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measure without a single committee hearing. But patient groups and scientists
waged a successful last-minute lobbying campaign, claiming the bill would
obstruct important medical research, and the bill, mustering only 42 votes, 18
short of the 60 required, went down in defeat.
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Meanwhile, Democrats offered a rival bill sponsored by Sens. Dianne Feinstein
(D-Calif.) and Edward M. Kennedy (D-Mass.). This sought to ban the cloning of
people, but not human embryos for research purposes. The bill was referred to
the Senate Labor and Human Resources Committee, where it sits in quiet
obscurity.

The only other cloning bill that made ‘any progress was one introduced by Rep.
Vernon Ehlers (R-Mich.), which would prohibit the use of federal funds for human
embryo cloning. It was approved by the House Science Committee in July, 1997,
and moved to the Commerce Committee, which has yet to place the bill on its
agenda.

The sponsors of the various bills this week largely conceded that it will be
tough to address the issue before this fall's elections. "The sense I have is
that probably nothing is going to happen on this,” said Jim Stacey, spokesman
for the American Medical Association. "There are so few days left, and there are
other things to do."

Stepping into that legislative void, the FDA announced in February that
anyone wanting to clone a person would have to apply for permission from that
agency. But critics have questioned the legal basis of that claim,

!

One concern is whether cloned cells are "medical products,” which would place
them under the agency's purview, or whether cloning is simply a new variant of
fertility treatment. "The FDA is not supposed to regulate the practice of
medicine," said Richard Merrill, a professor at the University of Virginia
School of Law.

A second concern is that the FDA has no basis for considering ethical factors
- such as the psychological impact of being born a clone - in its decisions.

A third concern is a technical one, but one that is central to the FDA's case
that it has the right to regulate would-be human cloners. It has to do with the
ount of cellular manipulation involved in cloning.

The FDA does not always demand prior approval for research on cells that will
only be "minimally manipulated." However, if those cells are deemed to be "more
than minimally manipulated," the work is subject to FDA regulation.

Cloning involves removing the genetic core, or nucleus, of an egg cell and
injecting into that gutted cell the nucleus of another cell from the animal or
person to be cloned. "What you're left with is a highly manipulated cell,"
asserted an FDA official, who spoke on the condition of anonymity.

Some question, however, how the FDA came to that conclusion. They note that
in vitro fertilization, or IVF, also involves manipulation of cells, and other
fertility techniques are even more aggressive than IVF, but the FDA has not
tried to regulate them.
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Cloning "may give us the creeps," Freeman said. "But is it 'more than minimal
manipulation'? I frankly have a lot of trouble seeing it."

Lori Andrews, a professor of law and bioethics at the Chicago-Kent College of
Law, agrees. "The question here is, Why haven't they been regulating analogous
procedures such as ICSI an invasive variant of IVF in which sperm are injected
directly into eggs , which also has a high-risk profile?"

Both experts also make the point that some forms of cloning - for example if
a woman wanted to clone herself - may be safer than traditional IVF, because it
involves little risk of passing on a communicable disease, such as AIDS. Under
new FDA guidelines, the transfer of cells or tissues back into the individual
from whom the cells came requires less oversight by the FDA.

As it turns out, the FDA is not comfortable with its position and has set up
a working group to look into such questions. "One could look at it and say ICSI
is nothing more than bringing two gametes together and allowing them to
fertilize naturally,” the FDA spokesman said. "Or you could say that inserting a
needle into an egg and injecting a sperm is altering it. It is a pretty close
call.”

The FDA working group may have to work fast if it wants to settle such issues
before the first human clone arrives. Scientists said last week that the first
human clones could be born in the next five years or so. And Seed, in a
telephone conversation last week, said he was "vigorously" pursuing his goal.
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MIANAGEMENT AND BUDGET
Washington. D.C. 20603-0001

Monday, Fobruary 9, 1998 J I Gé\

LEGISLATIVE REFERRAL MEMORANDUM

TO: or - $ee Distribution below
FROM: apht=fi. (f"m Director for Legislative Reference
OMB CONTACT: Robert 4. Pefhc« |
PHONE: (202)3035-4871 FAX: (202)395-6148
SUBJECT: HHS Report on S1601 Human Cloning Prohibition Act
DEADLINE: NOON Monday, February 9, 1998
L )

In accordance with OMB Circular A-19, OMB requests the views of your agency on the above
subject before advising on its relationship to the program of the President. Please advise us if this
item will affect diroct spending or receipts for purposes of the "Pay-As-You-Go™ provisions of Title
Xl of the Omnibus Budget Reconcllintion Act of 1990.

on S. 1601. DEADLINE IS FIRM.

* COMMENTS: Senator Kennady has requested the attached letter for use during tomorrow's debate
DISTRIBUTION LIST

AGENCIES:
61-JUSTICE - Andraw Fois - (202) B14-2141
95-Office of Science and Technology Policy - Jeff Smith - (202) 456-8047

EOP:

Joshua Gotbaum
KAGAN E

Jerold R, Mande
Thomas L. Freedman
Rachel E. Levinson
Lucia A. Wyman
Wendy A. Taylor
Barry T. Clendenin
Richard J. Turman
Robert G. Damus
William P. Marshall
Donald H. Gips
James C. Murr
Janet R. Forsgren
OMB LA
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RESPONSE 70O
LEGISLATIVE REFERRAL
MEMORANDUM

If your responss 1o this request for views Is short (n.g.. concur/no comment), we prefer that you respond by
e-mall or by faxing us This response sheet. |l the response is short and you prefer to call, please call the
branch-wide line shown balow (NOT the analvet's line) to leave a mossage with a legislative assistant.

You may also rgspond by:

{1) calling the analyst/attorney's diront line (you will be connected to volce mail if the analyst does not
answer); or

{2) sending us a memo or letter
Please Include the LRM number shown above, and ihe subjoct shown below.

TO: Robart .1, Polliccl Phone: 386-4871 Fax: 395-6148
Office of Management and Budgot
Branch-Wide Line (to reach Inglslative assistant): 395-7362

FROM: {Date)

(Name}

{Agoncy)

(Telephone)

The foliowing Is the responre of oiir agency te your request for views on the above-captioned subject:
Concur
No Objection
No Comment
. See proposcd edits on pages

Other:

FAX RETURN of pages, attached to this responso sheet



FEB_E‘Q'IC‘:E\ 0':{ . \':'\ T

——————

........ 175 BILL MARSE-" PR D2

[y}

i
s D, 3/4

DRAFT

The Honorable Edward M. Kennedy

Ranking Minority Menber

Committea OnN L.abor and Human Resources

United States Senate

washington, D.C. 205610-6300

Pear Senator Kannedy :

This im in romponAkd to your inquiry concerning the jurindicticn
of thae Food and Drug Administration (FDA) over human cloning
activities. apparently, BOmME are suggesting that immedlate
Federal legislation 18 necessary to prevant the commencenant of
human clonindg experiments that are intended to regult in the
creation of a human being rhrcugh clenind techniques. FDA has

jurisdiction over sugh oxperiments and is prepared to exeaxcise

that juriadiction.

Human clonipg 18 gubject to FDA regulaction under the Public
Health Sexrvice AcT and Lhe Pedsral food, Drug and Cosmetic Act.
Under these gtatutes and implommnt;ng FNDA regulations, clinical
regearch on human cloning way procead only when an
investigational new drug spplication (1ND) is in effect.

Before guch researoh WY begin, the ApOnKOY of tha research is
requirad to qubmit to the FDA an IND dcoeribing the proposed
ressaych plan, to obtain auchorlzaticn from an i ndepandent
{pnetitutional review board, and tO obtain the informed congsent -
of all participating {ndjviduale. FDA mey pronibit & SpONSOT
from conducting the study (often reforred to as placing the

study on bolinical hold™) for a variety of reasons. jnoluding
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pags 2 - The Honorable Kennedy

1f the agency finds that * (hunan subjecots are OT would be
exposed to un unreasonable and significant rigk of illness oTr
injury," "the IND does not contain gufficlent information
required ... tO apoess tha ripks Lo gubyeots of rha proposed
studies,'" of v.he clinical invaptigatoxs .. are not gualified
by reason of their pcientific training and oxperiance LO
conduct the investigation." At a minimun, the spoasor must
walt at least 30 daye after gubmitting its proposol toO tha FDA

pefore beginning any study.

In the case of human cloning experiments, there ure major
anresclved safety queBtians. Until those questions are
regolvad, the agency could not permit any {nvestigation of

human cloning to proceed .
1 nhope this jnformacion is ueeful to you in your daliberarions.

gincerely,

Michael A. Friadman
Lead Deputy Ccommissioner

Food and Drug Adminiscration
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: EXECUTIVE OFFICE OF THE PRESIDENT

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

%
Friday, February 20, 1998 . G\é\
/1/ fa

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legislatf{e Lipison Officer - See Distribution below
FROM: %. For mmbirector for Legislative Refarence
OMB CONTACT: Robert J. Pellicci
PHONE: (202)395-4871 FAX: (202)395-6148
SUBJECT: HHS Report on FDA's jurisdiction over human cloning activities
DEADLINE: NOON Monday, February 23, 1998
| e ]

In accordance with OMB Circular A-19, OMB requests the views of your agency on the above
subject before advising on its relationship to the program of the President. Please advise us If this
item will affect direct spending or recelpts for purposes of the "Pay-As-You-Go~ provisions of Title
XlIl of the Omnibus Budget Reconciliation Act of 1990.

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

DISTRIBUTION LIST

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

EOP;

Joshua Gotbaum
KAGAN_E

Thomas L. Freedman
Jerold R. Mande
JENNINGS C
Sarah A. Bianchi
Rachel E. Levinson
Wendy A. Taylor
Donsld H. Gips
Toby Donenfeld
Barry T. Clendenin
Richard J. Turman
Robert G, Damus
William P. Marshall
James C. Murr
Janet R. Forsgren
OMB LA
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LRM ID: RJP199 SUBJECT: HHS Report on FDA's jurisdiction over human cloning activities
RESPONSE TO
LEGISLATIVE REFERRAL
MEMORANDUM

If your response 1o this requesit for views Is short {e.g., concur/no comment), we prefer that you respond by
e-mall or by faxing us this response shset. If the response ls short and you prefer to call, please call the
branch-wide line shown below {(NOT the analyst's line) to leave a message with a legislative assistant.

You may also respond by:

{1} calling the analyst/attomey's direct line (you will be connected 1o volce mail if the analyst does not
answer); or

{2) sending us 8 memo or letter
Please Include the LRM number shown above, and the subject shown below.

TO: Robert J. Pellicci Phone: 395-4871 Fax: 395-6148
Office of Managemsant and Budget
Branch-Wide Line (to reach legisiative assistant): 385-7362

FROM: (Date)

(Name)

(Agency)

{Telephone)

The following is the response of our agency to your request for views on the sbove-captionad subject:
Concur
____ No Objsction
No Comment
Sea proposed edits on pages

Other:

FAX RETURN of pages, sttached to this response sheet
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EDA’s Jurlsdiction Over Human Cloning Activities

This statement addresses FDA‘s juriediction over human cloning
actlvitias. FDA's jurisdiction over products used in cloning activities
derives from the hlological products provisions of the Public Health
Service Act (PHS Act) and the drug provisions of the Federal Mood,
Dcug and Cosmetic Act (FD&C Act).’

|, Background

The term clone means a precise copy of a molecule, cell, or
individual plant or animal. National Bioethics Advisory Commissicn,
Cloning Human Beings: Raport and Recommendations of the Natlonal
Bicethics Advisory Commission (NBAC Report) app. 1 {June 1887). In
the past year, the issue of cloning has received much medls attention.
in March of 1887, Scottish researchers ennounced that they had cloned
an adult shoep. The resesrchers removad an egg from a female sheaep
and replaced the nucleus of the egg with tha nucleus from a somatic
cell? from another adult sheep. They used electrical pulses to introduce
the new nucleus Into the egg and to cavae the cells to divide. The '
rassarchers thon implanted the manipulated egg inta tha uterus of a
female shesp, resuiting in the birth of & oloned sheep. The technique
that resuited In the cloned sheep is raferred to as somatic call nuclesr
trangfor.

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

‘The madical device provisions of the FD&EC Act al8O apply to
some products used in human cloning activities but are not
discussed in this statement.

*A somatic cell is a cell of an embrye, fetus, odild, or
adult not destined to become a sperm or egy cell. NBAC Report
app.3. :
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human being. Becauss the prohibition on the use of federal funds for
human cloning did not extand to non-faderally funded ressarch,
Presldent Clinton esked for a voluntary moratorium en/human clening
by privately funded researchers. He also asked the National Bioethics
Advisory Commission {(NBAC) to address ths legal and ethical issues
raised by cloning and to submit a report 1o him. In ltg;June 1987
report, the NBAC cancluded that "at this time it is morally unacceptable
for anyone in the public or private sector, whether in regearch or ¥
clinical setting, to attempt to create a child using somatic cell nuclesr
transfer cloning.” NBAC Report at il

For purposes of this statement, the agency assumes that the
technique used to clone e human being would be somatic call nuclear
transfer. The cloning prooess to create a human baing would bs similar
to that used 1o create tha cloned sheep discussed above In that the
procass would Involve the transfer of a cell nucleus from a somatic cell
of a human being Into an egg from which the nucleus has been
removed. The rasulting cell (somstie cell clone) produred for the
purpcse of cresting e cloned human being (s a produc subject to
regulation by FDA. '

il. Legel Authority

FDA has the authority to regulate numerous medical products,
including biologlcal products and drugs. As discussed more fully
below, the cellular product and the components of the cellular product
usad In cloning fall within the definitions of blological products in the
PHS Act and drug In the FD&C Act.? A product may be both 8
biologioal product and a drug. Ses 217 F.
Supp. 705, 709 {S.D.N.Y. 1862). The conclusion that FDA has
jurisdiction over somatic cell clones under the PHS Act and the FD&C
Act ig consistent with the statutory purposs of public heaith protaction.
Courts have recogniced that remedial statutes, such aL the FD&C Act

‘Depending on the specific facts of any cloning procece,
there may be additional reasons why pazrtiocular ogdmatic cell
clones would be biclogical and drug productos.
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snd the PHS Act, are to be liberelly oonstrued conslatent with their
public health purpose. See Unitad States v, An Articie of Drug ...

Bacta-lnidiak, 384 U.S. 784 (1868); Unitad Statas x. Loran, No. CV
88-4283 SVW (C.D. Ce. Oct. 17, 1897). '

A. A Somatic Cell Clone Is a Biclogical Producti

FDA regulates blologica! products under seotion 361 of the PHS
Act. 42 U,5.C. § 262. That section applies 10 "any virus, therapeautic
serum, toxin, antitoxin, vaccine, blood, blood component or derivative,
allergenic product, or anelogous product, or arsphenemine or its
derivatives (or any other trivaient organic arssnic compound),
applicable to the preventlon, treatment or cure of disogses or injuries of
man...” Id. Section 123(d) of the Food and Drug Administration
Modernization Act of 1887 (FDA Modernization Act) amends the PHS
AcCt by including within the definition of biological products “conditions’
as well 88 diseases. 42 U.S.C. § 282(i) (affactive Fabruary 10, 1088).

1. A Somatic Cell Clone Is Applicable to a Dissass
or Condition of Human Baings

As set forth in the PHS Act, a biological product! s subject to
regulation If it is "applicable to the prevention, trcatmént, or cure of &
diseass or conditlon of human beings.” 42 U.5.C. 8 262(i) {effective
Feb. 19, 1898). A somatic cell clone used to create § cloned human
being for an Infertile Individus! 18 8 preduct applicable fo the treatment
of infartllity. Likewlse, a somatic cell clons used to creste a clonad
humen belng to avold tranamissalon of a genetic dissage from a
prospective parent is a product applicable to the prevention of that
genetic disease In the cloned humean being. In addition, significant
safety questions have bean raised regarding whether the cloning
process will produce a healthy human being who will develop normally.
For example, the cloned human belng might have defects from the
doner or during davelopment, such as ganatic. biochemlocal, or esliuler
deteots.
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2. A Somatic Cell Clone Is An Anslogous Prod
PH8 Act ‘1

P.o/11

ot Under the

A somatio call clone Is not one of the specifically listed products in
saction 3b1 of the PHS Act. It is, howsver, an "analggous product”
under the PHS Act and thus falls within the scope of this section.

The term "snalogous” Is defined as “resembling or similar in some
respects, as in function or appearance, but not In origin or

development.” Dorland’s Medical Dictlonary 78(25th
somatic cell clons hes simlilaritias in composition and

blood and blood components. A somatic cell clone is
white blood celle, a component of biood, in that both
composed because they ars somatic cells that contair
gsomatic cell clone (s algo like blood and bleod compon
contaln cellular elements derived from a living human
applicable to dissases or conditions of human beings.

ed. 1874}, A

‘function with

anslogous to
cells are similarly
a nucieus. A
ients In that they
being and are

A somatic cell cione aiso Is analogous to a toxIn

or antitoxin ag

thoge terma are deacribed In FDA regulations.* The rqcent decision in

Linited Statag v, Loren, No. CV 86-4283 Svw (C.D.

8. Oct. 17, 1997)

supports such a determination. In Loren, the court addrossed whether a
cell product conslsting 6f neonatal rabblit and human feta! celis intended
for the treatment of dlabetes was an analogous product under the PHS
Act. The court noted that the government reasonably construed the
PHS Act and concludad that the cell product was a biplogicsl product.
Glven ths commen features between a somatic cell clone and the

neonatel rabbit and human calls in Laran. that decisio
determingtion thet 8 eomatlc cell clone Is an analogou
at 4-5, 11,

B. A Somatic Cell Clone le a Drug

‘A product is analogous to a texin or antito
intended, irrespective o
to the prevention, treatment, or cure of dimaase
man through a specific immune process.’
§ 600.3(h) (%) (13y).

-‘.

21 C.F.F.

supports a
Fproduct. Laoran

ki{in it

its source of origin, to be applicabdble

or loiuries of

o vYVvo
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Under the FD&C Act, the term °drug” is definad|as "articiss (other
then food) Intended to affect the structure or any funption of the body.”
21 U.S.C. § 321(g)(1)(C). The term *drug® slso includes components of
s drug. 21 U.S.C. § 321(g)(1)(D). As described abave, a somatic celil
clone is a product intended to atfact the structura or function (Including
the diseases or conditions) of the cloned human being. The continued
growth and developmant of the clonad human besing are the resuit of
the meturation of the somatic oell elons. In addition, |8 somatic cell
clona could be viswed as a prodguct intended to affect the structure or
function of the woman into whose uterus the gsomatic cell is to be
Implanted.

A product also is a “drug” if it is ‘Intended for uge In the diagnosis,
cure, mitigation, traatment, or prevention of disease ih man or other
animals.” 21 U.S.C, § 321(g)(1)(B). A sometic cell clone used to
create a cloned human being In order to avoid transmission of a ganatic
dicaaee from s prospective parent with the dissase wpuld bc an artlole
Intendsd to prevent the trangmission of disesse to the cioned human
bsing and thus would fall within this definition. A somatic cell clone
used with the intent to creste a cloned humen being for an Infertlle
couple also could fall within this drug definitlon n that the product
~ would be used to treat Infertliity.

A somatic cell olone also [8 @ “new drug” under tha FD&C Act in
that 1t ia 8 drug that is not generally racognized by experts as safe and
offective to olone human belngs. 21 U.S.C. § 321(p). Before new
drugs may be marketed, FDA review and spprovel arg required. 21
U.S.C. & 355(a).

. Previous FDA Guidanoe on Cellular Products

FDA has issusd 8 number of decuments in the past several years
addressing products that have similar characteristics to a somatio cell
clone product. The agency’a notices on somatic call and gene tharapy
products and oellular end tissue-based products are consistent with 8

-5-

/11

g uuo
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determination that a somatio cell cione would fall wlthln FDA's
]urlsdlctlon _

A. Regulatory Approach to Somatic Cell and G ne Therapy
Products

Although somatic cell products ere not spacifically listad in the
statutory definition of biological product, FDA previoysly hes stated that
these products are bioclogical products subject to regulation under the
PHS Act and druge within the meaning of tha FDAC Act. In its October
1993 notice, FDA defined somatic ceil therapy producta as “sutologous
(l.a., asif), allogenalc (l.a., intre-spacies), or xenogenasic (I.e., inter-
species) celia that have been propagated, expanded, gelected,
pharmacologlcsally treated, or otharwise aitered In blolpgical
characteristics 8x vive toc be administered to humans and applicable Lo
tha prevention, treatment, cure, dlagnoasis, or mitigatipn of dissase or
injuries.” 68 Fed. Reg. 83248, 53248 (Oct. 14, 1883). The agency
advised persons Interssted in performing clinical Inveatigetions invelving
these products that FDA’s reguistions en investigational druge and.

" blological products apply, and that the products aiso are sublect to the
drug requiraments of the FD&C Act.

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

in March of 18987, FDA announced Ite propoged regulatory
approach for cellular and tissus-basad products. Sag B2 Fed. Reg.
8721 (March 4, 1887). A {inding that a sumnatic cell clone Is a
blologlcal product and a drug ls consistant with the position taken by
FDA In Its approach to cellular and tissue-based products. The
regulatory approach addrasses a wide range of produgts such as skin,
bone, and corneas, as well as somatic oell therapy products and gene
tharapy products. Becaugse & somatic cell cione is a cpliular-based
preduct, the ragulatery approach would apply.




Under this regulatory approsch, FDA announced that it was
planning to take a tiered approach to the regulstion of celiular and
tisgue-based products, iImposing requirsments to the axtent necassary
to proteot the public hesith. For some products, FDA would Imposs
only requirements related 1o the pravention of communicable diseases.’
For products raising additional public health concsrns, such as products
that undergo more then minimal manipulation or that have a systemic
offact on the body, pramarkat raviaw snd approval wpuld be nesded.

in the regulatory approach, FDA addressed reproductive tiasues
and noted thet such tlasues have o long history of use in the medical
community. FDA also recognized that such tisgues raise a number of
logs substantlal Issues than those raised by other tissues that have
systemlc effect on the body, As @ result, FDA stated thet such tissues
would be subjact to lass regulation than other tisaues, that have a
systemic effacl on the body. Unlike the roproducLive#xissues discussed
in the ragulatery approach. tissuas and celis for cloning of human
beings ralse edditional algnificant hesith concerns not raised by
processes in piace for the reproductive tissues used (h the past.
Consistent with the tiered approach for cellular and tigsue-based
products, a somatic cell clone would be subject to FOA premarket
revisw and approval because it s more than minimally manipulated.

IV. Prohibited and Perm!ul.blo Acts

. The FD&C Act prohibits the Introduction into interstate commerce
of unapproved nsw drugs and misbranded and adultctated druge and
the holding for ssle of such misbranded and adulteratpd products after
shipment in interstats commerce. 21 U.S.C. § 331 {a),{d).(k). The
approva! of ¥ new drug application removes the prohibition on interstate
shipmant. Tha PHS Act slso prohiblts Intarstate shipment: “[n]o person
shall sell, barter, or exchange, or offer for sale, barter or exchange" In

*ror these preducts, PDA would only regulatg the product
under thes communicable disaase provisions of the|PHS Act and not
under the FDCA or the biological preoducts proviajions ©f the PHS
Act. Ban <2 U.8.C, § 26¢.

-7-
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interstate commerce any unapproved biological product. 42 U.S.C.

§ 282(s). Section 123(s) of the FDA Modernization Act amends the
PHS Act by replacing the terms "ssll, barter or exchange® with
“Introduce or deliver for Introduction into interatate cqmmerca " 42
U.E.C. § 262(e).

Under the authorities of both Acts, FDA promulgated regulationa
10 allow clinical research on investigational drugs and, biologicsl
products. Clinical research on these products can proased only when
an Investigationsl new drug application (IND) is in effect. Saa 21
U.S.C. § 365l(i) (authorizing FNA to promulgate ragulations for research
involving Investigational new drugs), 42 U.8.C. § 202, 21 C.F.R. Part
312. Before such research may bagin, the sponsor of the rasearch is
required to submit to FDA an IND describing the proppsed research
plan. The sponsor aiso I8 raquirad to obtain authorization to proceed
from an institutional review bosrd {an independent group of experts and
consumers which reviews the proposed gtudy from a scientific and
sthical perspective}. 21 C.F.R. §6 §8.103, 312.23(a)(1){lll) and (lv).
In addition, the researcher Is required 10 oblsin the Intormed consent of
the Individuais who are considering whether to participste in a clinical
study. Sam 21 U.5.C. § 605(i), 21 C.F.R. Parts 50 and 312. Thus, .
bafore an agg ls removed from & woman or the cell containing the
nucleus to be inaerted into the egg |8 ramoved from the proapcetive
genetic parent for the purpose of creating @ clensd human being, an
IND should be In placa and informad consent obtained.

Once FDA racsives a proposed study, It reviews tha IND
application to assess whether it Is appropriate for the|study to proceed.
Among tha information reviewed by FDA Is Informatign related to the
~ safety of tho produoct, including pharmacology and toxicology
information that the applicant believes shows that It 18 reasonably satse
to conduct a clinical Invastigation. FDA may prohiblt @ sponsor from
conducting the study (often referred to as placing the study aon “ciinical
hold") for a variaty of raasons, including if tha agency finds that
“[hljuman subjects ere or would be exposed to an unréssonable and
significant risk of lliness or Injury,” “{tlhe IND does rigt contain
sutficlent Information reguired to assess the risks t0 subjects of the

.
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proposed studles,” or *[tlhe clinicel Investigators ... are not qualified by
reason of thelr sclentific training end experisncs to conduct the
investigation...” For exemple, information ralsing con serna ebout the
sterliity of the product or data from animal studies showing serious
adverge reactions in enimais would cause FDA 1o qunftlon whether a
study should procesd. 1

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

Where violations af the Acts occur, such as shigment of an
unapproved drug or biologlc or misbranding or adulteration of a drug,
the government hes the authority to Initiate regulatory actions, Including
administrative actions (e.g., clinical investigator disqualification
procesdings) and civil and criminal litigation (s.g., selzures, Injunctlons,
and criminal prosscution),




