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jH^̂  - DRAFT 
MEMORANDUM FOR THE PRESIDENT B ^ i T ^ i i B 

FROM: 

SUBJECT: Cloning LegislaUve 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 retum. 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 jjrinciples outlined in your 
draft bill. 'jQ^Vu.o^ f ^ . ^jL^sW5, tot-'S l^r^W^ \^ 

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 wdth 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 

V /it' 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 wdth 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: 

Current language: 
I t s h a l l be unlawful f o r any person or other l e g a l e n t i t y , p u b l i c 
or p r i v a t e , to perform or use somatic c e l l nuclear t r a n s f e r w i t h 
the i n t e n t of i n t r o d u c i n g the product of t h a t t r a n s f e r i n t o a 
woman's womb or i n any other way c r e a t i n g a human being. 



Suggested modification: 
It shall be unlawful for any person or other legal entity, public 
or private, to introduce thg product of somatic cell nuclear 
transfer into a woman's wombFin 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 confiision. y 
• "Intent" was included as protection for a defendant, but industry and medical practitioners 

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 potendally 
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 attempdng 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: 
I t s h a l l be unlawful f o r any person or other l e g a l e n t i t y , p u b l i c 
or p r i v a t e , to introduce the product of somatic c e l l nuclear 
t r a n s f e r i n t o 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 
intendon of aborting. 

The right-to-life community criticized your bill for allowing the creation of embryos for 
research purposes using private ftinds, 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 



DRAFT 
ol 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 concems 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 diis issue is immediately obvious. Moreover, die 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 vvould 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 diis particular bill to preclude all state regulation of biomedical 
research is inconsistent with our posidon that this bill is designed to address only the limited issue 
of cloning and is not an attempt to address broader research issues. 

Recommendation: 

Wc 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. Vemon Ehlers to prohibit the expenditure of Federal ftinds 
to conduct or support research on the cloning of humans. 



THE WHITE HOUSE 

W A S H I N G T O N 

March 3, 1997 

MEMORANDUM FOR THE PRESIDENT 

FROM Jack G i b b o n s ' ^ ^ , u i 
Assistant to the President for Science and Technology 

Bruce Reed'̂ *̂" I 
/^sistant to the President for DomesUc Policy 

SUBJECT: Background and Suggested Presidential Statement on Clonmg 

As vou know the February 27 issue of Nature, a renowned scientific joumal, contains a" account 
^t'he f i ^ t s : i : s f t i l clomng of an adult sheep. Hypothetical ly. ^^^^^^'^^^^^^^^^ 
,o clone humans Because of the ethical concems human cloning would present on February 24 

o u t k e d ™ NaUorBioethics Adviso^ Commission (NBAC) to review the legal and ethical 
issues involved and to report back within 90 days on possible federal actions 

We recommend that you: (1) issue a statement on cloning to assure the public f̂ êral̂ ^̂ ^̂ ^̂ ^ 

will not be used to clone humans; and (2) call on the scientific community tojoluntarily efra n 

from human clonmg while NBAC and the nation distinguish the facts from the hype and consider 

its ethical implications. 

Background 

Most scientists believe that human cloning faces major scientific barrier. F « - ° ^ P ^ ^ ^ ^ ; | 
scientific reasons sheep may be more easily cloned than humans and other animals, and all 
ttemp^^^^^^^ sach as mice starting with cells from mature anima s have fa. d^ 

The minority of experts believe that any prospect of successfiilly applying this new clonmg method 
to human beings in the near ftiture is extremely remote. 

Human cloning research also faces fundmg barriers. On December 2 1994 you - - d a t̂aU^̂ ^ 
barring the use of federal funds to create human embryos for research purposes Appropriations 
S for FY96 and FY97 codified this policy and expanded it to cover HHS research in which 
hlarembryos are "destroyed, discarded, or knowingly subjected to risk of injury or d^th grea er 
haTthat a lowed for research on fetuses in utero." (The Administration has OPP-^^ 

the issue through legislation and has supported repealing this provision) Senator Bond (R-MO) 
has begun to dfaft legislation making permanent the current ban on federal f.nding for human 
embryo research 

News reports have indicated thlt the Congressional ban prohibits using federal funds for human 
c l o l g and no one in Congress has taken issue with d.is understanding But the languag is no 
Ttighfas It could be. It does not explicitly bar federally-supported scientists from creating human 



embryos they intend to implant - it only prohibits them from creating embryos they will discard. 
In addition, the Congressional ban only covers HHS-ftinded research. 

Privately ftinded facilities are free to engage in human cloning research under current law. There is 
a booming business in all forms of reproduction technology to assist infertile couples. Human 
cloning is not likely to be pursued in this context - at least until it has a chance of competing 
successftilly against existing technology - but it cannot be definitively ruled out. 

Congress has scheduled fact-finding hearings on human cloning March 5 (Technology 
Subcommittee House Science Committee) and March 12 (Senate Subcommittee on Science, 
Technology and Space). NIH Director Harold Varmus has been asked to testify at both upcoming 
hearings On February 26, in testimony before the House Appropriations Subcommittee on Labor 
and Health and Human Services, Dr. Varmus stated that the idea of human cloning was 
"repugnant " He went on to say that he "would be concemed about a rush to legislate a 
prohibition since legislation could also restrict related work that off̂ ers important medical, 
economic, and scienUfic benefits. 

Rushed attempts to ban cloning could easily result in unintended hamifrjl effects on important 
research For example. Dr. Varmus has noted that sheep cloning might infomi new methods tor 
producing human proteins, creating model organisms to study human diseases, and possibly 
reprogramming human cells for treatment of cancer, bums, and other disorders. Therefore, any 
restraints on human cloning should be worded careftilly to avoid unintended consequences on a 
broader sphere of biomedical and agricultural research. 

A consensus is emerging, however, that researchers should not pursue human cloning at least until 
the nation has more thoroughly considered the ethical implications of the technology. The current 
restrictions do not assure this outcome for two reasons. First, as noted above, the current ban on 
using federal ftinds to create embryos for research does not explicitly prohibit all human cloning -
it only covers cloning of embryos that will be discarded (not implanted), and only covers HHb-
ftmded research. Second, the resfrictions apply to federally-supported human embryo research 
only, not privately-funded activities. 

You could urge the non-federally ftinded scientific community to declare a self-imposed 
moratorium on human cloning. Some in science will quesUon the need for this approach because 
they do not believe our ability to clone humans is imminent.. Some also believe that it would be 
inappropriate for you to take action before NBAC reports back to you widi recommendations (your 
referral ofthe issue to NBAC received enthusiastic, bipartisan support at NIH's February 26 
appropriations hearing). On the other hand, your calling for a moratorium might deter restrictive 
ill-advised legislation, reassure the public, and strengthen die nation's resolve to consider ethical 
questions careftilly before advancing human cloning. The scientific community favors a voluntar>' 
moratorium over a Congressional ban. and key scientists including Dr Varmus would understand 
your calling for it. 

Suggested Presidential Statement 
i 

We recommend that you issue a statement to: 



o Affirm the scientific promise ofthe new cloning technique and its concurrent ethical 

challenges; 
o Argue that ethical concems must be confronted before people try to use the technology to 

clone humans; 
o Restate that you have referred the issue to NBAC; 

Clarify that federal dollars cannot be used for human cloning and that you are signing a 

memorandum to that effect, and 
Call on the scientific community to refrain from human cloning at least until NBAC and 
the nation have carefully considered the issue. 

o 
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Senate Democrats Block Cloning Bill; Lott Seeks Cloture 
Senate Democrats Thursday blocked 

GOP efforts to move a bill that would 
HEALTH I Pennanendy ban hu-

^ I man cloning. 
Senate Majority Leader Lott late 

in the day filed a cloture petition on the 
modon to proceed to the bill, and an­
nounced a vote for Tuesday. 

Lott said that vows made by 
Chicago physicist Richard Seed to seek 
to clone humans made it imperative for 
the Senate to act — even though the 
bill in question, introduced on Tues­
day, has not yet been considered by 
committee. 

"Clearly this is an issue that has the 
attendon of the public," Lott said. "If 
we don't act, what could be the result? 
Do we want the possibility of human 
cloning to go forward?" 

But Democrats, who objected to al­
lowing the bill to be brought up, said 
Congress is rushing unnecessarily. 

"It is not as if, despite the absurd 
publicity given to Richard Seed, a baby 
will be cloned tomorrow," said Senate 
Labor and Human Resources rank­
ing member Edward Kennedy, D-
Mass. 

Kennedy, along with Sen. Dianne 
Feinstein, D-Calif., has introduced a 
bill that would place a 10-year mora­

torium on implantation of embryos 
created with the technique used by a 
Scottish sciendst to clone a sheep in 
1996. 

'There is time for us to take a month 
or two and consider what approach to 
take," Feinstein said. 

The key difference between the GOP 
bill, written by Sens. Christopher (Kit) 
Bond, R-Mo., and Bill Frist, R-Tenn., 
and the Democrats' bill is that the for­
mer would ban all use of the technol­
ogy in quesdon, "human somadc cell 
nuclear transfer." 

The latter would permit use of the 
technology, but prohibit the implanta­
tion into a woman's uterus of an em­
bryo created using the technique. 

The debate is not just pitdng De­
mocrats against Republicans, however, 
but also medical research groups against 
abortion foes. 

Research groups say the GOP bill, 
by blocking all creation of embryos, 
would sidetrack important medical re­
search. 

"The bill goes beyond the issue of 
cloning to make it a crime to use so­
matic cell nuclear transfer of a nucleus 
derived from normal sexual union of an 
egg and sperm, which is obviously not 
cloning," according to an analysis of the 

legislation performed by the Biotech­
nology Industry Organization. 

The analysis goes on to say: "[The 
legislaUon] would also make it a crime 
to conduct some research seeking to 
generate stem cells to treat a wide range 
of deadly and disabling diseases, treat­
ments which have nothing whatever to 
do with human cloning." 

But anti-abortion groups say the De­
mocrats' bill would encourage the cre­
ation of human embryos for the express 
purpose of experimenting on them and 
then killing them. 

"Enactment of Kennedy-Feinstein 
would amount to a declaration by Con­
gress that living human embryos are 
something other than human beings," 
the National Right to Life Committee 
charged in a letter circulated Thursday 
to senators. 

"Under the Kennedy-Feinstein pro­
posal, it would be perfectly legal to cre­
ate cloned human embryos and use them 
as subjects for harmful experimenta­
tion, so long as they are killed before 
being implanted in a woman's womb," 
the letter added. 

The NRLC letter also said the group 
intended to use a vote on the Democ­
rats' bill as part of its annual scorecard 
of abortion-related votes. 

Jennings Cautions GOP On Medicare Contracting Issue 
Republicans are still pushing hard 

for legislation to rewrite a controversial 
provision of last year's budget recon-

HEALTH I '̂ 'hation act allow-
^ 1 ing for limited pri­
vate contracting between physicians and 
Medicare beneficiaries — but the Clin­
ton administration is urging them to 
think again. 

"Before you start changing the Bal­
anced Budget Act, which was a very 
delicate compromise, you have to re­
view all the implications of that," Chris 
Jennings, deputy assistant to the pres­
ident for health policy, told Con-
gressDaily in an interview Wednes­
day. 

Sen. Jon Kyi, R-Ariz., author of 
the original language in the recon­

ciliation bill that was changed at the 
insistence of the Clinton admin­
istration, is pushing a bill that would 
remove a requirement that physicians 
who privately contract for Medicare-
covered services forgo all contact with 
the program for all patients for two 
years. 

Kyi said on the floor Tuesday that 
his bill currendy has 45 cosponsors and 
that companion legislation in the House 
has more than 150 cosponsors. 

According to Kyi, hearings in the 
Senate Finance Committee are expected 
by the end of the month — and he ex­
pressed hopes of having a bill to the 
president "sometime in the early 
spring." 

But Jennings said the admin­

istration remains concemed about both 
the substance of the measure and the 
precedent of reopening last year's leg­
islation. 

In particular, Jennings said, among 
the administration's concerns about 
physicians being allowed to privately 
contract for some patients but not oth­
ers would be the difficulty of detect­
ing fraud. 

Jennings said the administration was 
concemed as well about potentially lim­
iting access to physicians in rural or in­
ner city areas if too many doctors were 
to stop accepting Medicare payment 
rates. 

"Opening it up widiout considering 
all these other issues would seem im- ;{ 
prudent right now," Jennings said. 

• J 
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substa, e 0 t ' I ; to the use of such d,-ug or other 

ducted to deten,;::j£;;:̂ ;s::i;e'''̂ "' "̂̂'̂  "̂-̂  "̂"̂̂  

semi;t::̂rom;;;y ̂ ;:::n!n!'?' ^ --̂  of the 
654 of title 10 United States C o d 7 ' H " 

laws) at the cohered e d L l - : : : U n t H v ' ' o r ' ' ^ ' ^ ^ " " " ' " ' " ^ 

.nT;n.tr:h": sinSr ii:::::̂  oSc::̂Tra:ni"''̂  "̂-"̂-̂  
ins t i tu t ion o f W g h e r e d u c a t i o T ^ ^""P ' " " ' ' ' h " 

to be available foV student °id) t o ' ' " ""'='"'^'"5 « Brant of funds 
the SecreLarv of n . '^ ' ' " t ' " d ' ^ a covered educational ent i ty i f 
e n t , t ? C 7 ; : U c ° ; t " ^ ; r a t r c r , ' r " g a r d i : ^ ^ 5 ' T ' 1 " ^ ^ " ° " ^ ' 
that either prohibit! , or in en-e;:t p ^ e v t n t S ' ' >mplemented) 

• entity: ^ '''^ tt>o covered educational 

(A) student names addresses, and telephone listings; and 
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Human Embryo Research 

Continuing Resolution 9 (P.L. 104-91) prohibited Federal funding for the "creation of a 
human embryo or embryos for research purposes..." and "for research in which a human embryo 
or embryos would be destroyed, discarded or knowingly subjected to risk of injury or death 
greater than that allowed for research on fetuses in utero." The CR. applied to funding for the 
entire FY 96. Identical language was placed in FY 97 DHHS Appropriations language (P.L. 104-
208). The President's FY 97 and 98 budgets proposed deleting the the second provision and did 
not support addressing this issue in legislation. The first section codifies the President's directive 
of Dec. 2, 1994. The second section addresses research on all human embryos, regardless of 
source. The second part goes substantially fiirther in prohibiting a much larger class of research 
that has implications for treating infertility, preventing birth defects, understanding oncogenes 
and studying embryonic stem cells. 

The second provision applies to embryos the same standards that are currently in place 
for research involving human fetuses. Research involving human fetuses is govemed under 
DHEW 45 CFR part 46.208(a), "No fetus in utero may be involved as a subject in any activity 
covered by this subpart unless: (2) The risk to the fetus imposed by the research is minimal, and 
the purpose ofthe activity is the development of important biomedical knowledge which cannot 
be obtained by other means." Minimal risk is defined as, "The probability and magnitude of 
harm or discomfort expected in the research is no greater in and of themselves than those 
ordinarily encountered in daily life or during the performance of routine physical or 
psychological examinations or tests." Therefore, research that would involve manipulation 
ofthe preimplantation embryo that might result in its death, injury, or harm, is precluded 
under the Congressional ban, regardless of the source of the embryo. This includes six of 
nine applications for fiinds for research on human in vitro fertilization that might have received 
NIH funding, in compliance with the President's directive of Dec. 1994. 

Taken in sum, both phrases prohibit virtually all human embryo research that might be 
conducted with Federal funds under other circumstances. Due to the large demand for in vitro 
fertilization to circumvent certain male and female causes of infertility, there is considerable 
work under way in this area in the private sector, funded by patients. There are no standards in 
place governing such procedures, other than FDA requirements for approval of the component 
drugs and devices. 

A preimplantation human embryo exists from a few days after conception until about 3 
weeks, at which time implantation occurs. The NIH Human Embryo Research Panel highlighted 
research involving up to 14-day old embryos because it is at this time that the "primitive streak" 
appears; a line of cells that will eventually form the nervous system. Prior to development of the 
primitive streak, the embryo is a disc-shaped collection of cells that have yet to develop specific 
functions. This multi-function potendal makes them especially valuable in the development of a 
wide range of therapeutic agents for leukemia, sickle cell anemia, Parkinson's disease, diabetes, 
and spinal cord injury. This field is emerging as one with significant potential to understand 
human biology and address illness and disease affecting millions of Americans. 
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IHnitcd Starts Senate 
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Jariuary 9, 1998 

Dear Colleague: 

P]ease join me as a cosponsor ofthe "Human Cloning ProhibiTioTi Act". I intend to 
introduce the measure when the Senate recotivcncs at the end of iihis IUCJnt̂ l. 

Reports this week that a Chicago-based scientist is prepared to move foi-vyard with 
human donjng experimetitation forces an inynediate debate on how feu" out on the mor&I 
cliff we are willing to let science proceed before we as a nation insist on some metiningful 
constraic ts. My legislation will send a strong message that this type of research is clearly 
unethical anri unacceptable by placing an emeigency ban on human cloning research. 

Plant and animal cloning, and reseaiuh taking placs at the Human Genome Center 
offer great hope in addressing how to prevent, diagnose, and treat many devastating 
diseases. However, we must draw the line at human cloning. The belief that all human 
beings aie unique and created by God is shared by billions of us around tbe world. 
Human cloning, or man' s attempt to play God, would change tiie very meaning of life, of 
what it is to be human, Ai'e we ready for that? Hardly. 

The United States should show the moral courage and follow the example of 
several other countries by banning and criminalizing all human cloning research, whether 
public or private. Recent news accounts show that we no longer have the luxufV of 
waiting for tltis morally reprehensible act to occiu'. 

If you would like to join me, or if you have sny queftlions, please c?Jl mc o.'- have 
your staff contact Joe Pierle cf my staff at 4-572 ] . 

Sincerely 

Chriitopher S, Bond 
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January 15, 1998 

Dear Colleague; 

d«nfn J T T ' ^ ' ? i°vite you to join me in coaponsoring legislation to prohibit human 
clonmg, whether funded pubKdy or privately. 

According to recent preas report Dr. G, Richard Seed, a Chicago-aiea physicist 

th.f ' "^"^ .^««>^e^«i^tiori ofthe National Bioethioa Advisory Comimssiou 
h^ . . . at tbs tune It is moraUy unacccpubie for anyone in the public or private sertor ^ 

whether m a research or clinical sottins. to attempt to create a child using som^ c ceH nuclear 
^ s f e r clonujg." The Conimi5.ion concluded that thi. technique is notLfe^o^e !n 
humaos and that it raises "serious ethical concems . . . which require much more v̂ desnread 
and careful public deliberation before this technology may be used." ^^^^pread 

f '=^^i^="'i^bly President Clinton on March 4. 1997, directed federal agencies not to 
use federal fon6s for the cloning of human beings. This prohibition, however doe. no7 
«rtend to privately-funded research and on June 10. the President p^posed Se Clonbe 
Prohibmon Act to cover both the public and private sector, 

Tlae legislatiori 1 will introduce wiU make it >anlawful, for ten years for anv ô r̂ on or 
other legal ^tlty, public or private, to use cloning to create human bel^^ I t l7aI«o 
require the National Bioethics Advisory Commission to report to the Pre îdeLrand tS 
Congress on the (1) state ofthe science of somatic cell nuclear traSfj/aTdS ^^^^^^ 

advisabihty of continumg the prohibition established by the hUI. ^ ^ 

1 hope, you will join me in cosponsoring this bill and working for its prompt 

Pfohl at 4-3841 on my staff 

Sincerely, 

Diann§ Feinstein 
U. S. Senator 

DF :gb 
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125 N. MAIN STREST 
c o « c o f l ; , NM03J?: 

1« ^VEBJP-f.H STUffET 
M»NCHESTES), Vh 031CH 

IS43) £22-7978 

Januajy 14, 1998 

J GLEN AVEN J6 

NKO3S70 
leoai 75i-JS04 

Dear Colleague: 

99 fCASEEf4jLEV,AR0 
PQRTSMOuTrl, HH 03^-

V l̂ien we retum for the second session ofthe 105tTi Cr^y^^t. A 
it̂ quire our immediate action: the cloning of ^ t ^ r b L w T fiS^ L ? " " ' ' ^ ^""^ 

an outright prohibition onthepos^f f v X m e ^ o f t̂ ^^ 
- f ^ d ^ ^ i^d.goinff towari -huma;Jbl^^^^^ Current law prohibit, 

private activitiesls well T T i a H s X i ^ i i 1^^^ 
S L . c u i b r y o c ' a u ^ n b y ' S ; : ^ ^ ^ ^ 

It ha5 been almost 12 months since the world leameri fh«t TĴ T 

consensus bas been that whil* ,.in«i.„ T T • ^ -However, the ovRiwhelming 

wel l« potential topoxto agricdtoal J S c ^ ^ i f i « f ^ ^ ^ ^ t l ^ I ^ ^ ^ " 
those Who «>t«.,i„ ration of r=produ.i,g h^aa ••c.xl.on"^!^;*^ 

t l , , , >, ''g^'^W"" « ™xfel«<i on • law that WBS enaotcd laa v^r jn Ac Sate »f r , l i f ™ ' 
that became eSecnveJaouaiy I 1998 Simil«7m, , , . r . l i f . J^ , 

hu„,an embJ^eason even ^ r s X t S f ^ Z ^ ' ^ ^ ^ ^ ^ " ' " ^ ^ 1 
senetic resauch tiat does not involve d L t o / h . ^ . T ^ k T ' ^ ' ^ ^ ^ "=™" I 

activities m either Ihc public or the p.^valeienor. w h 

.0 see t h i n e g i ^ a t i o l l T ^ ^ i ^ ^ ^ t j v „ X o ~ 

Sincerely, 

Gregg 
•S, Senator 



Discussion: 
This is a very straightforward statement but is burdened by implications regarding 
abortion. 

Implications: 
Violation occurs at the time of birth (unless one believes that a child is created 

before birth) and so allows anything up to that point including creating an embryo via 
SCNT and introducing it into a woman's uterus 

Would require abortion at some point before birth 
Would allow embryo research (using private funds), regardless of whether or 

not the embryo was transferred to a woman for gestation, thus permitting fertility and 
other biomedical research 

D. Council of Europe Position 

Any intervention seeking to create a human being genetically identical to another 
human being, whether living or dead, is prohibited. 

Invites definitional issue of when a human being is created. May prohibit 
blastomere or embryo splitting; a reproductive technique currently in use in this 
country, depending on definition of human being. The word "seeking" is vague 
leaving open possibility of inhibiting a range of research involving other forms 
of cloning. 

III. OTHER: DEFINITIONS AND BACKGROUND 
(a) "Cloning" means the production of a precise genetic copy of a molecule (including 
DNA), cell, tissue, plant, animal, or human. 
(b) "Somatic cell" means any cell of the body other than germ cells (eggs or sperm). 
(c) "Somatic cell nuclear transfer" means the transfer of a cell nucleus from a somatic cell 
into an egg from which the nucleus has been removed. 

OSTP Discussion: 
"Somatic cell" (See alternative definition below.) While ours differs from others, it is a 
reasonable, accurate lay language defmition of a technical term. The goal of groups such 
as ASRM and BIO is to create a more narrow set of defmitions in order to protect a rather 
broad class of research. Ours is not so encumbered, leaving out any oblique references to 
embryo research. 

American Society for Reproductive Medicine 
"somatic cell means a mature, diploid cell." 

Discussion: 
Diploid corresponds to our definition; mature is an addition intended to permit certain 



types of infertility or other biomedical research. For example, under this definition 
research might be carried out to improve the efficiency of in vitro fertilization and other 
treatments for infertility using cells taken from an embryo. 

Research of more general interest might be done using cells not yet deemed to be mature, 
or so-called stem cells, cells which have not yet differentiated into their final form. 
Embryonic stem cells are cells from an early embryo that can go on to form any cell of 
the organism. Embryonal stem cells from mice have been grown in culture and can be 
stimulated to form precursors of blood, nerve and muscle cells. Human embryonal stem 
cells could be cultured similarly and engineered to prevent transplant rejection. 

"'the creation of a human child' means implanting into the uterus the product of somatic 
cell nuclear transfer technology for gestation and subsequent birth." 

Discussion: 
ASRM's intent is to prohibit the birth of a child created using SCNT technology but their 
definition is unclear with respect to the act of implantation. 

IV. OTHER SECTIONS: PROTECTED RESEARCH AND PREEMPTION 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH.—Nothing in this Act 
shall restrict other areas of biomedical and agricultural research, including important and 
promising work that involves: 
(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. 

Sen. Feinstein's staff suggested that we include reference to medical practice in this 
section as follows: 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH AND MEDICAL 
PRACTICE. Nothing in this Act shall restrict other areas of biomedical and 
agricultural research and medical practice, including important and promising work that 
involves: 

STATE PREEMPTION 

BIO and ASRM would like to see a Federal law preempt state laws such as that enacted 
in California. They believe that the California law is an example of the difficulty in 
crafting language that does not impinge on non-controversial, beneficial research. We 
are investigating the California law. 



DRAFT BACKGROUND ON CLONING 

L CENTRAL ISSUES 

A. Action to Take. Whether to send up a bill, armounce a statement of principles, do this 
as a regulatory matter, or do regulatory and legislative actions. 

B. Protecting Research. There is on-going privately funded embryo research. Blanket 
bans on using this technology for any research satisfy the urge to stop cloning of humans 
but meet opposition from researchers who want to use this technology. They claim the 
technique may be of use for work on immune systems, burn victims, bone marrow, 
diabetes, leukemia and liver damage. Using federal resources to do this research is 
prohibited at its earliest stages under the federal ban on creating embryos for research 
purposes using federal money. (1994) 

H. POLICY OPTIONS 

A. FDA AUTHORITY 

* FDA has not reached a formal determination as to whether it has the authority 
to ban cloning research. 

* However, they are very likely to reach the conclusion that they do have such 
authority, and could forbid such research on the grounds of safety. 

* They say that whether or not they issue this determination it will not eliminate 
the need for legislation as after a few years cloning research may be safe and 
would then need a ban based on ethical considerations. 

B. CURRENT ADMINISTRATION POSITION 

Administration Bill (June 9, 1997) 
SECTION 5. PROHIBITION. 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. 

This bill has not been introduced. Counsel's office feels the "Or in any other 
way creating a human being" phrase is unclear. It can be interpreted to mean 
creating a human being in any way other than by using somatic cell nuclear 



transfer (SCNT), or, as we intended, creating a human being through extra-uterine 
gestation, a technology that is unlikely to become available prior to significant 
development of SCNT. There is also the question of when does someone become 
a human being. 



C. Possible Revision I 

"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 in order to create a child." 

Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's uterus. 
That would have to happen within 14 days of differentiation. 

Would allow creation of an embryo (only with private funding) using SCNT, as 
long as transfer to woman's uterus does not occur. 

Would maintain status quo for private sector IVF research 

Would be consistent with current public sector ban on embryo research, 
precluding opportunity to capitalize on SCNT for research into treatment for 
spinal cord and other nerve cell regeneration, AIDS, skin grafts, and replacement 
organs 

D. POSSIBLE REVISION H 

It shall be unlawful for any person or other legal entity, public or private, to perform or 
use somatic cell nuclear transfer when the product of that transfer is introduced into a 
woman's womb [in order to create a child]. 

Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's 
uterus. 
Would allow creation of an embryo (only with private funding) using SCNT, as 

long as transfer to woman's uterus does not occur. 
Would maintain status quo for private sector IVF research 
Would be consistent with current public sector ban on embryo research, 

precluding opportunity to capitalize on SCNT for research into treatment for spinal cord 
and other nerve cell regeneration, AIDS, skin grafts, and replacement organs 

American Society for Reproductive Medicine 

It shall be unlawful for any person to create a human child using somatic cell nuclear 
transfer. 



BACKGROUND ON CLONING 

1. CENTRAL ISSUES 

A. Action to Take. Whether to send up a bill, amiounce a statement of principles, do this 
regulatorily, or do regulatory and legislative actions. 

B. Protecting Research. There is on-going privately funded embryo research. Blanket bans on 
using this technology for any research satisfy the urge to stop cloning of humans but meet 
opposition from researchers who want to use this technology. They claim the technique may be 
of use for work on immune systems, burn victims, bone marrow, diabetes, leukemia and liver 
damage. Much this research is prohibited at its earliest stages under the federal ban on creating 
embryos for research purposes using federal money. (1994) 

II. POLICY OPTIONS 

A. FDA AUTHORITY 

* FDA has not reached a formal determination as to whether it has the authority to ban 
cloning research. 

* However, they are very liekly to reach the conclusion that they do have such authority, 
and could forbid such research on the grounds of safety. 

* They recommend that they issue this detemrination but that it will not eliminate the 
need for legislation as after a few years cloning research may be safe and would then need 
a ban based on ethical considerations. 

B. CURRENT ADMINISTRATION POSITION 

Administration Bill (June 9, 1997) 
SECTION 5. PROHIBITION. It shall be unlawfiil 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. 

This bill has not been introduced. Counsel's office feels the "Or in any other way 
creating a human being" phrase is unclear. It can be interpreted to mean creating a 
human being in any way other than by using somatic cell nuclear transfer (SCNT), or, 
as we intended, creating a human being through extra-uterine gestation, a technology 



that is unlikely to become available prior to significant development of SCNT. There 
is also the question of when does someone become a human being. 



C. Possible Revision I 

"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 in order to create a child." 

Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's uterus. 
That would have to happen within 14 days of differentation. 

Would allow creation of an embryo (only with private funding) using SCNT, as long as 
transfer to woman's uterus does not occur. 

Would maintain status quo for private sector IVF research 

Would be consistent with current public sector ban on embryo research, precluding 
opportunity to capitalize on SCNT for research into treatment for spinal cord and other 
nerve cell regeneration, AIDS, skin grafts, and replacement organs 

D. Council of Europe Position 

Any intervention seeking to create a human being genetically identical to another human 
being, whether living or dead, is prohibited. 

Invites definitional issue of when a human being is created. May prohibit blastomere or 
embryo splitting; a reproductive technique currently in use in this country, depending on 
definition of human being. The word "seeking" is vague leaving open possibility of inhibiting 
a range of research involving other forms of cloning. 

HI. DEFINITIONS AND BACKGROUND 
(a) "Cloning" means the production of a precise genetic copy of a molecule 

(including DNA), cell, tissue, plant, animal, or human. 
(b) "Somatic cell" means any cell of the body other than germ cells (eggs or 

sperm). 
(c) "Somatic cell nuclear transfer" means the transfer of a cell nucleus from a 

somatic cell into an egg from which the nucleus has been removed. 

Discussion: 



"Somatic cell" (See alternative definition below.) While ours differs from others, it is a 
reasonable, accurate lay language definition of a technical term. The goal of groups such as 
ASRM and BIO is to create a more narrow set of definitions in order to protect a rather broad 
class of research. Ours is not so encumbered, leaving out any oblique references to embryo 
research. 

American Society for Reproductive Medicine 

"somatic cell means a mature, diploid cell." 

Discussion: 

Diploid corresponds to our definition; mature is an addition intended to permit certain types of 
infertility or other biomedical research. For example, under this definition research might be 
carried out to improve the efficiency of in vitro fertilization and other treatments for infertility 
using cells taken from an embryo. 

Research of more general interest might be done using cells not yet deemed to be mamre, or 
so-called stem cells, cells which have not yet differentiated into their final form. Embryonic 
stem cells are cells from an early embryo that can go on to form any cell of the organism. 
Embryonal stem cells from mice have been grown in culture and can be stimulated to form 
precursors of blood, nerve and muscle cells. Human embryonal stem cells could be cultured 
similarly and engineered to prevent transplant rejection. 

'"the creation of a human child' means implanting into the uterus the product of somatic 
cell nuclear transfer technology for gestation and subsequent birth." 

Discussion: 
ASRM's intent is to prohibit the birth of a child created using SCNT technology but their 
definition is unclear with respect to the act of implantation. 

OTHER COMMENTS 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH.—Nothing in this Act shall 
restrict other areas of biomedical and agricultural research, including important and 
promising work that involves: 

(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. 

Sen. Feinstein's staff suggested that we include reference to medical practice in this section as 
follows: 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH AND MEDICAL 
PRACTICE. Nothing in this Act shall restrict other areas of biomedical and agricultural 
research and medical practice, including important and promising work that involves: 



STATE PREEMPTION 

BIO and ASRM would like to see a Federal law preempt state laws such as that enacted in 
California. They believe that the California law is an example of the difficulty in crafting 
language that does not impinge on non-controversial, beneficial research. 

IMPACT OF FDA AUTHORITY ON CLONING OPTIONS 

Recent reports notwithstanding, FDA is still in the process of developing a determination of its 
authority to regulate the use of somatic cell nuclear transfer (SCNT) for the purpose of 
creating a child. Assuming for the moment that FDA does have this authority, how would 
that effect our strategy with respect to legislation? 

The Food, Drug and Cosmetic Act gives FDA authority to regulate products and procedures 
on the basis of safety and efficacy—not ethics. Our bill would prohibit any attempt to create a 
child using SCNT and provide for further review of the ethical and scientific. FDA's likely 
authority takes care of the former, for some period of time, but does not address the need for 
public discourse. Therefore, there is still a need to pursue legislative options. 

The issues of greatest concern [to scientists and industry] are what is prohibited and how the 
prohibited act(s) is(are) defined 
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possible revision II ASRM Council of Europe 

I t s h a l l be un lawfu l f o r any 
person or other legal e n t i t y , 
pub l i c or p r i v a t e , to perfonn 

or use somatic c e l l nuclear 
t r a n s f e r when the product of 
that t r a n s f e r i s introduced 

i n t o a woman's womli [ia_QEder 
to c r a a t e a , x i £ i ^ d ] . 

I t sha l l be unlawful f o r 
any person to orea^e a 

human c h i l d using somatic 
c e l l nuclear t r a n s f e r . 

Any i n t e r v e n t i o n seeking to 
create a human being 

g e n e t i c a l l y i d e n t i c a l to 
another human being, whether 

l i v i n g or dead, is p r o h i b i t e d . 

\ -This is a very straightforward 
stateinent but is burdened by 

implications regarding abortion 

Does not mention any specific type of 
clomng technology, which may be 

desirable. Invites definitional issue of when 
a human being is created. 

violation begins at time of introduction of 
tlie product of SCNT into a woman's 

uterus 

Violation occurs at the lijiie of birth 
(unless one believes that a child is 
created before birth) and so allows 
anything up to that point including 
creating an embryo via SCNT and 

introdvicing it into a woman's uterus 

The word "seeking" is vague leaving open 
possibility of inhibiting a range of research 

involving other forms of cloning. 

Would allow creation of an embr>'0 (only 
with private funding) using SCNT, as long 

as transfer to woman's utems does not 
occur. 

Would require abortion at some 
point before birth 

Similar to ASRM prohibition above. 

Would maintain status quo for private 
sector IVF research 

Would allow embryo research (using 
private funds), regardless of whether 
or not the embryo was transferred to 

a woman for gestation, thus 
permitting fertility and other 

biomedical research 

Could be used to (irosci ibe a broad range 
of resear ch involving other forms of 

cloning 

Would be consistent with current public 
sector ban on embiyo research, precluding 

opportunity lo capitalize on SCNT for 
research into treatment for spinal cord and 
other nei ve cell regeneration. AIDS, skin 

gralts, and re|)l;icenicnt organs. 

May prohibit blastomere or embiyo 
splitting; a reproductive technique 

currently in use in this counlry, depending 
on del'inition olTiuinan being. 



Definitions Administration ASRM ASRM 

,%'ording 

SECTION 4. DEFINITIONS, (a) "Cloning" means the 
production of a precise genetic copy of a molecule 
(including DNA), c e l l , tissue, plant, animal, or 
human. (b) "Somatic c e l l " means any c e l l of the 
body other than germ c e l l s (eggs or sperm). (c) 
"Somatic c e l l nuclear transfer" means the transfer 
of a c e l l nucleus from a somatic c e l l i n t o an egg 

from which the nucleus has been removed. 

"somatic c e l l means a mature, 
d i p l o i d c e l l . " 

"the creation of a human c h i l d " 
means implanting i n t o the uterus 

the product of somatic c e l l 
nuclear transfer technology f o r 
gestation and subsequent b i r t h . " 

discussion 

"Somalic cell" - See alleriiative deHnition below. While ours differs 
from others, il is a reiisoiuible, accurate lay language definition of a 
technical temi. The goal of groups such as ASRM and BIO is lo 
create a more narrow set of definitions in order to protect a rather 

broad class of research. Ours is not so encumbered, leaving out any 
oblique references to embr>'o research. 

"Diploid" corresponds to our definition; 
mature is an addition intended to pcmiil 

certain types of infertility or other biomedical 
research. For e.xample, under this definition 
research might be carried out to improve the 
efficiency of in vitro fertilization and other 

treatments for infertility using cells taken from 
ail embryo. 

ASRM's intent is to prohibit the birth ol'a 
child created using SCNT technology but 

their definition is unclear with respect to the 
act of implantation. 

Research of more general interest might 
be done using cells not yet deemed to be 

mature, or so-called stem cells, cells 
which have not yet differentiated into 

their final form. Embryonic stem cells are 
cells from an early embryo that can go on 

to form any cell of the organism. 
Embryonal stem cells from mice have 

been grown in culture and can be 
stimulated to form precursors of blood, 

nerve and muscle cells. Human 
embryonal stem cells could be cultured 

similarly and engineered to prevent 
transplant rejection. 



OTHER Administration 
possible revision (suggested by 

Sen. Feinstein's staff) 

wording 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH.-Nothing i n t h i s Act 

s h a l l r e s t r i c t o t h e r areas o f bi o m e d i c a l and a g r i c u l t u r a l 

r e s e a r c h , i n c l u d i n g i m p o r t a n t and p r o m i s i n g work t h a t i n v o l v e s : 

SECTION 6. PROTECTED 

BIOMEDICAL RESEARCH AND MEDICAL 

PRACTICE.-Nothing i n t h i s Act 

s h a l l r e s t r i c t o t h e r areas of 

b i o m e d i c a l and a g r i c u l t u r a l 

r e s e a r c h and medi c a l p r a c t i c e , 

i n c l u d i n g i m p o r t a n t and 

p r o m i s i n g work t h a t i n v o l v e s : 

discussion Includes reference to medical practice. 



lo2 

l ine. 

Wil t ;r ̂  : TZ- - "-'̂  
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Human Embryo Research 

Continuing Resolution 9 (P.L. 104-91) prohibited Federal funding for the "creation of a 
human embryo or embryos for research purposes..." and "for research in which a human embryo 
or embryos would be destroyed, discarded or knowingly subjected to risk of injury or death 
greater than that allowed for research on fetuses in utero." The CR. applied to funding for the 
entire FY 96. Identical language was placed in FY 97 DHHS Appropriations language (P.L. 104-
208). The President's FY 97 and 98 budgets proposed deleting the the second provision and did 
not support addressing this issue in legislation. The first section codifies the President's directive 
of Dec. 2, 1994. The second section addresses research on all human embryos, regardless of 
source. The second part goes substantially further in prohibiting a much larger class of research 
that has implications for treating infertility, preventing birth defects, understanding oncogenes 
and studying embryonic stem cells. 

The second provision applies to embryos the same standards that are currently in place 
for research involving human fetuses. Research involving human fetuses is governed under ^ j ' ^ 
DHEW 45 CFR part 46.208(a), "No fetus in utero may be involved as a subject in any activity 
covered by this subpart unless: (2) The risk to the fetus imposed by the research is minimal, and V 
the purpose ofthe activity is the development of important biomedical knowledge which cannot 
be obtained by other means." Minimal risk is defined as, "The probability and magnitude of 
harm or discomfort expected in the research is no greater in and of themselves than those 
ordinarily encountered in daily life or during the performance of routine physical or 
psychological examinations or tests." Therefore, research that would involve manipulation 
ofthe preimplantation embryo that might result in its death, injury, or harm, is precluded 
under the Congressional ban, regardless of the source of the embryo. This includes six of 
nine applications for fiinds for research on human in vitro fertilization that might have received 
NIH funding, in compliance with the President's directive of Dec. 1994. 

Taken in sum, both phrases prohibit virtually all human embryo research that might be 
conducted with Federal funds under other circumstances. Due to the large demand for in vitro 
fertilization to circumvent certain male and female causes of infertility, there is considerable 
work under way in this area in the private sector, funded by patients. There are no standards in 
place governing such procedures, other than FDA requirements for approval of the component 
drugs and devices. 

A preimplantation human embryo exists from a few days after conception until about 3 
weeks, at which time implantation occurs. The NIH Human Embryo Research Panel highlighted 
research involving up to 14-day old embryos because it is at this time that the "primitive streak" 
appears; a line of cells that will eventually form the nervous system. Prior to development ofthe 
primitive streak, the embryo is a disc-shaped collection of cells that have yet to develop specific 
functions. This multi-function potential makes them especially valuable in the development of a 
wide range of therapeutic agents for leukemia, sickle cell anemia, Parkinson's disease, diabetes, 
and spinal cord injury. This field is emerging as one with significant potential to understand 
human biology and address illness and disease affecting millions of Americans. 
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Bnittd Stares Senate 
W/Ay.hlNGTQN. DC 2!)-.10-2!i03 

JariufLry 1998 

Dear Colleague: 

Pkase join me as a cosponsor ofthe "Human Cloning Prohibition Act". 1 intend to 
introduce the measure when the Senate reconvenes at the end of this icontti. 

Reports this week that a Chicago-based scientist is prepared to move foi-vvard with 
human donjne expeiimentfttion forces an immediate debate on how far out on the moral 
cliff we are willing to let science proceed before we as a nation insist on some me&nmgful 
constraic ts. My legislation will send a strong message that this type of research is clearly 
unethical and unacceptable by placing an emergency ban on human cloning research. 

Plant and animal cloning, and reseaich taking place at the Human Genome Center 
offer great hope in addressing how to prevent, diagnose, and treat many drvastating 
diseases. However, we must draw the line at human cloning. The belief that all human 
beitigs aie unique and created by God is shared by bilhons of around the world. 
Human cloning, or man ' s attempt to play God, would change tiie very meaning of life, of 
what it is to be human. Ai'e we ready for that? Hardly, 

The Umted States should show the moral courage and follow the example of 
several other countDcs by banning and criminalizing all human cloning'research, whether 
public or private. Recent news accounts show that we no longer have tbe luxufv of 
waiting for tliis morally reprehensibie act to occur. 

If you would like to join me, or jf you have sny questions, please call mc or have 
your staff contact Joe Pierle of my staff at 4-5721. 

Sincerely 

N 

Chriitopher S, Bond 



1» 
frl'21'&S »fED 10:?A F.AX 301 402 02S0 DSP.\D i2]ft05 

" '^^"" '^ ' '^ COMMIXES ON f(Jfl£|CN PEl.*TiOt<S 
ceM.'-i:TTE!! 0^ THIS jjoiciAnv 

CQWMirret: ON ^JLSS AI^D *3MI.Ni5Tp,iT10\ 

linitEil grates Senate 
WASHINGTON, a c 2051C-Q5Oi 

January 15, 1998 

Dear Colieague: 

Cloning^ 

According to receol press reports. Dr. G, Richard Seed, a Chicago-area physicist 

v S r b e ^ c ^ ^ ^ ^ ^ 

that ^ l ^ . ^ l ' ^ r ^ ' ^ ' ^ ^ ^ i ^ ^ * ^ ' ^ Advisory Commission, 
wSther'in I t \ . T v , r "^f^^P^^^^ ^^^^^ in the public or private sector, 

transfer cloning. The Commission concluded that this technique is not safe to use m 
humans and that it raises ̂ 'seriou. ethical concerns . . . which reV,^ rS^LTmo,̂ ^^^ 
and careful public deliberation before this technology may be used." ^^^^pread 

n. . f . c ^ Z T T " ^ ^ ^ \ ^ ' f ^ ' °" ̂ ""^^ ^^ '̂7' ^s'^ted federal agencies not to 
use federal fund, lor the clomng of human being.. Tliis prohibition, however doe rot 
«rtend to pi-j vately-ftinded research and on June 10, the President ̂ posed tl̂ e Clonal 
Prohibition Act to cover both the public and private sector, "-̂ ô î e 

Tlie legislation 1 will introduce will make it >anlawful for ten vears fnr ;,nv n<>̂.<sn 

r T l f 7,^ Commission to report to the Presidenrand the 
Congress on the (1) state ofthe science of somaticcell nuclear t ran . f jAndS S J f l and 
social issues^otiated with the potential U5c of this technology in r i ^ l ^ S d m Ŝ^̂^̂  
advisabihty of continuing the prohibition established by the bSl. 

I hope you will join me in cosponsoring this bill and working for ita promot 

Pfohl at 4-3841 on my staff 

Sincerely, 

Diann? Feinstein 
U'. S. Senator 

DFigb 

/ 
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DFFICSS: 

125 N. MAIN STHEer 

IM3] £22-7978 

January 14, 1998 

Dear Colleague: 

J GLEN 

I6C3I 75i-iS04 

raP.TSMOuTH, NH asQa' 

V l̂ien we return for the second session of the 105th Car̂ mac f̂ «»* « 
require our immediate artbn: the doning of humrbeW T S ^ 
be an outright prohibition on the pos^ f Svrpmc^o^^^^^ °̂ 
fed^al fi^d. goin^towa^d^^^bryo J s t Z ^ ^ ^ ^ 

hZL'S::io" T \ -reducing legislation t^," o™To Z human embryo creation by the process of cloning. ^ 

It ha3 been almost 12 months since the world leameH fiiQt ,A- i-ji^ 
attempts. Dr. Ian Walmui crfthe Ro«lk i J t S L r S c ^ h S a^^^^ 

My legislation is modeled on a law that was enacted last vi»«r in^h.t:^* ^ i • r • 
that became effective Januarv 1 IQOS c w i , , " T , ^ ^= State of Califoinia. 

human embryo creation even for the purpose of r e s « r r M y n ^ ^ o . ^ ^ . r : i ^ i 
g««tic reseaxch that docs not involve'eSninghunT^b^o/to 'ô ^̂ ^̂ ^ 

.. up a sy^j^ of.pen^tifis.for the..vinlation o f L Uw t h T S e ^ ^^ ,13^! ^^^''^T 
activities in either the public or the private sector. ' " ^ ^ ^ ̂ ^^^^"^^ ^--h — 

c«p™.„,. p,=^e con..« Kimtely Sp^Jdi^^ Alan <SS, of m " 

Sincerely, 

>6V 

Gregg 
•S, Senator 



CLONING 

LEGISLATIVE OPTIONS 

BACKGROUND 

Cloning 
Cloning means making a precise copy of a molecule (such as a gene), a cell, or an 
individual plant or animal. It is done routinely in laboratories and clinics around the 
world in order to understand how proteins work in an organism, to construct new drugs 
with fewer side effects, to engineer foods with better nutritional charactenstics, or lo 
produce animals as models for human disease. Forensic experts clone DNA to identify 
crime perpetrators, cartilage cells are cloned to repair damaged knees and a few ofthe 
more than 5,000 genetic defects are being treated by inserting properly functioning 
cloned genes into the patient's cells. 

Dolly reviewed 
Dolly was news because she is thought to be a replica of an adult sheep. We already 
have human replicas, or twins, which occur naturally and through assisted reproductive 
technology known as blastomere splitting. However, identical twins are born at the same 
time and have no identical forebears. Dolly was the product of somatic cell nuclear 
transfer (SCNT), a technique that may have applications ranging from reconstituting an 
AIDS patient's own immune system or producing skin cells for burn victims, bone 
marrow cells for cancer patients, insulin-producing cells to treat diabetes, leukemia and 
liver damage. Much of this research is prohibited at its earliest stages under the Federal 
ban on creating embryos for research purposes. 

Embryo research 
Federal funding for the creation of human embryos for research purposes is banned under 
a December 2, 1994 Presidential directive and other embryo research is also prohibited 
via restrictions on DHHS appropriations. (See Attachment A for further discussion.) 
Embryo research in support of improvements in assisted reproductive medicine is carried 
out in the private sector with virtually no Federal regulation. 

We must assess the need to engage in the issue of embryo research in the context of a 
cloning bill and follow closely other legislative initiatives. 

LEGISLATION 

The issues of greatest concern [to scientists and industry] are what is prohibited and how 
the prohibited act(s) is(are) defined. (See Attachment B for discussion of options) 

IMPACT OF FDA AUTHORITY ON CLONING OPTIONS 

Recent reports notwithstanding, FDA is still in the process of developing a determination 
of its authority to regulate the use of somatic cell nuclear transfer (SCNT) for the purpose 



ol creating a child. Assuming foi- the moment lhat FDA docs have this authority, how 
would that effect our strategy with respect to legislation? 

The Food, Drug and Cosmetic Act gives FDA authority to regulate products and 
procedures on the basis of safety and efficacy—not ethics. Our bill would prohibit any 
attempt to create a child using SCN 1 and provide for fijrther review ofthe ethical and 
scientific. FDA's likely authority lakes care of the former, for some period of time, bul 
does not address the need for public discourse. Therefore, there is still a need lo pursue 
legislative options. 



Lucia A. Wyman 
01/23/98 11:44:45 AM 

Record Type: Record 

To: Thomas L. Freedman/OPD/EOP 

cc: 
Subject: cloning statement 

Forwarded by Lucia A. Wyman/WHO/EOP on 01 /23/98 11:40 AM 

... 
•jj!'- Lucia A. Wyman 

01/23/98 10:09:16 AM 

Record Type: Record 

To: Jeffrey M. Smith/OSTP/EOP, Rachel E. Levinson/OSTP/EOP 

cc: 
Subject: cloning statement 

Because the amendment process is diff icult to control and extreme amendments may make ultimate 
support of transmitted Administration legislation undesirable, we recommend encouraging our allies 
in Congress to incorporate our improved language into their legislation. Senator Diane Feinstein is 
currently drafting legislation and would be receptive. 

Cloning legislation introduced: 
HR 922 by Ehlers - prohibition of Federal funds to conduct or support research on 
the cloning of human. 

Passed out of House Science Committee. Jurisdiction claimed by House Commerce. 
No hearing date. 
HR 923 by Ehlers - prohibition of cloning humans. House Judiciary Committee. No hearing date. 
S 368 by Bond - prohibition of use of Federal funds for human cloning research. No action. 
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of Defense deteJ î'̂ ^es that!! ->t.ty i f the Secretary 

t i ^ d ^ ^ r i ^ C i t i - S : ' ^ ' ^ ^ - P-c-

.n̂ 'Uh:;':̂ *S°'b:td7'r""" '-̂ t̂and. 
(3) the institution of - - ° " ^ ' ^ ^ " ^ ^ •"̂ '̂ifT'ous afrHiation; or 

the law of a^y St^te ' " - ' - d is prohibited by 
allowing Semor I^^^;e Omeer Tr , °^^ '^ ' ' °^ ' ' "y ^ ' ^ ^ fr-"" 
m.liUry recruiting o^ c^mpu e 7 , S 7 t h " ' ' " " " 
apply only during tho one-yea; oonnH ^ Paragraph shall 
date of this section. -̂̂ -̂̂  P-̂ ^od beginmng on Uie effective 
(d) NOTICE OK DhrrKii.MiN'.\Tios.'^ nn 

a - e r m m a t . o n ' - ^ - - S o : ; : , ^ l K : ^ S 

o f S : : S l : - ; ; ^ ' r ^ - - - ^ ' ' : , , J - e r n , i n a t i o n - the Secreta.. 

"̂Sat;;n'i,!:;'rXc?̂:f'3:::=:i'̂ «̂'̂ -̂ ̂  °̂the dete. 
covered e d u c a t , o n : i l , : : : ^ l ; * : r r ^ ^ ' ^ ' - ' " ' " ^ 

a I'sl of each covered educational e i v^ ' , ' ' ' ' • ' " "^ """"^^^ 
for contracts and grants bv^^ , , 2 , " '"''"^'ble 
under subsection (a) or (bl. deternunation of U,e Secretary 

the tern, "covon.d educ.„io„.;i tv"7 ,'"' °f this section, 
'^dncation. „r a suholoin., ' • '"•^'•.tution of higher 

(K) b:F. K.:nvK ! _ - '' I'icher educaUon. 

ofUns A,:t 1,., . "" ''"^ d:.le of (.he enactment 
li=^b.:.l luMi ,Ll,.. ; : •^"•'•':':"y ori.),:n:nse shall hav 
t . a l i i i n l l 

pub 

<>i' l-Mii-

Aam.Ln.i..sl;i-at: i 
a d d r e s s i m j t h i s i o i l pi;oposo5.; i:o , le l . :^ i - , 
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Human Embryo Research 

Continuing Resolution 9 (P.L. 104-91) prohibited Federal funding for the "creation of a 
human embryo or embryos for research purposes..." and "for research in which a human embryo 
or embryos would be destroyed, discarded or knowingly subjected to risk of injury or death 
greater than that allowed for research on fetuses in utero." The CR. applied to funding for the 
entire FY 96. Identical language was placed in FY 97 DHHS Appropriations language (P.L. 104-
208). The President's FY 97 and 98 budgets proposed deleting the the second provision and did 
not support addressing this issue in legislation. The first section codifies the President's directive 
of Dec. 2, 1994. The second section addresses research on all human embryos, regardless of 
source. The second part goes substantially further in prohibiting a much larger class of research 
that has implications for treating infertility, preventing birth defects, understanding oncogenes 
and studying embryonic stem cells. 

The second provision applies to embryos the same standards that are currently in place 
for research involving human fetuses. Research involving human fetuses is govemed under 
DHEW 45 CFR part 46.208(a), "No fetus in utero may be involved as a subject in any activity 
covered by this subpart unless: (2) The risk to the fetus imposed by the research is minimal, and 
the purpose of the activity is the development of important biomedical knowledge which cannot 
be obtained by other means." Minimal risk is defined as, "The probability and magnitude of 
harm or discomfort expected in the research is no greater in and of themselves than those 
ordinarily encountered in daily life or during the performance of routine physical or 
psychological examinations or tests." Therefore, research that would invoive manipulation 
of the preimplantation embryo that might result in its death, injury, or harm, is precluded 
under the Congressional ban, regardless of the source of the embryo. This includes six of 
nine applications for funds for research on human in vitro fertilization that might have received 
NIH funding, in compliance with the President's directive of Dec. 1994. 

Taken in sum, both phrases prohibit virtually all human embryo research that might be 
conducted with Federal funds under other circumstances. Due to the large demand for in vitro 
fertilization to circumvent certain male and female causes of infertility, there is considerable 
work under way in this area in the private sector, funded by patients. There are no standards in 
place governing such procedures, other than FDA requirements for approval of the component 
drugs and devices. 

A preimplantation human embryo exists from a few days after conception until about 3 
weeks, at which time implantation occurs. The NIH Human Embryo Research Panel highlighted 
research involving up to 14-day old embryos because it is at this time that the "primitive streak" 
appears; a line of cells that will eventually form the nervous system. Prior to development of the 
primitive streak, the embryo is a disc-shaped collection of cells that have yet to develop specific 
functions. This multi-function potential makes them especially valuable in the development of a 
wide range of therapeutic agents for leukemia, sickle cell anemia, Parkinson's disease, diabetes, 
and spinal cord injury. This field is emerging as one with significant potential to understand 
human biology and address illness and disease affecting millions of Americans. 
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Missi;''J'>i: 

sllV^•.l.•e"S|^f3^ 

a j t i a S T 

i>U9LICWCB.i<S 

linitcd Stares Senate 

Jariuary 9, 1998 

Dear Colleague; 

Please join me as a cosponsor ofthe "Human Cloning ProhibirioTi Act". I intend to 
introdtace the meastire when the Stnat.e reconvenes at the end of this niontti. 

Reports this week that a Chicago-based scientist is prepared to move foi-vvard with 
human cloning expeiimentation forces an immediate debate on how far out on the mor&I 
cliff we are willing to let science proceed before we as a nation insist on some mesjî ngful 
constraiote. My legislation will send a strong message that this type of research 15 clearly 
unethical and unacceptable by placing emergency ban on human cloning research. 

Plant and animal cloning, and reseaich taking place at the Human Genome Center 
offer great hope in addressing how to prevent, diagnose, and treat many drvastating 
diseases. However, we must drav; the line at human cloning. The behef that all human 
beings aie unique and created by God is shared by billions ofu& around the world. 
Human cloning, or man ' s attempt to play God, would change the veiy meaning of life, of 
what it is to be human. Ai'e we ready for lhat? Hardly. 

The United States should show the moraj courage and follow the example of 
several other countDcs by banning and criminalizing all human cloning'research, whether 
public or private. Recent news accounts show that we no longer have the luxury of 
waiting for tltis morally reprehenstbie act to occur. 

If you would like to join me, or jf you have any questions, please call mc or have 
your staff contact Joe Pierle of my staff at 4-5721. 

.Sincerely 

Christopher S, Bond 
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OiANMEFEiNSTSIN 

lanited grates Senate 
V/ASH;'NGTQN, aCiOSIO-OEOi 

January 15, 1998 

i2!00 5 

COM.y:rT5E ON THS J JDiyAn> 
:QWMITTSS of j ,TjL=s A^c *aMi.MiSTPMTiQ\ 

Dear CoUeague; 

According to recent press reports. Dr. G, Richard Seed, a Chicago-aiea physicist 

th^ ^ a ? S . ^ l ^ t i " ^ ^ ^ " ' ^ "̂ "̂ ^ ^̂ ^̂ ^̂ '̂  "̂̂ î̂ ^̂ y commission, 
whtth. V 7̂ °?**"̂  «nacccpubie for anyone in the public or private sector 

transfer clomng. The Commission concluded that this technique is not safe to use m 
humans and that it raises ''serious ethical concerns whidTreom-Tt rn',rTm̂ ^̂  
flnH rnrpfiii .̂.T-v^ i,' A. r- "•• ^Q'^^ ttiuch morc Widespread 
and careful pubhc deliberation before this techĵ ology may be used." 

Commcndably, President Clinton on March 4. 1997 directed ferier«i .̂â nr-u. « • 
use federal fiinds for the cloning of human bemgs. l i i s ^ o S 1 ow vê T̂ ^̂ ^̂ ^̂  " 
«rtcnd to pnvately.fimded research and on June 10. the President pt^poredl; c T X 
Prohibmon Act to cover both the public and private sector, ^̂ ô ^̂ e 

The legislation 1 will introduce will ma<e it 'onlawful fnr r#.n f 

congress on the, (1) state of tlie science of somatic cell nuclear transfer and (2) the ethical ^d 
socal issues^otiatM with the potential use of this technology in n^Sl- 2d nf^r 
advisablhty of continuing the prohibition established by the hUl ^ ^ 

«n«rtTr>L'rTf ^^^^"^ ^ cospousoring this bill and woridng for its prompt 
; ~ 3 8 ' ' 4 r o ? m y r ^ . ' ' ' ' ' ' ' ' ' ' ' - o r k n d a U ^ o r Richard 

Sincerely, 

Diann$ Feinstein 
U. S. Senator 

DF.gb 
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* JUD0GREC3G 
DSP.-\0 

CMIE.' DSPUTV WHIP 

M«^>T|•eE£; 

flUDCCT 
BnitEd 3tat£8 3niatc 

WASHINGT0^. OC 20310-2S04 

12)004 

OPPIC6S: 

US N. MAi'N stT^eer 

1^02) 224-3324 

Januaiy 14, 1998 

la iVEBgTfs aTHeET 

1M31 

3 CLEM AVE^ 

Dear Colleague: 

99 f CASE E(!lJLEtf..>RD 
PORTSMOUTH, NH oaea-

V l̂ien we return for the second session of tVî  1 ft<;A /-^ « 
require o.ir imrnediate action: the ^ r ^ ^ ^ ^ ^ ^ , T fi'^^L?'" 
b« an outright prohibition on the posXf f v Z ^ = ^ ° f ^^^^^' '^^ there needs to 

- federal fund, gom^towaxd-h^^b^^^^^^ Current law prohibit, 
private activities as welJ. TTiat is X X ^ L T t ^ ^̂ '"'̂ ^ ^ ĉ. 
human embryo creation b y ^ ; : : ^ A ? S o l r ' ^ 

It ha5 been almost 12 months since die world lMm«i+;,ot A 

sheep that became Icnown as "Dollv " <3,T,r» ^T.- . " T ~ "̂'̂  acniaiiy managed \a done a 
to tho possible i m p S r i ! of dSr̂ î t̂ ^^^^ the debate h*. gone from the theoretical 
conseius bas be^ that v^lc c b l ^ f j V u '""̂  "̂̂ ^̂ ^ oveiwhelming 
therapies ̂ e . t h e y X ^ J r ^ ^ s S ' ^ ' t ' ^ ^ ^ ^ 
well as pot̂ itial for iportant agricul^^ S ^ ^ 2 Z ^ Z ^ \ ^ ^ T ^ " ^ t " ^ 
those Who entertain the notion of rtproducing h J T C t n copk^" 

My legislation is modeled on a law That *t.=*4. J i . . 
tlm became efeorive Ja^uaiy 1998 s L ^ l«t y « i m the State of California, 
of a hmnan being unla^Sniy » ™ ^ T c ^ ' ^ , 
human en>b,y= «eation even ™ r S ^ ^ e ^ r e ^ f ^ ""fT""' •>"" '* 
Sa^Sc research lhat does not i n v o J v e ^ ^ V L Z T J ^ ' ^ '""'""^ 

acdvite ii, e la^ 4c puUio or S f ^ e = ™ ^ ^ " I O ^ T " ' - £« such . . . 

cospo.™, Please contac. K i o - b e r i y ^ a ^ O u ^ ^ r X Z o n ^ " '''^^ ' 

1 

Sincerely, 

t ^ 

Gregg 
-.S, Senator 
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Prohibition Administration possible revision 1 f 

wording 

Admin i s t ra t ion B i l l (June 9, 1997) SECTION 5. PROHIBITION.-It 
s h a l l be un lawful f o r any person or other l ega l e n t i t y , pub l ic 

or p r i v a t e , to perform or use somatic c e l l nuclear t r ans fe r w i t h 
the i n t e n t of in t roducing the product of tha t t r ans fe r i n t o a 

woman's womb or i n any other way creat ing a human being. 

1 
I t sha l l be un lawfu l f o r any p 

person or other l ega l e n t i t y , I 
publ ic or p r i v a t e , t o perform H 

,.,1.- use somatic c e l l nuclear 1 
t r ans fe r w i t h the i n t e n t of | 

in t roducing the product of tha t B 
t r ans fe r i n t o a woman's womb i n | 

order to create a c h i l d . 1 

discussion 

"Or in any other way creating a human being"—The meaning of this phrase is unclear, 
l l can be interpreted to mean creating a human being in any way other than by using 
SCNT, or, as we Intended, creating a huinan being through extra-uterine gestation, a 

technology that is unlikely to become available prior to significant development of SCNT. 

"intent"—Questions for the legal scholars ; 
- is intent a term associated only with 

criminal statutes? Would its inclusion make 
this language more difficult to enforce? 

What does it add? Does it make sense in 
reference to a legal entity? Is "other legal 

entity" necessary? 

discussion 

"luinian being"—We have not and probably would prefer not to attempt to define: a 
human being, the means for creating a human being, nor the definitive act that results in 
the creation of a human being Therefore, one option is to substitute "child" in place of 
"human being," as the National Bioethics Advisory Commission chose to do. While this 
leaves open the question of when a fetus becomes a child, there is greater agreement on 

this point, i.e., at birth, than on when life begins. 

impliciitioii I, 

1 

implication • 
implication 

• „ 



possible revision II ASRM Council of Europe 

I t s h a l l be un lawfu l f o r any 
person or other l ega l e n t i t y , 
pub l i c or p r i v a t e , to perform 

or use somatic c e l l nuclear 
t r a n s f e r when the product of 
tha t t r a n s f e r i s introduced 

i n t o a woman's womb [ i n order 
to create a c h i l d ) . 

I t sha l l be unlawful f o r 
any person to create a 

human c h i l d using somatic 
c e l l nuclear t r ans f e r . 

Any i n t e r v e n t i o n seeking to 
create a human being 

g e n e t i c a l l y i d e n t i c a l to 
another human being, whether 

l i v i n g or dead, is p r o h i b i t e d . 

This is a very straightforward 
statement but is burdened by 

implications regarding abortion. 

Does not mention any specific type of 
cloning technology, which may be 

desirable. Invites definitional issue of when 
a human being is created. 

Violation begins at time of introduction of 
tlie product of SCNT into a woman's 

uterus. 

Violation occurs at the time of binh 
(unless one believes that a child is 
created before binh) and so allows 
anything up to that point including 
cieating an embiyo via SCNT and 

introducing it into a woman's uterus 

The word "seeking" is vague leaving open 
possibility of inhibiting a range of research 

involving other forms of cloning. 

Would allow creation of an embryo (only 
with private funding) using SCNT, as long 

as transfer to woman's uterus does not 
occur. 

Would require abonion at some 
point before birth 

Similar to ASRM prohibition above 

Would maintain status quo for private 
sector IVF research 

Would allow embryo research (using 
private funds), regardless of whether 
or not the embryo was transferred to 

a woman for gestation, thus 
permitting fertility and other 

biomedical research 

Could be used to proscribe a broad range 
of research involving other forms of 

cloning. 

Would be consistent with current public 
sector ban on embryo researcli, precltiding 

opportunity to capitalize on SCNT for 
research into treatment for spinal cord and 
other nerve cell regeneration, AIDS, skin 

grafts, and replacement organs. 

May prohibit blastomere or embiyo 
splitting, a reproductive technique 

currently in use in this counlry, depending 
on definition of human being 



Definitions Administration ASRM ASRM 

w o r d i n g 

SECTION 4. DEFINITIONS, (a) "Cloning" means the 
production of a precise genetic copy of a molecule 
(including DNA), c e l l , tissue, plant, animal, or 
human. (b) "Somatic c e l l " means any c e l l of the 
body other than germ c e l l s (eggs or sperm). (c) 
"Somatic c e l l nuclear transfer" means the transfer 
of a c e l l nucleus from a somatic c e l l into an egg 

from which the nucleus has been removed. 

"somatic c e l l means a mature, 
d i p l o i d c e l l . " 

"the creation of a human c h i l d " 
means implanting i n t o the uterus 

the product of somatic c e l l 
nuclear transfer technology f o r 
gestation and subsequent b i r t h . " 

discussion 

"Somatic cell" - See alternative definition below. While ours differs 
from others, it is a reasonable, accurate lay language definition of a 
technical term. The goal of groups such as ASRM and BIO is to 
create a more narrow set of definitions in order to protect a rather 

broad class of research Ours is not so encumbered, leaving out any 
oblique references to embrjo research. 

"Diploid" corresponds to our definition; 
mature is an addition intended to permit 

certain types of infertility or other biomedical 
research. For example, under this definition 
research might be carried out to improve the 
efficiency of in vitro fertilization and other 

treatments for infertility using cells taken from 
an embrj'o. 

ASRM's intent is to prohibit the birth of a 
child created using SCNT technology but 

their definition is unclear with respect to the 
act of implantation. 

Research of more general interest might 

be done using cells not yet deemed to be 

mature, or so-called stem cells, cells 

which have not yet differentiated into 

their final form. Embryonic stem cells arc 

cells from an early embr>o lhat can go on 

to form any cell ofthe organism. 

Embryonal stem cells from mice have 

been grown in culture and can be 

stimulated to form precursors of blood, 

nerve and muscle cells. Human 

embryonal stem cells could be cultured 

similarly and engineered to prevent 

transplant rejection. 



OTHER Administration 
possible revision (suggested by 

Sen. Feinstein's staff) 

SECTION 5. PROTECTED BIOMEDICAL RESEARCH.-Nothing i n t h i s Act 

wording s h a l l r e s t r i c t o t h e r areas of b i o m e d i c a l and a g r i c u l t u r a l 

r e s earch, i n c l u d i n g i m p o r t a n t and p r o m i s i n g work t h a t i n v o l v e s : 

SECTION 6. PROTECTED 

BIOMEDICAL RESEARCH AND MEDICAL 

PFIACTICE .-Nothing i n t h i s Act 

s h a l l r e s t r i c t o t h e r areas of 

b i o m e d i c a l and a g r i c u l t u r a l 

r e s e a r c h and medical p r a c t i c e , 

i n c l u d i n g i m p o r t a n t and 

p r o m i s i n g work t h a t i n v o l v e s : 

discussion Incluides reference to medical practice. 
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Huinan Embryo Research 

Continuing Resolution 9 (P.L. 104-91) prohibited Federal funding for the "creation of a 
human embryo or embryos for research purposes..." and "for research in which a human embryo 
or embryos would be destroyed, discarded or knowingly subjected to risk of injury or death 
greater than that allowed for research on fetuses in utero." The CR. applied to funding for the 
entire FY 96. Identical language was placed in FY 97 DHHS Appropriations language (P.L. 104-
208). The President's FY 97 and 98 budgets proposed deleting the the second provision and did 
not support addressing this issue in legislation. The first section codifies the President's directive 
of Dec. 2, 1994. The second section addresses research on all human embryos, regardless of 
source. The second part goes substantially fiirther in prohibiting a much larger class of research 
that has implications for treating infertility, preventing birth defects, understanding oncogenes 
and studying embryonic stem cells. 

The second provision applies to embryos the same standards that are currently in place 
for research involving human fetuses. Research involving human fetuses is govemed under 
DHEW 45 CFR part 46.208(a), "No fetus in utero may be involved as a subject in any activity 
covered by this subpart unless: (2) The risk to the fetus imposed by the research is minimal, and 
the purpose ofthe activity is the development of important biomedical knowledge which cannot 
be obtained by other means." Minimal risk is defined as, "The probability and magnitude of 
harm or discomfort expected in the research is no greater in and of themselves than those 
ordinarily encountered in daily life or during the performance of routine physical or 
psychological examinations or tests." Therefore, research that would involve manipulation 
of the preimplantation embryo that might result in its death, injury, or harm, is precluded 
under the Congressional ban, regardless ofthe source ofthe embryo. This includes six of 
nine applications for funds for research on human in vitro fertilization that might have received 
NIH funding, in compliance with the President's directive of Dec. 1994. 

Taken in sum, both phrases prohibit virtually all human embryo research that might be 
conducted with Federal funds under other circumstances. Due to the large demand for in vitro 
fertilization to circumvent certain male and female causes of infertility, there is considerable 
work under way in this area in the private sector, funded by patients. There are no standards in 
place governing such procedures, other than FDA requirements for approval of the component 
drugs and devices. 

A preimplantation human embryo exists from a few days after conception until about 3 
weeks, at which time implantation occurs. The NIH Human Embryo Research Panel highlighted 
research involving up to 14-day old embryos because it is at this time that the "primitive streak" 
appears; a line of cells that will eventually form the nervous system. Prior to development of the 
primitive streak, the embryo is a disc-shaped collection of cells that have yet to develop specific 
functions. This multi-function potential makes them especially valuable in the development of a 
wide range of therapeutic agents for leukemia, sickle cell anemia, Parkinson's disease, diabetes, 
and spinal cord injury. This field is emerging as one with significant potential to understand 
human biology and address illness and disease affecting millions of Americans. 
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|l"U9LIC WCKftS 
llinitcd Starts 3ĉ atc 

WAShlNQTON. DC 20i;iO-2M3 

Jaiiuary 9, 1998 

Dear Colleague: 

Pleaise join me as a cosponsor ofthe "Huinan Cloning ProhibitioTi Act". 1 intend to 
introduce the measure when the Senate recottvcncs at the end of tthis month. 

Reports this week that a Chicago-based scientist is prepared to move fonvard wiA 
hum?m c3oning expeiimentation forces an immediate debate on how fai" out on the moral 
cliff we are willing to let science proceed before we as a nation insist on some me&mngful 
constraints. My legislation will send a strong message that this type of research is clearly 
imethical and unacceptable by placing an emergency ban on human cloning research. 

Plant and animal cloning, and reseaich taking place at the Human Genome Center 
offer great hope in addressing how to prevent, diagnose, and treat many devastating 
diseases;. However, we must drav/ the line at human cloning. The belief that all human 
beings aie unique and created by God is shared by billions of uis around tbe world. 
Huinan cloning, or man ' s attempt to play God, would change tihe very meaning of life, of 
what it is to be human, Ai'e we ready for that? Hardly, 

The United States should show tbe mora] courage and follow the example of 
sevcial other couniDCS by banning and criminalizing all human cloning"research, whether 
public or private. Recent news accounts show that we no longer have the luxury of 
waiting for tJais morally reprehensible act to occur. 

If you would like to join me, or if you have any questions, please call mc or have 
your staff contact Joe Pierle of my staff at 4-5721. 

Sincerely. 

Chriitopher S, Bond 
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DiAN.Mt FEiMSTSIN 

lanitEd grates Senate 
WASHINGTON, OC2e51C-0504 

January 15, 1998 

C5M.M:TTEE ON THS JVDIClAnv 

Dear Colleague: 

d̂ nin J Z Z ^ l ^ i n v i t e you To join me in cosponsoring legislation to prohibit human 
cjoning, whether funded publicly or privately. 

Accordiî g to recent press re.pons. Dr. G, Richard Seed, a Chicagĉ area physicist 

t h . ^ ' * f .̂ ««>"̂ '̂̂ d̂ tior; ofthe National Bioethics Advisory Commission 
hat _ . . at thas tune It is moraUy unacccpubie for anyone in the public or private sector ' 

ulî ther m a research or clinical ŝ ttiag. to attempt to create a child using somatic cellSclear 
h^sfer cionujg." Th.e Commission concluded that Hus technique is not .afê o ise !n 

^ Z ^ ^ f m • ^ T ; ! ' ' ' " T '"^"^ '̂ '̂̂ •̂ ^ • • • ^̂ ^̂ ^ ^ ' J ' ^ ^ '̂̂ ^̂  widespread and careful pubhc deliberation before this technology may be used." 

f /^f^^J^^Jy-Pf^^dcn^ Clinton on March 4, 1997, directed federal agencies not to 
use federal fonds tor the clomng of human beings. Tliis prohibition, however doe noT 
«rtcnd to pnvately-funded research and on June 10, the President p,;posed Se C l X 
Prohibition Act to cover both the public and private sector, omeî ionme 

The legislation 2 will introduce wiU make it a-Uawful, tor ten years for any oercon or 

C ^ l : ^ T ? f . Commission to report to the Presidem and the 
Congress on the (1) state ofthe science of somatic cell nuclear transfer and (2} the ethical and 
social issues^otriared with the potential use of thi. technology i n n ^ Z S o ) t ^ 
advisability of continuing tha prohibition established by the bUl 

I hop̂  you will join me in cosponsoring this bill and working for ita prompt 

Sincerely. 

DiannQ Feinstein 
U. S. Senator 

DFigb 
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iJ^UOfl AND riUMAN flEfiQUflCES 

Bnited ̂ tatEs Ornate 
WASHINGTON. OC 20310-290< 

1̂ 02; 224-1324 

12i N. MAIN STHEer 
C O N C D R ; , N H O 3 ) ? I 

I s >A'EBaT=H STfieET 
WoNCHESTEfl. «Jh 031c< 

1M31 £22-7970 

Januaiy 14, 1998 

Dear Colleague: 

3 CLEN A\ ;gNJ£ 

l«C3) 7 5 i - 2 5 0 , 

.'ORTSMOUTK, KH 038O' 

When we retum for the second session afihf 1 ft^tv r-^-^, .LL 
squire our i™.e<ii«. fte d ^ ^ o f t l ^ fc^ S L S " ' t ' ^ 
fc. «. outright pmhibitton th, pombll d e v S e ^ « ' S ? ^ . " 

Priv^c activities as ^ . T l . . is ^ ' ° 
human embryo creation by the process of cloning. S"^«non upon our retuni to ban 

It has been almost 12 months since the world learned n-j^ 
» . n ^ « . D,. lan w,l„,u, office R..,;. " s c S f h S ' a c ^ ' ^ " T c ^ 
aheep that became known as "Dollv " <?iT,r» ^""^cwaiiy managed to clone a 

consensus has been that whiu =inr,{r,̂  ,7^ - ^ -However, the overwhelming 

well as potential ftr impottam agricultural J ^ S e ^ T d ^ ^ r i " ' t " " ^ ^ " 
those Who entertain the n«io„ of reproducing human "carhon^o";?. 

o f a h u m a n b ^ i ^ J ; i r a i ^ ™ l ^ " J ^ . ^ ^ 
h^nan emtayo reation even f ^ ' ^ ' ^ Z ^ T J T . ^ ^ J ^ Z ^ ^ - i f ' ' ^ ^ " """''"^ 
genetic research that does not involve 

activities in either the public or the priv^e se i r " ^ ' ' " ^ m t fi» such - . 

s h o , f l y . ^ ' ^ ^ n S L " v : ^ t W i ^ i e T ' r f I -mate 
to see this l e s i s l a a o l r c L * ^ ^ ; ^ " ^ » i s s u e . I hope 
cosponsor. Please eont... K i . n b e r i . ' ^ p ^ S ^ r Z ^ s^XZon " """^ ' 

1 

Sincerely, 

Gregg 
•S, Senator 
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ti, Prohibition Administration 
• i: 

possible revision i f 

wording 

Admin i s t r a t ion B i l l (June 9, 1997) SECTION S. PROHIBITION.-It 
s h a l l be un lawful i;or any person or othei l ega l ent i f .y , pub l ic 

or p r i v a t e , to perform or use somatic c e l l nuclear t r ans fe r w i t h 
the i n t e n t of in t roduc ing the product of tha t t r ans fe r i n t o a 

woman's womb or i n any other way crea t ing a human being. 

I t sha l l be un lawfu l f o r any i; 
oerson or other l ega l e n t i t y , li 
pub l ic or p r i v a t e , t o perform R 

or use somatic c e l l nuclear B! 
t r ans fe r w i t h the i n t e n t of ! 

in t roduc ing the product of tha t ! 
t r an s f e r i n t o a woman's womb i n \ 

order to create a c h i l d . : 

— i J 

discussion 

"Or in any otlier way creating a human being"—Tlie meaning of this phrase is unclear. 
Il can be interpreted to mean creating a human being in any way other than by using 
SCNT, or, as we intended, creating a human being through extra-uterine gestation, a 

technology that is unlikely to become available prior to significant development of SCNT. 

"intent"—Questions for the legal scholars j 1 
- is intent a term associated only with I 

criminal statutes? Would its inclusion make ! 
this language more difficult to enforce? | 

What does it add? Does it make sense in ; 
reference to a legal entity? Is "other legal ; 

entity" necessary? 

discussion 

"human being"-We have not and probably would prefer not to attempt to define: a 
human being, the means for creating a human being, nor the definitive act that results in 
the creation of a human being. Therefore, one option is to substitute "child" in place of 
"human being," as the National Bioethics Advisory Commission chose to do. While tliis 
leaves open the question of when a fetus becomes a child, there is greater agreement on 

this point, i c., at birth, than on when life begins. 

i 

implication 

j ' 

H 
; 

5 

implication 

implication 

1 



possible revision II ASRM 
! 

Council of Europe 

I t s h a l l be un lawfu l f o r any 
person or other l ega l e n t i t y , 
p u b l i c or p r i v a t e , to perform 

or us>̂  boinatic c e l l nuclear 
t r a n s f e r when the product of 
tha t t r a n s f e r i s introduced 

i n t o a woman's womb [ i n order 
to create a c h i l d ] . 

I t sha l l be unlawful f o r 
any person to create a 

human c h i l d using somatic 
c e l l nuclear t r a n s f e r . 

Any i n t e r v e n t i o n seeking to 
create a human being 

g e n e t i c a l l y i d e n t i c a l to 
another human being, whether 

l i v i n g or dead, is p r o h i b i t e d . 

This is a very straightforward 
statement but is burdened by 

implications regarding abortion 

Does not mention any specific type of 
cloning technology, which may be 

desirable. Invites definitional issue of when 
a human being is created. 

Violation begins at time of introduction of 
the product of SCNT into a woman's 

uterus. 

Violation occurs at the time of birth 
(unless one believes that a child is 
created before birth) and so allows 
.Tiiything up 10 that point including 
creating an embryo via SCNT and 

introducing it into a woman's uterus 

The word "seeking" is vague leaving open 
possibility of inhibiting a range of research 

involving other fiirms of cloning. 

Would allow creation of an embryo (only 
with private funding) using SCNT, as long 

as transfer to woman's uteais does not 
occur. 

Would require abortion at some 
point before birth 

Similar to ASRAI prohibition above. 

Would maintain status quo for private 
sector IVF research 

Would allow embryo research (using 
private fiinds), regardless of whether 
or not the embryo was transferred to 

a woman for gestation, thus 
lieriniiiiiig fertility and other 

biomedical research 

Could be used to proscribe a broad range 
of research involving other forms of 

cloning 

Would be consistent with current public 
sector ban on embiyo research, precluding 

opportunity lo capitalize on SCN T for 
research into treatment for spinal cord and 
other nerve cell regencrntion, AIDS, skin 

grafis, and replacement oigans. 

May prohibit blastomere or embryo 
splitting; a reproductive technic|uc 

currently in use in this country, depending 
on definition of human being. 



Definitions 

w o r d i 

discussion 

Administration 

SECTION 4, DEFINITIONS, (a) "Cloning" means the 
production of a precise genetic copy of a molecule 
(including DNA), c e l l , tissue, plant, animal, or 
human. (b) "Somatic c e l l " means any c e l l of the 
body other than germ cel l s (eggs or sperm). (c) 
"Somatic c e l l nuclear transfer" means Che transfer 
of a c e l l nucleus from a somatic c e l l into an egg 

from which the nucleus has been removed. 

"Somatic cell" - See alternative definition below. While ours differs 
from others, it is a reasonable, accurate lay language definition of a 
technical term. The goal of groups such as ASRM and BIO is to 
create a more narrow set of definitions in order to protect a rather 

broad class of research. Ours is not so encumbered, leaving out any 
oblique references to embrjo research. 

ASRM 

"somatic c e l l means a mature, 
d i p l o i d c e l l . " 

"Diploid" corresponds to our definition; 
mature is an addition intended to permit 

certain types of infenility or other biomedical 
research. For example, under this definition 
research might be carried out to improve the 
efficiency of in vitro fertilization and other 

treatments for infertility using cells taken from 
an embryo. 

Research of more general interest might 
be done using cells not yet deemed to be 

mature, or so-called stem cells, cells 
which have not yet differentiated into 

their final form. Embr>'onic stem cells are 
cells from an early embryo that can go on 

to form any cell of the organism. 
Embry onal stem cells from mice have 

been grown in culture and can be 
stimulated to form precursors of blood, 

nerve and muscle cells. Human 
embryonal stem cells could be cultured 

similarly and engineered to prevent 
transplant rejection. 

ASRM 

"the creation of a human c h i l d " 
means implanting in t o the uterus 

the product of somatic c e l l 
nuclear transfer technology for 
gestation and subsequent b i r t h . " 

ASRM's intent is to prohibit the birth of a 
child created using SCNT technology but 

their definition is unclear with respect to the 
act of implantation. 



OTHER Administration 
possible revision (suggested by 

Sen. Feinstein's staff) 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH.-Nothing i n t h i s Act 

•.'ording s h a l l r e s t r i c t o t h e r areas of b i o m e d i c a l and a g r i c u l t u r a l 

r e s e a r c h , i n c l u d i n g i m p o r t a n t and p r o m i s i n g work t h a t i n v o l v e s : 

SECTION 6. PROTECTED 

BIOMEDICAL RESEARCH AND MEDICAL 

PRACTICE.-Nothing i n t h i s Act 

s h a l l r e s t r i c t o t h e r areas o f 

b i o m e d i c a l and a g r i c u l t u r a l 

r e s e a r c h and medical p r a c t i c e , 

i n c l u d i n g i m p o r t a n t and 

p r o m i s i n g work t h a t i n v o l v e s : 

discussion Includes reference to medical practice. 



Prohibition 

wording 

discussion 

discussion 

implication 

implication 

Administration possible revision 

Administration B i l l (June 9, 1997) SECTION 5. PROHIBITION.-It 
s h a l l be unlawful f o r any person or other legal e n t i t y , public 

or p r i v a t e , to perform or use somatic c e l l nuclear transfer w i t h 
the i n t e n t of introducing the product of that t r a n s f e r i n t o a 

woman's womb or i n any other way creating a human being. 

\Ui\ (^'^'^ 

"Or in any otlier way creating a huinan being"—The meaning of this phrase is unclear 
It can be interpreted to mean creating a human being in any way other than by using 

.§CNT, or, as we intended, creating a human being through extra-uterine gestation, a 
technology that is unlikely to become available prior to significant development of SCNT, 

I t s h a l l be unlawful f o r any 
person or other legal e n t i t y , 
public or p r i v a t e , t o perform 
or use somatic c e l l nuclear 
transfer w i t h the i n t e n t of 

introducing the product of that 
transfer i n t o a woman's womb i n 

order to create a c h i l d . 

"intent"—Questions for the legal scholars 
- is intent a term associated only with 

criminal statutes? Would its inclusion make 
this language more difficult to enforce? 

What does it add? Does it make sense in 
reference to a legal entity? Is "other legal 

entity" necessary? 

"human being"—We have not and probably would prefer not to attempt to define; a 
human being, the means for creating a human being, nor the definitive act that results in 
the creation of a human being. Therefore, one option is to substitute "child" in place of 
"human being," as the National Uioethics Advisory Commission chose to do. While this 
leaves open the question of when a fetus becomes a child, there is greater agreement on 

this point, i.e.. at birth, than on when life begins 

iinplicalioii 



CLONING 

LEGISLATIVE OPTIONS 

BACKGROUND 

Cloning 
Cloning means making a precise copy of a molecule (such as a gene), a cell, or an 
individual plant or animal. It is done routinely in laboratories and clinics around the 
v/orld in order to understand how proteins work in an organism, to construct new drugs 
with fewer side effects, to engineer foods with better nutritional characteristics, or to 
produce animals as models for human disease. Forensic experts clone DNA to identify 
crime perpetrators, cartilage cells are cloned to repair damaged knees and a few of the 
more than 5,000 genetic defects are being treated by inserting properly functioning 
cloned genes into the patient's cells. 

Dolly reviewed 
Dolly was news because she is thought to be a replica of an adult sheep. We already 
have human replicas, or twins, which occur naturally and through assisted reproductive 
technology known as blastomere splitting. However, identical twins are born at the same 
time and have no identical forebears. Dolly was the product of somatic cell nuclear 
transfer (SCNT), a technique that may have applications ranging from reconstituting an 
AIDS patient's own immune system or producing skin cells for burn victims, bone 
marrow cells for cancer patients, insulin-producing cells lo treat diabetes, leukemia and 
liver damage. Much of this research is prohibited at its earliest stages under the Federal 
ban on creating embryos for research purposes. 

Embryo research 
Federal funding for the creation of human embryos for research purposes is banned under 
a December 2, 1994 Presidential directive and other embryo research is also prohibited 
via restrictions on DHHS appropriations. (See Attachment A for further discussion.) 
Embryo research in support of improvements in assisted reproductive medicine is carried 
out in the private sector with virtually no Federal regulation. 

We must assess the need lo engage in the issue of embryo research in the context of a 
cloning bill and follow closely other legislative initiatives. 

LEGISLATION 

The issues of greatest concern [to scientists and industry] are what is prohibited and how 
the prohibited act(s) is(are) defined. (See Attachment B for discussion of options) 

IMPACT OF FDA AUTHORITY ON CLONING OPTIONS 

Recent reports notwithstanding, FDA is still in the process of developing a determination 
of its authority to regulate the use of somatic cell nuclear transfer (SCN'i ) for the purpose 



ol creating a child. Assuming for the moment that FDA does have this authority, how 
would that effect our strategy witii respect to legislation? 

The Food, Drug and Cosmetic Act gives FDA authority to regulate products and 
procedures on the basis of safety and efficacy—not ethics. Our bill would prohibit any 
attempt to create a child using SCNT and provide for further review ofthe ethical and 
scientific. FDA's likely authority takes care of the former, for some period of time, but 
does not address the need for public discourse. Therefore, there is still a need to pursue 
legislative options. 



Drafts 1-13-98 
ASRM 

CLONING PROHIBITION AND RESEARCH PROTECTION ACT 

SECTION 1. PROHIBITION. It shall be unlawful for any person to create a human 
child using somatic cell nuclear transfer. 

SECTION 2. DEFINITIONS. For the purposes of this section, the following definitions 
apply: 

(a) "somatic cell nuclear transfer" means 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; 

(b) "the creation of a human child" means implanting into the uterus the product 
of somatic cell nuclear transfer technology for gestation and subsequent birth; 

(c) "somatic cell" means a mature, diploid cell; 
(d) "oocyte" means the female germ cell, the egg; 
(e) "nucleus" means cell structure that houses the chromosomes, and thus the 

genes; and 
(f) "gestation" means the period during which an embryo develops, inside the 

uterus, into a fetus that is ready to be bom. 

SECTION 3. PREEMPTION OF STATE LAWS. This law shall preempt any state law 
that imposes on individuals or institutions any limitations with respect to nuclear transfer, 
human cloning, cloning of molecules, DNA, cells, and tissues, or the use of nuclear 
transfer techniques to develop animals, or to related research. 

SECTION 4. PROTECTED BIOMEDICAL RESEARCH. Nothing in this Act shall 
restrict other areas of biomedical and agricultural research, including but not limited to 
important and promising work that involves: 

(a) the use of somatic cell nuclear transfer or other cloning technologies, to clone 
molecules, DNA, cells, and tissues; or 

(b) the use of somatic cell nuclear transfer techniques to develop animals. 

SECTIONS. EFFECTIVE DATE. This Act shall apply to somatic cell nuclear transfer 
performed after the date of its enactment. 

SECTION 6. REAUTHORIZATION. The prohibition in this legislation shall expire 
five years from the effective date. 

SECTION 7. NATIONAL BIOETHICS ADVISORY COMMISSION REPORT. No 
later than four and one-half years after the enactment of this Act, the National Bioethics 
Advisory Commission shall report to the President on 

(a) the state of the science of somatic cell nuclear transfer; 



(b) the ethical and social issues associated with the potential use of this 
technology in humans; and 

(c) the advisability of continuing the prohibition established by this Act. The 
Commission is authorized to continue for five years from the date of 
enactment for this purpose and for other purposes as established in Executive 
Order 12975 and subsequent amendments to this order. 

SECTION 8. RIGHT OF ACTION. Nothing in this Act shall be construed to give any 
individual or person a private right of action. 

SECTION 9. PENALTIES. 
(a) Any person who intentionally violates Section 1 shall be fined the greater of 

$250,000 or two times the gross gain or loss from the offense. 



OUTLINE OF WHITE HOUSE STATEMENT 

In fashioning a law to ban human cloning, we have to be extremely careful to ensure that 
we do not inadvertently ban research which is vital to developing cures and therapies for deadly 
diseases. 

Let me outline the key principles which should guide us in drafting a law: 

1. The law should ban the act of cloning of a human being. It should not ban "research" because 
that might chill scientists in the conduct of vital basic biomedical research. 

2. The law should focus only on the issue addressed by the National Bioethics Advisory 
Commission (NBAC). NBAC did not re'view and made no recommendations regarding embryo 
research, which is already subject to a ban on federally funded research. 

"We do not revisit either the question of the cloning of humans by embryo-splitting or 
the issues surround embryo research. The latter issue has, of course, recently received 
careful attention by the National Institutes of Health panel, the Administration, and 
the Congress." Letter of Harold Shapiro, NBAC Chairman (June 9, 1997). 

3. Violation of the ban would be determined based on objective activities, not the "intent" or 
"purpose" ofthe scientists. We need to give scientists objective standards to define the 
prohibited acts. Focusing on their "intent" or "purpose" is open to interpretation and 
misinterpretation and does not permit scientists to predict how the statute will be enforced. 

4. We need a national ban on human cloning. The national law should govern and we need to 
avoid the enactment of multiple and different state laws. This was one of the recommendations 
ofNBAC. 

"The advantage to federal legislation ~ as opposed to state-by-state laws — lies 
primarily in its comprehensive coverage and clarity....Besides ensuring interstate 
uniformity, a federal law would relieve the need to rely on the coof>eration of diverse 
medical and scientific societies, or the actions of diverse IRBs, to achieve the f>olicy 
objective. As an additional benefit, federal legislation could displace the varied state 
legislative efforts now ongoing, some of which suffer from ambiguous drafting that 
could inadvertently prohibit the important cellular and molecular cloning research 
described...in this report." NBAC report at 100. 

5. We need to enact the law for a five year period with a mandatory review at that time to 
determine whether the ban should be extended. 

"It is notoriously difficult to draft legislation at any particular moment that can serve 
to both exploit and govern the rapid and unpredictable advances of science. Some 
mechanism, therefore, such as a sunset provision, is absolutely needed to ensure an 
opportunity to re-examine any judgment made today about the implications of somatic 



cell nuclear transfer cloning of human beings. As scientific information accumulates 
and public discussion continues, a new judgment may develop and we, as a society, 
need to retain the flexibility to adjust our course in this manner. A sunset 
provision...ensures that the question of cloning will be revisited by the legislature in 
the future, when scientific and medical questions have been clarified, possible uses 
have been identified, and public discussion of the deeper moral concems about this 
practice have matured." NBAC report at 101. 

6. We need to make sure the bill sets penalties which will absolutely deter any violations. The 
penalties should be civil fines in large amounts and we should not threaten the existence of a 
entire research firm. 

7. We need to include a findings section and a explicit list of protected medical research to help 
ensure that the law does not have unintended consequences in inhibiting biomedical research. 

8. Finally, we need to ensure that the Department of Justice enforces the law, not private 
individuals. We need to prevent the filing of frivolous or harassment law suits. 



DRAFT - NOT FOR RELEASF ( ^ 

February 4, 1998 
(Senate) 

S. 1601 - Human Cloning Prohibition Act 
(Sen. Lott (R) MS) 

On June 9, 1997, the President transmitted to Congress legislation making it illegal for anyone to 
clone a human being. The President believes that using somatic cell nuclear transfer cloning 
techniques to clone a human being is untested, unsafe, and morally unacceptable. The 
Administration, however, opposes enactment of S. 1601 because it would have the ill-advised 
effect of permanently impeding significant scientific research in critical areas such as finding 
cures for diseases, enhancing treatments for infertility, and transplanting tissue and organs. 

Instead, the Administration strongly supports enactment ofthe Feinstein/Kennedy amendment 
that will be offered as a substitue for S. 1601. The Feinstein/Kennedy amendment, which is 
based on the President's proposal, would prohibit any attempt to create a human being using 
somatic cell nuclear transfer, provide for fiirther review ofthe ethical and scientific issues 
associated with the use of somatic cell nuclear transfer, and protect important biomedical 
research. 

Pav-As-You-Go Scoring 

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



KEY DRAFTING ISSUES 

Ban act of cloning 

— No ban "research" 

Do not ban embryo research 

Violation should be determined based on objective facts, not "intent" or "purpose" 

— "intent" and "purpose" are criminal law concepts, unpredictable, subjective 

Federal preemption - NBAC recommendation 

~ Florida bill would have banned cloning of cells and genes! 

Sunset - NBAC recommendation 

Penalties — fines vs. confiscation 

Protected medical research - findings 

No private right of action - Clinton bill 



California Law Penalties 

(a) If the violator is a corporation, firm, clinic, hospital, laboratory, or research facility, 
by a civil penalty of not more than one million dollars ($1,000,000) or the applicable amount 
under subdivision (c), whichever is greater. 

(b) If the violator is an individual, by a civil penalty of not more than two hundred fifty 
thousand dollars ($250,000) or the applicable amount under subdivision (c), whichever is 
greater. 

(c) If any violator derives pecuniary gain fi'om a violation of this section, the violator 
may be assessed a civil penalty of not more than an amount equal to the amount ofthe gross gain 
multiplied by two. 



/^fi'' Jeffrey A. Forbes 
r ' 01/14/98 02:39:1 1 PM 

Record Type: Record 

To: Bruce N. Reed/OPD/EOP 

cc: Thonnas L. Freedman/OPD/EOP 
Subject: Hatch 

Barry just called because there is a storu in the Bloomberg report where Hatch and McCain are 
complaining that we are not working with them on Tobacco -- McCurry has been saying we have 
been dealing wi th them -- When I told Barry you had tried to call Hatch's guy but that we have not 
really done anything and we are waiting for the Congressional working group to gather before we 
proceed, Barry got mad because he feels Mike is out on a limb - the long and short of it is I have 
very little idea what is going on but am being held somewhat accountable -- can you briefly let me 
know what has happened since we met w/ the Industry guys and they said we need to get Gingrich 
more involved (that is my last contact). Also -- when can we get on the horn w/ Tarplin and figure 
out where we are going congressionally. 

let me know 

THANKS! 

Forbes 







Thomas L. Freedman 
" 01/14/98 03:25:37 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

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

I went to the meeting you forwarded the invite to on cloning where the Biotech industry laid out its 
concerns on proposed cloning legislation; they are worried it will inadvertently ban embryo research 
etc.. 

The WH has a proposed formulation I think Bill Marshall put together, the bio tech industry has 
another and the Reproductive doctors society has a third. I am forwarding them to you. 

Everyone, including Bill, felt more info was required on the effects of the different approaches. 
Rachel Levinson from OSTP will circulate a draft options memo on the scientific approaches and 
their implications for research, and right to life issues. 

The basic issue centers on: how do you define what type of research is banned? The WH version 
bans all entities from using "somatic cell nuclear transfer wi th the intent of introducing the product 
of that transfer into a woman's womb or in any other way creating a human being." That would 
seem to not ban experimentation with cloned embryos and would have right to life implications. 
The Biotech industry language: "it shall be unlawful for any person to use federal funds to create a 
human child identical in terms of DNA to an existing or previously existing individual using somatic 
cell nuclear transfer technology." Doesn't effect private sector, doesn't deal wi th experimentation 
and right to life. The reproductive society says "It shall be unlawful for any person to create a 
human child using somatic cell nuclear transfer." (applies to all, protects research specifically in 
separate section). 

There is also a preemption issue. 



DRAFT BACKGROUND ON CLONING 

I. CENTRAL ISSUES 

A. Action to Take. Whether to send up a bill, announce a statement of principles, do this 
as a regulatory matter, or do regulatory and legislative actions. 

B. Protecting Research. There is on-going privately funded embryo research. Blanket 
bans on using this technology for any research satisfy the urge to stop cloning of humans 
but meet opposition from researchers who want to use this technology. They claim the 
technique may be of use for work on immune systems, burn victims, bone marrow, 
diabetes, leukemia and liver damage. Using federal resources to do this research is 
prohibited at its earliest stages under the federal ban on creating embryos for research 
purposes using federal money. (1994) 

II. POLICY OPTIONS 

A. FDA AUTHORITY 

* FDA has not reached a formal determination as to whether it has the authority 
to ban cloning research. 

* However, they are very likely to reach the conclusion that they do have such 
authority, and could forbid such research on the grounds of safety. 

* They say that whether or not they issue this determination it will not eliminate 
the need for legislation as after a few years cloning research may be safe and 
would then need a ban based on ethical considerations. 

B. CURRENT ADMINISTRATION POSITION 

Administration Bill (June 9, 1997) 
SECTION 5. PROHIBITION. It shall be unlawful for any person or other legal 
entity, public or private, to perforin 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. 

This bill has not been introduced. Counsel's office feels the "Or in any other 
way creating a human being" phrase is unclear. It can be interpreted to mean 
creating a human being in any way other than by using somatic cell nuclear 



transfer (SCNT), or, as we intended, creating a human being through extra-uterine 
gestation, a technology that is unlikely to become available prior to significant 
development of SCNT. There is also the question of when does someone become 
a human being. 



C. Possible Revision I 

"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 in order to create a child." 

Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's uterus. 
That would have to happen within 14 days of differentation. 

Would allow creation of an embryo (only with private funding) using SCNT, as 
long as transfer to woman's uterus does not occur. 

Would maintain status quo for private sector IVF research 

Would be consistent with current public sector ban on embryo research, 
precluding opportunity to capitalize on SCNT for research into treatment for 
spinal cord and other nerve cell regeneration, AIDS, skin grafts, and replacement 
organs 

D. POSSIBLE REVISION II 

It shall be unlawful for any person or other legal entity, public or private, to perform or 
use somatic cell nuclear transfer when the product of that transfer is introduced into a 
woman's womb [in order to create a child]. 

Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's 
uterus. 
Would allow creation of an embryo (only with private funding) using SCNT, as 

long as transfer to woman's uterus does not occur. 
Would maintain status quo for private sector IVF research 
Would be consistent with current public sector ban on embryo research, 

precluding opportunity to capitalize on SCNT for research into treatment for spinal cord 
and other nerve cell regeneration, AIDS, skin grafts, and replacement organs 

American Society for Reproductive Medicine 

It shall be unlawful for any person to create a human child using somatic cell nuclear 
transfer. 



DRAFT BACKGROUND ON CLONING 

I. CENTRAL ISSUES 

A. Action to Take. Whether to send up a bill, announce a statement of principles, 
do this as a regulatory matter, or do regulatory and legislative actions. 

B. Protecting Research. There is on-going privately ftinded embryo research. 
Blanket bans on using this technology for any research satisfy the urge to stop 
cloning of humans but meet opposition from researchers who want to use this 
technology. They claim the technique may be of use for work on immune 
systems, burn victims, bone marrow, diabetes, leukemia and liver damage. Using 
federal resources to do this research is prohibited at its earliest stages under the 
federal ban on creating embryos for research purposes using federal money. 
(1994) 

IL POLICY OPTIONS 

A. FDA AUTHORITY 

* FDA has not reached a formal determination as to whether it has the authority 
to ban cloning research. 

* However, they are very likely to reach the conclusion that they do have such 
authority, and could forbid such research on the grounds of safety. 

* They say that whether or not they issue this determination it will not eliminate 
the need for legislation as after a few years cloning research may be safe and 
would then need a ban based on ethical considerations. 

B. CURRENT ADMINISTRATION POSITION 

Administration Bill (June 9, 1997) 
SECTIONS. PROHIBITION. 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. 

This bill has not been introduced. Counsel's office feels the "Or in any other 
way creating a human being" phrase is unclear. It can be interpreted to mean 



creating a human being in any way other than by using somatic cell nuclear 
transfer (SCNT), or, as we intended, creating a human being through extra-uterine 
gestation, a technology that is unlikely to become available prior to significant 
development of SCNT. There is also the question of when does someone become 
a human being. 

C. Possible Revision I 

"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 in order to create a child." 

Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's 
uterus. That would have to happen within 14 days of differentiation. 

Would allow creation of an embryo (only with private funding) using 
SCNT, as long as transfer to woman's uterus does not occur. 

Would maintain status quo for private sector IVF research 

Would be consistent with current public sector ban on embryo research, 
precluding opportunity to capitalize on SCNT for research into treatment 
for spinal cord and other nerve cell regeneration, AIDS, skin grafts, and 
replacement organs 

D. POSSIBLE REVISION H 

It shall be unlawful for any person or other legal entity, public or private, to 
perform or use somatic cell nuclear transfer when the product of that transfer is 
introduced into a woman's womb [in order to create a child]. 

Implications: 
Violation begins at time of introduction of the product of SCNT into a 

woman's uterus. 
Would allow creation of an embryo (only with private funding) using 

SCNT, as long as transfer to woman's uterus does not occur. 
Would maintain status quo for private sector IVF research 
Would be consistent with current public sector ban on embryo research, 

precluding opportunity to capitalize on SCNT for research into treatment for 



spinal cord and other nerve cell regeneration, AIDS, skin grafts, and replacement 
organs 

American Society for Reproductive Medicine 

It shall be unlawful for any person to create a human child using somatic cell nuclear 
transfer. 

Discussion: 
This is a very straightforward statement but is burdened by implications regarding 
abortion. 

Implications: 
Violation occurs at the time of birth (unless one believes that a child is created 

before birth) and so allows anything up to that point including creating an embryo via 
SCNT and introducing it into a woman's uterus 

Would require abortion at some point before birth 
Would allow embryo research (using private funds), regardless of whether or 

not the embryo was transferred to a woman for gestation, thus permitting fertility and 
other biomedical research 

D. Council of Europe Position 

Any intervention seeking to create a human being genetically identical to another 
human being, whether living or dead, is prohibited. 

Invites definitional issue of when a human being is created. May prohibit 
blastomere or embryo splitting; a reproductive technique currently in use in this 
country, depending on definition of human being. The word "seeking" is vague 
leaving open possibility of inhibiting a range of research involving other forms 
of cloning. 

IIL OTHER: DEFINITIONS AND BACKGROUND 
(a) "Cloning" means the production of a precise genetic copy of a molecule (including 
DNA), cell, tissue, plant, animal, or human. 
(b) "Somatic cell" means any cell of the body other than germ cells (eggs or sperm). 
(c) "Somatic cell nuclear transfer" means the transfer of a cell nucleus from a somatic cell 
into an egg from which the nucleus has been removed. 

OSTP Discussion: 
"Somatic cell" (See alternative definition below.) While ours differs from others, it is a 
reasonable, accurate lay language definition of a technical term. The goal of groups such 
as ASRM and BIO is to create a more narrow set of definitions in order to protect a rather 



broad class of research. Ours is not so encumbered, leaving out any oblique references to 
embryo research. 

American Society for Reproductive Medicine 
"somatic cell means a mature, diploid cell." 

Discussion: 
Diploid corresponds to our defmition; mature is an addition intended to permit certain 
types of infertility or other biomedical research. For example, under this definition 
research might be carried out to improve the efficiency of in vitro fertilization and other 
treatments for infertility using cells taken from an embryo. 

Research of more general interest might be done using cells not yet deemed to be mature, 
or so-called stem cells, cells which have not yet differentiated into their final form. 
Embryonic stem cells are cells from an early embryo that can go on to form any cell of 
the organism. Embryonal stem cells from mice have been grown in culture and can be 
stimulated to form precursors of blood, nerve and muscle cells. Human embryonal stem 
cells could be cultured similariy and engineered to prevent transplant rejection. 

"'the creation of a human child' means implanting into the uterus the product of somatic 
cell nuclear transfer technology for gestation and subsequent birth." 

Discussion: 
ASRM's intent is to prohibit the birth of a child created using SCNT teclinology but their 
definition is unclear with respect to the act of implantation. 

IV. OTHER SECTIONS: PROTECTED RESEARCH AND PREEMPTION 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH.—Nothing in this Act 
shall restrict other areas of biomedical and agricultural research, including important and 
promising work that involves: 
(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. 

Sen. Feinstein's staff suggested that we include reference to medical practice in this 
section as follows: 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH AND MEDICAL 
PRACTICE. Nothing in this Act shall restrict other areas of biomedical and 
agricultural research and medical practice, including important and promising work that 
involves: 

STATE PREEMPTION 



BIO and ASRM would like to see a Federal law preempt state laws such as that enacted 
in California. They believe that the California law is an example of the difficulty in 
crafting language that does not impinge on non-controversial, beneficial research. We 
are investigating the California law. 



OTHER COMMENTS 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH.-Nothing in this Act shall 
restrict other areas of biomedical and agricultural research, including important and 
promising work that involves: 

(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. 

Sen. Feinstein's staff suggested that we include reference to medical practice in this section as 
follows: 

SECTION 6. PROTECTED BIOMEDICAL RESEARCH AND MEDICAL P R A C T I C E . _ 
Nothing in this Act shall restrict other areas of biomedical and agricultural research 
and medical practice. Including important and promising work that Involves: 

STATE PREEMPTION 

BIO and ASRM would like to see a Federal law preempt state laws such as that enacted in 
California. They believe that the California law is an example of the difficulty in crafting 
language that does not impinge on non-controversial, beneficial research. 

IMPACT OF FDA AUTHORITY ON CLONING OPTIONS 

Recent reports notwithstanding, FDA is still in the process of developing a determination of its 
authority to regulate the use of somatic cell nuclear transfer (SCNT) for the purpose of 
creating a child. Assuming for the moment that FDA does have this authority, how would 
that effect our strategy with respect to legislation? 

The Food, Drug and Cosmetic Act gives FDA authority to regulate products and procedures 
on the basis of safety and efficacy-not ethics. Our bill would prohibit any attempt to create a 
child using SCNT and provide for further review of the ethical and scientific. FDA's likely 
authority takes care of the former, for some period of time, but does not address the need for 
public discourse. Therefore, there is still a need to pursue legislative options. 
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BIO Calls For FDA To Assert Its Authority On Cloning 

(WASHINGTON, D.C, January 13, 1998)...Carl B. Feldbaum, president of 

the Biotechnology Industry Organization (BIO) sent the attached letter to Health and 

Human Services Secretary Donna Shalala asking her to assert the Food and Drug 

Administration's (FDA) authority and jurisdiction over any possible attempts to clone a 

human being: * 

"It is clear that society is not ready for the cloning of a human being. We 

need to listen carefully, and analyze thoughtfully the ethical, moral and safety issues that have 

been raised. 

"Recognition and assertion of the FDA's regulatory power over human cloning 

will protect biomedical advances and at the same time will give everybody some breathing 

room to debate this issue. Bioethics issues will occur with funher advances in science. We 

need to be certain, before we move ahead, that advances will clearly benefit human kind and 

not set us back into some new age of uncertainty about our values and the quality of human 

life." 

The Biotechnology Industry Organization (BIO) represents over 745 

biotechnology companies, academic institutions, and state biotechnology centers in 46 

states and more than 25 nations. BIO members are involved in the research and 

development of health care, agricultural and environmental biotechnology products. 
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Dear Secretar,' Shalala: 

The recent announcement from Dr. Richard Seed regirding his proposal to 
establish a clinic for the cloning of human beings has caused iignincant 
controversy. BIO supports President Clinton's and the Naticnai Bioethics 
.Advisory Commission's (NBAC) moratorium on the cloning of a human being. 
Cloning a human being poses major ethical and moral quesucns. as well as deeply 
troubling medical safety issues. The experience with "Dolly,"' in which there were 
276 unsuccessnil attempts before an apparently healthy sheep was bom, points :o 
the experimental nature of this technology in animals. It is plainly inappropriate to 
attempt to apply this technology to human beings. While these questions remain 
unresolved, govemment and public opposition to che cioning of a human beina 
remains strong. Society needs to be heard and respected on this issue. 

Seve.'-al members of Congress have recendy expressed interest in leuislation 
that would ban the cloning of human beings. They may not be aware that the Food 
and Drug .\dministration (FDA) has broad authority :o reauiate biological 
products. Last February, FDA published a reguiatcry framework for the 
regulation of cellular and tissue-based products. The level of FD.A oversight is 
dictated by the degree of human manipulation of ceils or tissi:es. Those products 
which are subject to a low level of oversight are those which ire denned as 
"minimal manipulation' when the processing does not liter :.".e "Diclouical 
characreristics of :he ceils or tissue. 

But in those cases where there is more :han •aiinimai ~anipu!a;;cn.' FDA has 
stated its intent to subject such products ;o formal .'ei;'_iator. .-e\ :e-.v includinu th 
investiuational new drui: ilND) reuulations md license .'evie-.'. reu'.iiatioiis. 



Page Two 

BIO believes that the Dr. Seed's proposal :o oione humans usiniz nuclear transfer 
technology is much more :han minimal manipuiaiion as the original tiinction ofthe ess 
ceil is unmistakably altered by the .•'emoval ofthe parental hapioid DNA and insenion'of 
DNA from a somatic ceil from another person. Thus, any such research alons these lines 
should be subject to the fNT) regulations that require patient informed consent, review bv 
an instimtional review board (IRB) where the research is being conducted, and FDA 
re'/iew under 21 CFR Pan 312. 

In addition to raising profound ethical issues, nuclear transfer technolosy has not 
been reliably proven to work in animal models and raises serious safety issues. We believe 
that for the foreseeable fumre, FDA should issue a clinical hold on any IND submission to 
proceed with such experiments. 

.A public statement by senior officials within HHS as to the regulatory status of 
nuclear transfer technology would 'ce welcomed and userul as the public debate continues. 

Sincerely, 

< 

Carl B. Feldbaum 
President 

CBF:ag 

cc: Michael Friedman, \ [D. Food and Drus .\dir.inistration 
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Record Type: Record 

To: Thomas L. Freedman/OPD/EOP 

cc: 
Subject: cloning 

CLONING 

LEGISLATIVE OPTIONS 

BACKGROUND 

Cloning 
Cloning means making a precise copy of a molecule (such as a gene), a cell, or individual 
plant or animal. It is done routinely in laboratories and clinics around the world in order to 
understand how proteins work in an organism, to construct new drugs with fewer side effects, 
to engineer foods with better nutritional characteristics, or to produce animals as models for 
human disease. Forensic experts clone DNA to identify crime perpetrators, cartilage cells are 
cloned to repair damaged knees, and a few of the more than 5,000 genetic defects are being 
treated experimentally by inserting properly functioning cloned genes the patient's cells. 

Dolly reviewed 
Dolly was news because she is thought to be a replica of an adult sheep. We already have 
human replicas, or twins, which occur naturally and through assisted reproductive technology 
known as blastomere splitting. However, identical twins are born at the same time and have 
no identical forebears. Dolly was the product of somatic cell nuclear transfer (SCNT), a 
technique that may have applications ranging from reconstituting an AIDS patient's own 
immune system or producing skin cells for burn victims, bone marrow cells for cancer 
patients, insulin-producing cells to treat diabetes, leukemia and liver damage. Much of this 
research is prohibited at its earliest stages under the Federal ban on creating embryos for 
research purposes. 

Embryo research 
Federal funding for the creation of human embryos for research purposes is banned under a 
December 2, 1994 Presidential directive and other embryo research is also prohibited via 
restrictions on DHHS appropriations. See Attachment A for further discussion. Embryo 
research in support of improvements in assisted reproductive medicine is carried out in the 
private sector with virtually no Federal regulation. 



We must assess the need (if it exists) to engage in the issue of embryo research in the context 
of a cloning bill and follow closely other legislative initiatives. 

LEGISLATION 

The issues of greatest concern [to scientists and industry] are what is prohibited and how the 
prohibited act(s) is(are) defined 

Prohibition 

Administration Bill (June 9, 1997) 
SECTION 5. PROHIBITION. It shall be unlawful for any person or other legal 
entity, public or private, to perfornn or use somatic cell nuclear transfer wi th the 
intent of Introducing the product of that transfer into a woman's womb or in any 
other way creating a human being. 

Discussion: 
"Or in any other way creating a human being"—The meaning of this phrase is unclear. It can 
be interpreted to mean creating a human being in any way other than by using SCNT, or, as 
we intended, creating a human being through extra-uterine gestation, a technology that is 
unlikely to become available prior to significant development of SCNT. 

"human being"—We have not and probably would prefer not to attempt to define: a human 
being, the means for creating a human being, nor the definitive act that results in the creation 
of a human being. Therefore, one option is to substitute "child" in place of "human being," as 
the National Bioethics Advisory Commission chose to do. While this leaves open the issue of 
when a fetus becomes a child, there is greater agreement on this point, i.e., at birth, than on 
when life begins. 

Possible Revision I 

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 in order to create a child. 

"intent"—Questions for the legal scholars— is intent a term associated only with criminal 
statutes? Would its inclusion make this language more difficult to enforce? What does it add? 
Does it make sense in reference to a legal entity? Is "other legal entity" necessary? 

Possible Revision II 

It shall be unlawful for any person or other legal entity, public or private, to perform 
or use somatic cell nuclear transfer when the product of that transfer Is introduced 
Into a woman's womb [in order to create a child]. 



Implications: 
Violation begins at time of introduction of the product of SCNT into a woman's uterus. 

Would allow creation of an embryo (only with private funding) using SCNT, as long as 
transfer to woman's uterus does not occur. 

Would maintain status quo for private sector IVF research 
Would be consistent with current public sector ban on embryo research, precluding 

opportunity to capitalize on SCNT for research into treatment for spinal cord and other nerve 
cell regeneration, AIDS, skin grafts, and replacement organs 

American Society for Reproductive Medicine 

It shall be unlawful for any person to create a human child using somatic cell 
nuclear transfer. 

Discussion: 

This is a very straightforward statement but is burdened by implications regarding abortion. 

Implications: 

Violation occurs at the time of birth (unless one believes that a child is created before 
birth) and so allows anything up to that point including creating an embryo via SCNT and 
introducing it into a woman's uterus 

Would require abortion at some point before birth 
Would allow embryo research (using private funds), regardless of whether or not the 

embryo was transferred to a woman for gestation, thus permitting fertility and other 
biomedical research 
Council of Europe 

Any intervention seeking to create a human being genetically Identical to another 
human being, whether living or dead, is prohibited. 

Discussion: 
Does not mention any specific type of cloning technology, which may be desirable. Invites 
definitional issue of when a human being is created. 

May prohibit blastomere or embryo splitting; a reproductive technique currendy in use in this 
country, depending on definition of human being. 

The word "seeking" is vague leaving open possibility of inhibiting a range of research 
involving other forms of cloning. 

Implications: 
Similar to ASRM prohibition above. 
Could be used to proscribe a broad range of research involving other forms of cloning 



Definitions 

Administration bill 

SECTION 4. DEFINITIONS. 
(a) "Cloning" means the production of a precise genetic copy of a molecule 

(Including DNA), cell, tissue, plant, animal, or human. 
(b) "Somatic cell" means any cell of the body other than germ cells (eggs or 

sperm). 
(c) "Somatic cell nuclear transfer" means the transfer of a cell nucleus from a 

somatic cell into an egg from which the nucleus has been removed. 

Discussion: 
"Somatic cell" (See alternative definition below.) While ours differs from others, it is a 
reasonable, accurate lay language definition of a technical term. The goal of groups such as 
ASRM and BIO is to create a more narrow set of definitions in order to protect a rather broad 
class of research. Ours is not so encumbered, leaving out any oblique references to embryo 
research. 

American Society for Reproductive Medicine 

"somatic cell means a mature, diploid cell." 

Discussion: 

Diploid corresponds to our definition; mature is an addition intended to permit certain types of 
infertility or other biomedical research. For example, under this definition research might be 
carried out to improve the efficiency of in vitro fertilization and other treatments for infertility 
using cells taken from an embryo. 

Research of more general interest might be done using cells not yet deemed to be mature, or 
so-called stem cells, cells which have not yet differentiated into their final form. Embryonic 
stem cells are cells from an early embryo that can go on to form any cell of the organism. 
Embryonal stem cells from mice have been grown in culture and can be stimulated to form 
precursors of blood, nerve and muscle cells. Human embryonal stem cells could be cultured 
similarly and engineered to prevent transplant rejection. 

" ' the creation of a human child' means Implanting into the uterus the product of 
somatic cell nuclear transfer technology for gestation and subsequent birth." 

Discussion: 
ASRM's intent is to prohibit the birth of a child created using SCNT technology but their 
definition is unclear with respect to the act of implantation. 
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To: Elena Kagan/OPD/EOP 

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

I went to the meeting you forwarded the invite to on cloning where the Biotech industry laid out its 
concerns on proposed cloning legislation; they are worried it will inadvertently ban embryo research 
etc.. 

The WH has a proposed formulation I think Bill Marshall put together, the bio tech industry has 
another and the Reproductive doctors society has a third. I am forwarding them to you. 

Everyone, including Bill, felt more info was required on the effects of the different approaches. 
Rachel Levinson from OSTP will circulate a draft options memo on the scientific approaches and 
their implications for research, and right to life issues. 

The basic issue centers on: how do you define what type of research is banned? The WH version 
bans all entities from using "somatic cell nuclear transfer wi th the intent of introducing the product 
of that transfer into a woman's womb or in any other way creating a human being." That would 
seem to not ban experimentation with cloned embryos and would have right to life implications. 
The Biotech industry language: "it shall be unlawful for any person to use federal funds to create a 
human child identical in terms of DNA to an existing or previously existing individual using somatic 
cell nuclear transfer technology." Doesn't effect private sector, doesn't deal wi th experimentation 
and right to life. The reproductive society says "It shall be unlawful for any person to create a 
human child using somatic cell nuclear transfer." (applies to all, protects research specifically in 
separate section). 

There is also a preemption issue. 
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Record Type: Record 

To: Elena Kagan/OPD/EOP 

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

1 went to the meeting you forwarded the invite to on cloning where the Biotech industry laid out its 
concerns on proposed cloning legislation; they are worried it will inadvertently ban embryo research 
etc.. 

The WH has a proposed formulation I think Bill Marshall put together, the bio tech industry has 
another and the Reproductive doctors society has a third. I am forwarding them to you. 

Everyone, including Bill, felt more info was required on the effects of the different approaches. 
Rachel Levinson from OSTP will circulate a draft options memo on the scientific approaches and 
their implications for research, and right to life issues. 

The basic issue centers on: how do you define what type of research is banned? The WH version 
bans all entities from using "somatic cell nuclear transfer wi th the intent of introducing the product 
of that transfer into a woman's womb or in any other way creating a human being." That would 
seem to not ban experimentation wi th cloned embryos and would have right to life implications. 
The Biotech industry language: "it shall be unlawful for any person to use federal funds to create a 
human child identical in terms of DNA to an existing or previously existing individual using somatic 
cell nuclear transfer technology." Doesn't effect private sector, doesn't deal wi th experimentation 
and right to life. The reproductive society says "It shall be unlawful for any person to create a 
human child using somatic cell nuclear transfer." (applies to all, protects research specifically in 
separate section). 

There is also a preemption issue. 
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To: Elena Kagan/OPD/EOP 

cc: 
Subject: Cloning 

It shouldn't be too much trouble to produce a draft quickly on cloning. My only question is to what 
extent are we refering to the Chicago scientist who is publicizing his plan to clone human beings? 

Dr. Seed (that's really his name) just did an interview on CNN in which he said he was "an 
independent thinker," who "disagreed wi th the President." I'd love to use this a little (e.g., "this is 
not independent thinking -- it is science independent of ethics" or something. ) He sounds quite 
aged and not terribly sharp. He is a PhD, working wi th a medical doctor who has said that he will 
not go forward until he receives permission from the American Society of Reproductive Physicians. 

Other issues: 
c 

Progress of President's Bioethics Advisory Board? 
Status of Legislation banning human cloning? 

Let me know where you want me to go wi th this. Thanks. 


