreasonkble and significant riak of 1llneseg or
injury," “the IND does not céntain sufficient informatien
required ... to aspeps the risgks to subjects of tha proposed
studies," o¥ "the clinical invastigators ... are not gualified
by reason of their sclentific treining and axperisnce to
conduct the investigation.® At @ minimum, the sponsor must
vait at least 30 days after submitting its proposnl ko tha FDA
before beginning ahy study.

in the case of human cloning experiments, thare ure major
unresolved safsty guestions. Until those Questions axe
-resolvad, the agency could not permit any investigation of

human cloning to proceed.
T hope this information is ueeful to you in your deliberations.

Sincerely,

Michael A. Friadman
Lead Deputy Commissioner
Food and Drug Adwinistration
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" EXECUTIVE OFFICE OF THE PRESIDENT - U%
OFFICE OF MANAGEMENT AND BUDGET .
WASHINGTON, D.C. 20503, February 9, 1998
(Senate)

STATEMENT OF ADMINISTRATION PoLICY

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

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

On June 9, 1997, the President transmitted to Congress legislation making it illegal for anyone to
create a human being through cloning. The President believes that using somatic cell nuclear
u‘ansferdomngtechmqu&stocr&teahumanbemglsmﬁested,umafe, andmomllyunacceptable

m&r_m_. The Admzmstranon looks forward to workmg wnth theCungras to addre.ss these '
concerns, Specifically, the Administration supports amendments to S. 1601 that would:

— Include 2 five-year sunset,on the prohibition on luman somatic cell nuclear transfer
technology. The sunset pfovision would ensure a continning 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 luman cells for the purpose of developing stem
cell (unspecialized cells capable of giving rise to specific cells and tissue) technology to
prevent and treat serious and life-threatening diseases and other medical conditions,
including the treatinent of cancer, diabetes, genetic diseases, and spinal cord injuries and
for basic research that could lead to such treatmemts. . . /

— 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
Prwdent’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 2 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.

LR RN EENERN]
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< National Bioethics Advisory Commxssndn

s L : 6100 Executive, Bouleva:d v Suite SBOY

; o o " Rockville, MD 20892-7508 - '
Telephone:. (301) 401-4242
Facsim:le (301) 480-6900

February 6, 1998

| ._"". The Preazdent .
;. The: :White Housé -
- {-.'Washmgton, D.C. 20500

-:I:: . ‘Dear Mr Premdent

R '.Last Februaxy, inthe wake of the startling announcemeat that researchers in Scotland Do
7 had apparently siicceeded in creating a genetic copy of an adult sheep through somatlc o
s cell auclear: traus,fer, you asked the National Bjoethics’ Advisory Commission to review"

%55 the'lagal and etlncal issues that would arise from the use of thls technology to clone '

el human bemgs ‘ o S

T \The Commxssion 1mmediately began a series. of meetmgs and consultatlons We heard
T not enly from phvsicians and scicntists but from religious leaders, ethicists,- 1awyers and
¥ members-of the public in an effort to understand the full range of views on this-
—— _v"commversml and muitifaceted subject. Of course, given the need for a pfompt report
U - we fgcognized that while we might resolve some of the issues, nany would remain for -
" '.5,whu:h we ceuld ‘supply a road map but nat ourselves reach final conélusions: 3

w0 In C{anmg Human ‘Beings, the report thai we presented to ycu at the White House on’
~June:9, 1997, we'concluded that the use of this new technique to create a ¢hild would"
. entail unaceeptable risks and qught not to be attempted now by anyone. Beyond the
: issues of safety, we found that concerns retating to the poténtial harms to children’ and:
_ éffects on the moral, religious, and cultural values of society merit further reﬂecnq,n and L
-, deliberdtion.. We therefore recommended that no attempt be made at this time to c;eate
L a c‘mld usmg sumanc cell nuclear. transfer : '

You m:lmedlately transmntted to, Congress a bill embodymg our recommendanons _
L ‘Desphe heanngs in both houses, Congress did not adopt legislation on human cloning i m
.. . 1997, As'you recognized last week in the State of the Union address, recent :
developmentﬂ ‘make clear that such legislation is needed. Some legislators have called
for enacting a permanent ban not just on the creation of children by cloning but on -
."stud.tes with embryomc célls, even though such research could offer an lmportant means
- g findmg a‘cure for caneer and other lethal d:seases - :

:*’_;We contmue to beheve that sweeping legislationi would be a mistake, and we urge youko. .'
PR work with Congress.to ensure that any legislation follows the basic points of the bill )ou :
. sent 10 Congress 1ast June namely to:

‘- . stop anyone inthe private. as ‘well as the pubhc sector from usmg somatlc ccil
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nuclear transfer techmques to ereate a ch:ld at this time,

. cleaﬂy dsstmgmsh the area of conicern (the attempt to creaté a human child
RN - Using these techniques) from the cloning of human DNA, genes or ee]ls m
T 8 the labozatcry, and - :

'-‘.-‘

e place 3 tlme llmlt on the ban The. major reasons for a mmatonum—ooncems .
about safety and unresolved social, legal and ethical issues—all need. to be -

el e reexammed as smenuﬁc research and' pubhc dlscussmn move forward o Jeon o

' '. We would be pleased to prevlde whatever help we:can to aehieve the adophon of publxe
1) pcdmes on human cloning that attain an appropnate balance among competmg goals nnd
Cvalues ol T B : o

Jmmly’ ‘ é,@ . l;_;:ff,:
- Harold T, Shapiro o |
Chalr L . .. G
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® Rachel E. Levinson 02/17/98 09:46:44 AM

Record Type: Record

To: Jerold R. Mande/OSTP/EOP, 1s25d @ nih.gov @ inet, wraub @ osaspe.dhhs.gov @ inet

cc: Elena Kagan/OPD/EQP
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 already been
floated, along with views that may have been expressed in meetings with Hill staff or other parties,
and see if we can identify a bright line that would be agresable to a broad group (including Hill
leadership].

We can meet here, at Humphrey, or by phone, but | 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 ID: RJP198 -

: EXECUTIVE OFFICE OF THE PRESIDENT

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

Friday, February 20, 1998 : / ;: G‘€
%

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legisla?e Lipison Officer - See Distribution below
FROM: %. ﬁommmmctor for Legisletive Reference

OMB CONTACT: Robert J. Pallicci
PHONE: {202)395-4871 EAX: (202)395-6148
SUBJECT: HHS Report on FDA’'s jurisdiction over human cloning activities
DEADLINE: NOON Monday, February 23, 1998
m m

In accordance with OMB Circular A-19, OMB requests the views of your agency on the above
subject before advising on its relationship to the program of the President. Please advise us if this
kem will affect direct apending or rece!pts for purposes of the "Pay-As-You-Go” provisions of Title
XIIl of the Omnibus Budget Reconclliation Act of 1990,

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

DISTRIBUTION LIST

AGENCIES:
61-JUSTICE - Andrew Fois - (202) 514-2141
95-Office of Science and Technology Policy - Jeft Smith - (202) 4566-6047

EOP;

Joshua Gotbaum
KAGAN_E

Thomeas L. Freedman
Jerold R. Mande
JENNINGS_C
Sarah A. Bianchi
Rachel E. Levinson
Wendy A, Taylor
Donald H. Gips
Toby Donaenfeld
Barry T. Clendenin
Richard J. Turman
Robert G, Damus
William P. Marshall
James C, Murr
Janet R. Forsgren
OMB LA
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LRM ID: RJP199 SUBJECT: HH5 Report on FDA's jurisdiction over human cloning activities

e e S S st e S —————
RESPONSE TO
LEGISLAYIVE REFERRAL
MEMORANDUM

if your response 1o this requast for views is short {e.9., concur/no comment), we prafar that you respond by
s-mall or by faxing us this response sheet. If the response Is short and you prefer to call, please call the
branch-wide fine shown below (NOT the analyst's line) to leave a message with a leglsiative assistant.

You may als¢ respond by:

{1) cailing the snalyet/sttomey’s direct line (you will be connectad to volce mail if the analyst does not
answet); or

{2} sending us a msmo or jetter
Pleass Include the LRM number shown above, and the subject shown below.

TO; Rohbert J. Pellicgi Phone: 3954871 Fax: 395-6148
Office of Mansgement and Budgat
Branch-Wide Line (to reach legisfative assistant): 38b-7362

FROM: (Date}

{Name}

{Agency)

{Telephone)

The following Is the response of our agency to your request for views on the above-captioned subject:
Concur
—n_ No Objoction
— No Comment
_____ Sae proposed odits on pages

Other:

FAX RETURN of pages, ettached to this response sheet
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/ ' DEPARTMENT OF HEALTH & MUMAN SERVICES Utfide of the Genara Courast

L\ Offios of the Chist %ul
DR AFT Food and Drig Adminietration

Rodkville. MD 208387

FDA’s Jurlsdiction Over Human Cloning Activities

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

1. Background

The term clone means a precise copy of a molecule, cell, or
individual plant or animal. National Bioethics Advisory Commisaion,
Cloning Human Beings: Report and Recommendations of the Natlone!
Bioethics Advisory Commission (NBAC Report) app. 1 {June 1887). In
the past year, the Issue of cloning has received much media attention.
In March of 1887, Scottish researchers announced that they had cloned
an adult shosp. The researchers romovad an egg from a femaie sheap
and replaced the nucisus of the eQg with the nucieus from a somatic
cell? from another adult sheep. They used electrical pulses to introduce
the new nucleus intu the egg and to cause the ceolls to divide. The
rassarchers than implanted the manipulated egg into tha uterus of a
female shesp, resuiting in the birth of a ofoned sheep. The teahnique
that resuited In the cloned sheep is referrad to as somatic call nuclear
transfor.

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

‘The wadical device provisions OFf ths FDRC ACt alsd ApPly TtoO
some products used in human cloning activities dut are not
discussed in this statement.

‘A somatie cell is a cell of an embryeo, fetus, child, or
adulg not destined to become a sperm oY egy cell. NRBAZ Report
app.3. '
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human being, Bescause the prohibltlon on the use of federal funds for
human cloning did not extend to non-faderally funded pessearch,
Presldent Clinton esked for a voluntary moratorium on|human ¢loning
by privately funded researchers. He also asked the National Blosthics
Advisory Commission {NBAC) to address tha legal and ethical issuese
raised by cloning and to submit a report 10 him. In lts|June 1987
report, the NBAC concluded that "st this time it is morally unacceptable
tor anypne in the public or private sactor, whether in g resesrch or &
clinical getting, to attempt to create a child using somatic cell nuclear
wransfer ¢laning.” NBAC Report at |li.

For purpases of this statemoent, the agency assumes that the
technique used to clone a humean being wouid be somatic celi nuclear
transfer, The cloning prooess to oreste 8 human baing would bs similar
to that used 1o create the cloned sheep discussed above In that the
procass would involve the transfer of a cell nucieus from a somatic cell
of 8 human being Inte an sgg from which the nucleus has been
ramoved. The rasulting call (somstie eall elane) produred for the
purpcse of creating & cloned human beling s a product subject to
ragulation by FDA. ‘

il. Legel Authority

FDA has the authority to regulate numerous medical products,
ineluding biological products and drugs. As dlscussed more fully
below, the cellular product and the components of the cellular product
usad In cloning fsll within the definitions of biological
PHS Act and drug in the FD&C Aot.? A product may
biological product and & drug. Sae .
Supp. 706, 709 (8.D.N.Y. 1862). The conclusion that FDA has
jurisdiction over somatic cell clones under the PHS Act and the FD&C
Act is consistent with the statutory purposs of public health protection.
Courts have recognized that remedial statutes, such as the FD&C Act

Pepending on the specifio faots of any elening procace,
there may be addicional rsasens why partioulay ngmatieo cell
clones would be kPiclogical and drug predueto.
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snd the PHS Act, are to be libsrally construed conslstent with thelr
public hedlth purposs. Sae

United Stetes v. Ap Articie pf Drug...
Bagta-Linidisk, 394 U.S. 784 (1888); Lnitad Statsa v. Loran, No. CV
£8-4283 VW (C.D. Ce. Oct. 17, 1987),

A. A Somatic Call Clone Is a Blological Product

FDA reguistes blologioa! products under seotion 361 of the PHS
Act. 42 U.5.C, § 262. That section appiles 10 “any virus, tharapautic
serum, toxin, antitoxin, vaccine, blood, blood component or derivative,
allargenic product, or anzalogous product, or araphenamine or its
derlvatives (or any other trivaient organic arssnle eompound),
applicable to the preventlon, treatment or cure of diseases or injuries of
man..." Id. Section 123(d) of the Food and Drug Adniinlatration
Madernization Aot of 1997 (FDA Modarnization Act) amends the PHS
Act by intluding within the dafinition of biological products “conditions®
as well g9 diseases. 42 U.8.C. § 262(I) {affoctive Fabruary 19, 1968).

1. A Sometic Cell Clona is Applicabie to a Diseass
or Condition of Humsn Beings

An gset forth in the PHS Act, 8 blological product! Is subject to
regulation If it is "applicable to the prevention, treatmént, or oure of &
dissase or candition of human beings.” 42 U.S.C, § 262(i) (effective
Feb. 19, 19088). A somatiec celi clone used to create § ¢lonad human
being for an Infertlle Indlvidusl 18 & product applicable to the treatment
of infartliity. Likewise, a somatic cell clons used to creste a cloned
humaen being to avold tranamlission of a genetic disease from a
prospactive parent is a product applicable to the prevention of that
genetic disease In the cloned humen being. In addition, significant
safety questions have bean raised regarding whether the clening
pracess will produce a healthy human being who will gevelop normally.
For example, the clonad human being might heve defdcts from the
doner or during davelapment, such as genatla, bloohemloal, or celiular
defeots.
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2, A Somatic Cell Clone Is An Anslogous Prod ot Under the
PHS Act '1

A somatlo call clone Is nat ane of the specifically listed products in
sacticn 361 of the PHS Act, It Is, howasver, an “analggous product”
under the PHS Act and thus falls within the scopa of this section.

The term "analogous" is definad as “rasembling or similar in some
respects, as In function or appearance, but not In origin or
devalopment.” Dorland’e Madios! Dictlonary 78(26th ed. 1874). A
somatic cell clone hes similaritias in compoesition and function with
blood and blood components. A somatic cell clone is|anslogous to
white blood celle, & component of biood, in that both |cells are similarly
composed because they ars somatic cells that contain a nucleus. A
aomatic csll clone (s also like blood and blead components:in that they
contaln cellular slements derived from a living human being and are
applicable to diseasss or conditions of human baings.

A somatic cell clone also |s snalogous to a toxin or antitexin as
those terma are described In FDA reguilations.® The rdcent decision in
Unitad States v, Loran, No. CV 86-4283 Svw (C.0, Ca. Qct. 17, 1997)
supports auch s determination. in Loran, the court addrossed whether &
cell product conslating 0f neonatal rabbit and human feta! cells intended
for the treatment of diabetes was an analagous product under the PHS
Act. The court noted that the government reasonably construed the
PHS Act and conziudad that tha csll product was a biplogical product.
Qivan the commen features between a somatic csil clone and the
neonatel rabbit and human cslis in Loran, that decision supports a
determination thet & eomatic cell clone Is an analogoup product. Laran
.t "B, 1 1 ]

B. A Somatic Cell Clone Iz a Drug

intande irrespective of its source of origin, be applicablae
to the revnntinn, txutment'. oY cure oc diseame joy injurieas of
man throu h a I?QQ Liec imum process.” 21 C.F.R.

§ 600.3(h) (%) (144

duct i anal B to a toxin or antit:;rx “e

-4




Under the FD&C Act, the term “drug® is definad|es "articles (other
than food) Intended to affest the structure or any funption of tha body.”
21 U.S.C. § 321(g{1XC). The term *drug” also includes components of
sdrug. 21 U.S.C. § 321(g)(1)(D). As described abuve, a somatie cali
clone Is a product intended to affact the structura ar function {Including
the diseases or condlitions) of the cioned human beaing. The continued
growth and development of the cloned human being are the resuit of
the meturation of tho somatie call olons. In addition, s somatic cell
clone could ba viswad as 8 proguct intended to affect the structure or
function of the woman into whose Uterus the somatig oell is to be
Implanted.

A product also Is a “drug” if it Is “Intanded for uge In the diagnosis,
cure, mitigation, trastment, or prevention of diseasea in man or other
animais.” 21 U.5.C. § 321{g)(1}(B). A somatio cell clone used to
create a cloned human beling In order to avoid transmission of a ganetic
diseaca from 8 progpective perent with the disesse wpuld bo an artlole
Intendsd to prevent the transmission of dissase to the cloned human
balng and thus would fail within this definition. A somatic cell clone

used with the intent to creste e ¢cloned human being for an Infertily
coupls also could fall within this drug definition In that tha product
~ would be used to treat infertllity.

A somatioc call glone also [8 a "new drug”® under tha FB&C Act in
that It is & drug that i3 not generally recognized by axperts as safe and
offective to olone human beings. 21 U.S.C. § 321(p). Before mew
drugs may be marketed, FDA review and spproval arg requirod, 21
U.S.C. & 355(a).

lll. Provioua FDA Guldanoe on Cellular Products

FDA has lssusd 8 number of documents in the past several years
sddressing products that have similar characteristics 10 a somatio oslt
clons product. The agency’s notices on somatic esil and gens therapy
products and osllular end tissue-based products are consistent with a

-5-
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determination that a sometio cell clons would fall wlthln FDA's
]urladlctlon.

A. Regulatory Approach to Somatic Cell and G ine Therapy
Producta

Although somatic cell products are not specificgily listed in the
statutory definition of bicloglceal product, FDA previously hes stated thet
these products are biological products subject to regulstion under the
PHS Act and druge within the meaning of tha FD&C Act. In ita October
1993 notice, FDA defined somatic ceil therapy produgte 8s “autologous
(l.a., asif}, atlogenale {i.a., intra-spacies), or xenogensic (l.e., Inter-
speciea) calia that have been propagated, sxpanded, gslected,

- pharmacoioglcally treated, or otharwliae aiterad In blolpglcal
charactariatics ax vive to be administered to humans pnd applicable w0
tha prevsntion, treatmant, curs, dlagnoais, or mitigation of disease or
injuries.” 68 Fed. Reg. 83248, 53240 (Oct. 14, 1803}, The agency
advised persons interasted in performing clinicel investigations invelving
these products that FDA'’s regulstions on Invastigationas! druge snd.
blological products apply, and that the protucts &iso ara siubject to tha
drug requiraments of the FD&C Act.

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

In March of 1997, FDA announced its proposed regulatory
approach for cellular and tissue-based products. Eaa B2 Fed. Reg.
8721 (March 4, 1887). A finding that a sumatic cell plone Is a
biological product and a drug is conslstant with the position taken by
FDA In Its approach to cellular and tissue-based products. The
ragulatory approach addrasses @ wide rangs of produgts such as skin,
bone, and cornsas, as well ea somatic ooll therapy products and gene
therapy preducts. Because a somatic cell clons Is a epliular-based
product, the regulatory approach would apply.




- Act, Bam 432 U.8.C. § 264.
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Under this ragulatory approach, FDA snnounced that it was
planning to take & tiered approach to the regulation of collular and
tissue-based products, imposing requirements to the thont Necessary
to proteot the public hesith. For some products, FDA would Imposs
only requirements reiated to the pravention of communicable disesses.®
For products ralsing additional public hsalith concerns| such as products
that undergo more than minimal maniputetion or that have a systemic
effect on the body, premarkat ravisw and spproval wpuld be nesded,

in the regulatory approsch, FDA addressed repraductiva tissues
and noted that such tissues have o long history of yae in the medical
community. FDA 8IsD recognized that such tissues ralse a number of
legs substantial Issues than those raleed by other tisstes that have »
systemlc effect on the body, As a result, FDA steted that such tissues
would be subject to lass regulation than other tissuss; that have a
systemic effecl on the body. Unlike the reproducuvu'}tissuua discussed
In the regulatory approach. tissues and calia for cioning of human
beings ralse edditional significant health concerns not raised by
processes in place for the reproductive tissues used In the past.
Conslistent with the tisred approach for oceliutar and tigsue-based
products, & somatic cell clone would be subject to FOA premarket
revisw and approval becauss It is more than minimally manipulsted.

IV. Prohlbitad and Parmissibls Acts

. The FD&C Act prohibits the Introduction into interstate commerce
of unapproved new drugb and misbranded and aduitoratod drugs and
the holding for sale of such misbranded and adulteratad products after
shipment in interstate commerce. 21 U.S.C. § 331 (a).(d).(k). The
approve! of u nuw drug application removes the prohipition on Interstate
shipmant. Tha PHB Act slso prohibits Intarstats shipment: “[n]o person
shall sell, berter, or exchange, or offer for sale, barter or exchange" In

‘ror chess products, FDA would only vegulatd the product
under ths communicable disaagse provisiens of the|PHS Act and not
under the FDCA or the biological preducts proviaions ¢f the PFHB

-7-
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interatate commercs any unapprovad biologica!l product. 42 U.S.C.

§ 262(a). Saction 123(s) of the FDA Modernization Act amends tho
PHS Act by replacing the terms “sall, barter or exchange” with
“Introduce or deliver for Introduction into interatate cqmmen:e 42
U.E.C. § 262(a).

Under the authorities of both Aots, FDA promulgated regulations
to aliow clinical research on Investigational drugs and, biaiogical
products. Clinical research on these products can prgcsed only when
an Investigational nsw drug application {IND) is In effect. Sag 21
U.8.C. § 355li) (authorizing FDA to promulgate reguistions for research
involving Investigational new drugs), 42 U.8.C. § 282, 21 C.F.R. Part
312, Before such research may begin, the apansor of the rasearch Is
roquired to submit to FDA an IND deseribing the proppsad rasesarch
plan. The sponsor also Is raquirad to obtain authorlz
from an institutional review board {an independant group of axperts end
consumers which reviews the proposed study from a(sclentific and
ethical perspsctive). 21 C.F.R. §6 58.103, 312.23{a)(1){Il}} and {Iv).

In addition, the researcher Is required 10 oblein the Informed consent of
the Individuals who are considering whether to participate in a clinical
study, Sans 21 U.5.C. § 6056{l}, 21 C.F.R, Parts 60 and 312. Thus, .
bafore an agp la removed from a woman or the cell contalning the
nucleus to bo inaerted into the egg le ramoved from the prospoctive
genetic parent for the purpose of creating @ ¢lonad human being, an
IND should be in place and informad congent obtain

Ones FDA racalves a proposed study, It reviews the IND
applicstion to assess whather it is appropriate for the study to proceed.
Among tha information reviewed by FDA ls informatign related to the
. safety of the product, including pharmacology and tokicology
information that the applicant believes shows that It Ia reasonably sate
to conduct & elinleal invastigation. FDA may prohiblt la sponsor from
conducting the study (often referred to as piacing the| study on “¢linical
hold") far a variety of reasons, including if tha agency finds thet
‘[hlumean subjects are or weuld be exposed to an unréasonabls and
significant risk of llineas or injury,” “[tihe IND does ngt contain

sufficlent information requirad to assess the risks 10 subjects of the

P 10/11
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propossd studles,” or ‘[t]he clinicel investigators ... are not qualified by
reason of their sciantific training end experlance to conduct the
investigstion...” For exsmple, information ralalng conéerna sbout the
sterliity of the product or date from animal atudies showing asrious
adverge reactions In animais would cause FDA to qu.‘ftlon whether a
ltudv should procesd.

V. Regulatory Actlons for Viclations of the FD&C Ac and PH8 Act

Where violations af the Acts occur, such as shigment of an
unapproved drug or blologlc or miabranding or adulteration of a drug,
the government has the authority to initiate regulatory actions, including
adminiatrative actions (s.g., clinical investigator disquaiification .
procesdings) and civil and criminal litigation {e.g., selzures, Injunctions,
and criminal prosscution),

P, 11/11
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#® Rachel E. Levinson 02/27/98 03:40:26 PM

Recaord 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 support Feinstein's bill without the_forfeiture
clause, and would prefer that the sunset be shortened to 5 years. Although he may make
congciliatory noises ta the Majority, he says that should not be interpreted as a softening of their
position. [ have a callin to PhEMA

Message Sent To:

Toby Donenfeld/OVP @ QOVP
Wendy A. Taylor/OMB/EOP
gips_d @ al.eop.gov @ inet
Clifford J, Gabriel/OSTP/EOP
Jeffrey M. Smith/OSTP/ECP
Lucia A. Wyman/WHO/EQP
Thomas L. Freedman/OPD/EOP
Jerold R, Mande/OSTP/EOP
William P, Marshall/WHQ/EOP
Arthur Bienenstock/OSTP/EQP
Rachel E. Levinson/QSTP/EQOP
Elena Kagan/OPD/EOP
jhorvath @ os.dhhs.gov @ inet
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b @k Lucia A. Wyman
: 02/24/98 06:44:34 PM

Record Type: Record

To: Elena Kagan/OPD/EOP, Themas L. Freedman/OPD/EOP, Jerold R. Mande/QOSTP/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.

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

| had sent this note while you were away.
---------------------- Forwarded by Jerold R. Mande/QSTP/EQP 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.

| want to revisit a decision we made last week not to reach s. | 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 groups that worked our side of the issue
and reminding them who controls the fate of the rest of the groups' legislative agendas, |
recommend that we convene a meeting of the groups to rally continued support and brief them on
issues such as FDA jurisdiction. Lef me know if you agree, and [ will work with OPL to set this up.
Thafks.
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Genentech, Inc.

460 Point San Bruno Boulevard
south San Francisco, CA 94080
(415) 225-1107

FAX: [415) 225-2929

Arthur . Levinson, Fh.D.
President and
Chief Executive Officer

February 9, 1998

The Honorable Connie Mack ‘
SH-517 Hart Senate Office Building
Washington, DC 20510

Dear Senator Mack:

1 am writing with repard to ]egislati\;fe proposals currcntly pending in the Senate rclating to
cloning entire human beings. This vexing topic needs to be put into a larger perspective before
the Senate votes on a bill, 8. 1601, vflhich was introduced only last week.

The biotechnology and rescarch community has been very open and public about its support for
the President's request for & voluntary moratorium on activities that could lead to the cloning of
entirc human beings. This exercise of responsibility in science is consistent with our long history
of restraint in the pursuit of basic biomedical research. We do not plan or seek to clone entire
human beings. In addition, we fully recognize the existence of various federa] laws setling out
the jurisdiction of the Food and Drug Administration which, when takcn together, would bar the
commercialization of cloning of entire human beings. Because of this moratorium and exlsting
legal limitations on action, it is po‘mblc to deliberate and exercise caution and restraint in
legislating this issne,

The reality of modern biomedical research is that it is diffieult to predict in advance exactly how
specific, even esoteric, arcas of rescaruh will produce breakthroughs. As Michael Bishop (cancer
rescarcher, Nobel laureate in medicine and my collcague from the University of California, San
Fruncisco) spoke of this issue recently, in 1968 his work with Dr. Harold Varmus, and Professor
Herb Boyer would have never been foreseen as leading to breakthroughs in recombinant DNA
research and cancer genetics. S1m11q.r1y, work done in the 1980s on transgenic animals by Dr.
Phil Ieder, of Harvard, and others, vimuld not have easily been understood as being essential to
the development of animal models That could facilitate dramatic advances in our ability to test
new AIDS therapies.
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The Honorable Connic Mack
Page Two

It is also the case that with virtually every scientific advance there are voices that seek to dclay
legitimate, if misunderstood, advancges in science. In the early 1970s, some government officials
sought to bar virtually all recombinant IDNA research out of exaggerated fears about the safety of
the technology. Rescarchers and companies voluntarily adopted a moratorium on some research
until more information was obtained. Fortunatcly, the calls for more radical local or federal
regulation were rejected. The sclf-regulatory efforts by industry and the research community
worked, and there werc no significant safety issues to arisc out of that rcsearch.

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 pscudoscience. Again, we
are fortunate that Congress did not act to bar the crcation of transgenic animals, which are now
so commonly used in drug development, cspecigally in ATDS research. IN addition, transgenic
animals may someday be used for the 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 1980s to end research, patients would have had that hope foreclosed.

Now Congress is faced with difficult decisions about how to react to a single experiment in
sheep. Each side of the current debdte has sincere motivations and convictions about its
legislative appreach. Senators Bond Frist and others have bona fide concems ahout cloning
human beings and hope that their bill would not affect biomedical research. Yet, determining
how to prohibit the act of cloning a entire human being has proven (o be a daunting task. For a
set of reasons outlined below, we prefer the approach taken in the bill, S. 1602, to that found in
the bill currently pending, S. 1601. .

Most importantly, in considering rcstucﬁons on scientific research in the privatc sector (as
opposed 1o previously enacted limitations on the expenditure of federal funds), greal care must
be excrcised. In addition to the lega) rights of persons to free expression and inquiry in the
private market, there is little precedent for imposing limitations on research cxcept for reasons of
safety or other narrowly crafted circumstances.

In this mstance, there arc multiple pgssibilities of promising research with somatic cells. Our
hope in the research communily is that this branch of research will lead to discoveries that permit
us to develop new cures and treatments for serious and unmet medical nceds. Somc of our
colicagucs in acadcme have alrcady begun exploring questions of how to turn on and ofT these
somatic cells so that new biological matcrml could be generated for transplantation and for other
therapcutic purposes. At this point i m the discovery process, it is not known cxactly how to
accomplish this therapcutic goal, buf 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 be criminalized under 8. 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 inappropriatencss of using
somatic nuclear cell transfer lec,lmology Lo creatc an embryo which is implanted into the uterus,
with the goal being reproductive in nature. On the other hund, it is hard to understand why
scientists should become criminals i£ they pursue legitimate new therapies fur heart disease,
cancer, diabetes, and other diseases, and if their research has no prospect or intent of creating an
cntire cloned human beiny,
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The Honorable Connie Mack
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H
Given our current state of knowledge, there is o reasonable prospect for creating a new human
being unless an embryo is implanted into the uterus of a woman. Thus, the approach should be
to adopt a bill that effectively burs what the political consensus wants (o prohibit, while
simultuneously retaining the option of rescarch that is aited al new therapies, not at reproductive
cnds. i

‘There are several other reasons to spppott the approach taken in 8. 1602:

¢ S. 1602 precmpts inconsistent s:tate laws. Given the rush 10 judgment in various states, the
high likelihood for overlapping and inconsistent standards, and the clearly negative effcct on
interstate commeree, a federal sfandard is appropriate.

¢ S.1602, unlikc 8. 1601, uses a r:;ivi | penalty structurc that will be sufficient to deter unwanted

/  conduct. If criminal penalties or asset forfeiture are threatened for research activities, there is

likely to be a chilling effect on research in this entire arca. Moreover, there are additional
sanctions availablc under the Fdod, Drug and Cosmetic Act to address human cloning.

/ + 8. 1602 appropriately requires that Congress should review these Jimitations on research aftcr

a set period of time. ‘This re\vlew could be facilitated if, using carefully drawn criteria, there
was a balanced review of this arpa of research by a nonpolitical entity.

¢ The suggestion in S. 1602 for iq!tcrnatirmal cooperation on this topic is welcome, as is the
ratification of the authority of the jurisdiction of the Food and Drug Administration.

One final point, 8. 1601 would csta‘alish a commission that could approach the bioethics
questions associated with certain limited new somatic cell nuclear transfer technologies. This
concept is worthy of serious consid¢ration. As we approach scientific advances, it is important
that we make sure (hat science reflepts our basic human and ethical valucs.

The work done by existing entities, such as the Recombinant DNA Advisory Committee of the
NIH, and the N1H-DOE Working Group on Lithical, Legal, and Social Implications of Human
Genome Research, has advanced the public discussion. In this regard, the work already done by
the President's Commission on the topnc of cloning entire human beings has materially assistcd
the national debate on this topic, We leave to the political process questions of whether any such
bioethics commission should be Sln,dted in the Executive Branch and who should cxercise the
appointment authority.

i

There are scveral caveats worth noting, however.

¢ Dast history, here and in Europe; suggests that there is a real risk that any such commission
could inadvertently begin to fungtion as a new regulatory entity and serve to delay the
approval of ncw treatments for patients. This temptation should be avoided at all cosis by
explicitly limiting the role of the commission.
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¢ Therc is  risk thal any new cmi‘lmisaion will be led by other political agendas into
discussions that do not advanee; progress on improving human health. This temptation
should also be avoided by narrgwly circumscribing the commission’s charter.

¢ The composition of any oommi%ssi(m should broadly reflect the best available thinking in
science, law, and ethics. The mete prohibition on political officials serving on such a panel
is not likely sufficient to prevent the politicization of the appointment process. There are, |
understand, precedents that penhit certain relevant professional societies to offer lists of
nominees to an appointing authority. This approach would appear to mitigate the risk ol an
overly political appointment pr('pccss.

In closing, let me thank you for:rzji.ng the special sensitivity and commitment to biomedical
rescarch to ask for greater deliberation and for crafting 4 more precise bill that seeks a uniform
conscnsus about how to ban the clohing of entire human beings.

The 1ssuc before the Senate is: Caniwe simultaneously advance science and the search for cures
for scrious diseascs while also mg the cloning of entirc human beings? We believe that to

toster further dialogue and deli ion can help achieve that common goal.
Sincerely,

Aok

Art Levinson
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Record Type: Record

To: Elena Kagan/OPD/EQOP, Thomas L. Freedman/OPD/EQP, Jerold R. Mande/OSTP/EQP, Arthur
Bienenstock/OSTP/EQOP
cc: See the distribution list at the bottom of this message

Subject: cloning memo

DECMEM. 1

Tom and Jerry have raised the question ¢f 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. | 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 vesterday, 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. GabrielYOSTP/EOP
Jeffrey M. Smith/OSTP/EQP
Lucia A. Wyman/WHO/EOP
Wendy A. Taylor/OMB/EOP
William P. Marshall/\WHQC/EOP
gips_d @ al.eop.gov @ inet
Toby Donenfeld/OVP @ QVP
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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). Itis
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.

l. 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.
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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 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.

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. [t

would also bar reproductive technology currently in use in the U.S.

Recommendation:
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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:
Il. 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 woulid 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:
ll. Legislative Strategy -

Because the amendment process is difficult to control and extreme
amendments may make ultimate support of transmitted Administration legislation
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undesirable, we recommend encouraging our allies in Congress to incorporate your
improved language into their iegislation. 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/EQP

ce: Laura Emmett/WHO/EOP, Mary L. Smith/OPD/EQOP
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/EQP on 01/29/38 05:43 PM
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Record Type: Record

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

CcC:
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 (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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To: Laura Emmett/WHO/EOP

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

ce:
Subject: MONDAY'S CONFERENCE CALL

Subject: Conference Call on Cloning ?\.(d& N
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Record Type: Record

Ta: Elena Kagan/OPD/EOP

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

CLONING.1  Attached is OSTP's dramga\Tgﬁn_m’tbm_mld_ue_wmﬂmﬂdm(—en—elening.
In general it is accurate: in meetings with O {Rachel Levinson), VP (Gips), counsel (Marshali},

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 gne aof
the refinements and recommends against preemption. However, it is sloppy and not informative
enough. We are meeting again tommerow morning to improve it. You are more familiar with the
President’s thinking on this issue, but here is what | think the memo should do better:

1. Explain what FDA can_g_g; FDA has not formally announced it, but Bill Schultz thinks they have

the authority to ban cloning for 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 option's effect on research. The option we chose (C)
was supposed o be the most research friendly while still banning making human with cloning, that
needs to be clearer.

3. | think we should list an option of not sending up a pnew bill. We've already said our principles
and endorsed model legislation, we could offer to work with Feinstein or Kennedy to fix the
problems we all see in our bill. 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
hurans via cloning (for instance by banning implanting in the womb using somatic cell nuclear
transfer.}) If you agree with this last peoint, I'm not sure we even need a special memo to the
President but it could just be included in the Weekly.
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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:



[CToNRG 722 ‘ Page 2]

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 fertility 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
hyperovulation. 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 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:
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



