e & Gl

7/13

NOTE TO BRUCE REED AND CHRIS FENNINGS —

The National Bioethics Advisory Commission is meeting today in Cambridge, MA, and
is expectad for formally vote on its draft report. Attached are the existing Q and As,
which we plan 1o stick to today if asked sbout their «ctions.

1 have not sent these 10 OSTP - let me know if you’d like me 100,

Melissa
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¥or fntemal Use Ondy St Cell Q&:A's June 28, 1999
Hutional Bioethics Advisory Comersasion and Stem Celts Questions and Answers

Q. Sumse vesearch has shows that adull sitim cells aan produce miany of the sumd oells snd tissues of the
body tht wuld be developed using

pluripoant stem cells derived from bumam embryos. Why wouldnt KIH just fand resegrch using adult stem
celis?

A, Reoent resemrch with u ruember of adult stem cells suggests that adult stem sells proviously thought to be
comnitted to dw Suvelopment of uns line of specialized cells may have more flexibility than previously
thought. Thess wre prefiminary tesults, but if this fnding holds true for Inunan adult sterm cells, there is,
indeed, enprmous potentia! for uzing such sdedy sty ¢ells as therapies for a number of digenges, These
findings, although sxmemely imporrant, do nof, and shovdd nut exclads the pursuit of other wvinnes for
developing Imporiant cetl therapios, Jike explezing the petemial of human pluripeient stem cells dasived
from embryos and fefuses, because they musy have unique properties not present in other typos of siom
selts, Ttis also dmportant o understnd that hurman adult steem cells have enly been isolated from g fow
types of lissuc and, when they have beea jdentificd, they are offeu present in only minuke guantities and arc
diffieut 16 isolaee and purify. s fact, in the repors of using mouse nerve stem cells 1o make mowse blood
cells, the mouse nerve stem cetls were isolated directly from brain tgsue that had to e remnved from the
mouse. The fact that brain tissue must be removed as the source of nerve stom aells, is fikely 1o limit this
iine of experimestation in humans,

3. Why wat simply allow the private secior 1o plirsue resaarch on bumen pluripotent stem celis derived

Fom emnliryas?

At iz esnential that the Federal Covernment play u role i furding and oversecing the conduct of this
research so Lhat il soientists— both privatcly end federally fonded--nave the opportanity to pursue tiis
tmportant line of research. The NIH undersiands and respocts the compelling esiscal, egal, and social
issues surrounding phuripotent stem rell rescarch and is sensitivs to the nosd for stringens oversigh of this
research that goes bevond the raditional riporous NTH scientific pesr review proucis. Foderal fonding will
provide oversight and dircetion that woudd be lacking 3€ this research were the sole provinge of privaic
industry and anademe, by providing a set of gaidsiines for the condunt of thiy research, as weil as a publie
oversight srocess to ensure investigators are adhering to the DHHS gaidelines,

(2. Once several pluripotent sten ceff Jings have been established, why iy it neesssary to creawe maze?

A. This is a vory now aren of research and there are 8 number of questions that remain unsnswered, inital
investigations show that pleripoteznt siem cells replicate themselves for profenged periods, But it is
ioporant o recopnize that the isumortality of these stom eell lines Bas aot been provon. B romning o be
seen iF these ool Hines lose any of their function and/or potential afier yeary or even decades of culture.
Hanee, existing haman pluripotent stem celf Hnes may reduire replenishing,

it will also be bnpurtant 1 produce human phaipotent sters cell Hnas that have differem genctic
charactoristics. Yor example, if such colls are developed for wangplarntation ime Famans, it will be
imporiant t¢ redace the chanee of releciion, Thig may reqaire the création of new cell lines which more
ciosely maich the vssue ype of the patient.

€. What aze the wrgwricats for the Federsl mvestroent in this réscarch?

A, Federal funding of this work would engagy the atterion of many more poopic snd would bring more
gvorgight o 1his area, For exampie, more investigators would likely enter the Seid and the pace of this
critical werk would be enbaneed. in addition. Federal government involsvement in this resvarch srea would
also pravide iraporiant scientific ad sihical oversighs. Research on hurn plurdipotent stem ¢alis would go
through several levels of desalied discussions Incluwding NTH scimntific peer review groups, i NIH
National Advisory Council meetings. This would ensourage opénness, ensure that all researchers could use
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these impoitant rescarch tools, and assure public access to the nformation mnd to the practical inedical
benafity of research using these srom celis, This would slse increase the oppartunities for colisboration in
this researeh arens and shariog of dats

Q. Are tere examples of researeh that have ot heen logally reswricted b for which NTH has eytalslished
sposial review and oversigin prucedures? How has NTH providad the oversight to ensore the sesearch
movet forward, while the ethical, legel, and social impleations of the research gre given full and public
consideration? :

A In e 1970, when it first becaine possible to use molecular claning in bucteria, there way 2 great deal of
public apprehension aboul possible risks of the restarch. Fortuately, however, legislation was noi ¢aacted
1o ban the resescch. [nsiead, the selendific community establishied a volyntary mortorium umtii guidelines
eould be developed 10 govern the researcll Guidelines were writien by the NiH in a puldic pracess to
provids oversight of the ressarch. The Recambinant DNA Advissry Committes was af50 ostablished to
ensurs public review of the research and ongoing policy development to keep pace with scientific progress,
With the advept of human gene therapy, the NIH Guidelines were extonded to addreess specific coneems
assoclated with hurnp trials, Por example, the NI Guidelines state that protosols invelving germline gone
therapy will not be congidersd,

(3. NBACT has stated that it is not passibie to ethically separate the derivarion of man pluripstent stom
zelis from human smbryos and the

restarch done on these human pluripotent siems celis. How can DIFHS find it acceptable to fund rescarch
using hurmin pluripotent stem culls when # ¢an aot fund rescarch on the ambryos tomselves?

A, Federal law currently prohibits BHEE from funding sesearch in which human embryes are destroyed,
discarded or subjected w greater thxs minimal risk. The DHHS Office of the General Counsel recently
concluded that the Congressional prohihition does not prohibit tha funding of research utilizing buman
piaripotent stem colis because such cells are nat embryoes. Thus, DHHS funding for research using
phuripotent stem celis derived from human embryos is not prohibited. We recogndze and appreciate the
serious ethival and social considerstions radsed by this research, and maintaln greal respect for thc full
range of viewpoints surrounding these issues, Funding (oderal rescarch on these stem cells is legally
permissible, wnd such ressarch holds growt promise for treatments for Parkingon's disease, heart divease,
dasbetes, stroke, burns, anbwilis, and otler serious medical conditions. However, we intend to prosesd with
gredt care, setting ap a special oversight coromittee, doveloping guidelnes, aad consulting with NBAC and
other eutside authotities ag the pracess continues.
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THE WHITE HOUSE %MCEC\
2

WASHINGTON

Suly 6, 1999

MEMORANDUM FOR JOHN PODESTA

FROM: NEAL LLANE {ng/

SUBIECT: Human Stem Cell Research Update

Background: In November 1998, human embryonic stem cells were suceessfully isolated and
cultured in two privately funded laboratories. Humag embryoenic stein cells ure primitive cells,
whicly themselves lack a specifie function but have the capacity to develop into any specialized
type of cell found in the human body (such as nerve, bone, bloed, or muscle cells), While this
announcement stirred great excitement in the biomedical rescarch community, beeause of the
tremendous potential that stems cells have for reating human discase, the source of these cells
{human embryos and aboried fetuses) generated a great deal of controversy. The isolation of
stem eclls from human cmbryos (but not fetuses) currently cannot be donc using public funds
beeause of the Congressional ban o the use of Federal funds for humsn embryo research, which
has been attached ta the HHS appropriations hill for the last four years. On November 14, 1998,
the Presiden: asked hus National Biocthics Advisory Commission (NBAC) for a “thorough
review of the issues associated with such human stem cell research, batancing all ethical and
medical considerations.” In January 1999, MIHS General Counscl Harriel Rabb issued a deeision
that the human embryo research ban did not include human embeyonic stem eclis, because slam
ecils are not themsclves embryos, and so research using these eells would be eligible for Federal
funds. The House Pro-Life Caucus has objeeted strenuously to this decision. However, Senators
Speeter and Harkin of the Scnate Appropriations Commitice strongly support NIH funding of
human stem eell research (they held three hearings on this issue in late 1998}, as does
Congressman Porter of the House Appropristions Commiifec.

Present Status: NBAC is examining the ethics of rescarch on stem eclls derived from fetuses,
cmbryos lefl over from feaility treatments, and enibryos produced for researels, either from
{using donared cgps and sperm or via cloning mothods. They are also considering the
ramifieations of Federal funding of cach of these activitics. The Comunissioners unanimously
agree that the wse of human embryonic siem cells for rescarch is ethicaltly defensible and should
be eligible for Federal funding. However, there i stili considerable dehate over the ethics of
deriving cells from the different sources, and the use of Federal Tunds {or such research. BEven
though NBAC pencrally agrees that deriving cells from embryos left over from lerdlity
treatmients is cthically acceptable, some Commissioners may recommend against using public
funds to support such u controversial activity. At this point, 3t appears that the Commission will
not recommend Federal funding lor rescarch using stem eells devived from embryos produced
for rescarch purposcs using cither cloning or [V wechnologies, which is consistent with the
President’s 1994 position opposing the crestion of human embryos for research purposes, NBAC
expecets w finalize their report shortly afler they meet next week {July 13-143 in Cambridge, MA.



NIt has drafted a set of guidelines deseribing the sleps mvestigators must complete o receive
NIH funds for research involving the wse of human stem cells, to be published i the Federal
Register for a 60-day public conunent period, onee they have reeeived departmental clearance,
The guidelines will parallel existing regulations covering fetal tissue transplantation research.
N1 will not fund research that would include the deseruction of human embryos as this woulkd
violate the Congressional cimbiryo rescarch ban. '

Possible Administreative Action: The rolcase of the NBAC report and/or the publication of the
draft NIH puidelines are opportunities for an Administration statement, Two drafl statements are
ailached, which express support for funding rescarch using human embryonic stem cells, bt
emphasize the need Tor this research to be done vsing the highest ethical standards, Because
valuable research can proceed using stem cells that are derived using private funds, there is no
need at this time to push for a relaxation of the currcnt Congressional ban on human embryo
research.

Attachments
Tab A Draft Stasement for Neal Lanc andior Joe Lockharnt
Tab BB Draft Statement for POTUS

o Bruce Reed
Latry Siein
Dan Mendelson
iilena Kagan
David Beier
Chnis Jennings
Barbara Woolley
Barry Toiv
Joc Lockhan



Draft 777199

Uieali Statement for Neal Lane or Joc Lockhart when NTH Guidelines are Publishicd/NBAC
Repart is Nearing Campletion

L.ast November, the President asked his National Bioethics Advisory Conunission o
undertake a thorough review of all of the ethical and medical considerations assogiated with
human sicm cell research. In the ensuing months, a national dialogue took place highlighting the
potential applieations of stea cells for treating people with diabetes, heart disease, Parkinson’s
discase, cancer, and spinal cord injury. Bihical issues were also contral to this debate, including
a wide range of religious and philosephical views that arc a part of the fabric of our desnoeratic
culture. NBAC has ncarly completed its delibermtions and appears ready to endorse the medical
promuise and clhizal acceptability of certain types of human stem <ell rescarch.

The Clinton Administration recognizes that human stem ecll technology s potential
medical bencfits are compelling and worthy of pursuit, so long as the rescarch is conducted
aceording to the highest ethical standards. NIM 13 putting tn place guidelines and an oversight
system that will cnsure that the eclis arc obtained in an cthically sound manner. The Presidenal’s
1994 han on the use of Federal funds for the creation of human cmbryos {or researeh purposes
will rematn in cffect. Because it appears that human siem cells will be avaifable from the privatwe
seelor, such regearch is permissible under the current Congressional ban on human cobryo
research and no other legol setions are neeessary at this time.
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Deaft Statement for POTUS when NIH Guidelines are Published/NBAC Report is Rck;ascd

Back in November, when | asked miy Mationsd Biccthics Advisory Conwnission to look at
the ethical and medieal issucs surrounding hurnan stem cell research, | recognized the enormous
medical potential of such rescarch. The seientific results that have come oul injust the past few
momths already strengthen my basis for hope that one day, stem cells will be used to replace
cardiac muscle cells for people with heart disease, nerve cells for hundreds of-thousands of
Parkinson’s patients, or insulin-producing cells for children who suffer from diabetes.

But 1 also understand that stem cell rescarch raises ethical concerns that need to be
addreased, and the national dinloguc has highlighted a range of opimaons that niust be respected.
First, | want to restate the ban | issued in 1994 prohibiting the use of Federa! funds for the
creation of human embryos {or rescarch purposes. Second, | will continue to insist that any
Federally-supporied human stem ecll rescarch be held to the bighest ethical standards. The NiH
guidelines, with inpul from NBAC, will be the prineipal mecbanism (o ensure this outeome,
while helping scientists turn the promise of stens cell wechnalogy into reality.



THE WHITE HOUSE F;L: C)ﬁ Q n!

WASHINGTON 5#&"‘

June 17, 1959

MEMORANDUM FOR IOHN PODESTA
FROM: NEAL LANE
SUBIECT: Hurnan Stens Celt Research Update

I want (o alert you 1o two upcoming events regarding oversight of human stem cell research and
discuss actions ihat we might take regarding hutnan stem cell research and cloning for the
purpose ¢f human reproduction.

NI Guidelines - NIH expoets to send 2 human siem ccll research oversight plan and draft
guidelines to DHHS next week. Qnee cleared, the guidelines will be published in the Federal
Register for a 60-day public comment pericd. The guidelines are expected to describe the steps
investigators must complete in order o reeeive NIH funds for research involving the use of
human stem celis, The puidelines will parailel existing regulations covering fetal tissue
transplaniation rescarch, NIH will not fund researeh that would include the destruction of
human embryos as this would violate the Congressional embryo rescarch ban,

National Bivethics Advisory Commission Report -- NBAC will mect on June 28-29 to discuss
human skem cell rescarch. The Commission expects 1o complete its report shortly afier their
miceting on July 13-14, in Cambridge, MA. The report will respond (o the President’s Nov, 14,
1998 request for a “thorough review of the 1ssues associated with such human stem cell research,
balancing al! cthical and medical considerations.” NBAU is examining the cthics of conducting
research on siom cohis derived from fetuses, and embryos loft over from fentility treatments,
cinbryos produccd from donated eggs and sperm or via cloning methods. They are also
considering the ramifteations of Federal funding of each of these activities.

Although the Comumission has not yet eompleted its deliberations, it appears that they will
support Federal funding for rescarch using stem cehis derived from {etuses or excess embryos. A
majority of Commissioners do not draw an cthical distinction between the use and the derivation
of stem cells and arc comfortable with the practice of deriving stemi eells from execss enmibryos
for research purposes. Despire news reporis to the contrary, however, NBAC has not concluded
that they will recommend that the Congressional ban be cased o allow Federally-funded

research fnvolving the destruction of human embryos to obtain stem eelis. Even without an
gthical basis, some Commissioners may rceommend against using publie funds to support such a
comtroversial activity. At this point, it appears that the Commission will not reconunend Federal
funding for rescarch using stem cclls derived from eibryos produced for rescareh purposes
using clomng or IVF technologies. “



Reeent News Reports

It was reported in the June 14 Washington Post that two separate companies, Geron Corporation
and Advanced Cell Therapeutics, have launched programs to produce human embryos using
clening technnlegy. bnthe June 15 New York Times, Geron denied that i was producing bunian
embryos but was, instead, using somatic cell nuclear transfer o learn about [actors produced in
the egg that turn back the developmental elock in an adult nucleus. The company may, in [act,
be producing human cmbryos. Advanced Cell Technology is resuming earlier somatic cell
nuelear ransfer experiments using 2 human adult cell and a cow egg. Both companies state that
their purpose is the isolation of embryonic stem cells, and net human reproduction (i.c,,
therapeutic, not reproductive, clening). 1n 1994, President Clinton banned the use of Federsl

, funds to create embryos for research purposes (this ban was broadened by Congress in 1995 1o
include all rescarch using buman embryos), and in 1997 banned Federal funding for the use of
eloning to reproduce a human being. None of these banis apply to the private sector, although
some companics have said that they will comply with the President’s voluntary moratorium,

Hill Activity

‘[ he Congressional ban on human embryo rescarch will be debated in the HHS appropriations
process. Patient advocacy groups have formed an active coalition (Paticnts” CURe} that has
heeny very effective in making the case of the mportance of siem celf rescarch in devcloping
treatments for diseases such as diabetes, heart discase, Parkinson’s and cancer. Rachel Levingon,
of my staff, Chrig Jennings, David Beler, and Barbara Woelley, met with the coalition on April
{3 to hear about their message development elforts, Chris reilerated the Administration’s
position as articulated in the President’s and Hareld Varmus’ statements on the potential medical
benefits of stam cell research,

Senators Specter and Harkin have indicated strong support for NTH funding of human stem celi
research. Scaate markup of the Labor/HHS appropriations bill could come as cly as July 1, but
that s unhikely.

Rep. Porter supports the Administration’s position on stems eell research. House Labor/HES
appropriations staff bave said that they don't envision a tighiening of the embryo research ban in
order 1o prohibil stem cell research. However, something along these lines can always ship in,
especiatly if there is an Omaibus bill.

Last month, Rep. Bliley announced that hie would hold a hearing in response to press reporls that
NBAC would recommend casing the ban to allow public sector research deriving stem cells. No
stem cell hearings have been scheduled.

Possibde Administrative Actions
Publieation of the NI puidelines and/or release of the NBAC report are opportunities for an

Admunustration stalement. in the event one is ealled for. However, T do not see a compeliing
r2ason 1o make 4 new statemnent at this dme, W are on record supporting human stem cell



rescarch as a promising avenue of biomedical research, We have already stated the need for
stringent ethical oversight and publication of the NIH guidelines will reinforee this message.

In the event that NBAC reeommends in mid-July that the government fund research involving
the destruction of human embryos in order to obtain stem cells, | would advise against working
toward relaxation of the current Congressional ban. Harold Varmus says valuable research can
procecd using stem cells that are derived using privale {unds and there is no need 1o go across
this Hae for the time being, Although fertility rescarch could be enhanced if the ban werg lified,
the incremsontal approach appears to be more prudent at this juncture. Going Turther might lose
the support of some of the pationt groups (Paralyred Vets, ¢.2.) because it would bring the debate
closer to the abortion issuc.

We drafted a bill to prohibit reproductive cloning (Junc 97) while protecting biomedical research
but it was never introduced. We could call on Congress once again to address this real area of
concern—rather than restricting biomedical rescarch,

Additionally, we should work with FDA 1o clarify their regulatory authorily to prevent privaie
sector use of eloning technology (o producc a child, Wo might also explore other administrative
oversight options.

Criven that our current positions on stem cell research and repraductive cloming are clear and
crijoy the support of patient groups and the biotechnology and pharmaceutical industries, we
need not issue new statements unlil we see what develops in the appropriations process.

ce: Bruce Reed
Elena Kagan
David Beler
Chris Jennings
Barbara Woolley
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Human Stem Cell Research

DRAFT Junc 28, 1999

Draft Statement for Joe Locklrt or Neal Lane on Monday or Tuesday on NBAC meetin

Last November, the President asked his National Bioethies Advisory Commission to
undertake a thorough review of the all the ethical and medical consideralions associated with
human siem cell research, In the ensuing months, a national dialogue took place highlighting the
potential applications of stem cells for treating people with diabetes, hean disease, Parkinson’s
disease, cancer, and spinal cord injury. Ethical issues were also central (o this debate, including
a wide range of religious and philosophical vicws that are a part of the fabric of our demoeratic
culturc. NBAC has nearly completed its deliberations and appears ready to endorse the medical
promisc and cthical acceptability of cerlain human stem cell rescarch.

The Clinton Admimstration recognizes that human stem ccll technology’s potential
medical benefits are compelling and worthy of pursuit, so long as the rescarch is conducted
according 16 the highest cthical standards. NIH is putting in place guidelines and an oversight
systen that will ensurc that the cells are obtained in an ¢thically sound manner. Because it
appears that buman stem ceils will be available from the private scetor, sueh rescarch is
peemissable under the current Congressional ban on human einbryo research and no other legal
actions are necessary at this time. However, the President’s 1994 ban on the use of Federal
funds for the creation of human cmbryos for rescarch purposes will remain in effect,

For POTUS when NI Guidelines are published: DR AFT

Back in November, when [ asked my National Biocthies Advisory Commission (o look at
the ethical and medical issves surrounding human stom cell research, | recognized the enormous
medical potential of such research, The scientific results that have come out in just the past fow
months already strengthon my basis for hope that one day, stem cells will be used o replace
inuscle celis for people with heart discase, nerve cells {or hundreds of thousands of Parkinson’s
patients, or insulin-producing cells for children who suffer from diabetes. {Juvenile Diabetes
Foundation, Altiance for Aging Research, Paralyzed Vets or other members of the Patients”
Coalition for Urgent Research may.be invited)

But | also understand that stem cell resenarch raises ethical concerns that need to be
addressed, and highlights 2 range of opinions that must b respecied. First, | want to restate the
ban | issued in 1994 prohibiting the use of Federal funds for the creation of human embryos for
research purposes. Second, | hereby direct that any publiely-supported human stem cell be held
to the highest ethical standards. The NIH guidclines will be the principal mechanisrm 1o ensure
this outeome, while helping scientists turn the promise of stem cell technology into reality.
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