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Thaswrer .
Nancy Z Dear Dr. Jones:
Carol A, Pie Enclosed please find a resolution passed at the _
Disvics Mancaer Community Board Six Manhattan Full Board Meeting -
of February 10, 1993 concerning a moratorium on %
Roussell-UCLAF pharmaceutical products and i
petition to Roussell-ucrLar to begin testing of 3

??-483 by the Federal Food and Drug Administration
'FDA") .,

If there are any questions pertaining to this

resolution, please contact the Board office at
(212)679-0907.

Sincerely,

Lou Sepersky, CRair Sherman Hollander, Chair
Community Board 6 Health, Seniors & Human

Services Committee

cc:” Hon. Daniel P. Moynihan
"~ ~"Horf, Alfonse M. D'Amato
Hon'. Taxolyn Maloney, U.S. Congress
Hop, Charles B. Rangel, U.S. Congress
~=gz.q_uis W. Sullivan, M.D., Secretary of Health
T~ “Margaret A. Hamburg, M.D. NYC Dept. of Health
Peter Xelly, .Beth Isracl Hospital
Pam Brier, Bellevue Hospital
Martin Begun, NYU Medical Center
Mr. Jeffrey Frerichs, Cabrini Medical Center

Mr. James Romer, Hospital for Joint Diseases
Community Boards Citywide
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. CITY OF NEW YORK
COMMUNITY BOARD NO. 6 MANHATTAN

330 East 26 Street, New York, M.Y. 100101997 (212) 679-0907

- FEBRUARY 1993

AND PETITION TO ROUSSELL-UCLAF TO BEGIN TESTING OF RU-486 BY
THE FEDERAL FOOD AND DRUG ADMINISTRATION ("FDA")

shows great promise in the treatment of breast cancer, which
kills 46,000 women each year in the United States, including
4,100 in New York State and 1,600 in New York City; and

WHEREAS, some physicians believe that RU-486 can also be
useful in treating,meningiomn, brain tumorsg, endometrioses
and Cushing’s syndrome and in assisting in difficult
childbirth; and ;

WHEREAS, the sole owner and holder of the manufacturing
rights to RU-486 is Roussel-Uclaf. ("Roussel”), a French
Company; - and :

WHEREAS, Roussel has refused to apply for Food and Drug
Administration ("FDA') approval to market or conduct
subgtantial testing and research on RU-486 in the United

+ the New York City Health and Hospitals Corporation
("HHC") 1is a major purchaser of drugs from two U.S,
companies that are affiliates of companies that own a total
Oof 89% of Roussel; and

WHEREAS, HHC will purchase from one of these two companies,
Hoechst-Roussel, Pharmaceutical of New Jersey, over $1.26
milion in drugs, including Craforan, DiaBeta, Trental,
Lasix; Stggptfse, and Topicort, over a one-year period; and

- a—

WHEREAS, HHC 'will purchase from the other company, Rhone-
Poulenc Rorer of Penngylvania, over $450,000 in drugs,
including-_ugalox, Theophylline Anhydrous, Calcitontin,
TriamecintSione Acetonide, Desmopressin and
Aluminum/Magnesium Hydvox, over a one-year period; and
WHEREAS, RU-486 ig currently available to women in France,
England and Sweden and clinical trials of RU-486 are
reportedly being conducted in approximately ten other
countries, including Hungary, Italy, India and Chile; now

THEREFORE BE IT
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RESOLVED, - that .Community Board 6 Manhattan condemns the
continued refusal of Roussel to apply to apply to the FDA
for approval™to market or conduct substantial testing of RU-
486 in the U.S. as an unwarranted and outrageous denial of
access to_women of this important product and a dangerous
limitatios ©on medical professionals in their ability to find
new treatment for a range of life threatening diseases; and
be it further '

RESOLVED, that Community Board 6 Manhattan adds its voice to
those of prominent medical and health organizations in the
U.S., including the American Medical Association, the
American College of Obstetricians and Gynecologists, and
American Women’s Medical Association and the National
Alliance of Breast Cancer Organizations, in supporting the
testing of RU-486 in the U.S.; and be it further

RESOLVED, that Community Board 6 Manhattan calls upon the -

New York City Health and Hospitals Corporation and the NYC
voluntary hospitals to refuse to purchase any and all drugs

from Roussel and Roussel affiliates, for which adequate .

substitutes are available, until Roussel takes the steps

necessary to petition the Food and Drug Administration for -

the full marketing and testing of RU-486 in the U.S. and
advises HHC and the NYC voluntary hospitals that it has done
s0; and be it further '

RESOLVED, that Community Board 6 Manhattan calls for the
support and comment from the 59 other Community Boards in
adopting a similar resolution that would encourage both
public and voluntary hospitals within their borders to
institute a similar moratorium.

PASSED: 22 IN FAVOR, 0 OPPOSED, 0 ABSTENTIONS, 0 ABSTENTIONS
FOR CAUSE, 1 PRESENT AND NOT VOTING
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e March 3, 1993

Mrs. Donna Shalala
Secretary of Health and Human Services

200 Independence Avenue SW
Washington, DC 20201

Dear Mrs. Shalala:

oo

This letter is to advise you that *

- °  ._has expressed interast to Roussel-Uclaf of France in a

license to develop and commercialize RU-486 in North America. Ouk_

firm is expert in the development of new chemical entity

pharmaceuticals and is willing to pursue an agreement with Roussel-
Uclaf providing us with exclusjive rights. '

Any assistance you can provide would be appreciated. We
believe RU-486 will provide an additional therapeutic option for
women considering abortion.

Background information about our firm is enclosed.

Very sincerely yours,

/e

< President
cec: ——""“""'::";‘MM
x. E. Sakiz 0 3013Y|
Enclosure T 54' 551
TRACER
O3/ 2 P2

MIF 003804



o

narch 4, 1993

via Fax

Mr. Edouard sSakiz

President

Laboratories Roussel-Uclaf SA

35 bvd. des Invalides

BP 12007, 75323 Paris

Cedex 07 ;
France -

i gy

Dear Mr. Sakig: _ ¥

During the past two years I have been in touch with sovcrai
members of your company, our FDA, and responsible members of the
medical community indicating the willingness of ——
to develop and commercialize RU 486 in

North America.

Please accept this letter as a tiri indication of our interest
in RU 486 and willingness to enter into exclusive 1licensing
discussions for rights to this drug in our home markets.

For your bkhackground and information I enclose materials
describing our firm. I am at your disposal regarding a meeting to
commence discussions with Roussel-Uclaf.

—— = Very sincerely yours,

2/
-~ =,
[ 4 /

T e

e et

cc: Mrs. Donna Shalala

ettt A v ot v, .
I e —
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April 20, 1993
Dr. David Kessler .
Food & Drug Administration
5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Kessler: . % .

I have been following the story of the drug RU-486 from a distance for quite a whili. .
I think there is an important place for this drug in medical practice, and I also think the
anti-abortion activists have diverted proper attention from the drug.

RU-486 should be available in clinics and hospital emergency rooms for the prevention
of pregnancy following rape. It could be treated as a Schedule Il drug with all the
limitations on access that that restriction puts on patent narcotics. This narrow
indication and limited access would deny anti-abortion activists any logical complaint
about widespread use of the drug as a "moming after pill". This approach would
probably also reduce the market potential to the point where distribution by a
recognized pharmaceutical company would not be feasible. :

However, the factor that most limits the attractiveness of selling this drug by a reputable
company is the_curmrent level of notoriety, which brings fear of a boycott of other
products and“evert violence against company officials and employees.

X1}
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Dr. David Keéssler . -2- April 20, 1993

I would suggest the government use an innovative strategy to market this drug after
FDA approval. The US. should set up a public-private alliance in which the alliance
licenses the drug from Roussel-Uclaf, which would manufacture the drug -  assume that
there are government faciliies already in existence which meet DEA Schedule NI
requirements for vaults, etc. The private partner in the alliance would set pricing, bid
the various hospitals and clinics, market the product to physicians and hospital
pharmacdies, and direct distribution from the warehouse, all for a fee/commission. The
government would indemnify all the efforts of the alliance. Resultant profits to the
government from the alliance could go to reducing the federal budget deficit, improving
FDA drug reviews, or funding important programs such as prenatal clinics, family life
education, pregnancy counseling or improved vaccination compliance. '

Please give these ideas some thought. If you would like to meet to discuss them wn-g-\
my company and Roussel, I can very easily get to Rockville. Thank you. v ?
. : B ; ¢

Sincerely,

/5]
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"~ -.~ Physicians for RU-486

- 9033 Wilshire Blvd. #300
Beverly Hills, California 90211
e 310-364-4510
==
Organizing Committes; _ Cheryl L. Dunnett M.D, _ Susan J. Stcin M.D. _Daniel J. Stone M.D.
' April 21, 1993
Commissioner, The Food and Drug Administration
S600 Fishers Lane HF-1
Rockville, Maryland 20857 "
- 2.
Dear Dr. Kessler: -;' -
I was very pleased 10 8¢6 that Rousssl-Uctaf and Hocehst A.C, have agreed 1o releass RU486 toThe -~ #

Council, thereby opening the door 10 its availability for medical uses in which it can be shown -
10 be safe and effective, The successful conclusion of this difficult negotiation is & tribute to the FD.A. |
hope that our press conference on April 2nd contributed to this positive development. I also hope thst the
Agency will able to expedite processing of the New Drug Application as was suggested last "anuary.

Iwouldweciawitifyoncouldkeepusabmstofdevelopmenuaﬂecﬁnguwmmo!RUA%somnwe
may inform our membership. Most of our members are practicing physicians, many of whom may be

the drug or referring patients for its use in the future. Our new address is on the letterhead
above. Thank you.

Sincerely:

Dl 3 e MmO,

Daniel J. Swac, M.D. .
Chair, Physicians for RU-486

e ™ |
s

cc. Grant Bagley, ML.D.

MIF 003808



Public Health Service (1; /

-~ 7 : Food and Drug Administration
Tt e Rockville MD 20857

B May 28, 1993

Daniel J. Stone, M.D.

Chair, Physicians for RU-486
9033 Wilshire Boulevard #300
Beverly Hills, California 90211

Dear Dr. Stone:

This is in response to your letter of April 21, 1993, to
Dr. Kessler concerning the availability of mifepristone (RU-486)
in the United States.

A8 you may be aware, in an April 20 meeting with senior :
representatives of the Food and Drug Administration (FDa), -
Roussel Uclaf agreed to license the drug RU-486 to the Populatiés
Council, a non-profit scientific and technical organization, for
distribution in the United States, and to transfer the technology
necessary for producing the drug. The Population Council will
identify a manufacturer for RU-486 in the United States market,
will begin a clinical trial to test the drug in the United

States, and will move as soon as possible to submit a New Drug
Application to FDA. These actionsg do not, of course, preclude
anyone else from pursuing the study and approval of RU-486.

!l

Significant developments affecting the status of RU-486 in the
United States will continue to be reported in the national press

as they occur. Should you have any specific questions concerning
any of these developments, please feel free to contact me.

Sincexely yours,

l;;;{ ) /S/

=L J

o<
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Research Institute for Mindanao Culture
XAVIER UNIVERSITY
P.0. Box 24, 9000 Cagayan de Oro City, Phillppines, Tel. 3568

May 20, 1993

Commissioner Daviéi;galer
Food and Drug Administration
Washington, D.C. 7

Dear Commissioner Kessler:
your advocacy of abortion, quoted in the

I was surprised and chagrined at
press for April 16, 1993 (Jackman, Washington News Bureau), in which you
gal in this country” and thus the drug RU 488 should be

stated: "Abortion is le
wade available to the American public.
I believe that your office of its nature demands that the FDA, and
take an objective and scientific stance at all

especially {ts Commissioner, .
ng of drugs in the U.S. Your advocacy of a
my confidence in the FDA’s

times in regard to the licensi
radical, pro-abortion stance has severely shaken

objectivity and dispassionate testing. _

I believe you should resign your position in view of the loss of
whole Food and Drug Administration by i

confidence you have brought upon the
this unfortunate lack of discretion upon your part. 1 shall certainly use oy
in future elections to turn ocut from office

own vote as an American citizen,
Democratic party incumbents in our government, and shall exhort all those I
influence to do the same.

Sincerely yours,

ot
Si '
v
Research Associate
N
' >
! . T &
! s § w MM
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C : o ORI - ¢ 3% v ih vcrver daip by
“W ,.\..,..
SOCIAL, AGRICULTURE AND OTHER ..
SOCIAL AND ANTHROPOLOGICAL RESEARCH . | .
. . e . N M ' ... . . .. . e
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DEPARTMENT OF HEALTH & HUMAN SERVICES gt & Public Health Service

— . Food §nd Orug Administration
SN June 23, 1993  [ockwile MO 20657

Ms. Wendi Lebman ‘

Education Diregtor .

The Right to=Hif® League of Southern California

50 North #if1l Avenue, Suite 306

Pagadena, Californmia 91106

Dear Ms. Lehman:

Thig is ia response to your letter of April 1, 1993, enclosing
petitions signed by individuals opposed to abortion and to the
use of RU-486 (mifepristone) as an abortifacient in the United
States.

As you may know, the President has directed“ the Secretary of
Health and Human Services to assess initiatives to promote the
testing of RU-486 and other antiprogestins in the United States.
The Food and Drug Administration (FDA) is an active participant
in this ongoing evaluation and is prepared to review a marketing
application for RU-486, if one is submitted, based on established
legal and pcientific criteria. - 2.
PDA is responsible for ensuring the safety and effectiveness o:_;‘
drugs and, as part of the Public Health Sarvice, for doing what -
jt can to protect and promote the public health. Because

abortion is legal in this country, FDA believes that if there is

a safe and effective alternative to a surgical abortion, then
American women should have the opportunity to access that safe

and effective medical procedure. To that end, FDA has urged the
submission of a new drug application for RU-486 in order to have
the opportunity to determine whethexr or not the drug is safe and
sffective for use in the United States. Until the Agency fully
evaluates the sclentific data, it cannot say how much further
testing would be required to permit a scientific determination of
whether RU-486 is safe and effective for marketing in the OUnited
States as an abortifacient. ‘

Recently, Roussel-Uclaf, the manufacturer of RU-486, agreed to
license RU-48# to the Population Council, a non-profit
organization, to-permit the testing of RU-486 as an abortifacient
in this countzy. Clinical testing of the drug in the United
States will aflow the collection of data on the drug, including
information dn how the drug could be used properly in this
country; it will provide an opportunity to train doctors in the
careful administration of the drug; and it will give American
women who participate in the clinical trial access to the drug.
You can be agsured that the rights and welfare of these women
will be protected in accord with FDA's regulations which require
and set forth conditions for ensuring the protection of all human
research subjects. The process that I have described is

deliberative, scientific, and appropriately applied to this drug
for this indication. ,

G302
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EXECUTIVE SZCRETARIAT

April 1, 1993

Dr. David A. Kessler
Food And Drug Administration
Rockville, MD 20852

Dear Dr. Kessler:

The Right to Life League of Southern California has gathered th
signatures of over 20,000 Americans who are opposed to the o
introduction of the abortion pill, RU-486, into the United
States.

.

)

It has been reported that you have contacted Roussel-Uclaf
President Dr. Edouard Sakis regarding bringing RU-486 into the
country. This move causes us great concern.

We are distressed that the scientific community is moving away
from the goals of improving and preserving life. Every abortion
kills an unborn human being, and we do not want a dxrug releasad
in the United States that facilitates the destruction of human
life.

We are also concerned that RU-486 will be introduced hastily to
appease the pro-abortion lobby at the expense of the safety of
women. We do not want women used as guinea pigs for this human
pesticide. This drug must be carefully monitored.

The Right ta Life League does not oppose research on RU-486 as a
treatment for disgasts, which was its original purpose. Wa do
ask that you continue.to ban the use of RU~-486 as an
abortifacient. - The lives of childrén and the health of women are
at stake. .. T« ‘

Sincerely, <N : ’

Wendi Lehman
Education Director

50 North Hil Avenue  Sulte 306 Pasadena, Caliornia 91106  (816) 440-8408 FAX (818) 449-4822
Please remember the Right (o Life League in your Will.

MIF 003812



Thank you

MIF 003813

Miting to let us know of your concerns.

‘_" _ sincorely yours,
- /
-..-_-:-h';‘" - — /
[
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THE ASSOCIATION OF THE BAR
OF THE CITY OF NEW YORK
U - 42 WEST 44TH STREET /?

T | NEW YORK, NY. 100366600 tF(}z?I;GEiL,

COMMITTEE ON MEDICING AND LAW ""Lﬂ / '
EOWARD S. KORNREICH * - &"'

_— M. GASSEL
CHAR A Exe, ; SECAETARY

1588 BROADWAY . . ‘"”Fé%k 280 PARK AVENUE

NEW YORK, N.Y. 10096 . . Erlmvonx.nx 07
(212) 9003396 , (212) 3814781

FAX # (212) 969-2900 FAX # (212) 661.0969

May 24, 1993

Honorable David A. Kessler

Comnissioner of Food and Drugs (HP-1)
Pood and Drug Administration =
Room 14-71 oL i‘
5600 Fishers Lane ¥
Rockvilla, MD 20857 H

Re: RU-48¢

Dear Dr. Kessler:

As chair of the Committee on Medicine and Law of the
Association of the Bar of the City of New York, I write to
request a report on the status of your agency’'s reconsideration
of the Bush administration’s prior decision to exclude the
abortifacient prescription drug RU-486 from the FDA'’'s exemption
allowing individuals to import a three-months’ supply of an
unapproved new drug for a serious medical condition where the
drug presents no significant health hazard.

As you know, President Clinton signed an executive
order on Jénhary 22, 1993 directing the FDA to reconsider the
decision mot tef allew RU-486 to qualify for the personal use
exemption. We ar® not aware that this directive has been
implemented to_.date.

“~“Bimed on our committee’s study of the underlying facts,

we do not perceive a rational basis for the exclusion of RU-486
from this exemption (see:the decision in Bepnton v, Keggler., No.

5303016
30!

MIF 003814



Honorable David A. Kesslexr
May 24, 1593 -

Page 2

-
.
————-

CV-92-3161 9B.D.N.Y., July 14, 1992)).
appears unwarranted in light of the pri
have equal access to justice.

BSK/vp
cc:

MIF 003815
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Moreover, the exclusion
nciple that women should

We lock forward to hearing from you.

Honorable
Honorable
Honorable
Honorable
Honorable

Sinc

Donna E. Shalala
Daniel P. Moynihan
Edward M. Kennedy
Henry A. Waxman
John A. Dingell

W
d S. Kornreich



UMAN SERVICES\ k)\}s\\ Public Heaith Service, _ P

xdwatd‘s.fxﬁtﬁreich, Bsq.

Food and Drug Administration
Rockville MD 20857

June 30, 1993

Chair, Committee on Medicine and Law
The Aasgociation of the Bar
of the City of New York

42 West 44th' Streat

New York, New York 10036-6690

Dear Mr. Kornreich:

This is in response to your letter of May 24, 1993, to

Dx. Kessler concerning President Clinton’s January 22, 1993,
memorandum which directed Secretary Shalala to assess initiatives
to promote the testing, licensing, and manufacturing in the

United States of RU-486 (
Drug Administration (FDA)

mifepristone) and to direct the Pood and
to reassess whether RU-486 Qqualifies -

for importation under roA’s Personal use importation policy. . s.

Specifically, you request
latter.

ed information about the status of the

alext should be rescinded. The Agency plans to make a

recommendation on this is

sue this summer. The lawsuit to which

You referred, Benten v. Kegsler, remaing pending in federal

distriet court.

Please be assured that we, too, firmly believe in the principle
that women should have equal access to justice. The protections
of the Federal Food, Drug, and Cosmetic Act apply to all women

and men in this country.

Dr. Kessler has stated that because_abortion is legal in the

United Statea, if RU-486
surgical abortion, women

is a safe and effective alternative to
in this country should have access to

that drug. we haws ‘encouraged the manufacturex of RU-486 to
submit a new drug application to Fpa so that we can aggess its

safety and effipacy. 1In

accordance with the President’s

January 22.memoré&ndum, we have continued to agsess initiatives
concexrning Iicensing, testing, and manufacturing of RU-486 in

this country. -

AS you may be aware, the

manufacturer of RU-486 hasg agreed to

license the drug to the Population Council, a non-profit

scientific and technical
distribution in the Unite

MIF 003816

organization, for testing ana
d Stateq and to transfer the technology
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Page 2 - Edward 8. Kornreich, Esq.

necessary for-producing the drug.
stated its intention to begin a cli
in the United."States and to move as

new drug application to the Agency.

Thank you for exp

important isquol.

MIF 003817
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Sincerely yours,

/5]

The Population Council has
nical trial to test the drug
soon as posgsible to submit a

ressing your organization'’s views on these



I INSTITUTE OF MEDICINE - ’
T NATIONAL ACADEMY OF SCIENCES R E 0 ot ‘V E D
- 210t QONSYITUTION AVENUE WASHINOTON, D. C. 20419 .

- kg 10 Mos '

KANNETH L SHINE, M.D. " August 6, 1993““0“\‘. ,“ S e me TARIAT

Food and Drug Administration

Department of Health and Human Services .
5600 Fishers Lane, HF-1, Room 14-81
Rockville, MD 20857

Dear

I am pleased to invite you to a dinner and briefing on the Institute of Medicine's fortheom:z"‘ T
report, "Clinical Applications of Mifepristone (RU 486) and Other Antiprogestins: Assessing’ ® .
Science and Recommending a Research Agenda” on Wednesday, September 8, 1993 at 6:30 pm. »

The IOM report evaluates the current state of the science regarding clinical uses of
antiprogestins and gives recommendations conceming future research on the potential clinical use
of antiprogestins in the United States.

We expect the report to be released publicly on September 8, 1993, to coincide with this
dinner and briefing. At the dinner the chairman of the committee, Leslie Z. Benet, along with
several members of the committee will present a brief review of the committee’s work and
recommendations. The discussion following dinner will provide an opportunity for Administration
Officials, Members of Congress, agency represeatatives, foundation representatives, and private sector

e -
We hope you will-be sble to attend this special event. Please RSVP to Kathi Hand at 202-
334-1601 by August 27.

—_—

-

cc: Kathi Hand

AN L%
MIF 003818 e !



INSTITUTE OF MEDICINE
AT : NATIONAL ACADEMY OF $SCIENCES R E NE |V E D

*  RIOI CONSTITUTION aAvENUE WASMINGTON, O, €. 20419
| ‘3
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KENNETH L SHINE, M.D. | August 6, 1993 EXECUTIVE S0 AT ARIAT

David Kessler, M.D.

Commiss: _

Food and Drug Administration
Department of Health and Human Services
Parkiawn Building, Room 14-71

Rockville, MD 20857 .

Dear David:

I am pleased to invite you to 2 dinner and briefing on the Institute of Medicine's forthcoming
report, "Clinical Applications of Mifepristone (RU 486) and Other Antiprogestins: Assessing the.
Science and Recommending a Research Agenda” on Wednesday, September 8, 1993 at 6:30 pm.;' T

The IOM report cvaluates the current state of the science regarding clinical usei%f
antiprogestins and gives recommendations concerning future research on the potential clinical use
of antiprogestins in the United States.

We expect the report to be released publicly on September 8, 1993, to coincide with this
dinner and briefing. At the dinner the chairman of the committce, Leslie Z. Benet, along with
scveral members of the committee will present a brief review of the committee’s work and
recommendations. The discussion following dinner will provide an opportunity for Administration
officials, Members of Congress, agency representatives, foundation representatives, and private sector
leaders 10 discuss aspects of the report with its authors. I hope you will join me on Wednesday
evening, September 8, for a small reception at 6:30 p.m. in the Rotunda, with dinner following at 7:15
p-m. in the Members’ Room of the National Academy of Sciences at 2101 Constitution Avenue,
N.W. Please use the Constitution Avenue entrance.

We hope you will be able to attend this special event. Please RSVP to Kathi Hand at 202-
334-1601 by August 9, _ - '

pd Yours sincergly,
- #_‘_‘ -
) th L Shine, M.D.
dent
o Kathi Hand

APIFAS ™
MIF 003819
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P.O. Box 109 + Lovington, Hlinols §1937 » Phone (217) 873-5126 « FAX (217) 8735127 -

-
- .
r

1993

Mr. David Kessler, Director

U.S. Food and Drug Administration

U.S. Dept. of Health and Human Services
1555 Parklawn Building

5600 Fishers Lane

Rockville MD 20857

Dear Mr. Kassler:

I write on behalf of the leadership of Disciple Renewal, a
renewal group within the Christian Church (Disciples of
Christ). On July 20 the General Assembly of the Christian
Church (Disciples of Christ) adopted a resolution concerning
the experimental drug RU-486. The resolution states that you
will ba contacted and urged to "take immediate steps to % -
establish the safety and effectiveness of RU-486 and oth
anti-progesterone drugs so that they may become readilz_;‘
accessible to the citizens of the U.S..." n

We have serious reservations about RU~-486 and wish to register
our concerns as you consider whether or not the drug should be
mada available. First of all, RU-486 is primarily known as an
sabortion pill." Much reliable scientific data indicates that
its only proven use is as an abortifacent and often with
serious side affects. The ramifications of a drug which could
be used to cause abortion in the form of a pill creates a
whole new set of problems for the regulation of the abortion
industry. If RU-486 is legalized, abortion could well become
a primary means of birth-control in this country. For many of
us, this would be a tragedy.

. Mr. Kessler, you need to know that our General Assemblies and

denomigational leadership are not representative of our church
as a wholge.’Do not believe that our General Assembly raflects
the sentiments of the people of this church, it does not. Many
Discipjes are very much opposed to the drug RU-486 and do not
want_to“see it made "readily accessible.®

1 appreciate yoq? hearing us on this matter.

Sincarely, S ;{ s
Kevin D. Ray = N )
Executive Director . e —
| “ 5oz =

cc: Richard L. Hamm (177’ 34 - = m
5 & O

*Renewing Disclipies for Christ® .
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August 11, 1993

I

Food and Drug Administration ‘
Room 14-81

5600 Fishers Lane (HF-1)

Rockville, MD 20857

Dear

e

Thank you so much fos the interview on Friday, July 29 about RU-486. We sppreciate your time ¥.
mdmmmmmmchmmmwbnmﬂuMofﬂmdmgbw -
viewers and viewers around the country through our network of satellits stations. As youknow, wellbe
traveling to Paris in September. We’dh’ketooonhctyoubyphonetocheckuponﬂnshhnofﬂupm
when we retumn. Thanks sgain for your assistance.

Uuw()m Liy
<,Z} o

adleyMD

Py
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. INSTITUTE OF MEDICINE
. NATIONAL ACADEMY OF SCIENCES

~ 210 Constitution Aveave, Washington, D.C. 20418

Division of Health Promotion sad Discass Prevention TEL (202) 334-216$
Commitice 08 Anliprogesting: Assissing the Scicnce FAX (202) 334-3862
Molls §. Donaldsca INTERNET: MDONALDS@NAS.EDU
Srody D . i

September 14, 1993

David Kessler, M.D.

Commissioner .

Food and Drug Administration

Department of Health and Human Scrvices

Parklawn Building, Room 14-71

Rockville, MD 20857

Dear Commissioner Kessler: $
1 am pleased to enclose a copy of the Institute of Medicine’s report, Clinical Applications ~ *~

of Mifepristone (RU 486) and Other Antiprogestins: Assessing the Sclence and Recommendinga

Research Agenda.

The IOM report evaluates the current state of the science regarding clinical uses of
antiprogestins and gives recommendations concerning future research on the potential clinical use
of antiprogestins in the United States. We do have a small number of additional copies available
on request. Scparalely published summaries of the report and multiple copies of the report itself
arc available from the National Academy Press. Their toll free number is 1-800-624-6242,

Sincerely,
i . L
.' ) Molla S. Donaldson
= Study Director

L R I ' .“.'.l.";?lx_! ‘ .
g, wong !l L2 ))

G:”“:Uag | -

¥y
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Group— RE~ = V l September 15, 1993

486 e - 3ep 24 102344:.”

PO Box 7974 _
BeikelefETA 34707 ,

DavidKessla HSTAAN
Executive Director

Food And Drug Administration

5600 Fishers Lane

Rockville, Md 20857

Dear Dr. Kessler,

Groop 486 was established to expedite the introdustion of RU-486 to the Arprican market The
foundation of our business is the belief that an ever-ifcressing population dogrades the quality of life for
all 1n 8 world with resource and social limits, every child should be wanted and cared for. Our
dedicated focus is to promote social and market viability and overcome opposition to this important
product by mobilizing the support of financial, manufacturing snd political entities. o

Roussel-Uclaf, manufacturer of RU 486, has been quoted as having reluctance 1o sell their
patented for use in abortions. This is unfortumate because it would be fairly casy 10 ~ 3.
demonstrate the safety of these formulations. Our question to you is: Can a generic form of RU486 % |
manufactared under the Population Council's US patent expect to be given as swift an approval by the &
FDA as the Roussel form could expect? S

—_—

After all, both drugs would be chemically identical. Only the manufacturing site would differ.
Since there are only 7 years remaining on the original patent, this is obviously an important consideration
for anyone in the business of selling Mifepristone-based abortifacient. And sccording to the National
Academy of Sciences recent malysis of European data, RU 436 is safe and effective.

Your prompt reply is appreciated It would also be appreciated if you could send a copy of any
pestinent materials FDA has regarding RU 486.

Sincerely,
L | %D/L_,.

- Jay Moritz
’ Geoffrey Dalander

yol

.-
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- November 9, 1993

Food and Drug Admisistration
3600 Fisbery Lane, HF-]
Rockville, Marylaad 20857

Dears

It was good o meet you at the APHA meetings in Saa Francisco last week. Usfortunately, we
had to rush 1o aaother presentation before we could talk % you st length. - The major question we have
regards the New Drug Application Process. [s it possible for & poteatial maoufacturer 1o submit aa NDA
before they bave won production rights from the bolder of a patent? ,

We are specifically interested in RU 486, Right now, the Popalation Council is negotiating with
Roussel Uclaf over the introduction of RU 436 to Amaerics, Tbe question is whether Population Couneil, —
Of any manufacturer (or that matter, can stast an NDA without Roussal’s spproval? Perhaps you could s

Wuwmeﬁmew&clqdciuhsw‘mump ] ;, -

Coriod use of misoprostol s misase of their product. Bt all recens clinical tigls of RY oo Rave wsed
Crtotec (Searle’s misoprostof) for the prostaglandin portion of the therapy

This information will all be part of our educational campaign. We have s monthly newsletter
which we intend to share with RU 486 supparters. Enclosed is a 0opy for yoor interest

Siacarely,
e 4/:7,&«} pﬁwba-

Jsy Morita
Geoffrey Dalander

" POBoX7974  Berkeley,CA 94707
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DEPARTMENT QP HEALTH & HUMAN SERVICES Public Hesith Service

Food and Drug Administration

— - Rockville MD 20857

Jamuary 21, 199%4

Mr. Jay Moritcs

Mr. Geoffrey Dalander
Gxroup 486

P. O. Box 7974

Berkeley, California 94707

Dear Mr. Moritz and Mr. Dalander:

This is in response to your letters of September 14, 1593, to
Dxr. Kessler, September 15, 1993,.t0 Secretary Shalala, and
November 9, 1993, to soncerning RU-486. In

letter to Dr. Kessler you asked whether a gensric foram of RU-486
could be expected to be given as swift an approval as the Roussel
Uclaf form of RU-486.

X |

I believe that you may have misunderstood the nature of the .
agreement between Roussel Uclaf and the Populatiom Council.
Roussel Uclaf has announced that it has agreed to license RU-&G
to the Population Council for testing and distribution in the®
United States and to transfer the technology necessary for -
producing the drug. The Population Council has stated its
intention to begin a clinical trial to test the drug in the
United States and tOo move as soon as possible to submit a new
drug application (NDA) to the Agency.

»

It is our understanding that under this agreement, Roussel Uclaf
would retain its patent on RU-486, but provide a license under
that patent to the Population Council., Thus, any drug produced
under that license would not be considered an off-patent
“generic® drug. FDA is committed to reviewing any NDA for RU-486
expeditiocusly once it is submitted to the Agency.

You also requested a copy of any information YDA had on RU-486.
Informagign, subnitted to the Agency concerning a new drug is
considered coxnfidential. A great deal of information, however,
is available in the Ingtitute of Medicine’s xeport, "Clinical
Applications of Mifepristone (RU 486) and Other Antipzogestins:
Assesaing the Science and Recommending a Research.® Copies of

this report are available from the National Acadexy Press (toll
free number: 1-800-62’-6262).

In your letter to Secretary Shalala, you expressed concern
regaxrding Searle’s willingness to allow Cytotec to be used in
clinical trials with RU-486. Because Cytotec is a legally
marketed product in this country, we do not anticipate that there

\gm(o
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Page 2 - Mr. Jay Morits and Mr. Geoffrey Dalander

will be a‘czl.;ﬁificanl: problem in obtaining Cytotec for use in
clinical trialg. '

'rhank'ym:-_gt_u;‘expresainq your organization’s views on these
important™ issues.

Sincerely vours,

/S/

MIF 003826
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DEPARTMENT OF HEALTH & HUMAN SERVICES \\M Public Health Service
ON

Food and Drug Administration

— ; ' Rockville MO 20857

- October 12, 1993

Dear —mmmm ™™

This is in response to your letter, of September 11, 1993,
expressing your interest in markotinq RU-486 in the United
States. '

In order for a drug to be lawfully marketed in the United States,
a sponsor, usually the drug’s manufacturer, must gubmit and the
Food and Drug Administration (FDA) must approve a new drug
application (NDA). For RU-486, as with other drugs, the NDA %

would contain the results of well-controlled clinical studies F, |

which document the claim that RU-486 is both safe and effectives
as an abortifacient and information on the manmufacturing .-
procedures and controls used in producing the drug. FDA’s
responsibility is to review the manufacturer’s data and to make a
determination on the product’s safety and efficacy. If FDA
approves the NDA, the drug may be marketed in the United States.
FDA does not test drugs, nor does it provide documentation
concerning a product’s 'safety or efficacy to a sponsor; both of
these responsibilities reside with the spomnsor of the drug
product.

Therefore, while your views concerning the marketing of RU-486
are novel, a sponsor is, in fact, needed in order to supply the
aevidence to FDA to support the safety and efficacy of RU-486
before it can be lawfully marketed in the United States.

~ ———— Py
I appreciate yoyr ‘writing to let me know of your interast in
marketing RU-486.

B Sincerely yours,

- /S(

-

GzoY s
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INSRAM U8 P. 94376 (X KREMLIN.DICRTRS CEDEX

Professeur Etienne-Emile Baulieu
. Le December 3, 1993

CL

Dear —

I deliver this paper at the Ciba Foundation discussion meeting on
“The role of the media in science communication” in Stockholm, on December 7-8,

1993. i
I am pleased to send you a copy of the manuscript which may interest
you. '9'
Sincerely, -5
Lw Y'V\'Q . ov " 06‘(/\/\/\0\- 4 l:;:’v\' W\'
dﬁ ’0 u./\" LU TN
Etienne Baulieu
_ APPEARS THIS WAY
- ON ORIGINAL
1%

q,,),‘l

TEL:(33) (1)4950 18 84/1882
TELEPAX :(39) (1)4821 1940
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The presentation of KRU4S0 in the media

Etienne-Emile Baulieu
INSERM U 33, Lab. Hormones, 94276 Le Kremiin-Bicétre Cedex, France

Iamno;ajoumalisﬂndnor;mla(nms) media specialist. I therefore believe that when
the Ciba Foun&mon asked me to report on "the presentation of RU486 in the media”, they
were seeking the specific reactions of a scientist who had initiated the-work on a compound
which became controversial, and who perststs in helping it make its way to women and patients
in need, in spite of obstacles of various kinds.

This is not the first time that the media have intervened in the modem history of birth
control. Since the beginning of the 19th century, the press, particularly in Britain and the USA,
has publithed many articles defending or attacking puritanic principles: around _1850' it
headlined "female monthly pills®, such as those of Madam Restell, and paid a great deal of
attention to the physicians grouped in the then conservative American Medical Associafiox;n; g
reported the activity of Leagues such as that in New York “For the Suppression of Vice};
publicised Margaret Sanger's arrest in 1916 and continues to comment on the contrast bawee;l—
the ban on birth control by the Catholic Church and the views of the Orthodox and Reformed
Churches and Islamic and Jewish religions. The press is also responsible for the general
acknowledgement of the gap between the teaching of the Vatican and the practice of most
catholic women,

Something new did appear about 30 years ago, principally because of Pincus's
contraceptive pill, and that was the major invoivement of science in the debate. Within a few
years, theTontept of contraception, previously controversial (Pincus was initially treated as
being & “sterilizgs. of women®), was definitely and definitively accepted. It is my conviction
Mwhw%sd;uﬁﬂcdiwovuyuﬂalmmdumndgotoguha,uwumﬁ:kwdsﬁblﬁ
and in the delicate field of buman reproduction this occurred for the first time with “the pill".
Indeed, we first saw the discovery of oral contraceptives in the fifties, next the legalization and
implementation of contraceptive practices came in the sixties, and then the legalization of

MIF 003831



abortion in many countries followed in the scventies, before a new medical, scientificaily based,
means of interrupting pregnancy became available (even if the instrumental technique, suction,
is safe). In the same way as the pill is symbolic (and in fact is only taken by approximately 5%
of the women in the world who could use it), when we published the first paper (Heqrmann ef
al. 1982) RUA486 was received as & potentially revolutionary product of scientific research.
Media wei;o.;ne RU486

On April 19, 1982, the report on the"Effects of an antiprogesterone in woman:
interruption of the menstrual cycle and of early pregnancy®, was presented before the French
Académie des Sciences. A reporter for the Agence France-Presse was present and wrote a
dispatch which headed the front page of many newspapers all over the world, while reporters
rushed to interview me for French, American and many other foreign TV channels and radios.
Since, in addition to several thousands of scientific papers and communications, RU4S6 has
generated 2 continuous stream of articles, comments and editorials in almost all newspapers or
magazines throughout the world, with periods of great enthusiasm and some days of sévé‘e
criticism, -5

RU486, as we often read, is a “second generation” pill. The “Pincus pill®, which has been
available for more than 30 years, embodied the knowledge of hormone physiology at that time
(Pincus 1965): the pill's progestagen blocks the pituitary hormones in charge of ovulation, as
progesterone does during pregnancy. While the media have efficiently promoted the concept of
*scientific® contraception, they have always been relatively reluctant to applaud the use of
hormones, even in countries such as France where more than half the women take some sort of
Pincus pill. Maybe it is the unfounded fear of hormones: the theoretical danger of breast cances
is frequently evoked, even though the interpretation of the dats is somewhat controversial.
Anyhow,molcarla'mdoa'inoloywonlybomaﬁer 1965 with, in the case discussed here,
the discovery of the progesterone receptor in the mammalian uterus (Milgrom ef al. 1970). A
receptor is, in target cells, a molecule which transforms the-arrival of the hormone into
response by the cellular machinery. Therefore, discoveries concerning receptors lay the ground
for developing corresponding antihormonal compounds which work at this level. Specifically, 1
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suggesied 10 noussei-Ucial  that they deveicp & COMpoOUNnd Wil anucorlisone
(antiglucocorticosteroid) activity since there are a number of possible medical applications, and
for structural reasons, an anticorticosteroid compound might also be active as a
antiprogesterone. I was also impressed by the structure of the so-called triphenyl ethyiene
antiestrogen molecules (see pp.75-77 in Baulieu & Rosenblum 1991 and Baulieu 1993), and
the Roussel-Uclaf chemists produced RU486, whose global structure is consistent with the
concept of ::Elogqps mechanisms for several antihormones at the receptor level. RU486 was
found to be an antiglucocorticosteroid (Philibert er al. 1981), and displayed antiprogestin
activity (Herrmann e al. 1982). Abortion was the first application of RU486, since the work of
Csapo and others (Csapo & Erdos 1976) had indicated that pregnancy can be terminated after
a relatively brief intermiption of progesterone action, and there was the century-old demand by
women for a safe, non aggressive mean of abortion and an imperative need to save the lives
and health of hundreds of thousands of women in developing countries. While the problem of
the efficacy of an antiprogesterone for interrupting pregnancy was relatively rapidly solved
scientifically, for the media and most people it was just thc’ beginning since women had (and ;t
present still have) to wait for it in most countries. - ,' )

As far as the use of RU486 as an aboritifacient is concerned, the press has always been
very supportive. Full reports of the actual results were published rapidly in refereed
scientific/medical journals and thus made freely available. After the 80% efficacy published by
Herrmann et al. (1982) had been confirmed, the complementary effect of a small dose of
prostagiandin administered two days after RU486, first tested by M. Bygdeman (Bygdeman &
Swahn 1985), was largely publicised: it brought the success rate up to 95%. In France, in
several tens of thousands of cases, we used the same injocted prostaglandin as in Sweden
(sulprostone): this was responsible for a few cardiovascular incidents and for one death (it was
amedlcdmahetoadmstumchapmmgla:&?ntoawom reportedly 31 years old, &
heavy smokes; and baving previously had thistéen pregnancies). The accident was clearly
associated with' the method - notevenattribmbletokm%buttothemtmwwnhﬂy
injected nﬂprostone(wlﬂchhasmbeenranoved ﬁ'omthemarketforthxs indication). As it

happened, just at the same time, we published the use of an onlly active prostaglandin,
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misoprostol, which is much safer, and also more convenient and cheaper (Aubény & Bauliey
1991). At first, the media were highly attentive to the accident, and this influenced the use of
RU486 negatively in French centres. However, even though submission for registration of
misoprostol by the Mimstry of Health had not been yet been made, soon after the scientific
presentation of the activity of misoprostol was mentioned in the press, physicians performing
voluntary pregnancy termination switched to the oral prostaglandin and the use of RU486
increased again. Further successful trials were confirmatory (Peyron et al 1993),
and. lmsopfostol was officially registered by the Ministry of Health. Searlg which sells the
prostaglandin, accepted its use in conjunction to RU486 in France. The medical and social
significance of the RU486 plus misoprostol method for the USA, as for the developing world,
was underlined in Time Magazine (Time 1993) which based its cover story on the paper
(Peyron ef al. 1993) and the Editorial (Rosenfield 1993) published by the New England Journal
of Medicine.

The reaction of the press to newer clinical applications of RU486 differ mterestmgy-
according to the case. When, on the basis of medical trials, we speak of RU486 for helping a';'
suffering mother and/or child to start labor in delayed deliveries, there is not too muck -
enthusiasm, even though the data are very neat. However, when there are some very
preliminary results, far from being firmly confirmed, with breast cancers or meningiomas,
there is a lot of press coverage: I certainly understand how important the treatment of tumours
can be, but I am often forced to moderate the enthusiasm of journalists. At the very moment of
writing this contribution to the Ciba meeting we are, in 2 multicentre effort, working on two
new domains: a new approach to female contraception with very low doses of RU486 and a
paper reporting effects of RU486 on sperm function, which will be soon published (Yang ef al.
1994), 1 i:;;lit;ngwith interest to see what the reaction of the lay press will be - I cannot
predict it. What ig certain is that the abortion issue and the other medical applications of
RUA486 are interwoven. As defined originally, RU486 is an antisteroid hormone molecule, and
not just an abortifucient. The *political d:emmy (Hodgen 1991) of the molecule slows down
its use in medicine, but conversely the publicity related to the abortifacient property of RU486
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has made it known o all physicians very rapicly and tierelore helped 10 understand what its
uses could be outside the field of abortion.

From time to time, the lay press has tried to attract the attention of readers to
controversial issues such as, for example, an unfair lack of recognition of the merit of my
colieagues, pmiéxhrly the chemists of Roussel-Uclaf who synthetised the compound, as if I
had to be a chemist myself (to be both a physician and a biologist is enough, for me): this
allegation whad?, interestingly, was mostly propagated by the “pro-lifers” has dissipated rapidly
(see pp. 83-84 in Baulieu & Rosenblum 1991 and p. 98 in Baulieu 1990)- There have also been
over-cmphatic descriptions of the threatening letters or telephone calls I receive, or of physical
threats and protection by bodyguards. Some journalists would probably like to make me more
"interesting" for the public, who would then follow the story of the compound more closely
and understand better what it can do, as also suggest_ed by the offers of TV producers who
wanted to make a "docu-drama” about my life. However, 1 believe that the private life or the
personality traits of a scientist will not modify the validity of his work, nor influence the use of
a compound such as RU486, which will ultimately remain the personal and responsible cho:cé-

of each woman. - 1

Politics of RU486

Hoechst holds 54% of the shares of of Roussel-Uclaf. It has clearly exerted its power
negatively in the RUA486 story, but only since 1988. This means that the initial studies on
antihormones over several years, which I announced and described at yearly internal Roussel-
Uclaf meetings attended by Hoechst representatives, apparently did not attract much
attention... The media explosion after the publications of 1982 and in 1985 on the RU486 plus
prostaglaidin s¥sociation was not enough to alert the Hoechst directors. Was it a collective
“acte manqué” vihich made these men, who later demonstrated their opposition to RU486,
deaf? AltefRatively, they might have approved this research, bu'tkte(on-hadtoobeylheir
Praidult,Drflilgu‘.whenhelumedofitmdwustronglyopposedtotlwuseofm’
antiprogesterone compound for sbortion. [ understand that, in Snancial terms, RU486 is small
compared to Hoechst big business. Maybe,butt)w *noise” that occurred afterwards made
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Hoechst-Roussel very unhappy, even tnougn they got more publicity than ever. Whether they
like the outcome of the RU486 story or not, Roussel-Uclaf and Hoechst are highly beneficiary,
now being internationally designated as very competent companics in innovalive fine

In France, the media played a very important role when RU486 was about to be
registered. In September 1987, RU486 was submitted to the French Ministry of Health in
order to be us;d for voluntary interruption of early pregnancy. The decision-making committec
was about to decide when the media gave echo to the prostagiandin story, which paradoxically
stopped the whole process. At the Academy I had announced the French tests, and Lancet had
published those by David Baird which extended the positive results obtained by the combined
use of RU486 and prostaglandin. The committee had not yet received the corresponding
documents, and postponed approval. This delay was an unhoped-for gift to the pro-lifers:
thanks to the media, they knew about the new timing and sent the Ministry threatening
messages, raised petitions in America and held meetings against the registration of RU486. -

Five days before the expected decision, I was told that the Chinese authoritis'h;d
approved RU486. It would be used by one quarter of humanity! I decided to keep—t_l?;i'f
information for myself, fearing that headlines just before the French Ministry’s decision would
seem like more pressure. Finally, on September 23, 1988, the exploitation permit was given
and the media announced: "the moming after pill is for today" (France-Soir headlines), thus
baptising RU486 in a colloquial but incorrect formula to describe what has been tested.
Simultaneously, the wave of protests increased, and the Cardinal, Archibishop of Paris used the
radio to accuse us of experimenting on “little Chinamen®. At the end of November, all of
sudden, Roussel unexpectedly announced they were giving up and would not make RUA486
available for sBortions although they had so been authorised a few weeks before.

I went to,'R.io de Janciro to participate in the World Congress of the International
Federation of Obstetrics and Gynsecology, chairing a symposium on RU486, .... sponsored by
Roussel-Uclafi I was touched by the flood of support, so different from the more typical quiet
pmoumofsduuhndvutuﬂly.ﬂwre&ithadlwndndalmgewbﬁc&yampﬁgnjw
RU486 and the Roussel-Uclaf directors, instead of escaping criticism, were pilloried on the
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front page of the New York Times. In Pans, iniluential doctors such as Michele Barzach and
Léon Schwartzenberg had the opportunity to protest through the media and, 1wo days later,
Claude Evin, the Minister of Health, declared: "From the moment governmental approval for
the drug was granted, RU486 came to be the moral property of women, not just the property
of 2 drug company®. This was an extraordinarily publicised declaration, and RU486 became
available to French women. In fact, in registered centres, its use had never stopped since trials
began Good:s;iencg and the political power had won, helped by the media.

The media by themselves are not always sufficient: Dr Hilger has never conceded to the
press or the other media, whether the influential German ‘Spiegel’ or the Italian ‘Expresso’, or
the most reknowned scientific magazines such as the American 'Science’, who printed a long
cover story, or JAMA (Joﬁmal of the American Medical Association) which published my
Lasker Award lecture. He and his colicagues directors at Hoechst behaved as if they were
more sensitive to the noisy pro-lifers than to the quasi-unanimous press, whether medical,
scientific or for the general public. In contrast, the Food and Drug Administration (FDA) pf
the USA was highly responsive to the attitude of the press: for many years, the FDA has bei;n
accused of being the “limiting factor® which prevented the entry of RU486 into the USA. Ev_;é‘!}
when I repeatedly stated that this was not accurate and that Roussel-Uclaf, or anyone else
having a licence, had not presented the administration with a request for registration of the
compound, the press did not believe it, and wanted the “baddy" to be in the USA. If there was
a "baddy®, it was the political situation in the country and, after Bill Clinton's election, it was a
real revenge for the FDA to be able to demonstrate its support publicly, calling the Hoechst-
Rousse! people to Washington and asking them to do something to make RU486 available for
American women. The Population Council, a non-profit-making institution based in Nevi York
and very sctive in the field of human fertility control, was the candidate agreed upon by both
the FDA and Hpechst-Roussel for initiating the process. This first step towards the entry of
RU486mtlu'USA has been acclaimed by the media. Indeed, registration of RU486 in the
USA will be 2 critical step for the world-wide distribution of RU486, including in the
developing countries.
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Contraception, abortion, and contragestion: a new word for a new concept

This is, on theoretical grounds at least, the most important part of this presentation.
Beyond the scientific achievement, beyond the real, though yet insufficent, progress towards
making RU486 available where needed, there is a more fundamental issue. It concems all
human beings. |

Contraception means contra-conception. If conception specifically means fertilization, and
if fertilization is considered as the beginning of pregnancy (as the Roman Catholic Church
thinks, while physicians wait for a positive pregnancy test to indicate implantation with passage
of the chorionic hormone hCG into the woman), then only sterilization, barrier methods and
blockade of ovulation or spermatogenesis are contraceptive methods. These differ from
methods acting post-ovulatorily, when there is a preembryo or an embryo, such as progestins
(used as pills, injected in a form with prolonged action, or as implants such as Norplant), IUDs
and antiprogestins (the latter being efficacious also when taken before the date of expected
menses). But, in tum, these methods differ radically from “abortion®, if we refer to _womenfs

attitudes, and the century-long use of the word. 3

Abortion means, to lay people, interruption of a proven, established pregnancy andihe_
later it is, the more and more difficult it becomes (physically and psychologically). Everyone
feels the difference between stopping a process from starting and interrupting its evolution
after it has begun. It is difficult to "draw the line" (McLaren 1984) for oneself. The word
abortion carries a traditional connotation of instrumental aggression, with the usual entourage
of operating theatre, gynaecological table, hospital ward and so on, even in developed
countries where the tragedies of perforations, infections, etc. are now avoided (this is not the
case in most developing countrics). Need we add that the pressure exerted by the pro-life-
sponsored-protiuction of posters and movies (i.e. The Silent Scream’) aimed at unduly
frightening and penalising women, do not help women already in trouble. More subtly, there is
alsoacurfeut';dintlwmediato popularise a large number of documentary films about the
presupposed sensitivity, emotions, not to say thmlung or decision-making capabxlity attributed
to the foetus and even to the embryo. The newest techniques are commentated with outdated
declarations having little scientific substrate, and thus we are manipulated cmotionally,
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projecting our adult perception of hie instcad of maxing lhe appropnate gilicrenciations

between the concepts of living substance, human biological life, human individual and person.

Contragestion, whose use I proposed, is neither contraception nor abortion. It openly
designates "contra-gestation®, thereby not hiding that it precludes the development of
pregnancy, and thus respecting, as scientific ethics command, “what is* (Primo Levi). The
word contragestion corresponds to several techniques applicable after owvulation which;
temporally, ue‘somewh:t superimposed (Fig. ). Indeed, the word contraception is not longer
correct when applied to progestins and IUDs, as we have seen above; however, these methods
are not considered as abortion, particularly because, working permanently, almost
automatically, their activity does not need the conscious decision of the woman on each
occasion. Even though biologically, the action of RU486 may be similar, there is a decision
involved in taking it.

I have mismanaged the launching of the definition of contragestion, and thus blurred the
imige of RU486 as a contragestive agent, distinct from a “simple” abortion pill. When RU486
was discovered, I tried to explain its use as a contragestive, but I did not use the term so'oﬁ;'-
enough, and so, for the public, it became & “moming-after pill*, a "post-coital pill". This was .
confusing because, as indicated above, RU486 became available after we had abortion laws. In
France, we had {and still have) one law for eontraception and another for abortion, defined as
termination after a positive pregnancy test (in addition, women have to respect a delay of one
week before undertaking the abortive manoeuvre). Between conventional contraception and
classical abortion, there is a period of time which is not covered by any legal instruction.
Therefore, the only way to have RU486 used was by testing and registering it in the context of
the abortion law and by necessity it became "the abortion pill® for the media and the public.
This connotation was especially popular in the USA, where abortion is also a political issue
and where 2 vast public is waiting for a solution to the abortion debate. The media indicated
that it wu'ﬂned::al technique precisely substitutive for a surgical manocuvre. For registration
in France we just placed ourselves in the legal framework previously edicted for surgical

termination.
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Abortion Dy itself, unfortunately, will Ionié remain as a solution ror many women because
contraception will never be 100% perfect and nor will 100% of women use it. RU486 as an
abortion pill, both for women's dignity and heaith, will remain essential.

But this is not all it will be. In my opinion it is only a backup to contragestive and, even
better, contraceptive methods. The carlier a medical method is used, the better it is, and
prevention is preferable to treatment: these rules are followed by all physicians when possible.

In summary, because there is a medical problem with abortion, because there was an
opportunity to test the efficiency of RU486 in women "easily®, and because it was necessary to
register the compound, we had to start with abortion and up to now the concept of
contragestion has not been widely taken up by the media. It would have been preferable to
start differently, that is firstly to present RU486 as a menstrual regulator, as suction is in
Bangladesh where it is accepted by the Islamic and the governmental authorities. A

The use of the RU486 compound and the contragestion concept may be proposed joingly,.
as a new approach to a difficult problem. This has not yet been possible, for practical and lc’gai.
reasons. Even if we currently insist on “contragestion“, we are conducting research w:tiy
RU486, to find out classically defined contraceptive methods, which, in fine, 1 prefer to
contragestion.

I would also like to recall that an antiprogestin compound interferes in reproductive
processes, as can be predicted from the knowledge of the activities of progesterone, in several
different manners that are difficult to present to the public at large. Notwithsianding this
difficulty, the overall role of the media has been positive.

Each generation has to re-learn the most important principles of life and society. I hope
that the media will take the scientific data more andmore into consideration so that they can
continuously progote the beneficial use ofbiom:ﬁca; discoveries.
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Figure Legend

FIG. 1. Birth control techniques range in time from methods preventing fertilization to the
interruption of pregnancy at various stages. This chart shows the overlapping categories of
several methods-classified as contraception, contragestion, and abortion-and their periods of
efficacy, measured from the last menses.

Commo; terms are ambiguous. Contraception is usually understood to mean
preventing femlizmon, but specialists also refer to it until implantation is complete. To many
biologists and theologians, abortion might mean any maneuver after fertilization: to
practitioners, it is only after implantation. Most techniques can work in several ways. Even
some oral contraceptives do not always block owvulation, for example; they can alter the
endometrium and may prevent implantation, which is a post-ovulatory effect. 7

The diagram also shows contragestion from day 15, when fertilization takes place, and
it spans the time of other post-ovulatory methods. .

Techniques are shown in shaded bars, Solid lines indicate the time when a method 15:;'
most efficient; for mechanical conception not time-dependency in indicated. Dotted lines show’
when the method might also have some effect.
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CHRISTINA M. MARKUS N

TISH & PAML ; January 11, 1994

+ ADMITTED B ORLAHDMA OWLY

Pood and Drug Administration
2600 Fishers lLane
Rockville, MD 20857

Dear — . %
1 4

Tom Barba and Richaxd willaxd of Steptoe & Johnscn and I '
extend our thanks and the deep appreciation of the ) T
. family for your efforts in expediting FDA’s approval -,
for the importation of RU 486 for Mr. , an extremely
ill cancer patient. S

We also wish to acknowledge the meritoricus acticns of

four other FDA officials who were responsible for YDA grantiag ’.9( d,}‘
2

appzoval within 24 bours after my ianitial call to your office.
They are:

- 3 -

We TeallZe that significant burdens are placed oa ¥DA
exployees who work through the holidays, and we very much

appreciate " fact that FDA staff were able to take the time
to guide-us | the process and make the appropriate
evaluation of wr. , 8 case so close to the onset of the
AN T4 100
au-5Y*
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OLssoON, FRANK AND WEeepa, P. C.

Letter to T —
J’anua:y 11.._1294
Page 2 . - v

‘

Christmas hb!.idny-. Please extend our thanks to the YDA

employees who wers so helpful to us, and who demongtrated what
public service means.

i

si.nccraly, -

b ohn R. rlod.r

cc: The Homorable David A. Kessler, M.D.
Commissioner of Food and Dxugs

JRY : avyg

LA )
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m ZE American Life League, Inc.

-y "~ Natlonal Headquarters: P.0. Box 1350, Stafford, VA 22555
.q— ToC (703! 659- 4171 * Metro D.C. 690-2049 « Fax (703) 659-2586
-

4Ab. W
A

i

June 3, 1994 .

Commissioner David A. Kessler, M.D.
U. S. Food and Drug Administration
5600 Fishers Lane, Room 1471
Rockville, MD 20857

YI¥V13423S JAILNDIAXI

Dear Dr. Kessler:

sRI2SE g W
J3A1303Y

We at American Life League have read with interest of the aggressive role the
Clinton administration and you have played in pressuring Roussel-Uclaf to reach an
agreement with the Population Council to bring the abortion drug RU-486 to the United
States. The history of the Population Council (sce below) has made clear that they have a
political agenda that places the human rights and health of women at a lesser premium
than the goal of curbing reproduction among the poor. |

;"":‘c'*-h'-. v !

We are deeply concerned about the potential impact of this agenda on the approval
process for RU-486, and we are similarly concerned that the aggressive stance of yours
and of the the Clinton administration will compromise the ethical and medical standards
that should apply in the conduct of RU-486 trials. The Food and Drug Administration’s
own record in approving the Pill and JUD as initially safe for women who were
subsequently harmed by these drugs and devices is hardly reassuring. Moreover, it is
troubling in this context that the FDA has a hlstory of relying upon advisors who have a
population control agenda.

Because of this, we are asking that you immediately release to the public the
following:

* The names-and curriculg vitae of all FDA advisors of all current members of the
FDA's obstetric and gynecological committee;

* The names of the principal investigators conducting the trials for the Population
Council agits afent;

* Copies of the informed consent form(s) and related materials to be distributed and/or
signed by the' women who participate in the RU-486 experiments;

* Information regarding the procedures and oversight the FDA will insist upon to ensure
that the group or groups selected for RU-486 trials and experiments will not be lost to
follow-up, as happened in the original oral contraceptive trials in Puerto Rico;

* A description of the economic/social characterigtics of the women who will participate
in the RU-486 trials;

*Before | formed you in the womb | knew you . . ."—Jeremiah 1:5
Al gifts are totaily tax-deductible 9 4/_ 5 3 z2/
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Commissioner Diyid A. Kessler, M.D.
June3, 1994 _°
Page 2

-

~ .

* Information regarding whether any woman under the age of 18 will participate in the
RU-486 trials and, if so, whether her parents or guardians will be required to give
consent for her participation; -

* The medical warnings, if any, that will be given to women in these trials, as well as
information regarding any waivers required for participation in RU-486 trials;

* [Information regarding U.S. policy with respect to medical coverage of injuries
suffered by any women as a result of participation in RU-486 trials;

* A statement as to whether you made any representation or promise to any official or
representative of Roussel-Uclaf or other party interested in marketing RU-486
regarding the availability of prostaglandin drugs from Searle, or any other company, to
be used in conjunction with RU-486.

Our concems regarding these issues are based on bitter experience.

It is obvious that prototypical health standards--specifically the injunction against
intentional or negligent infliction of physical harm upon an individual--have regularly been
overridden where the collective values of the population control community are enthroned
as policy guidelines. For example, Planned Parenthood's Dr. Elizabeth Connell, who later
became a consultant to an FDA Drug Advisory Committes, stated: "It would be
unreasonable to expect those attempting to deal with the exigencies of the population
crisis and the agonies caused by unwanted pregnancies to view the pill precisely the same
way as medical traditionalists demanding a preparation proved 100 percent effective, safe
and devoid of all side effects.™

The Population Council's disregard for the health and rights of women has an even
older pedigree. I call your antention to a remark by Dr. J. Robert Willson at a 1962
conference sponsored by the Population Council, which was promoting the now
discredited IUD. Dr. Willson said: "... . suppose one [patient] does develop an
intrauterine. mfectyn and suppose she does end up with a hysterectomy . . . How serious
is that for the particular p4tient and for the population of the world in general? Not very.
Perhaps we have to stop thinking in terms of individual patients . . . perhaps the individual
patient is elzgfdablg in the general scheme of things, particularly if the infection she
acquires is stenlfzmg but not lethal.”2

Dr. Mary Calderone, Ptanned Parenthood's Medical Director at that time, said: "It
thrilled me to hear a clinician like Dr. Willson talk in terms of public health applications as
I, a public health person, would not have dared to talk, particularly in this assembly.™

Dr. Jack Lippes, inventor of the FDA-approved Lippes Loop, said: "As you
know, I have no reservations about ascending infection. This is not one of the things I
worry about."¢
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Commissioner David A. Kessler, M.D.
June 3, 1994
Page 3 -

L S—

et

To put it rather mildly, ascending infection associated with intrauterine devices
gave tens of thousands of American women a great deal to worry about.” That sorry
experience, a result of the indifference of population-control activist physicians, and of the
rush to judgment of a sympathetic FDA, should never be repeated. That is why it is of
surpassing importance that the FDA insure that the processes, personnel, and protocols
involved in the examination of the safety of RU-486 be conspicuous and
contemporaneously released to the public now for examination.

For the health and safety of American women, we strongly urge you to proceed
forthrightly and in the open, and make a full disclosure of all material relating to the
review and potential for approval of RU-486.

Sincerely yours in the Lord of Life,

A g | f

rs.) Judie Brown, President
American Life League, Inc.

1" “';’-'l"-b“ v

1 Family Planning Perspectives, January 1970.

2 Intrauterine Contraceptive Devices, Proceedings of the Conference.
Excerpta Medica Foundation, April-May, 1962, p. 124, 125.

3 Did

4 Tbid.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
— - Food and Drug Administration
Tl Rockville MD 20857

June 13, 1994

Mrs. Judie Brown

President o
American Life League, Inc.

Post Office Box 1350

Stafford, Virginia 22555

Dear Mrs. Brown: R
This is in response to your letter of June 3, 1994, to Dr. David
Kessler, requesting information concerning RU-486 (mifepristomne).

I have enclosed those documents that you requested that the. o=
Agency has in its possession. These are limited to the names and .
curricula vitae of current voting members of the Center for D -3 :
Evaluation and Research’s Fertility and Maternal Health Drugs §:'
Advisory Committee and the Center for Devices and Radiological -
Health’s Medical Devices Advisory Committee’s Obstetrics-
Gynecology Devices Panel. The Agency is not in possession of the
other documents that you requested.

Thigs drug, like any other drug, will be studied purguant to Food
and Drug Administration (FDA) regulations, 21 CFR Part 312, and
any new drug application for the drug will not be approved unless
the drug meets all FDA requirements, 21 U.S.C. $355 and 21 CFR
Part 314. We cannot comment on the specific questions you have
raiged, because the details of any investigational new drug
application that have not been disclosed by the gponsgor are
confidential, in accordance with FDA’s regulations.

You also requested information regarding Umited States policy
with respéedt to medical coverage for injuries incurred by
patients wio Patticipate in clinical trials. FDA’s informed
consent regulatioils require, for research involving more than
minimal risk, that each research gsubject be provided an
explanation as®to whether any compensation is available and an
explanatisii-as to whether any medical treatments are available if
injury occurs and, if so, what they consist of, or where further
information may be obtained (21 CFR 50.25(a)(6)). We are not
aware of any U.S. policy that would require either the clinical
investigator or the study sponsor to provide medical coverage for
injuries incurred as a result of participation in this type of
clinical study. Clearly, a clinical investigator or sponsor may
choose to do so, but there is no federal requirement.

Np532!
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Page 2 - Mry. Judie Brown

Under Agency pplicy, this drug, as well as any
be studied consistent with appropriate ethical,
sclientific stapdards.

= .
-

Sincerely yours,

/S/
I

Enclosures

MIF 003851
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A_DPCPOSED PUNCTICN STUDY CF RU4RE va, ALSENIN
FOISONING vs. NEMBUTAL TREATMENT
(re.: CELL DEATH SIGNAL THEORY). -

!

An Cutline by E.A.Greenhalgh to Coincide with a
Request to the National Institute of Healta(NIH)
for an Iavestigation inte Scientific Misconduct
in Reproductive Endocrinology.
10 June 1994

FRCM :

265-7 Regina S%.N.,
Wxterloo,Cntario, N2J 329
Canada
rh. (519)-884-3318

E.A.Greenhalgh | %‘ -
; »

IO

nr. Samuel Marrow, the National Institute of Health (NIE)

¥g,0indy Teirsoen, Trogram Director, National Yomen's He=lth Netwark
Mr,David@ Kessecler, Commissioner, the Teod ¥ Drug Adminissration
Pep. Christopher Smith (D-NJ), RU486 Review,

Fez. John D.” Dingell (D), the Overéight Committee.

T — B

-
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vai
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Treleséd is a scientific argument with surnort
2aterial. ™ recuest teo Dr,Samuel Farrow nf NIY will £allow

°* a2 later dake die to the time-conguming reiviramente of
ZCCUTACY éﬁEVéross-referencin;. ind human te;ting cf BU43% will
Yesin in tHe fall., The material can be examined as you desire,
A long standing academic dispute (threatening to some major
researchers) based on ethics snd safety has been ongoing since
1987. The major surprise has been the appalling lack of safety
standards and agencies to investigate problems in Canada. To
hizhlight this point, Canada has had to invite the FDA to rrovide
safety standards concerning blood 5roducts for the Canadian

Red Cross.

Note my 3 publications : Toxicology (1986)v.42 ; a
histological study/comparison of pesticides, and the two
Journal of ®ndocrinology (UK) rapers,v.325 (1990); regression
studies of luteal cells, men*tioning the Cell Death Signal thebﬁ?.
Tleagse ncte the 1986 letter from a Dr.Face-Asciak of Tcronto's
Sick Children's Hospital :"work could be of clinical value."
Similarly, Dr.G.L. Nicolson of the M.D,Anderson Cancer Center

nd his incredidbly kind support noting that the theory should
‘be followed up on. Also , Dr.Peddie of Princess Anne Kospital
(TX) original kind reply about my work being in accord with their
own research.The concerns about blacklisting and suppression

are in the cony of the letter sent to the Ontarioc Human Righte
Commission and government agencies. Note replies.

:'.'*—*L‘ il

—— e

The abeve stresses that my work is creditle being
tutlished in divergent disciplines , and the theory has a
basis in-=sality. The work had been started but blocked. Why?
I do no*t know, but theowies must be tested , and blacklistirg
Tevents same. Supnression should be a concern to the reader
suggesting something important. That concept/theory follows
(in very simplified form).

- -y
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PUA8A vs. Arsenic/Nembutal or Other Poisgoning

-
In spontaneous 2nd/or induced abortion there ig :

..

1. A prost?ﬁian@in surge affecting the piltuitary initiating
the "resettinz® of the menstrual cycle. This over-rides

the positive hormonal signal from the fetus. In induced

abortions this is the prostaglandin injection. o

2. The fetus must be harmed/killed to over-ride the rositive
siznal of the fetal hormones that are maintaining the
pregnancy. RU486 harms/kills the fetus.

Point : Harmful side-effects (mutagenic[carcinogenic/othggl
by RU486 to the adult female are unknown.

u«*“n |

Tet us examine concepts suppressed by the Universityy '
of Waterloo,Canada. Why is not known, but a directly comparablé“
model is available. In examination of luteal regression,
Greenhalgh called regression a form of induced cell death
(nence, Cell DEath Signal theory ).Experiments were Yegun %o
compare the effects of sodium pentabaibitol (aka Nembutal) on
the ovary/luteal cells (see enclosed thotocopied pages of
suprressed thresis). Here ig the point, sodium rentabarbitol
caueed the same effects of regression (decreased progesterona)
as had the prostaglandin injections. Consider the =ffent 2
induced c2ll death, then using my toxicology exgerience I
considered,"what kills cells?" Combining toxicology and
endoerinolocsy,. I looked for similar experiments. Two parers I
revieved hafo¥e my work was stonpnred ware @

r
. .~
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'e “"Changes in Stex~!dnogenic fcti-ity af T:
ATV A s ~ - 3
Fallizles afier Dlockage of Cvulation with Nemrutal," in
the Dyrnamica of Overian Funatine (1

-
—_— -

2. ”Impaiféd Ovarian Functions in Arsenic-treated Freaghwater
Pish, Colisa Fasciatus(BL & SCH.)"Toxicology Letters,20(1984),
These two papers are noted bdecause of corelations to results
my work found and the following hypothesis/model.
RU486's side-effects are not known., However, a chemical
is required to harm/kill the fetus causing a chain/cascade of
events to reset the female's repraductive cycle. Two foints :

1. Wormen who have used RU486 report being wvery ill
and nauseous etc. Not To Say it is, but these
symptons are similar to arsenic¢ poisoning. YWhy <
not test a MODEL using arsenic/prostaglandin % .
regimen as done with RU4867 The effect would be :;’ a

(a) using prostaglandin to reset the ;-
e 3

fema reproductive cycle.
(t) killing the fetus,

2. Arsenic has a long studied human medical history.
(a) Arsenic at a sublethal , non-chronic
dose may not cause long term harm or
genetic mutations as other pharmaceuticals
can, or other long term side-effects
(i.e., the intergeneration carcinogenic
relationship of DES for example).

(b) Arsenic is cheap. All major health care

initiatives/pharmaceutical claims feor

the use of grug therapy(over surgery)

is to reduce the cost of medical care.
Sublethal-doses of an arsenic compound should cost much less
than one RU488 pil)l. Generic companies can be involved making
presceiption costs much cheaper and more widely availabdble.
Further, presgriptions can be specifically tailored to match
the individua?, Therefore, a cost effective medicine.

o T

a
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- .—M¥edicine? Arsenic is a poison, So are many cancer
drugs and-other nrescriptions, Anything that can be of thers-
Teutic valug;'carefully controlled and prescribed is a medicire
/drug. Drugs, even lonz used ones are continuously vetested,
some removed thers added. Fow can tne theory using arsenis /
R¥486Abeix§a$ed chnearly and safely? Compare them uging the s26é-
ium pentadarbitol model noted from the suppressed thesis, adding
histological examinations. The costs are minimal with large
amounts of data accumulated gquickly,

Why bdother? RU486's side-effects, especially long term,
are unknown. IP it can damage the ovary, i.e., pre-mature ageing,
(whether or not the fetus is aborted and remove§1'¥3e ovary
rereing in the body) this information is critical because the
ovary (and its hormones) is vital to a female's well bteing.
~? a female being 2 female. OTher organs may be affected,
tut this model centers on the ovaty. Many problems will fcllow
a8 wrwe= if she loses her ovaries (or their functioning).

Ffurther, treating a woman for the rest of her 1ife will

increase medical costs(and the possiblility of cancer with
hormone treatments), therefore, any short term gains will bte _
more than lest later. By testing models NOW we can avoid o
harm. Cuestions will be answered, DFS ond thalidomide tra;ediéﬁ' -
need not ba repezted, Models are available (and cheax!). ¥. .

L

¥27del Qutline :

Ic compare the effects of RI'426 vs. arsenic comnounds
on the ovary and its funetioning. ®rovored Model : pseudo-
tregnany rats as descrived in J, Fndocrindlogy v.125 (1990),
2nd the suppressed sodium pentabarbitol study,Cther studies
uging ovine, porcine, bovine and ever nrimate ovaries may Y»e
considered. Further, human overies donated from accident
victime or surgerical procedures could later verify results
(zexfusion in vitro technigues). The study will compare :

1. Cell culture hormone secretions

2, Histological examination of treated ovaries.

Points to Ncte -

1. Paper—# 1-fan be directly compared to my sodium pentabartitol
studies wheérein regression effects were induced. The{
found MORPEOLOGICAL changes to the ovary/ovarian follicles.
I quotg p.+46, " In summary, blockage of ovulation bty
Yembutwt -results in degeneration of large preovulatory
Z2llicles.” 3otk ouxn studies found rphysiological ckanges.

R 14
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2. Daper # 2 (areenic Follution on fish ovaries) found,
“After-15-days of exposure to a sublethal concentration
of arsenic(iII)oxide (14.0 mg/1) there were no aprpreciable
histological alterations in the ovary, but 30 days of
sx2osure resulted in marked degenerative changes during +rae
Tature phase. These changes included rrominent felliculaw
scaces, ywduction in the development of IInd end IIIrd
stage o%2yte, reduced number an diameter of nucleoli and
increased atretic follicles +"+...atretic follicles N.3.

The common link my hypothesis found was the degeneration
of follicles or atresia. Increased atretic follicles is part
0f the normal ageing of the ovary until a woman becomes
menopausic. The question then becomes that if you have any
agent that increases atresia » are you speeding up the onset
of menopause? Would such an agent be harming the functioning
cf the ovary? Is RU485 such an agept? Fow serious a question
1s it? Is the answer worth discovering, especially if the
costs are minimal?

We have a model; common measurable parameters ,
decreased progesterone secretion, and histological tissues to —
examine for artefacts (i.e., the percentage of atretic 2.
follicles) caused by prostaglandin, sodium pentabarbitol and ~§§ :
arsenic, Ru486 can now be measured against these garameters e
°n 2 mocdel, The immediate concern for everyone , but espec}ally{
women, 1s, will RU486 cause a lasting /permanent harm to tn
orary's functioning, or is it a very minor effect? Would arsenic?
Tuestions can be answered immediately if you want to.

Is abortion right or wrong? Whether chemical ox
other , you are killirng the fetus. The pharmacsutical
companies are not creating the problem, merely providing a
megas to an end. The dilemma resides in society : can every
child te loved and nurtured to grow to be positive, or be
mistreated to become a danger? Society has to make that
declaion, but it comes down to choices. Who decides. One
tiegtion that can te answered , will RU485 cause -remature
2zeing of the overy and subseggent hardshin to the older
female (with hizher health costs later)? This question can be
ansgwered,. . .

e »oud

L 4
-

Tiral Point : Why we¥e Creenhalgh's t“eories and wo=i
TiiDressed? Sr@epkalsh does nnt know, there may de many
Tiaeoms, WAL Ts more important , would reresting the work

A
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(a.yw efq, by anyone, even in FDA labs)in the above nontext
Yenefit women's health and sa2f

etv° he rublis? Such is Ty telief
ﬂﬂmvw# g2 Teyvonldn't nave “re“a*w“
anv nf Ty

"‘*‘T a autlina , novr +talen
verry acstly rast siands coancex ning attins and rafet.-
—

- *
GRS

Please review the enclosed material

» "Answers are
availabhle {?

you choose to examine and investigate

Pemember DES, thalidomide and the Poisson cancer study.
The choice is yours.

Thank you.

Yours truly,

stnd

Edward A, Creenhalgzh.

YT

-
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-/@‘ DEPARTMENT OF HEALTH & HUMAN SERYICES Public Heaith Service

Ay Food and Drug Administration
Rockville MD 20857

' : July 11, 1994

M. Edward &7 Greenhalgh

265-7 Regina Streaet, North

wWaterloo, Ontario, N2J 3BS

Canada _

Dear Mr. Greenhalgh: T

Thank you for your letter of June 10, 1994, and accompanying
materials referring, in part, to RU486 and arsenic. I have
shared these materials with our Division of Matabolism and
Endocrine Drug Products in the Pood, and Drug Administration’s
(FDA) Center for Drug Evaluation and Research.

FDA is committed to approving safe and effective productsgs, and we
work with sponsors to ensure that the necessary steps to secure
approval are taken. Approval of a drug is not a quick process, -
due to the need for a drug’s sponsor to conduct clinical studiesx .
dexonstrating that a product is safe and effective in humans. gf
These requirements are specified in the Food, Drug, and Cosmetic’ °
Act and the implementing regulations. 1In general, clinical - #
studies are sponsored by drug manufacturers, conducted by

clinical investigators, and monitored by FDA.

FDA approves a drug for use in the United States after it has
reviewed the results of the manufacturer’s/sponsor’s New Drug
Application, containing data (results of human, animal, and
laboratory testing, and manufacturing information) which
demonstrate the product’s safety and efficacy. Investigational
drugs may not be distributed or imported for trial on humans
unless the sponsor has filed an Investigational New Drug (IND)
application as specified in FDA’s regulations.

I hope this information has been helpful, and once again thank
you for taking the time to write. .

= e -

. Sincerely yours,

et /S

_ i
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.+ urd N May 21, 1994
v u,\"!\._{"- Fodve \V vl

ne - . : S
Dear Mrs. Clintor: G UiiGinAl )
I have had brain surgery for benign meningiomas three times (1982, 1987-and 1992), a record only
2 handful of people in the United States can match. I have been left with 8 residual (remaining) tumor which
was impossible for the surgeon to remove. It is presently wrapped around both of my optic nerves and rests
above the pituitary gland, a most dangerous location indeed.

My neurosurgeon (Dr. = )) recommends Radiation but the possibie side effects becauss of
its location could be extremely detrimental in my case’ according to radiologist Dr. i My |
neurologist Dr.* - igrees, All would favor treatment with RU-486 if | could gain access to the drug
in the near future, T
-—-.——ﬁ--"_

You are the most influential person in the area of Health Reform and I need your help. The drug
RU-486 retards my type of meningioma and ideally could cause it to shrink. .

I know this because my close friend, Mr. David Grow of Atlanta, Georgia last year appeare before .
Representative Ron Wydea's Subcommittes on Health and Environment in Washington and wg} given
permission to take the drug. David took RU-486 for six months when the brain scan (MRI) proved his
raeningioma had ceased to grow, and mine is the same general type (non-malignant meningioma) as David’s.
My non-malignant tumor may shrink within six months if 1 take RU-486.

I am sixty-three years old and the abortion e(fects of RU-486 are irrelevant, but I am prohibited from
taking this drug under current law.

Please help me obtain RU-486 on a compassionate use basis. I need the medication soon so that no
damage such as blindness or to the pituitary gland will take place due to further growth of my tumor.

I am presently a tenured professor with & Ph.D. who teaches at Florida A. & M.
University, an historically Black university in Tallahassee, Florids. My husband is . A

i 3 ~ and we have full State Medical Insurance coverage.

I will be happy to furnish complete medical records to whomever you suggest.

M@W this medication? What steps do you recommend I take?
I do know of Represe 6 Ron en's Committee betore which David appeared. Perhaps you could
armange for me to appgar before them in order to accomplish release of the drug to me on a compassionate
use basis? Ist?gg_a_vny_formtobo included in a clinical study?

Thank yoin for any help you can give me. Iam asking for my sight and very possibly my life. Think
of all the students who can gain from my ability to teach in the years to come.

Yours sincerely,

I -~ [] -

PPEARS THIS WAY
A ON ORIGINAL
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March 16, 1995

-
.
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- e

David Kessler, M.D., Commissioner
Food and Drug Administration
Rockville, Maryland 20857

Dear Dr. Kessler:

I am very concerned about tha introduction of RU 486 1into this
country for use as an abortifacidnt. My specific concern is
this: although [ am firmly pro-choice. my personal religjous
convictions do not permit my participation in the act of
abortion. As a small percentage of RU 486 patients need surgicsal
completion of their abortions, it is 1inevitable that these women-

will begin to appear in emergency rooms. What am I to do in _
these circumstances? 1 don't do abortions-- not the beginning.g E

not the middle, and not the finishing up.

o
I believe, in the interest of fairness, the FDA should insist--
that the distribution of this drug is limited to physicians with
surgical privileges, those able to do dilation and curettage
procedures. Otherwise, physicians like me will Tface a terribdle
moral dilemma when the midwives, nurse practitioners, physician
assistants, and family practitioners begin to prescribe this
drug.

Please understand that I support the availability of the drug
and that I am pro-choice, but I must have the right not to
participate. Most community hospitals extract emergency roon
coverage from their staff as a condition of obtaining privileges.
Under these circumstances, what happens to people like me?

Please, givé.this issue your immediate attention. I understand
that Fawmtly ~Planning is beginning to test the drug in their
clinics, 8nd in"this area of the country., those clinics are
staffed by regidents, nurse midwives. nurse practitioners. etc.
This shou{gzbegponsidered immediately.

Thank you. ) »

R 13

Sincermalv.
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

<
.

L ]
Rockville MD 20887

. N
* ‘ April 6, 1995

L

Dear —1 o -

This is in response to your March i6, 1995, letter to Dr. Kessler
about your concerns, as a physician who chooses not to conduct
abortions, should a woman be admitted to the emergency room in
need of medical care following an incomplete abortion, after the
adminigtration of RU 486 (mifeprigtone). -

While I understand your moral dilemma, you should know that, in" =3
general, clinical trials are strictly controlled and designed tdf . :
minimize risk to patients. However, I have foxwarded your lettew
to FDA’s Center for Drug Evaluation and Research for their -
consideration should a New Dxug Application for mifepristone ever
be submitted to PDA for use as an abortifacient.

I appreciate you writing to eXpress your concerns.

Sincerely yours,

LY
1 ]
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April 11, 1995

i o 1 —
Departmant of Health and Human Sarvicas

Pood and Drug Administration
Rockville, Maryland 20887

Dear

Thank you very much for your repl§ to my latter. Unfortunately,
you completely missed my point. I am not worried about -the
clinical trials of RU 486. I am worried about what will. happen
when {t is released for general use.

If there are no restrictions on who can prescribe it, then any nog-~
surgical physician (i.a., psychiatrists, pediatrictans, famiy
practitionaers, dermatologists, etc.) can prescribe it-- witho§;'
regard to their ability to handle thae complications. And thén
their patients will begin appearing in emergency rooms where non-
abortion-performing physicians 1ike myself will be expacted to care
for them.

And this will be a violation of my civil rights and religious
freedonm.

The solutlion {s simple: restrict the distribution of RU 486 to
hospital pharmacies and restrict the hospltals. from dispensing RU
486 aexcaept over the prescription of a surgeon/gynaecologist who has
surgical privilegas at the hospital.

This simple solution keeps the drug out of the hands of doctors who
cannot do a dilation and curettage. It zaves me the anguish of
seeing-a duffering woman whom I cannot halp.

e = wb P

This is an fmportant concept. Pleasae, bring it to the attention of
the appropriate committees. Thank you for your halp.
LN

Sinceraly;=-

/s/ﬁ

" o o, GBS

95-375]
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July 24, 2000
!

Jane Henney, M.D., Commissioner
Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Henney:

Enclosed please find the American College of Obstetricians & Gynecologists’
Analysis of Possible FDA Mifepristone Restrictions.

;-Ololt .

I have also sent a letter with E. Ratcliffe Anderson, Jr., MD of the American i
Medical Association that touches our joint concerns with the proposed restrictions -~
and requests a meeting with you.

Thank you for vour interest in this important issue.

Sincerely,

@aQ,a& w. Hale_n-p

Ralph Hale, MD .
Executive Vieg President

The American Gollegé of Obstetricians and
Gynecologists _ . ‘

-

po- 4473

THE AMERICAN COLLEGE OF OBSTETRICIANS AND GYNECOLOGISTS ¢ WOMEN'S HEALTH CARE PHYSICLANS
409 12TH STREET SW WASHINGTON DC 20024-2188
MAILING ADDRESS: PO BOX 96920 WASHINGTON DC 20090-6920

MIF 003864 202/638-5577
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FDA Proposal }: Distribution and use of the drug would be limited to
only licensed physicians.

a. Prohib{fig the prescription, dispensing, or use of the medication by
anyone other than licensed physicians interferes with state medical,
pharmacy, and nursing scope of practice laws. These laws, not the FDA,
determine which professionals are allowed to prescribe and dispense
medications within each state. There is no reason to treat this drug as a
controlled substance. There are many other medications, some of which
are abortifacients, that are available through prescription to a pharmacy.

b. Marketing mifepristone directly to physicians or facilities rather than
through pharmacies may be a reasonable way that the company would
choose to begin marketing this drug. However, a requirement to do so by
the FDA will be difficult to change and may restrict wider distribution in
the future.

c¢. Any information about physician offices, pharmacies, hospitals, or any
other facilities that receive the drug must remain strictly confidential in
order to protect those who use the drug from anti-abortion violence. Any
government requirement that would result in a list would immediately
place those who provide the drug in jeopardy.

FDA Proposal 2: The physician must be “trained and authorized by
law” to provide surgical abortion.

Requiring that a physician be trained as a provider of surgical abortion is
not necessary to admrinister mifepristone correctly and safely. Nor is such
training necessary to treat spontaneous abortion. Requiring certification of
this training dées not reflect current medical practice. In fact, there is no
method to certify physicians as surgical abortion providers or for any other
type of surgery. Responsibility for certification of medical

MIF 003866
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ACOG Analysis,
Page 2

-~

L — — -
A
-

professionals in this case rests with state licensing boards and the American
Board of Obstetrics and Gynecology, a professional body established for
this purpose.’

FDA Proposal 3: The physician must have “certification” for
ultrasound dating of pregnancy and detecting ectopic pregnancy.

a. Requiring ultrasound to date a pregnancy or determine if there is an
ectopic pregnancy is not required to administer the drug safely and
correctly. Physicians and patients can quite accurately date a woman’s -

pregnancy.!

b. Currer{tly the American Institute of Ultrasbund in Medicine (ATUM) and -

the American College of Radiology, which are the only certifying bodies
for ultra-sound in the United States, do not certify physicians to provide
specific ultrasound procedures, including dating pregnancies and
detecting ectopic pregnancies. Furthermore, ultrasound certification is
controversial, with implications for third party reimbursement issues,
and is not related to prescribing this drug.

FDA Proposal 4: Distributing physicians must be certified to provide
mifepristone through a curriculum approved by the FDA.

- —— - I
<

Requiring spec1al training is also not necessary to safely administer
mifepristone. Evidence from the clinical trials is unequivocal in
demonstrating the drug’s safety and efficacy as the FDA approvable letter
states. Further, the FDA i§ not an educational institution and has no
mechanism in place to develop medical curricula.

! Ellertson, Charlotte, et al. “Accuracy of assessment of pregnancy duration by women seeking early
abortions.” THE LANCET March 11, 2000: 355: §77-881.

MIF 003867
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ACOG Analysis
Page 3 T

FDA Propgsgf-ﬂ: Prescribing physicians must have admitting privileges
at a hospital within an hour of the offices where the drug is dispensed
or administered.

Privileges at a hospital are not necessary for prescribing mifepristone safely.
The complication rates for mifepristone are very low, with a small number
of patients requiring emergency room care or hospitalization. The April 30%,
1998, New England Journal of Medicine article, “Early Pregnancy
Termination with Mifepristone and Misoprostal in the United States,” states
that only 2% of women using these drugs required hospitalization,
underwent surgical intervention, or received intravenous fluid.” Another
New England Journal of Medicine article states, “This regimen appears to
be as safe as surgical abortion performed under the safest conditions.”

. .-‘!.-l. .

3.

The prescribing physician does not need to be in the emergency roomorto -~
be the admitting physician if a patient requires follow-up emergency care.
Women experiencing miscarriages and spontaneous abortions frequently
require the same services and care and appropriately receive this care at

their physicians’ offices.

The FDA has imposed no similar requirements on drugs that are far more
likely to cause complications requiring emergency care. This requirement
discriminates against physicians in rural areas, and creates a significant
barrier to access for women in these areas.

2 Spitz, M. et al. “Medical termination of pregnancy.” New England Journal of Medicine 1998: 338.
1241-1247.

I Spitz, .M., Bardin, C.W. “Mifepristone (RU486): a modulator of progestin and glucocorticoid action.
New England Journal of Medicine 1993: 329: 404-412.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

00 -+4G T3

Ralph Hale, M.D.

The American College of Obstretricians
and Gyneculogists

P. O. Box 96920

Washington, DC 20090-6920

+

Dear Dr. Hale:

This is in response to your letter of July 24, 2000, to Dr. Henney,
Commissioner of Food and Drugs, regarding mifepristone. Your letter was

Food and Drug Administration
Rockville MD 20887

August 7, 2000

(oA UAL I

-
LR

forwarded to tho Conter for Drug Evaluation and Research for a response. IR

Thank you for sharing the results of your organization’s analysis on the
possible restrictions of mifepristone. These comments are being sent to the
staff responsible for the review of this product for their information.

If we can provide future assistance please do not hesitate to contact us.

Sincerely.

/S/

s, Executive Operations Staff (IIFD-6)
. < Center for Drug Evaluation and Research

MIF 003869
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July 24, 2000

Jane Henney, h@;ﬂ;ﬁ@ommissioner
Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Henney:

The undersigned organizations, representing 340,000 physicians, are very concerned
about restrictions we understand the Food and Drug Administration (FDA) has proposed
for distribution and administration of the drug mifepristone.

We understand that the FDA has proposed at least five restrictions on access to the drug.
These requirements are not based upon scientific facts, do not follow current medical
practice, and impose inappropriate conditions on the practice of medicine.

Wity

L]

We would like the opportunity to meet with you and your staff to discuss this important ;.
issue. It’s imperative that the FDA fully understands the effect that these proposals would
have on the quality of health care. It’s equally imperative that the FDA’s work be based
solely on evidence from the drug’s clinical trials, and be entirely free from any political
influence.

Thank you for your interest in this important issue. We look forward to meeting with you
and your staff at your earliest opportunity to discuss our concerns in greater detail.

Sincerely,

»,
GQaQrQ‘ wt. Kede_n-p - % @4
Ralph Hale, MD - h E. Ratcliffe Anderson, Jr., MD
Executive Vic;.&gsi&ent Executive Vice President
The American College of Obstetricians and American Medical Association
Gynecologists ’

’ﬁ,u‘ﬂ"t
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/? DEPARTMENT OF HEALTH & HUMAN SERVICES

- . - Food and Drug Administrat on
) Rockville MD 20857

- August 11, 2000

Ralph Hale. M.D.

Executive Vice President

The American College of Obstetricians
and Gynecologists

409 12™ Street, S.W.

Washington, D.C. 20024-2188

E. Ratcliffe Anderson, Jr., M.D.
Executive Vice President, CEO
American Medical Association
515 North State Street
Chicago, IL 60610

'.'ooi.o's- '
L]

Dear Drs. Hale and Anderson: - -

.oy
v

Thank you for your letter of July 24 expressing concerns about proposed restrictions for
the distribution and administration of mifepristone and requesting a meeting with me and
my staff to discuss these issues. We also appreciate receiving the copy of your analysis
of possible mifepristone restrictions, and have provrded a copy of it to staff in the Center
for Drug Evaluation and Research.

At my request,

~~—- -~ | tried to contact you to respond to your request to meet. Her
office routinely answers requests of this nature. Unfortunately, she was unable to reach
Dr. Hale by phone, but in an effort to make contact expeditiously, did send an e-mail,
which we hope has been received.

Since you:- request was to meet with me, 1 want to be clear that | frequently meet with
officials from heakth orgamzatxons as well as advocacy groups in various forums to
discuss broad scientific and policy issues that affect the Agency. However, I have made
it a practice not t&meet with outside organizations or their representatives to discuss a
product thatis actively under review by the Agency. I believe this approach safeguards
the integrity of-the product review process the FDA is mandated to conduct and all who
are subsequently affected by the final decision on a product undergoing review.

We recognize that you believe strongly that a meeting is appropriate to present your
views. As mentioned in her e-mail, she and representatives from FDA’s
Office of Women’s Health, are willing to meet and listen to your concerns since they are
not in the product review division. They will not be able to discuss with you any

MIF 003872



specifics umider consideration about mifepristone. These discussions are appropriately
taking place bettvaen the FDA and the sponsor of the new drug application.

We can assure you that the Agency’s decisions on this application, as on all others, will
be made based-enSound science and on whether the products are safe and effective for
the patientsswho will use them.

Thank you for sharing your concerns. I look forward to working with ACOG and AMA
in the future ont important public health issues of mutual interest. -

MIF 003873
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Zleanor Smeal
President

eg Yorkin
Chair of the Board

Katherine Spiilar
Ngtional Coordinator

B Washington D.C. Office
1600 Wilson Boulevard
Suite 801

arlington, VA 22209

703 522 2214

703 5222219 fx

1 West Coast Office
8105 West Third Street
Los Angeles, CA 90048
323 651 0495

323 653 2689 &

Web Site:
htep:/fwww.feminist.org

E-mail:
femmaj@feminist.org
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. FEMINIST MAJORITY FOUNDATION

Working for 'Nomen's Equality

Septemnber 11, 2000

Commissioner Jane Henney
Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, MD 20857

Dear Commissioner Henney,

As a part of our campaign to educate the public about mifepristone and to urge its
approval in the United States, the Feminist Majority Foundation has collected hundreds of
thousands of petitions from concerned citizens who believe that American women should have
access to this medical breakthrough. We would like to share with you two boxes of 5938
petitions urging immediate approval of mifepristone without unnecessary restrictions to give
you a sense of the breadth of support for mifepristone in the American public. These -5
representative petitions have been gathered by mail, by volunteers, and on the internet. )

r

Public support for mifepristone has remained very strong for the past 12 years.
Women and men believe that mifepristone provides women with a safe, effective, private and
early medical method of abortion. They also believe that medication has the capacity to
expand abortion access and curtail the ability of anti-abortion extremists to target abortion
providers. And the public is very excited about mifepristone’s promising indications as a
possible treatment for fibroid tumors, meningioma, ovarian cancer and a number of other
diseases and conditions that primarily affect women. Support for expanding clinical trials on
mifepristone’s non-abortion uses is extremely strong.

We hope that these petitions convey the urgency of public support for mifepristone.
We ask the Food and Drug Administration to immediately approve mifepristone, which the
agency already has found to be safe and effective. Thank you for your consideration.

= —— -»

Sincerely,

—_ S Sm&

Eleanor Smeal
President

"

[
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Eleanor Smeai
President

Peg Yorkin
Choair of the Boord

Katherine Spillar
National Coordinator

B Washington D.C. Office
1600 Wilson Boulevard
Suite 801

Arlington, VA 22209

703 522 2214

703 522 2219 fx

— West Coast Office
8105 West Third Street
Los Angeles, CA 90048
323 651 0495
3236532689 fx

Web Site:
htep:/fwww.feminist.org

E-mait:
femmaj@feminist.org
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im FEMINIST MAJORITY FOUNDATION

: Working for Women's Equality

September 11, 2000

Commissioner Jane Henney
Food and Drug Administration
Parklawn Building

5600 Eishers Lane

Rockvillg, MD 20857

Dear Commissioner Henney,

For the past 12 years, the Feminist Majority Foundation has been leading a public
education campaign to help bring mifepristone to the United States. This campaign has
garnered support from almost every major scientific, medical, and women’s rights
organization. Both women’s rights and scientific communities are elated that this long-
awaited medical breakthrough may soon be approved in the United States, but we are very
concerned about the restrictions that the United States Food and Drug Administration (FDA)
is considering putting on mifepristone distribution.

We know that you already have received letters from the American Medical -
Association, the American Association of Obstetricians and Gynecologists, National Alliance
of Breast Cancer Organizations, American Brain Tumor Association, and the Natjonal Brain -
Tumor Foundation expressing opposition to these unprecedented restrictions. We have
enclosed a list of 56 additional scientific, medical, and women’s rights organizations such as !
the American Nurses Association, Endometriosis Association, National Organization for _ ,
Women, Planned Parenthood Federation of America, American Women’s Medical Cem
Association, and the National Women’s Health Network who have signed the enclosed

resolution expressing grave concerns about these debilitating restrictions.

L 3 R

We believe that unprecedented restrictions limiting which medical providers can
administer mifepristone, putting in place excessive training and certification mandates, and
requiring unnecessary hospital admitting privileges interfere with the practice of medicine,
scientific research. and women’s health care. Allowing only physicians who currently
provide abortion to administer mifepristone will serve only to limit the number of abortion
providers in an era where fear of anti-abortion violence and a steady decline in the number of
residents trained in abortion procedures has created a shortage of abortion providers
nationwide.

Requirements of special certification and training for physicians administering
mifepristone could potentially result in a listing of physicians providing medical abortion,
whiek could in turn expose these providers to anti-abortion violence. Moreover, the
certification requirements under consideration are far more burdensome than for other
medications,

| 4

—==__Abortion providers, like other physicians, generally have collaborative arrangements
with physicians who have privileges at nearby hospitals, thereby eliminating the need fora
requirerhent that any physician administering mifepristone have admitting privileges at a
hospital within one hour of his or her practice. We fear that the enormous expense of
malpractice insurance for hospital treatment and the control of many hospitals by the Catholic
Church will make obtaining hospital privileges extremely difficult for abortion providers,
thereby exacerbating the current shortage of providers.

Finally, we are concerned that such restrictions on mifepristone will have a chilling
effect on the development of the drug’s non-abortion indications. A newly released study



MIF 003877

found that mifepristone may demonstrate efficacy as a treatment for some types of ovarian
cancer. Other trials have found that mifepristone is effective in the treatment of
endometriosis, fibroid tumors. and meningioma. as well as in labor induction. In very low
doses, mifepristone is an effective form of emergency contraception. Furthermore,
mifepristone’s glucocorticoid action may have implications for the treatment of depression,
HIV/AIDS, Alzheimer’s disease and conditions related to clevated cortisol levels. Also,
mifepristone is effective in treating Cushing’s syndrome.

- The data on these non-abortion uses are still preliminary, but the potential is enormous
and demonstrates the compelling need for more and larger mifepristone trials on its many
promising uses. If these debilitating restrictions are imposed, they will serve to jeopardize
further research on the medication’s other potential uses because it could be financially
prohibitive for any company to supply the medication.

We ask that the FDA not place unnecessary restrictions on mifepristone. American
women have already been forced to wait far too long for access to this medical breakthrough.
Placing additional obstacles on its availability would be tragic. Thank you for your
consideration.

Sincerely,

F e SNJ{-

Eleanor Smeal
President

1 TR LI
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SIGNERS OF FEMINIST MAJORITY FOUNDATION
- ORGANIZATIONAL APPEAL TO PRESIDENT CLINTON
AND FDA COMISSIONER HENNEY
URGING APPROVAL OF MIFEPRISTONE WITHOUT UNNECESSARY RESTRICTIONS

American Medical Women'’s Association
American Medicat Student Association

American Nurses Association

American College of Nurse-Midwives

Planned Parenthood Federation of America
National Abortion Rights Action League

National Organization for Women
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Association of Reproductive Health Professionals
Coalition of Labor Union of Women

Center for Reproductive Law and Policy
Endometriosis Association
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National Political Congress of Black Women
Religious Coalition for Reproductive Choice
National Family Planning and Reproductive Health Association
National Women'’s Health Network

Medical Students for Choice

Association for Women in Psychology

Older Women's League

Pro-Choice Resource Center
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Women Organized Against Rape
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The Empowerment Program

Choice USA

Abortion Rights Mobilization

Catholics for a Free Choice

Americans for Religious Liberty

Equal Partners in Faith

Rainbow Light; Cgnter for Women's Spirituality and Social Change
Women's Alliance for Theology Ethics and Ritual
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Americans for Derigcratic Action

American Hurranist Association

Women's International Network

American Humanist Association

Buffalo Womenservices

Boston Women'’s Health Book Collective
California Abortion Rights Action League
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Georgians for Choice

Hawaii State Coalition Against Domestic Violence
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- lowa Coalition Against Domestic Violence
Louisiana Coalition Against Domestic Viclence
Pacific Institute for Women's Health

Pensacola Medical Services, Inc.

Pro-Choice Network of CUNY
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ORGANIZATIONAL APPEAL
TO PRESIDENT CLINTON AND FDA COMMISSIONER HENNEY
ON MIFEPRISTONE |

Caar—

WHEREAS ... Milliofis of women will benefit from the development and dissemination of mifepristone,
which is a safe, effective method of early pregnancy termination and shows promise as a possible treatment
for ovarian cancer, endometriosis, fibroid tumors, meningioma, and some types of breast cancer, and in

assisting labor induction.

WHEREAS ... Mifepristone’s availabilty in the U.S. will make a very early and private abortion option
available to women, increase access to abortion services, reframe the abortion debate, and ultimately, curb

the targeting of physicians and clinics by anti-abortion extremists; and

WHEREAS ... Anti-abortion politics has already brought research on mifepristone to a standstill, and only
when mifepristone wins approval as a method of early abortion will adequate supplies of the medication be

available for development of the drug’s other indications.

WHEREAS ... The FDA is reportedly discussing burdensome restrictions that are unprecedented and
medically unnecessary. Not only would unnecessary restrictions on mifepristone limit access to a safe and
very early form of medical abortion, but it also would mean that mifepristone would remain largely
unavailable for research on its other very important possible uses because it would be almost financiaily

impossible for a company to continue to supply the medication.

oM. 3 ULL Y

THEREFORE BE IT RESOLVED ...
appeals to you to do everything in your power to make sure that mifepristone, which the Clinton

Administration has strongly supported and which has already been deemed safe and effective by the FDA, is
expeditiously approved without unnecessarily limiting restrictions that interfere with women’s health care,
the practice of medicine, and life-saving scientific research.

Officer/Director Title

Organization

Street

City/State/Zip

- — =»

Fax E-mail

Telephone

'\'

Date

PLEASE RETURN THIS APPEAL TO:

EMERGENCY MIFEPRISTONE CAMPAIGN
FEMINIST MAJORITY FOUNDATION
1600 WILSON BLVD., SUITE 801
ARLINGTON, VA 22302

www.feminist.org
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September 22, 2000

Jane Henney, M.D.
Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Henney:

We understand that the Food and Drug Administration (“FDA") is considering a vanety
of restrictions on the distribution and administration of the drug mifepristone. As an
organization committed to women'’s health and reproductive freedom, we write to urge you to
consider the serious health consequences of any restrictions that would curtail access to this drug.

{ots -

A primary promise of mifepristone is its ability to provide access to earlier abortion
options for women who live far from a surgical abortion provider. Restrictions on the drug --
particularly any limitation on who can administer it -- would rob women of mifepristone’s
promise of access to earlier, and therefore in many cases safer, abortions. Moreover, such
restrictions are not necessary, where the FDA has already found mifepristone to be safe and
efficacious.! Considered in the broader context of the provision of reproductive health care in
this country, restrictions that limit who can provide the drug and that thereby reduce access will
disserve, not further, women’s health. Because the FDA’s mandate is to further public health, it
should approve mifepristone without the considered restrictions.

Restrictions on mifepristone that unjustiﬁably limit the number of licensed providers will
serve to deiay abortions to the detriment of women's health. Mifepristone is availeble for
procedures used-besween the earliest point at which a pregnancy can be confirmed and 49 days
(or 7 weeks) of pregnancy, whereas many facilities do not perform surgical abortions until 6 to 8
weeks. In addition, rgany women experience further delay in their attempts to obtain a surgical
abortion. A primary ause of this delay is lack of access to an abortion provider.

The problem of access is pervasive. In 86% of counties in the country, there is no
abortion provider.? South Dakota, for example, has only one abortion provider, leaving women

See Letter from FDA to Population Council (Sept. 18, 1996).

2 Stanley K. Henshaw, Abortion Incidence and Services in the United States, 1995-1996, 30 Fam. Plan. ,)f)
Persp. 263, 266 (1998). A
. o O ;-
Nadine Strossen President Ira Glasser Executive Director Kenneth B. Clark Chair, Nanonal Advisory Council Richard Zacks Treasurer '@ - @
National Headquarters 125 Broad Stieet, MNew York. NY 10004-2400 {212) 549-2500
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to travel hundreds of miles for care.> Women who live far from a provider often have difficulty
arranging the procedure: They face difficulties scheduling an absence from home or work for the
several days such procedures can take, including travel time. They also often have trouble
raising funds for the trip, adding to the delay.® The problems are, of course, greatest for poor
women and women for whom confidentiality is crucial, such as battered women.

Any delay in obtaining an abortion is significant because gestational age is an important
determinant of medical risk. While surgical abortions are extremely safe, the risk of death from
abortion increases approximately 30 percent with each week of gestation from 8 weeks of
pregnancy measured from the woman’s last menstrual period (Imp) to 20 weeks Imp.> The risk
of major medical complications increases approximately 20 percent with each week of gestation
from 7 weeks onward.®

Thus. for example, without mifepristone, a woman located several hundred miles away
from the nearest surgical abortion provider might be unable to obtain an abortion until the 10th
week of pregnancy. If mifepristone were available in her community, she could obtain an earhcr
non- surglcal abortion that would possibly be safer. '

Mifepristone can serve women’s health by increasing the number of abortion prov1ders
and making the procedure available outside the traditional surgical abortion setting. In a reccnt-
survey, 31% of gynecologists who have never performed surglcal abortions or have not
performed them in the past five years stated that they were “very likely” or “*somewhat likely™ t6
prescribe mifepristone if it were available.” The promise is even greater when other physicians
are considered. Thirty-one percent of family practice physicians, 98% of whom do not perform

3 1d. at 267 (Table 5). Not all providers of surgical abortions are obstetrician/gynecologists. Moreover, the

legality of any effort to impose such a requirement, or to otherwise limit the physicians who can provide abortions, is
dubious at best. See Pro-Choice Mississippi v. Thompson, No. 3:96CV596BN, slip op. at 18 (S.D. Miss. Sept. 28,
1996) (preliminarily enjoining regulations requiring physicians providing abortions to have completed an American
Medical Association-approved residency in obstetrical/gynecology). The United States Supreme Court has held that
a physician licensed by the state possesses sufficient qualifications to perform an abortion. See Doe v. Bolton, 410
U.S. 179, 199-200 (1973); Word v. Poelker, 495 F.2d 1349, 1352 (8th Cir. 1974) (“We are referred to no other
single surgical procedure where doctors are required to ‘prove up’ their overall fitness as they are here.); Mahoning
Women’s Cir. v. Hunter, 610 F.2d 456, 460 (6th Cir. 1979) (holding that the city may not define the term
“physician” to mean mqre than “a physician currently licensed by the State™) (quoting Roe v. Wade, 410 U.S. 113,
165 (1973))). vacared and remanded on other grounds, 447 U.S. 918 (1980).

4 See Ada Torres & Jaqueline Darroch Forrest, Why Do Women Have Abortions, 20 Fam. Plan. Persp. 169,
174 (1988).

——cae_

3 See Herschel- W. Lawson et al., Abortion Mortality, United States, 1972 through 1987, 171 Am. J. Qbstet.

& Gynecol. 1365, 1367 (Table II) (1994).
6 Christopher Tietze & Stanley K. Henshaw, Induced Abortion: A World Review 1986, at 103 (The Alan
Guttmacher Institute, 6th ed. 1986).

7 The Henry J. Kaiser Family Foundation, A National Survey, Views of Women’s Health Care Providers on

Abortion: An Update on Mifepristone 2 (2000) <<http://www.kff.org/content/2000/20000613a/Toplines.PDF>.
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surgical abortions, similarly indicated that they were “very” or “somewhat” likely to prescribe
mifepristone.® )

Moreover, some women may prefer a non-surgical abortion and may be motivated to seek
care earlier if such an option were available. The fact that mifepristone is available only in the
first few weeks of prégnancy is part of the publicity surrounding the drug. In contrast, many
women are unaware of the fact that surgical abortions are safer if performed earlier in pregnancy.
Thus, wide access to mifepristone may steer women away from later, and potentially riskier
surgical abortion procedures.

In approving mifepristone, the FDA should not focus narrowly on what may, in a perfect
world, be the ideal conditions for a single administration of the drug. Rather, as an agency
dedicated to protecting public health, the FDA should also consider the health advantages of
increased access to earlier and safer abortion options. Any restrictions by the FDA limiting those
who may prescribe mifepristone would dramatically decrease its availability and would thus rob
women of one of the drug’s major health benefits. We urge you to consider the broad health
implications of any such restrictions.

Sincerely,

,félcuﬁ é/.\o%wcfﬂca» i

Director, Washington National Office

Catherine Weiss
Director, Reproductive Freedom Project

Wi’y -

vy

Q\_

8 Id. at 2-3.
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-/(: DEPARTMENT OF HEALTH & HUMAN SERVICES

"h

Food and Drug Administration
Rockville MD 20857

i, October 4, 2000

Ms. Laura Murphy

Ms. Catherine Weiss
Washington National Office
American Civil Liberties Union
122 Maryland Avenue, NE
Washington, D.C. 20002

Dear Ms. Murphy and Ms. Weiss:

This is in response to your letter of September 22, in which you voice support for the
approval of mifepristone without unnecessary restrictions. As I am sure you are aware,
FDA approved this non-surgical alternative on September 28. 1 am enclosing a copy of a
press release announcing the approval. For more detailed information on the approval,
please review our website, which may be found online at:
http://www.fda.gov/cder/drug/infopage/mifepristone/

K TR T

Bl

Sincerely,

{an_ (. %
Jane E. Heliney, M.D.

Commissioner of Food and Prugs

Enclosure
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HHS NEWS

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

P0O0-19 o FOOD AND DRUG ADMINISTRATION

September 28, 2000 Print Media: 301-827-6250

FOR IMMEDIATE RELEASE Broadcast Media: 301-827-3434
) Consumer Inquiries: 888-INFO-FDA

FDA APPROVES MIFEPRISTONE
FOR THE TERMINATION OF EARLY PREGNANCY

The Food and Drug Administration today approved
mifepristone (trade name Mifeprex) for the termination of
early pregnancy, defined as 49 days or less, counting'froh
the beginning of the last menstrual period.

Under the approved treatment regimen, a woman first
takes 600 milligrams of mifepristone (three 200 milligram
pills) by mouth. Two days later, she takes 400 micrograms
(two Z00-microgram pills) of misoprostol, a prostaglandin.
Women will return for a follow-up visit approximately 14
days after taking mifepristone to determine whether the
pregnancy has been terminated.

Because'of.the importance of adhering to this
treatment regfmen, each woman receiving mifepristone will
be givenf:Lﬁedication Guide that clearly explains th to

take the drug, who should avoid taking it, and what side

-More-

ATTENTION TV BROADCASTERS: Please use open caption for the hearing impaired.
FDA ON THE INTERNET: http://www.tda.gov/
MIF 003886
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Page 2, P00-19, Mifepristone
effects can occur.

“The approval of mifepristone is the result of thé
FDA’s carefﬁi evaluation of the scientific evidence related
to the safe and effective use of this drug,” said Jane E.
.Henney, M.D., Commissioner of Food and Drugs. “The FDA’s
review and approval of this drug has adhered strictly to
our legal mandate and mission as a science-based public
health regulatory agency.”

FDA based its approval of mifepristone on data from
clinical trials in the United States and France.

The labeling for mifepristone emphasizes that most
women using the product will experience some side effects,
primarily cramping and bleeding. Bleeding and spotting
typically last for between 9 and 16 days. In about one of
100 women, bleeding can be so heavy that a surgical
procedure will be required to sﬁop the bleeding.

The drug’s labeling also warns that it should not be

used in-wemen with the following conditions:

e Confirmed or suspected ectopic (“tubal”) pregnancies
4

————l

e Intrauterine device (IUD) in place

¢ Chronic failure of the adrenal glands

-More~

MIF 003887
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Page 3, P00-19, Mifepristone
e Current long-term therapy with corticcsteroids

e History of allergy to mifepristone, misoprostol or ofher
prostaglzﬁdiys
e Bleeding disorders orzcurrent anticoagulant (blood-
thinning) therapy.
Under the terms of the approval, mifepristone will be
distributed to physicians who can accurately determine the

duration of a patient’s pregnancy and detect an ectopic (or

tubal) pregnancy. Physicians who prescribe mifepristone

L 3 PR S

must also be able to provide surgical intervention in cases
of incomplete abortion or severe bleeding -- or they must i
have made plans in advance to provide such care through
others.

- To gather additional data about the use of

mifepristone, the Population Copncil (sponsor of the

product) has made a commitment to conduct postmarketing
studies. These include a study comparing patient outcomes_
among physilians who refer their patients needing surgical

interventiong'compared to those who perform surgical

——lE

- —

procedures themselves; an audit of prescribers that will
examine whether patients and their physicians are signing
the patient agreement and placing it in the patient’s

-More-
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Page 4, P00-19, Mifepristone
medical trecord, as required; and a system for surveillance,
reporting and trackiﬁg rare ongoing pregnancies after
treatment wifg mifepristone in the U.S.

Mifepristoﬁe, which was developed by a French
pharmaceutical firm, was first approved for use in France
in 1988. Since then, more than 620,000 European women have
taken mifepristone in combination with a prostaglandin to
terminate pregnancy. The drug has also been approved in
the United Kingdom, Sweden, and other countries. ‘

Mifepristone will be distributed in the U.S. by Danco
Laboratories, LLC, New York, N.Y.

More detailed information about this product is

available on FDA’s website at

http://www.fda.gov/cder/drug/infcpage/mifepristone/

#i44

MIF 003889

ety

R



American Academy of Family Physicians
2021 Massachusetts Avenue, N.W., Washingtan, 1)C 20036-1011

September 25, 2900

Jane Henney, MD
Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Henney,

On behalf of the 89,400 member American Academy of Family Physicians, | am

writing to express our concern about proposed restrictions we understand the agency
is considering for the drug mifepristone.

in particular, we are concerned that the proposed limits around dlstribution and
administration of the drug may affect not only access to the madication for patients,
but negatively impact family physicians’ ability to prescribe the drug. Spacitically, we
are concerned about any restrictions that would limit the scope of practice of family
physicians, which is regulated by each state. For example, we tinderstand that the
agency may propose restricting the distribution of mifepristone to physicians trained
and authorized by law to provide surglcal abortion. We belleve that any attempt by
the agency to regulate medical practics in this area would ba inappropriate.

The Academy would appraciate the opportunity to meet with you to discuss the
proposed restrictions. Thank you in advance for your attention to this important
issus. We look forward to hearing from you.

Sincersly,
nny R, Copeland, MD
Board Chair
.
=)
T
ec- 5%

President
Bruce Bagisv, MD
Albany, Neur Yark

President-elect
Richard Roberis, MD, ID
Mndison, Wisconsin

Board Chair
Linny R. Copsjsnd, MD
Alary. Georgia

Speaker
Michael Fleming, MD
Shreveport, Lotstana

Vice Speaker
Casolyn C. Lopez. MD
Chicago, llinois

Exetcuitive Vice President
Robort Graham, MD
Karnwes City, Mizvourt

Dirertors
Chasles E, Driscoll, MD
Lynchbury, virgtnia

" Deborwh 3. Haynes, MD

Wichlra, Kansas
Warten A Jomze, MD
{Unlfogmed Servicos)
Hunetidu, Hewalt
Ross ’Bluck 11, MD
Cuyerhtya Palls, Ohio
tames T, Mortin, MD
San intonin, Texn:

jerry P. Rogors, MD
Moorheud. Minnesota

* Koria L Birkholz, MD

Givndals, Arizone

Buro: Dibble, MD
Kingstan, New Rarnpshire
Danicl ). Van Durme. MD
Tampa. Florida

Davld Meyers, MD
{Rnzident Member}
Washington, 2.C

. Marguerite Rose Dusne

{Swudeny Member)
Stony Brook, New York

(8438) 794-7481

(202; 232-9033

Fax: (202) 232-9044
E-rnail: capitol@aafp.«
http://www.aafp.org
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-/é DEPARTMENT OF HEALTH & HUMAN SERVICES

_ . — Food and Drug Administration
: Rockville MD 20857

- October 12, 2000

Lanny R. Copeland, M.D.

Chairman

American Academy of Family Physicians
2021 Massachusetts Avenue, NW
Washington, D.C. 20036-1011

Dear Dr. Copeland:

This is in response to your letter of September 25, which expressed your concerns about
restrictions for mifepristone. As you are aware, FDA approved this product on September
28. In addition, I understand that the American Academy of Family Physicians (AAFP)
was faxed information on this approval at the time it was publicly announced.

e

Your letter also included a request to meet and discuss the terms of the mifepristone
approval. Please understand that I have made it a practice to not meet with outside
organizations or their representatives to discuss specific products. I believe that this
approach safeguards the integrity of the review process and all who may subsequently be
affected by the final review decision. I do, however, frequently meet with officials from

health organizations and advocacy groups to discuss broad scientific and public health
issues.

. W

I assure you that the Agency’s decision on this application, as on all others, was based on
sound science and the best available medical judgement. I look forward to working with
AAFP in the future on important issues of mutual interest.

Sincerely,

. o

ane E. Henney, M.D.
ommissioner of Food and Iﬁ

!\.
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PUBLIC ADVOCATE FOR THE CITY OF NEW YORK

- -

MARK GREEN

Public Advocate

September 22, 2000

Jane Henney, M.D.

Commissioner of Food and Drugs
U.S. Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Re: RU-486

Dear Dr. Henney:

Earlier this week Planned Parenthood of New York City, NARAL-New York, the
Access Project and Physicians for Reproductive Health and Choice joined me in
convening a public hearing in New York City on pending action by the Food and Drug
Administration on mifepristone, also known as RU-486.

Allowing New York women access to this safe and effective drug has been a
priority of mine for a nearly a decade. As NYC Consumer Affairs Commissioner in the
early 1990s, I worked closely with then Mayor David N. Dinkins to bring RU-486 to the
United States. We convened roundtable discussions with reproductive and medical
experts and religious leaders. We created a coalition of two dozen pro-choice mayors
from around the country who together urged the president of the French company that
controlied the patent on the drug to allow it to be exported here for testing. The coalition
also wrote to then President George Bush urging him to take the drug off the import black
list. We were uxﬁixccessful until the first month of President Clinton’s presidency, when
he persuaded the French manufacturer to transfer its patent so clinical trials in the U.S.
could begin.

So I was pleased this summer to hear that this non-surgical option might soon be
available to American women considering having an abortion — and also concerned about
the restrictions on access to RU-486 that the FDA is said to be considering. We called
the hearing to explore whether these restrictions were medically necessary and whether
they would have unintended effects that could hurt rather than help women. We heard

1 CENTRE STREET NEW YORK, NY 10007  TEL: (212) 669-7200  FAX: (212) 669-4701
mgreen@pubadvocate.nyc.gov TTY: (212) 669-7438
MIF 003893
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Page Two .
Jane Henney, M.D.
September 22, 2000

e

that the restrictions are not necessary, go far beyond the restrictions that apply to other
drugs, and seriously undercut the main benefits of RU-486: wide accessibility of abortion
and privacy.

As you approach the deadline for final action, I hope you will consider the
enclosed summary and full testimony from our hearing on RU-486. 1am pleased to
submit it on behalf of the hearing panel made up of Jo Ivey Boufford, M.D., Dean of the
Robert F. Wagner School of Public Service at New York University; Allan Rosenfield,
M.D., Dean of the Mailman School of Public Health at Columbia University; Victor W.
Sidel, M..D.. President of the Public Health Association of New York City; and me. .

&

Given that the FDA deemed RU-486 “safe and effective” four years ago and it has
been used widely abroad, it is past time for the FDA to approve RU-486. RU-486 should
be treated like any other drug. Once it’s approved for use, any physician should be able
to prescribe it when he or she judges it medically appropriate. Afterall, doctors are not
required to be heart surgeons in order to prescribe cholesterol-reducing medication.

RU-486 can help put reproductive choice where it belongs — in the hands of
women and their doctors. Please do not allow ideology to supplant science.

Sincerely,

Mark Green

— —— r— -»

cc: Donna E_Shalala
Sarah KoVner

MIF 003894
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Public Hearing Report

SR U

RU-486: The Impact of Proposed
Restrictions on Its Use and Distribution

— - | Mark Green
Public Advocate for the City of New York

September 19, 2000
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Public Hearing Summary:

-~ The Impact of Possible FDA Restrictions
.On the Distribution and Use of RU-486

Convened by Mark Green
Public Advocate for New York City

September 19, 2000
City Hall, New York City

Introduction

On September 19, 2000, New York City Public Advocate Mark Green convened & '

public hearing on the current status and future of the abortion pill mifepristone, more

commonly known as RU-486.

Press and other reports suggest that RU-486 is on the verge of approval for use in
the United States with potentially onerous, unprecedentea restrictions imposed on its
availability. The hearing was called to allow the leading medical and legal experts in the
City and State of New York to go on the record regarding the safety, efficacy and
availability of RU-486.

Tln‘testirrlony from the hearing demonstrates that: RU-486 is safe and effective;
the need for RU-486 hasnot diminished since a decade ago when public health officials
and abortion providers began trying to secure its approval and marketing rights in the

U.S; a variety of health care professionals are qualified to provide medical abortion; and

~1-
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increased anti-abortion activity and clinic violence make this not just a safe and early

option for women, but vital to ensuring women'’s constitutional right to abortion.

S -

Twelve medical and legal experts testified before a hearing panel made up of
NYC Public Advocate Mark Green; Jo Ivey Boufford, M.D., Dean of the Robert F.
Wagner Graduate School of Public Service at New York University; Allan Rosenfield,
M.D., Dean of the Mailman School of Public Health at Columbia University; and Victor
Sidel, M.D. Distinguished University Professor of Social Medicine at Montefiore
Medical Center and Albert Einstein College of Medicine and President of the Public

Health Association of New York City.

L 2 IN1Y

. -,
'

This document summarizes the testimony presented at the hearing.

Sa I s: the Sa and Efficacy o -4

Eric Schaff, M.D., University of Rochester’s Mifepristone Trials

Linda Prime, M.D., Family Practitioner and Planned Parenthood Abortion Provider
Carolyn Westhelf, M.D., Columbia College of Physicians and Surgeons, and the
Mailman School of Public Health

Laura Maclsaac, M.D., Albert Einstein College of Medicine

MIF 003897



The medical experts on the panel testified that there is vast and compelling
evidence that RU-486 is both safe and effective as an abortifacient and that New York
women who have used mifepristone are very satisfied with the experience and results. In
addition to the half a million European women who have used the drug, rigorous clinical
trials have been conducted in the U.S. These trials led the FDA to pronounce

mifepristone safe and effective in March of 1996 and again in February of 2000.

Dr. Eric Schaff testified that since 1996 he has participated in six multi-center

U.S. clinical trials of the mifepristone-misobrostal drug combination to terminate the

L 11

pregnancies of more than 6,600 women. The trials found the two-drug intervention to be

effective approximately 95% of the time when administered early in the pregnancy. Over
90% of the women in the trials found the procedure acceptable and would choose this
method again if they were pregnant. Side effects from the drugs were common, but were

acceptable to women.

New York women’s experience tracks national statistics: 96% of women who
were past of thg U.S. clinical trials said they would recommend it to others and more than

90% said they wguld choose it again if necessary (Archives of Family Medicine, 1998).

| 4

——

Dr. Linda Prine addressed the proposed FDA restriction that would require that
only doctors trained to perform surgical abortions be allowed to provide medical

abortions for reasons of “safety.” Dr. Prine is a family physician and also a surgical

-~3-
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abortion provider at Planned Parenthood of New York City, and spoke from experience.
Family practitioners often initiate treatment for patients who in the end may need more
specialized care: For example, a family physician may prescribe medication for a patient
with heart pain. If more extensive treatment, such as surgery is needed later, the family
practitioner refers the patient to a cardiac surgeon. Family practitioners deliver babies
but may not be trained to perform caesarean sections; if a caesarian is necessary, the
doctor would make a referral to an obstetrician/gynecologist. Knowing when to refer a
patient to a specialist is a standard part of a family practitioner’s medical training and
routine. Medical abortion would be no different. Said Dr. Prine: “If the proposed
requirement that medical abortion providers be trained in surgical abortion were appﬁed .
to other areas of medicine, a primary care doctor would not be able to treat a patient for

heart pain with medication or deliver a baby.”

Dr. Car(i)lyn Westhoff, Medical Director of New York Presbyterian Hospitals
family planning and abortion services , has worked closely with Dr. Schaff throughout
the clinical trials and agreed with his testimoﬁy. She rarely encounters emergencies with
either medical or surgical abortion patients and believes that the rate of complications is
very similax with either method of abortion. An additional study at her clinic of patient
satisfaction with both surgical and medical abortion investigated how patients felt
physica]ff,“‘em‘bti'onally and psychologically both before they underwent the abortion and
several weeks -to a month following. The results were similar for both abortion
techniques. Medical and surgical abortion patients showed equal improvement
immediately after and a month after abortions. “Therefore”, said Dr. Westhoff, “T think
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it is very important thag we should all accept mifepristone as a great option for women to

have as soon as possible.”
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Dr. Laura Maclsaac, an obstetrician/gynecologist in private practice, director of |
faxni1y planning and abortion services at Albert Einstein College of Medicine and former
medical director at Planned Parenthood of New York City, gave her perspective as a busy
clinician performing the full range of obstetrician/gynecologist services but being

particularly well educated and skilled in the provision of abortion services.

One of Dr. Maclsaac’s main concerns is that if the restrictions on mifepristone -
become unwieldy the entire benefit of giving her female patients the chance to make
abortion choices early will be removed, at the risk of patient safety. The longer a woman
waits to obtain an abortion, the higher the morbidity associated with the procedure. Dr.
Maclsaac concluded: “The availability of mifepristone will change the whble dialogue
about fertility awareness for the general obstetrician/gynecologist physician and her

patients by encouraging women to make their. pregnancy decisions early and by that

virtue in itself, far safer than anything we do now.”
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