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DEPARTMENT OF HEALTH h HUMAN SERVICES ctilrf of StaH 

Wathington. D.C 20201 

OCT 2 6 I99d 

MEMORANDUM FOR CAROL RASCO 

From: Kevin Thurtn 

Re: Population Council Clinical Trials of RU-486 

We have been notified by the Population Counci I r.hat it plans to 
announce tomorx-ow, Thursday, October 27, Lhat the clinical trials 
of RU-486 as an abortifacient have begun in the U.S. Attached is 
a summary of the announcement and associated issues. 

There is no Departmental role in the press conference other than 
the reference by the Population Council to the Investigational 
New Drug approval from FDA. Please call mt; i r you have any 
questions. 
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update on Medical Abortion 

On Thursday, October 27, 1994, in New York City, the 
Topulation Council w i l l hold a news conference to auxiouiice that 
c l i n i c a l t r i a l s of the abortifacient mifepristone (known in Europe 
AH RU-486) have bequn in the United States. The clinical t r i a l s 
became possible after the Department of Health and Human Services 
earlier this year helped arrange a transfer of the rt-rug'o patent 
rights to the Population Council, a nonprofit research organization 
involved in reproductive health and population ia&ues. The 
c l i n i c a l t r i a l s w i l l be conduetaH under a p r o t o c o l which has bean 
reviewed and approved by the FDA. 

Th«? c l i n i c a l t r i a l s are deoignod t o dotormina tho o a f c t y , 
effectiveness, acceptability, and f e a s i b i l i t y of using mifepristone 
and prostaglandin to induce a medical abortion. Mifepristone works 
t o i n t ^ r m p t an <aar1y pregnancy, and the prootaglandin -- whioh i o 
administered 48 hours later causes the uterus to contract and 
expels the f e r t i l i z e d egg. 

The combination of mifepristone and prostaglandin w i l l be 
tested i n 2100 American women over the age of 18 at more than a 
dozen s i t e s around the United States. C l i n i c s w«re selected <JII the 
basis of their a b i l i t y to provide experienceri scientific 
investigators and high quality abortion servicea. Trial locations 
include hospital-based c l i n i c s , Piaimed PaiuuUiood and f e m i n i s t 
health center f a c i l i t i e s , and free-standing abortion clinics. 

Th« PopuluLiou Cwuntril does not intend to identify the t r i a l 
sites, but individual clinics and women may choose to identify 
themselves. 

Mifepristone in combination with a prostaglandin is approved 
for use in France, the United Kingdom, and Sweden. I t has been 
used i n more than 150,000 women in those countries. 

As part of an agreement reached last year with Roussel-Uclaf, 
the Population Council is conducting the U.S. clinical t r i a l s of 
mifepristone and has agreed to find a manufacturer for the drug. 
The Population Council has also announced i t s intention to seek 
marketing approval from the PDA for mifepristone. 

Other Medical Treatments 

In a related matter, there has been considerable publicity 
recently of another method of medical abortion. The anti­
metabolite drug methotrexate is being clinically teotcd, in 
combination with a prostaglandin, as an abortifacient by Dr. 
Mitchell Creinin and hio colleagues under FDA-approved protocols at 
three sites around the U.S. Last week Dr. Creinin published the 
results of his most recent study of this drug in the Jonmal of hhB 

American Medical Assoc^Hon. * 
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Although the preliminary results are somewhat promising, this 
combination has only been studied in approximately 40 women. The 
very limited data to date suggest that this regimen ic 
significantly less effective than the mifepristone-prostaglandin 
combination that is being tested in the Pypulaliun Council clinical 
Lxials. Dr. Creinin and his colleagues have urged physicians not 
to use this experimental treatment outside of clinical trials. 

In the meantime, Dr. Richard Hausknccht, a New York City 
obatetrician-gynecologist. has been promoting and using the 
methotrexate-prostaglandin combinaLiou in his own privaLe practice. 
Dr. Hausknecht has granted extensive interviewo with major national 
nawapapers and television programs, and he has distributed detailed 
information about his use uf these drugs to thirty or forty 
physicians around the U.S. 

Although the FDA encourages research into medical alternatives 
to surgical abortion, the agency has told Dr. Hausknecht of its 
regulatory rerpnrpnipnt that his study he carriftd out only under 
FDA-approved clinical trials. The FDA regards the methotrexate-
prostaglandin combination ao experimental and has urged women not 
to allow this romhination to be used for pregnancy termination 
unless the research is beinq carried out in an FDA-approved 
clinical t r i a l . 

FDA is concerned that women understand that this drug regimen 
is experimental -- not a proven treatment. FDA also believes that 
women deserve the assurance f.hah any c l i n i c a l research on f.hi* drug 
combination has been scrutinized by an Inslilulioiutl Review Board, 
which concerns itself with ethical ioouca in clinical trials. 

The FDA and the Department of Health and Human Services will 
continue to support research into medical alternatives to surgical 
abortion. The sLudy of mifepristone and prostaglandin being 
carried out by the Population Council has been properly designed, 
and the FDA is confident that women participating in i t will 
understand that they are undergoing an experimental procedure. FDA 
can offer no such assurances about Dr. Hausknecht's treatment 
regimen using methotrexate and prostaglandin. 
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ThC Population COUnCll one m HannnaraklolC Ptaxa. Mew ft*. New Yort 10017 

mtemm or Mtrpret CaavCBrtton, Prmtamt of dw Fopnladan ODUOCII 
Medb BrkOng - MUepristonc Clinical Trials* 

October 27,1994 

The Populadon Coandl UUOOOOBS today that diaic&l trials of aufcpriatone-fonnarly called RU 
486-ixo uoto way in the United States. The trials will involve 2100 women at over a dozen 
•toa around tho country. Enrollmeat of women volunteers has already started The goal is to 
tost the safety, efficacy, acceptability, and accessibiUty of nonjurgical medical abordon, leading 
to aa application fbr FDA approval for ooaifceting. We axe making this announcanssni-whlch 
is onusoal for a clinical trial and not aometfring the Coundl routinely does-tecauK of die 
enonnous amount of media intemt in an aspects of this project and became we want the method 
to he described in a balanced and sdeodflc manner. 

We will not identify the location! of the studies, to protect the security of the clinics and the 
oonfideadality of the women who will volunteer for these triala. Individual clinics and wgrnea 
may choose to identify tbeoselves and talk about their experiooces. In selecting the dimes, die 
Population Council looked for insdtutions that could provide scientific investigaiora with 
experieocc in conducting clinical trials or the ability to work under trial conditions and staff 
experienced in providing high quality abortion services. Each potential clinic was inspected by 
Coundl motdton. We also attempted to vary the type of facility, geographic location, and 
cKcnxele. We made our selection from a large poup of outstanding clinics. 

At tho recent population conference in Cairo, the international community strongly aflinned that 
unsafe abortion is a major public health concern and that unwanted pregnancies should be 
prevented through expanded and improved family planning serviwi. This is the Population 
CouncU's position as well We are a it search organization. We do not promote the use of 
abortion; we promote the use of connception. Wc do not lobby for specific legislation and we 
are not abortion advocates. Our program supports: prevention of unwanted pregnancy through 
development and promotion of new safe, effective controceptives; prevention of unsafe abortion, 
which is responsible for thousands of maternal deaths and iUnessee, particularly in developing 
countries; and, because abortion exists and is legal, development of alternative safe tnethoda. 

We believe mifepristone is an important scientific advance in women's reproductive heal* car* 
Mifepristone has been shown in numerous studies to be safe and effective for early medical 
ehortion Over 150.000 women have used the drug safely in Europe: over 32.000 French wumcn 
have used the same combination of mifepristone and prosiagtandin that is being used in the U.S. 
We believe this will provide an equally safe alternative to surgical abortion that wvnen can use 
in the earliest weeks of a pregnancy. Women who hove used this rtpmen report it i» similar to 
a natural miscarriage. ^ 

Medical abortion eventually will increase women's access to abonlon services and give them 
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privacy in Trmlring their Teproductive health dedsiou. Wooes wOl be able to obtain medical 
ibonion at docion'offices, to of inti*^ Wc believe mifepriitone 
will not lead to an inotased number of abortions-it hain't in France, where it has been available 
since 1989-but it will expand women's options. 

American women urgently need better aceen to effective contraceptive tnethoda to pavcat 
unintended pregnancy. But when a woman does face a crisis pregnancy, the must have access 
to all medically safe opdoni. The Population Council believes mifepristone can significantly 
expand women's reproductive choices. 

•Mrs. GstUy-Cariaon is oot of the couany. The atsteaent was read for her by Sandra Aneid. Vioe Mtitnl for 
Corpcrws Afbbs of the Population CocncU. 
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T H E W H I T E H O U S E 

W A S H I N G T O N 

May 11, 1994 

MEMORANDUM FOR MACK MCLARTY 
PHIL LADER 
HAROLD ICKES 
LEON PANETTA 
GEORGE STEPHANOPOULOS 
DAVID GERGEN 
JOEL KLEIN 
BILL GALSTON 

FROM: Carol H. Rasco 

SUBJECT: RU-486 

Attached, having just arrived at 5:00 p.m., I s the memo requested 
of HHS following the briefing in my office this morning on RU-
486. As I have shared with most of you and/or your 
representative, we need to a l l read this tonight and discuss i t 
briefly among ourselves at the conclusion of the 8:00 a.m. 
meeting tomorrow (Thursday). 

I can be reached by beeper after 8:30 p.m. tonight i f we need to 
talk prior to the morning meeting. 

Thank you. 

Note to Harold: Jennifer Klein attended the briefing for Health 
Reform Team at the request of Greg Lawler. 
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TO: Carol Rasco 

FROM: Kevin Thurm ' 

SUBJECT: RU 486 

Background 

Roussel Uclaf, a French subsidiary of the German company, 
Hoechst, holds two United States patents f o r i t s product, RU 486, 
which has abor t i f a c i e n t and p o t e n t i a l l y scores of other medical 
uses. The French company has engaged the Population Council, a 
n o t - f o r - p r o f i t organization, i n over 14 months of negotiations 
designed t o transfer Roussel Uclaf's United States patent r i g h t s 
to the Population Council which would then take steps t o bring RU 
486 to market i n t h i s country. Those negotiations are on-going. 

On May 9, 1994, Roussel Uclaf wrote a l e t t e r t o Secretary Shalala 
s t a t i n g the company's wish, instead, to o f f e r the RU 486 United 
States patent r i g h t s to the American government insofar as the 
abort i f a c i e n t and other gynecological uses are concerned. The 
company proposes v o l u n t a r i l y to assign i t s patent r i g h t s , as so 
li m i t e d , to the government free of charge, asking nothing i n 
return. 

Were the government w i l l i n g to accept the " g i f t " o f f e r , 
negotiations with the Population Council would be discontinued, 
and the patents, as so delimited, would be made available f o r 
assignment t o the United States. 

A l t e r n a t i v e l y , Roussel Uclaf has advised that should i t s 
b i l a t e r a l negotiations with the n o t - f o r - p r o f i t be resolved, the 
deal cannot be f i n a l l y closed unless and u n t i l the President of 
the United States writes a l e t t e r to the French company asking, 
on behalf of the women i n America, that the patents be assigned 
to a non-profit e n t i t y i n t h i s country. 

Roussel Uclaf strongly favors the g i f t t o the government 
arrangement. Your advisors strongly favor the b i l a t e r a l 
arrangement and have taken steps consistently and f i r m l y to so 
i n s i s t . 

Issues for Decision 

One: Whether the President i s w i l l i n g to write a 
l e t t e r to the manufacturer of RU 486 asking that the United 
States patents f o r that product be assigned t o a n o t - f o r - p r o f i t 
e n t i t y i n t h i s country. A suitable l e t t e r might read as follows: 

I t i s important f o r the health of women i n 
the United States that they have access t o 
the widest possible range of safe and 
ef f e c t i v e medical treatments. I n support of 



that goal, i n January 1993, I asked the 
Secretary of Health and Human Services t o 
promote the t e s t i n g and licensing of 
mifepristone [RU 486] and other 
antiprogestins i n the United States. 

To permit the appropriate t e s t i n g , 
development and d i s t r i b u t i o n of RU 486 i n the 
United States, I ask that your company give 
i t s mifepristone patent r i g h t s i n the United 
States to a non-profit organization that 
would take a l l necessary steps to f i l e a new 
drug application with the Food and Drug 
Administration [FDA], so that the FDA can 
determine whether the drug i s safe and 
e f f e c t i v e f o r use i n the United States. 

Two: I f the b i l a t e r a l negotiations between Roussel 
Uclaf and the n o t - f o r - p r o f i t e n t i t y f a i l , and the only option 
then currently on the table i s the g i f t o f f e r , i s the government 
of the United States w i l l i n g , and i f so, under what conditions, 
to accept the o f f e r of the patent r i g h t s f o r RU 486? 

Three: I f the government i s not w i l l i n g to accept the 
o f f e r of the patent r i g h t s , on what i s that decision t o decline 
based, and how w i l l i t be communicated to the American people? 

* * * * * * * * * * * * * * 

The following tabs set f o r t h discussion of the various factors 
that may be brought to bear on the decision-making: 

Tab l : History and background of RU 486 i n t h i s 
Administration 

Tab 2: Legal issues 
Tab 3: Bringing RU 486 to market [timing, available 

e n t i t i e s , administrative hurdles] 
Tab 4: P o l i t i c a l considerations 
Tab 5: Press strategies and concerns 

The following documents are attached f o r your reference; 

Exhibit l : The President's Memorandum of January 22, 
1993 

Exhibit 2: Roussel Uclaf's May 9, 1994 l e t t e r t o 
Secretary Shalala attaching a d r a f t 
o f f e r of the g i f t 

Exhibit 3: Roussel Uclaf•s d r a f t l e t t e r to the 
President 

Exhibit 4: Minutes i n French and t r a n s l a t i o n of the 
A p r i l 26, 1994 Roussel Uclaf board 
meeting s e t t i n g out the need f o r a 
l e t t e r from the President 



BACKGROUND 

Roussel Uclaf, a French subsidiary of the German company, Hoechst, 
holds two United States patents for i t s product RU 486, which has 
abortifacient and various other medical uses. The patents w i l l 
expire i n the years 2 000 and 2001. Hoechst, the parent company, i s 
co-owned by the Celanese Corporation, whose d i r e c t or i n d i r e c t 
product lines include Nike sneakers and seat b e l t s ; the company 
does about $8 b i l l i o n worth of business per year i n the United 
States. 

On January 22, 1993, the President directed the Secretary to 
"assess i n i t i a t i v e s by which the Department of Health and Human 
Services can promote the t e s t i n g , licensing, and manufacturing i n 
the United States of RU 486 or other antiprogestine" (Exhibit 1). 
Within the month, the FDA, through Commissioner David Kessler, 
requested both Roussel Uclaf and Hoechst to expedite the process 
and met with representatives of Roussel to discuss : issues. In 
March 1993, Secretary Shalala wrote to the president of Hoechst 
urging him to eliminate a l l corporate b a r r i e r s to introduction of 
RU 486 i n the United States. 

Roussel Uclaf i d e n t i f i e d the Population Council, a non-profit 
organization based i n New York, as the most l i k e l y vehicle through 
which to produce, d i s t r i b u t e and t e s t RU 486; the two parties have 
a 1982 contract which gives the Population Council some lim i t e d 
r i g h t s to license Roussel Uclaf product i n t h i s country. 

Over the past fourteen months, the two parties have conducted on-
again/off-again negotiations over a d i s t r i b u t i o n scheme, l i a b i l i t y 
insurance (product and damage to property), and insurance for lo s t 
p r o f i t s due to economic boycotts of non-related products. During 
these t a l k s , Roussel, i n addition to the three main issues, 
occasionally raised subsidiary matters; these bumps i n the road 
served to delay the negotiations (some believe t h a t Roussel was i n 
a holding pattern i n a n t i c i p a t i o n of corporate leadership changes 
i n January and A p r i l of t h i s year). In several newspaper stories 
on t h i s issue during t h i s period, representatives of the two 
parties have been quoted saying they expected a deal shortly. 
Obviously t h i s has yet t o materialize. 

Last f a l l , lawyers representing Roussel Uclaf met with HHS 
o f f i c i a l s to discuss ways the federal government might help the 
negotiations. Over a series of meetings, the corporation's lawyers 
presented a variety of requests, including whether the 
Administration would seek l e g i s l a t i o n indemnifying Roussel for a l l 
potential damages or would seize the patents. HHS o f f i c i a l s 
repeatedly t o l d Roussel's lawyers that neither was a p o s s i b i l i t y , 
and that the deal should be done through the private parties. 

On A p r i l 14, 1994, the Secretary, along with other HHS o f f i c i a l s , 
met with representatives of the two parties, including Professor 



Ernst Afting (current CEO of Roussel), Dr. Edouard Sakiz (past CEO 
and current Board Chair of Roussel), and Margaret Carlson (head of 
the Population Council). The Secretary stated that the U.S. 
government would neither seek legislation indemnifying Roussel nor 
seize the patents. She made clear to the parties the importance 
she attached to the introduction of the product in the U.S. through 
an agreement between them. She ended the meeting by imposing a May 
15, 1994 deadline for successful completion of their negotiations. 

In light of this deadline and hearings scheduled by Congressman Ron 
Wyden for 10:00 a.m. on May 16 to obtain a status report, the 
parties have continued their negotiations. Although many issues 
have been resolved, some remain: the extent of insurance coverage 
for product l i a b i l i t y and damage to property, and a "pull the plug" 
option which would give Roussel the authority to require the 
Population Council to withdraw the product from the market i f the 
potential l i a b i l i t y from a l l lawsuits exceeded a specified amount. 

On April 26, 1994, the Board of Roussel Uclaf passed a resolution 
authorizing under certain circumstances the assignment of patent 
rights to either the United States government or to a non-profit 
organization (Exhibit 4). I f the^ights are to be given to a non­
profit, the President of the United States must so request by 
letter on behalf of the women of the country (see draft letter in 
cover memo). 

By letter of May 9, 1994, Roussel notified the Secretary that i t 
was prepared to assign the patent rights (for abortifacient and 
other gynecological uses) to the government and attached a draft 
letter to the President from Professor Afting, the president and 
CEO of Roussel (Exhibits 2 and 3). This draft letter closely 
mirrored an earlier informal draft discussed with Kevin Thurm, 
Harriet Rabb and David Kessler during the prior week. 

Discussions between the parties are scheduled to continue through 
the end of the week. I f the private arrangement is not concluded, 
we must be prepared to have an answer to Roussel's letter which we 
believe the company would send (or at least publicize). There i s 
some "buzz" among pro-choice and women's groups about this issue so 
there i s a chance developments w i l l leak before the deal i s 
finished or the letter i s formally sent. 



LEGAL ISSUES DISCUSSION 

I . G i f t Acceptance. The f i r s t question i s whether the government 
should i n s i s t that any g i f t be for a l l known medical uses, not 
ju s t a b o r t i f a c i e n t and gynecological [including, perhaps, 
"morning a f t e r " ] uses. On the one hand, the broader r i g h t s may 
make the patent more a t t r a c t i v e to p o t e n t i a l licensees. On the 
other hand, some po t e n t i a l licensees may be appropriate 
repositories of the government's patent r i g h t s f o r the designated 
uses, but not the f u l l range of known medical uses. F i n a l l y , the 
burden of t e s t i n g and bringing forward the product f o r 
abortifacient and gynecological uses may be more than enough 
obligation. The r e s p o n s i b i l i t y of pursuing research and t e s t i n g 
on a l l the known medical uses to bring the promising ones to 
f r u i t i o n may be more than the government and any licensee want t o 
assume. 

The Secretary has statutory authority to accept a g i f t , such as a 
patent, on behalf of HHS's Public Health Service. A l t e r n a t i v e l y , 
the directors of the national research i n s t i t u t e s at HHS's 
National I n s t i t u t e s of Health (NIH) have statutory authority to 
accept g i f t s t o support the a c t i v i t i e s of t h e i r i n s t i t u t e s . Each 
option has pluses and minuses. 

A. Secretarial g i f t acceptance. Because patents are 
intangible property, by statutory d i r e c t i v e , the evidence of the 
g i f t ( i n t h i s case, the o r i g i n a l patent assignments), must be 
lodged with the Department of the Treasury. Treasury has the 
discretion t o hold the property or l i q u i d a t e i t at HHS's request. 
There i s u n l i k e l y t o be a problem raised by Treasury, but, to 
date, that Department has had no part i n the RU 486 issue and 
must be consulted should t h i s route be chosen. 

B. NIH g i f t acceptance. No involvement of Treasury i s 
required. G i f t s to NIH i n s t i t u t e s must be made to support the 
a c t i v i t i e s of the receiving i n s t i t u t e - so a showing of such 
purpose would have t o be made. This i s not l i k e l y to pose a 
problem, but no work has been done t o i d e n t i f y a l i k e l y i n s t i t u t e 
recipient or to prepare the g i f t j u s t i f i c a t i o n . 

F i n a l l y , with regard to g i f t acceptance, since Roussel Uclaf i s 
an e n t i t y doing business with HHS, including s p e c i f i c a l l y the 
Public Health Service and i t s components, the government w i l l 
have to be sure that accepting the g i f t does not give r i s e to a 
public perception concern. There i s no e t h i c a l impediment to 
accepting g i f t s from e n t i t i e s so positioned, but care must be 
taken to weigh the benefits and consequences so that the public 
can be assured that no favor has been curried or promised. In 
fact , i t has not. 

I I . Transfer of the G i f t . Roussel Uclaf has offered to assign 
i t s r i g h t s t o the a b o r t i f a c i e n t and gynecological patent uses to 
the government. Were the United States to accept the assignment 



from Roussel Uclaf, the government would in turn find a licensee 
or licensees willing and able to take responsibility for 
obtaining FDA approval and bringing the product to market. 
Although i t i s conceivable that the government could perform 
these tasks i t s e l f , only the Department of Defense now 
manufactures drugs on a large scale. 

Since, by law, federal agencies are authorized to grant licenses 
in federally owned patents, were the government to have the 
patents by assignment, subsequent licensing arrangements are 
possible. Additionally, patent law provides the patent owner 
(or, in this case, the patent assignee) with the right to sue for 
patent infringement. Such capacity to bring suit could be 
consequential i f counterfeit product began to appear in the 
United States. 

I I I . Licensing the United States Patent Rights. Government 
agencies are authorized by law to grant non-exclusive, exclusive 
or partially exclusive licenses under federally-owned patents. 
Licenses to PHS-owned inventions are negotiated by the NIH Office 
of Technology Transfer in accordafice with government-wide 
regulations. 

Under the regulations, non-exclusive licenses can be given by the 
government relatively easily and directly to any applicants, 
generally speaking, whose capacity to act responsibly regarding 
the license has been demonstrated. 

Exclusive or partially exclusive licenses are subject to a 
different, but not much more d i f f i c u l t process. Notice of the 
patent's availability must be published in the Federal Register, 
and a sixty day period for f i l i n g written objections must be 
allowed. No less than three months after the date of 
publication, and after consideration of any objections received, 
an exclusive or partially exclusive license may be granted. In 
that event, the agency must make determinations regarding the 
necessity for an exclusive license, rather than a nonexclusive 
one, the effect of the license on competition, and whether small 
business firms have been given f i r s t preference in accordance 
with the statute and regulations. 

I f and once the United States accepts the gift, i t w i l l be 
c r i t i c a l l y important that some bidder(s) come forward seeking a 
license to bring the product to market. Roussel Uclaf's efforts 
to shop this product around to United States pharmaceutical 
companies to get one or more to take up the responsibility of 
bringing RU 486 to market have been unsuccessful. Roussel Uclaf 
reports that the reluctance reflects other companies' 
unwillingness to bear (i) the product l i a b i l i t y risks associated 
with the abortifacient or ( i i ) the p o l i t i c a l pressure from anti-
abortion forces. 

IV. Possible United States Tort L i a b i l i t y . The likelihood of 
United States tort l i a b i l i t y depends, in large measure, on the 



government's role in bringing RU 486 to market. Through 
sovereign immunity, the United States government i s not subject 
to l i a b i l i t y except to the extent that i t consents to be sued. 
The Federal Tort Claims Act (FTCA) i s a statutory limited waiver 
of sovereign immunity and, thus, acts as consent to being sued. 
Under the FTCA, the government i s liable for personal injury 
caused by the negligent or wrongful act or omission of a Federal 
employee under circumstances where the government, i f a private 
party, would be liable to the p l a i n t i f f . I t would be unlikely 
for a court to allow a suit to go forward against the government 
under the FTCA i f the government merely performed the 
"discretionary functions" of accepting a g i f t , licensing the 
patents, and acting on an application for FDA to approve a drug. 

However, were the government to become enmeshed in facilitating 
or playing a direct role in the transfer of the technical 
background information that makes i t possible actually to make 
RU 486, for example, the government risks being drawn into 
l i a b i l i t y . An approach which limits the government's role in 
bringing RU 486 to market, while solving the lion's share of the 
potential government l i a b i l i t y risk, creates other problems. 
Without the backup technical "know how," i t would be years before 
any government licensee could create the product. Since i t i s 
unlikely that a licensee would bid for these patent rights 
without the actual prospect of bringing the product into 
existence, the United States could be l e f t holding the patents 
with no licensee willing to step up and take them. 

Alternatively, i f a European or other off-shore manufacturer made 
the product in a fashion that meets FDA standards, the product i s 
potentially importable by a government licensee. One wrinkle on 
this process results from the technology transfer regulations 
referenced above which note that normally, licensees of United 
States patents have to agree that the product w i l l be produced 
substantially in the United States. 

In short, to the extent the government refuses to become involved 
in actually transferring the technology, tort l i a b i l i t y i s kept 
at bay. But licensees may be kept at bay as well, leaving the 
government holding the patents with no prospect of bringing 
RU 486 to the women in America. 



BRINGING RU 486 TO MARKET 

A. Direct Patent Transfer t o Population Council 

I f Roussel Uclaf agrees to license i t s patent r i g h t s i n 
RU 486 to the Population Council, the Population Council would 
then have t o take the following steps: 

o Locate a drug manufacturer t h a t would be w i l l i n g to 
manufacture RU 486 f o r the United States market (we are advised 
that such a manufacturer has been i d e n t i f i e d by the Population 
Council). 

o Obtain information from Roussel Uclaf on how Roussel 
Uclaf manufactures RU 486 and on i t s t e s t i n g of the drug, so that 
the new manufacturer could follow p a r a l l e l processes and the 
Population Council could r e f e r to Roussel Uclaf's animal and 
human t e s t i n g of RU 486 i n any submission to the Food, and Drug 
Administration. I f Roussel Uclaf provides t h i s information and 
technology transfer, i t w i l l s i g n i f i c a n t l y shorten the amount of 
time i t w i l l take to bring the drug t o the United States market 
(assuming the drug i s found to be safe and e f f e c t i v e by FDA). 
With Roussel U c l a f s information, i t might take s i x t o twelve 
months f o r the Population Council's manufacturer t o begin 
production of the drug, and f o r the Population Council t o f i l e 
i t s marketing application with the FDA. I f Roussel Uclaf refuses 
to provide such information, i t w i l l take the Population Council 
eighteen months to two years to begin production, and up to f i v e 
years to repeat the animal and human tests t h a t show whether the 
drug i s safe and e f f e c t i v e . 

Roussel Uclaf has stated that they w i l l transfer the technology 
to the Population Council, but we do not consider t h i s a strong 
assurance. 

o Begin some c l i n i c a l t e s t i n g of the drug i n the United 
States. C l i n i c a l t r i a l s , though not absolutely necessary f o r FDA 
approval, would permit women i n the United States t o have access 
to the drug, and f o r United States physicians to become f a m i l i a r 
with the drug, while the Population Council prepared i t s 
marketing application f o r the FDA. 

I f Roussel Uclaf were to provide French-made RU 486 to the 
Population Council f o r the c l i n i c a l t r i a l s , such t r i a l s could 
begin i n the United States i n approximately s i x months ( f i v e 
months f o r the Population Council t o design i t s t r i a l s and f i n d 
physicians w i l l i n g t o do the t r i a l s , and one month f o r FDA 
approval). I f Roussel Uclaf were not w i l l i n g to provide the drug 
for c l i n i c a l t r i a l s , such t r i a l s would have t o wait u n t i l (1) the 
Population Council's manufacturer could begin production of the 
drug, and (2) either Roussel Uclaf gave the Population Council 
i t s animal studies or the Population Council did i t s own animal 
studies. 



Roussel Uclaf has stated that i t would provide the French-made 
RU 486 to the Population Council for the c l i n i c a l t r i a l s , but 
again we do not consider this a strong assurance. 

o File a marketing application with the FDA. As indicated 
above, i f Roussel Uclaf provides information and transfers i t s 
technology to the Population Council, a marketing application 
could be filed with the FDA within six to twelve months. FDA 
review would take no longer than six months. Many of the 
sci e n t i f i c decisions on the proper use and distribution of the 
drug have already been considered by the FDA, based on 
information already provided to FDA by Roussel Uclaf and the 
Population Council. Roussel Uclaf would not need to finish i t s 
United States c l i n i c a l t r i a l s before f i l i n g a marketing 
application with FDA; such t r i a l s could be used to refine the use 
of the drug at a later time. 

B. Patent Transfer to the United States 

I f Roussel Uclaf gives i t s patenter to the United States, the 
United States would have to take the following steps: 

o The United States would have to determine the scope of 
the rights given to the United States — are the rights only in 
the abortifacient and other gynecological uses of the drug, or in 
a l l uses of the drug (e.g., gynecological uses, Gushing's 
disease, breast cancer). 

o The United States would then need to transfer i t s rights 
in the patents to a third party. This process i s discussed at 
Tab 2, and would take at least six months. 

o The license holder would then need to take a l l of the 
steps outlined above, i.e., find a manufacturer, conduct the 
necessary tests, and f i l e a marketing application with the FDA. 
The length of time these steps w i l l take depends on whether 
Roussel Uclaf i s willing to transfer i t s information, technology, 
and the drugs necessary for c l i n i c a l t r i a l s to the license 
holder. Roussel Uclaf has advised the government that i t would 
provide the information and French-made RU 486 for c l i n i c a l 
t r i a l s to the United States' licensee, but i t could change i t s 
mind. 

I t i s d i f f i c u l t to determine whether the United States's license 
holder would take appreciably longer to bring RU 486 to market 
than the Population Council would need i f the Population council 
received a direct transfer of rights from Roussel Uclaf. 
Obviously, i f the United States licensee i s the Population 
Council, l i t t l e time w i l l be lost above that associated with the 
transfer of the patent rights from the United States to the 
Population Council. I f another group becomes the United States's 



licensee, that group might be able to bring the drug to the 
United States market slightly faster than the Population Council 
(if the group chosen was very familiar with the drug, had a good 
manufacturing f a c i l i t y , the cooperation of Roussel Uclaf, 
experience in FDA marketing applications, and excellent contacts 
with United States physicians) or much slower ( i f the group f a l l s 
short on any factor). 

We anticipate that i f Roussel Uclaf gives i t s patent to the 
United States, i t w i l l add at least six months, and quite 
possibly twelve to eighteen months, onto the time needed to bring 
the drug to the United States market. This estimate excludes any 
additional time generated by litigation (see Tab 2). 



POLITICAL ISSUES DISCUSSION 

In viewing the various options, i t i s important to place them i n 
a broader p o l i t i c a l context, p a r t i c u l a r l y as they r e l a t e to 
health care reform, given the l i k e l i h o o d t h a t Congress w i l l 
narrow the current Health Security Act provisions that provide 
for abortions under pregnancy-related services. 

Consequently, the introduction of RU 486 w i l l take on added 
importance to the pro-choice and women's groups. I f the 
Administration i s viewed as closing the door or r e j e c t i n g an 
apparently reasonable o f f e r on RU 486, then the path toward 
reaching a non-confrontational agreement with the advocates on 
the Health Security Act could become much more d i f f i c u l t . I t i s , 
therefore, extremely important that the decision concerning 
RU 486 be placed i n the context of promoting women's health and 
maintaining the close relationship of the Administration to these 
groups. 

With regard to other p o l i t i c a l considerations, the acceptance of 
RU 486 by the federal government, as opposed to by a private non­
p r o f i t organization, would most c e r t a i n l y lead to a f l o o r 
amendment on the Labor, HHS appropriations b i l l , or other 
l e g i s l a t i v e vehicle to p r o h i b i t federal funds from being used i n 
conjunction with RU 486. I t i s d i f f i c u l t to predict the exact 
nature of the amendment. However, i n the l a s t Congress, 
Representatives Dornan, Dannemeyer, Lent, B a r t l e t t , Bunning and 
Hunter co-sponsored a b i l l to p r o h i b i t federal funds from being 
used for c l i n i c a l studies of RU 486 as an a b o r t i f a c i e n t . Given 
the l i k e l i h o o d of another Hyde-type amendment on the House and 
Senate flo o r s t h i s year, as well as the expected abortion-related 
amendments on health care reform, the members of the House and 
Senate w i l l be fru s t r a t e d at having to face another abortion-
related vote (on RU 486 appropriation l i m i t s ) . The outcome of 
such a vote i s d i f f i c u l t to predict. 

To date, we have worked very cooperatively with Congressman 
Ron Wyden, the chief Congressional advocate i n providing access 
to RU 486 to women i n t h i s country. We expect to be able to 
continue t h i s close working relationship through the upcoming 
hearing on May 16. Because Congressman Wyden has postponed past 
hearings, and i s very f r u s t r a t e d by the fourteen months of 
negotiations, i t i s u n l i k e l y that he would be w i l l i n g t o postpone 
the May 16 hearing. He i s convinced that Roussel Uclaf and 
Hoechst have been s t a l l i n g f o r time, and that i t i s important to 
remain f i r m on the hearing date i n order to force agreement or to 
make i t clear to the American public that the companies have no 
intention of providing RU 486 to the American market. 

Fin a l l y , regardless of the precise wording of the President's 
January 22, 1993 memorandum, the expectation i t created among the 
pro-choice and women's groups i s that the federal government w i l l 
do everything possible to get RU 486 introduced i n t h i s country. 
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context of promoting women's health and maintaining the close 
relationship of the Administration to these groups. 

With regard to other p o l i t i c a l considerations, the acceptance of 
RU 486 by the federal government, as opposed to by a private non­
p r o f i t organization, would most c e r t a i n l y lead to a f l o o r 
amendment on the Labor, HHS appropriations b i l l , or other 
l e g i s l a t i v e vehicle to p r o h i b i t federal funds from being used i n 
conjunction with RU 486. I t i s d i f f i c u l t t o predict the exact 
nature of the amendment. However, i n the l a s t Congress, 
Representatives Dornan, Dannemeyer, Lent, B a r t l e t t , Bunning and 
Hunter co-sponsored a b i l l to p r o h i b i t federal funds from being 
used fo r c l i n i c a l studies of RU 486 as an a b o r t i f a c i e n t . Given 
the l i k e l i h o o d of another Hyde-type amendment on the House and 
Senate fl o o r s t h i s year, as well as the expected abortion-related 
amendments on health care reform, the members of the House and 
Senate w i l l be f r u s t r a t e d at having to face another abortion-
related vote (on RU 486 appropriation l i m i t s ) . The outcome of 
such a vote i s d i f f i c u l t t o predict. 

To date, we have worked very cooperatively with Congressman Ron 
Wyden, the chief Congressional advocate i n providing access to RU 
486 to women i n t h i s country. We expect to be able to continue 
t h i s close working relationship through the upcoming hearing on 
May 16. Because Congressman Wyden has postponed past hearings, 
and i s very f r u s t r a t e d by the fourteen months of negotiations, i t 
i s u n l i k e l y that he would be w i l l i n g to postpone the May 16 
hearing. He i s convinced that Roussel Uclaf and Hoechst have 
been s t a l l i n g f o r time, and that i t i s important to remain f i r m 
on the hearing date i n order to force agreement or to make i t 
clear t o the American public that the companies have no intention 
of providing RU 486 to the American market. 



Finally, regardless of the precise wording of the President's 
January 22, 1993 memorandum, the expectation i t created among the 
pro-choice and women's groups i s that the federal government w i l l 
do everything possible to get RU 486 introduced in this country. 
Leaders of these groups w i l l be concerned with Administration 
action on health care reform and other issues, including the 
choice to replace Justice Blackmun. Saying "no" to a facially 
reasonable offer by Roussel Uclaf weakens our po l i t i c a l base and 
may subject the President to criticism that he i s not sticking to 
his original position. 

Given the expression of Presidential support for RU 486 in 
January 1993, a "yes" adds marginal p o l i t i c a l cost (separate from 
issues like health care reform). For 1996 purposes, we probably 
lose few friends and anger few voters not already positioned on 
this or related issues. 

A "yes", however, also means the Administration w i l l have this 
issue on i t s front burner for a significant period of time. 
Anticipated floor amendments in Congress, rallying at HHS or 
other government buildings by pro-life groups, and the 
necessarily public process to secure licensees w i l l provide ample 
opportunity for Republicans and others opposed to the 
Administration to focus attention on this decision and on i t s 
aftermath. 
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LIST OF MEMBERS INTERESTED IN THE RU-486 ISSUE 

HOUSE 

Ron Wyden 
Henry Waxman 
Michael McNulty (D-NY) 
Jim Bunning (R-KY) 
Robert Dornan (R-CA) 
Duncan Hunter (R-CA) 

SENATE 

Carol Moseley Braun (D-IL) 
Paul Simon (D-IL) (wrote on behalf of constituent) 
John Breaux (D-LA) (wrote on behalf of constituent) 

BACKGROUND 

For five years Wyden has been by far the most active and vocal 
Member on RU-486. He has held numerous hearings and cosponsored 
a b i l l with Waxman in the last Congress to overturn the FDA 
import ban. Also in the last congress, 6 Republicans (Dornan, 
Dannemeyer, Lent, Bartlett, Bunning, and Hunter) cosponsored a 
b i l l to prohibit federal funds from being used for clinical 
studies of RU-486 as an abortifacient. No one in the Senate is 
consistently active on this issue. 

Obviously, the womens' caucus will be interested in any actions 
taken on Ru-486 as will the pro-life caucus (especially Hyde, 
Helms, and C. Smith). However, in the last four years the 
Department has not received RU-486 letters from either group. 

Very l i t t l e mail has been received by the Clinton Administration 
on RU-486. A typical letter i s the attached C. Moseley-Braun 
letter inquiring as to the status of the President's Directives. 

In the. Bush Administration a typical letter is the attached 
California delegation letter on RU-486 as an important option for 
American women. Also, letters often stressed the importance of 
allowing research on RU-486 to go forward in areas of breast 
cancer, glaucoma, Gushing's disease, etc. 

Please let me know i f I can get additional information for you. 



PRESS ISSUES DISCUSSION 

I f negotiations with the Population Council collapse, the Clinton 
Administration w i l l be l e f t with two possible courses of action. 
The following i s an examination of the public r e l a t i o n s 
ramifications of both choices: 

I f the Administration decides to accept the g i f t of the patent 
from Roussel Uclaf, f o r purposes of in s u l a t i n g the White House, 
i t should be accepted by Secretary Donna Shalala at the d i r e c t i o n 
of the President of the United States and on behalf of the women 
in America. This could be done i n a press conference on Friday, 
May 13, 1994, with up to four p r i n c i p a l s : Secretary Shalala, 
Roussel Uclaf President, Population Council ( i f they would agree 
to run the c l i n i c a l t r i a l s ) and possibly Congressman Ron Wyden 
(who has been pushing t h i s issue on Capitol H i l l ) . 

I t would be made very clear that t h i s step i s the r e s u l t of the 
process that was set i n motion by President Clinton's memorandum 
of January 22, 1993, and that i t i s being taken because i t was 
impossible f o r Roussel Uclaf to come to closure with a private 
sector e n t i t y . Because a non-surgical (and sometimes safer) 
abortion a l t e r n a t i v e would thus be available to women i n the 
United States (as i t i s to many women i n Europe), accepting the 
patent g i f t should be touted as a reproductive r i g h t s v i c t o r y for 
American women and another example of the Clinton 
Administration's commitment t o deliver on i t s promises. However, 
Secretary Shalala's remarks would be tempered by caution about 
the long and d i f f i c u l t road ahead and the p o t e n t i a l roadblocks to 
bringing RU 486 to the marketplace. 

While i t should not be a part of the formal press conference, 
there should be a concerted e f f o r t on the part of the HHS Public 
A f f a i r s team t o place stories that o u t l i n e the hurdles that must 
be overcome to shield the Administration against the f a l l o u t from 
our a l l i e s i n the event e f f o r t s to get RU 486 to market become 
s t a l l e d i n bureaucratic process, i n Congress or for other 
reasons. 

Because the Clinton Administration would actually be i n 
possession of the RU 468 patent f o r a period of time while the 
licensing process moves foreward, during t h a t time, the 
Administration may well be the focus of protest by conservative 
organizations that have become increasingly vocal and m i l i t a n t . 
These groups have suffered recent setbacks i n court (e.g. a 
r u l i n g that has imposed massive fines and barred them from 
physically blocking access to abortion f a c i l i t i e s ) . They would 
welcome an extremely high v i s i b i l i t y focal point f o r t h e i r 
a c t i v i t i e s . Protest marches i n f r o n t of the White House and HHS 
are imaginable, and the conservative talkshow c i r c u i t would help 
to sustain the furor. This could go on while other abortion-
related issues are before Congress, including debate on the 
Health Security Act and the FY 1995 enactment of the Hyde 



Amendment. In the worst case, i t could put the abortion issue 
centerstage, with the Clinton Administration as a h i g h - p r o f i l e 
player r i g h t up through the k i c k - o f f of the 1996 re-election 
campaign. 

I t would also be necessary t o r e c r u i t a cadre of lawmakers, 
pro-choice and women's advocates w i l l i n g and able to speak up for 
the Administration over the course of t h i s heated debate. That 
i s c r i t i c a l l y important f o r holding our own on the conservative 
talkshow c i r c u i t . 

I f the Administration decides to r e j e c t the g i f t of the patent 
from Roussel Uclaf, news of that decision should be disclosed i n 
a press conference on Friday, May 13, 1994, by Secretary Shalala 
and FDA Commissioner David Kessler. I t w i l l be necessary t o 
construct a rationale for why that course of action i s better 
than the a l t e r n a t i v e one f o r American women. The argument w i l l 
have to be that giving the patent to the United States government 
does not speed the drug to the American marketplace. I n f a c t , i t 
does j u s t the opposite. Administrative regulatory process and 
the p o t e n t i a l f o r l e g i s l a t i v e stonewalling could be very time 
consuming and could ultimately prevent the women i n America from 
gaining access to 
RU 486. 

We should also h i g h l i g h t i n the Secretary's statement the 
unprecedented nature of what Roussel Uclaf was attempting to 
position the United States to do. Never before has a patent been 
accepted by the government. The novelty of the s i t u a t i o n makes 
the issue p o t e n t i a l l y more l i k e l y to be t i e d up i n l i t i g a t i o n or 
l e g i s l a t i v e maneuvering. One of the speakers would provide 
d e t a i l s of the formidable obstacles t h a t may delay or even 
prevent the United States from moving the drug onto the market. 

I f Roussel Uclaf i s w i l l i n g to grant the United States patent 
r i g h t s f o r using RU 486 only f o r a b o r t i f a c i e n t and other 
gynecological purposes, another p o t e n t i a l argument we could 
embrace i s the position that we wanted more than the r i g h t s they 
were w i l l i n g t o grant because our in t e r e s t i n t h i s drug goes 
beyond the issue of abortion, the need fo r which we are committed 
to making as rare as possible. 

We would stress that a private sector deal i s the only viable 
option for g e t t i n g RU 486 quickly through c l i n i c a l t r i a l s and 
into the market place. We should o u t l i n e i n d e t a i l a l l that the 
Population Council did to t r y and close the deal during the 14-
month negotiations with Roussel Uclaf. The message, either 
i m p l i c i t l y or e x p l i c i t l y , i s that Roussel Uclaf does not r e a l l y 
want t o close a deal with an e n t i t y t h a t c l e a r l y has the 
pote n t i a l t o bring RU 486 to the marketplace because the company 
fears pressure from American conservatives. 



Our position should be publicly to challenge Roussel Uclaf to go 
back to the bargaining table with the Population Council or to 
open negotiations with another entity; to stop playing games; and 
to get serious about responding to the request that President 
Clinton made of them almost a year and a half ago. 

Without a doubt, a "no" w i l l subject the Administration to a 
firestorm of protest by pro-choice and women's groups; and there 
wi l l be few natural p o l i t i c a l a l l i e s vocally defending this 
decision, particularly in light of the relative difficulty of 
explanation. 

I t should be noted that Roussel Uclaf has already begun, 
informally, to circulate word of i t s potential offer to the 
United States. Many representatives of the pro-choice community 
already know about the potential gi f t offer. We may be forced to 
confront a news account of the isSue prior to the Congressional 
hearings on May 16, 1994. Such a story w i l l , undoubtedly, be 
presented from the Roussel Uclaf perspective as opposed to the 
Administration's point of view. 



THE W H I T E H O U S E 

W A S H ! N G T O N 

January 22, 1993 

MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES 

SUBJECT: Importation of RU-48 6 

In Import Alert 66-47, the Food and Drug Administration ("FDA") 
excluded the drug Mifepristine — commonly known as RU-48 6 — 
from the l i s t of drugs that individuals can import into the 
United States for their "personal use," although the drugs have 
not yet been approved for distribution by the FDA. (See FDA 
Regulatory Procedures Manual, Chapter 9-71.) Import Alert 66-47 
effectively bans the importation into this Nation of a drug that 
i s used in other nations as a nonsurgical means of abortion. 

I am informed that in excluding RU-486 from the personal use 
importation exemption, the FDA appears to have based i t s 
decision on factors other than an assessment of the possible 
health and safety risks of the drug. Accordingly, I hereby 
direct that you promptly instruct the FDA to determine whether 
there i s sufficient evidence to warrant exclusion of RU-486 from 
the l i s t of drugs that qualify for the personal use importation 
exemption. Furthermore, i f the FDA concludes that RU-486 meets 
the c r i t e r i a for the personal use importation exemption, I 
direct that you immediately take steps to rescind Import 
Alert 66-47. 

In addition, I direct that you promptly assess i n i t i a t i v e s by 
which the Department of Health and Human Services can promote 
the testing, licensing, and manufacturing in the United States 
of RU-486 or other antiprogestins. 

You are hereby authorized and directed to publish this 
memorandum in the Federal Register. 



U O U S S H L U C L A F 

I'aris, May 9,1994 

Honor«Ue Donna SHALALA 
Secretary of Health and Human Services 
Room 615 F 
Hubert Humphrey IMillding 
200 Independence Avenue SW 
WASHINGTON, IXC 20201 
USA 

AUcntion : Mr. Kevin THURM 

Dear Secretary Shalala, 

Following varioua meetings with your Staff and with FDA officers, the Jatoit on May 6,1994 
with Dr. Kcaaler, we would Hke to confirm that we are ready to assign our US patent right* 
on RU 486 in accordance with the attached draft letter from us to tho Preddcnt of the 
United States of America. 

This document is substantially similar to the draft that was given to Mr. Kovin Thurm, on 
April 29,1994, by our counsel Ixster llyman, to allow a review of tho situation by 
your Administration. 

Of course we will continue to work with you and all relevant people in a constructive spirit 
and we look forward to meet you personally by the end of this week, as phmnod. 

Sincerely, 

/AEXUiC 
Resident & CRO 

ce. Dr. XHSSLDR 

55, Ikwtrvard 4k* ».iv»lkk» VU?3 mil Ode* 07 
••• -



tHX AMIS par. AS A wo^nr^x nu UCL ounumio 

R O U S S E L U C L A F 

Paris, May1994 

Honorable William J. CUNION 
Prcodcnt of the United States 
Jhe White House 
1600 Pennsylvania Avenue NW 
WASHlNG'iON, D.C. 20500 
USA 

Attention : Ms. Nuncy IIBKNKHICÎ  

Dear Mr. lYcsidcnt, 

You have requested that KOUSSHL \)C\AV HDOW the RU 486 compound to be used 
in your country. 

We have been working to read to that request in a responsible manner. 

1 now am pleased to inform you thai wc have decided to contribute mifepristone (RU 
4S6) for abortifacient purposes (ttnd other gynecological uses) to Hie people of the 
United States of America, completely free of charge, by voluntarily assigning our relevant 
patent rights to the US Government. 

This an unconditional gift, wc ask for nothing in return. 

Sincerely, 

IY. frC. AFTING 
rrcsident A CHO 
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2. 

Lo Doctnr E. SAKIZ infiaoao le Coudl de Sutvdllinoe q» son auuriinflnteit deaandt 
sue 1m dddilou que io Dlrotdxe vo tee onattf i preadfo I propoo do h iniftiprlitaot nx 
fitm-Unil d'AmUque, coiispte (onn des exifeecei preaanta fontniltfat tu pJut hiut nzvctu 
par la axtaath ftottveumuieet^ei ftdfaoiea do eegoya. 

&am doont lei caacttas tits fnticu&en do oyaitae rnddioal dai ttw-Vidt par 
corapaniaoB A cehti. dea payi d'Eurape o& la miftipriirone eit aotadkmenl utfliafe, et 
coniiddnnt ̂ pleawat le oBmat tenomaat uaifUctuei eidd avtenr da ce prodmt uix Etata-
XTnii, le Diractone eadxne qoo ROUSSEL UCLAF no MUtait en anono ft^oa a'iopliqoer 
eUomdae dana la piuductiaa as la (tifmiton <te la aOBphtoaa ma fitata-Unls. 

TOTtafoU, pronaw acta de la voloatfi du jonveraenionl omddeaindeptocoierauxeitoyeiniea 
da ftats-Unia ceoe atenntva mMicale h rinteixuptkn chixurgicala de la graneaB. le 
Dinctoia f'eit rtnda I ottfr an gouveraement des fitaa-Ueia de ItA oddar, saas 
rtmimention, lea doox biciveta itffceaeds "U.S. Pattna Noi. 4,386,085 and 4,447,424". 

uae ixudtminn qu»fl dMpxabL k «t effct, ROUSSEL UCLAF aoeapttaait da pourinivre 
dana cette voia et da paaaar lea aooonU nfeaaaahea, I oondttion d'ea tee fanaelleamit 
reqciKparuneleUieĉ BcieUe, pactantlaii«mtureduPt4Kidflntdai£taii-Unii, etd'obttnir 

U Cameti da SnveUIance prand ade de cede poaidon qui n'appella de aa past anouno 
objeedon, et tnaniftMa ainsi au Directoixe i'asseatiment de prindpe aoilidtf. 

B • B , * 33 I 40013110 O5-1O-04 08:10AM POOS « 2 B 



[Translation of Fax from Dr. Sakiz to Mary Pendergast 
of draft minutos of the Supervisory Board Meeting 

of May 4, 1994] 

MIFEPRISTONE - UNITED STATES 

Dr. E. SAKIZ informed the Supervisory Board ("Conseil de 
Surveillance , ,) that i t s assent i s requested concerning decisions 
that the Director ["le Directoire"] i s being led t o take a propos 
mifepristone i n the United States of America, talcing account of 
pressing exigencies formulated at the highest l e v e l by 
auth o r i t i e s of the federal government of th a t nation. 

Given the very p a r t i c u l a r characteristics of the U.S. medical 
system, i n comparison to that of the European countries where 
mifepristone i s currently used, and considering equally the 
highly c o n f l i c t e d climate created around t h i s product i n the 
U.S., the Director deems that ROUSSEL UCLAF would be i n no way 
implicated i t s e l f i n the production or d i s t r i b u t i o n of 
mifepristone i n the United States. 

Nevertheless, considering the wish "of the American government to 
procure f o r U.S. ci t i z e n s t h i s medical a l t e r n a t i v e t o the 
surgical termination of pregnancy, the Director has resolved to 
of f e r t o cede t o the government of the United States, without 
remuneration, the two patents referred to as "U.S. Patents Nos. 
4,386,085 and 4,447,424." 

In the event th a t the government should decline t h i s o f f e r f o r 
i t s e l f and at the same time judging i t receivable by an 
i n s t i t u t i o n t h a t i t would designate t o t h i s end, ROUSSEL UCLAF 
would accept t h i s path and would adopt the necessary agreements, 
on the condition of being formally required by an o f f i c i a l 
l e t t e r , bearing the signature of the President of the United 
States, and of obtaining a certain number of contractual 
guarantees. 

The Supervisory Council acknowledged t h i s p o s i t i o n , which 
generated no objections, and manifested t o the Director i t s 
assent t o the p r i n c i p l e being offered. 

[translated by L. Bachorik, 5/10/94] 
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HEADLINE: Remarks on Signing Memorandums on Medical Research and Reproductive 
Health and an Exchange With Reporters 

BODY: 
The President. Please s i t down, l a d i e s and gentlemen. Today I am a c t i n g t o 

separate our n a t i o n a l h e a l t h and,medical p o l i c y from the d i v i s i v e c o n f l i c t over 
a b o r t i o n . This c o n f l i c t , which stems from the Roe v. Wade d e c i s i o n of 20 years 
ago, has brought t o a h a l t promising research on treatment f o r serious 
co n d i t i o n s and diseases t h a t a f f e c t m i l l i o n s of Americans, m i l l i o n s of American 
men, women, and c h i l d r e n who include the members of the f a m i l y and f r i e n d s of 
mine and I'm sure v i r t u a l l y every other set of f a m i l y and f r i e n d s i n the United 
States. We must free science and medicine from the grasp of p o l i t i c s and give 
a l l Americans access t o the very l a t e s t and best medical treatments. 

Today I am d i r e c t i n g Secretary of Health and Human Services Shalala 
immediately t o l i f t the moratorium on Federal funding f o r research i n v o l v i n g 
t r a n s p l a n t a t i o n of f e t a l t i s s u e . This moratorium, which was f i r s t imposed i n 
1988, was extended i n d e f i n i t e l y i n 1989 despite the recommendation of a blue 
ribbon N a t i o n a l I n s t i t u t e s of Health advisory panel t h a t i t be ended. Five 
years l a t e r , the evidence i s overwhelming. The moratorium has d r a m a t i c a l l y 
l i m i t e d the development of possible treatment f o r m i l l i o n s of i n d i v i d u a l s who 
s u f f e r from serious disorders, i n c l u d i n g Parkinson's disease, Alzheimer's 
disease, diabetes, and leukemia. We must l e t medicine and science proceed 
unencumbered by a n t i a b o r t i o n p o l i t i c s . 

Today also marks the beginning of a new n a t i o n a l reproductive h e a l t h p o l i c y 
t h a t aims t o prevent unintended pregnancies. Our a d m i n i s t r a t i o n i s committed t o 
p r o v i d i n g the k i n d of p r e n a t a l care, c h i l d care, and f a m i l y and medical leave 
t h a t w i l l lead t o healthy c h i l d b e a r i n g and support America's f a m i l i e s . 

As a Nation, our goal should be t o p r o t e c t i n d i v i d u a l freedom w h i l e f o s t e r i n g 
responsible d e c i s i o n making, an approach t h a t seeks t o p r o t e c t the r i g h t t o 
choose w h i l e reducing the number of a b o r t i o n s . Our v i s i o n should be of an 
America where a b o r t i o n i s safe and l e g a l , but r a t e . 

Let me also say t h a t our a d m i n i s t r a t i o n i s p a r t i c u l a r l y concerned w i t h the 
epidemic of teenage pregnancy. The greatest human cost of our c o n t i n u i n g 
n a t i o n a l debate over reproductive p o l i c y i s borne" by our c h i l d r e n and by t h e i r 
c h i l d r e n . A few teenagers choose t o have and r a i s e c h i l d r e n , and we must help 
them t o succeed. But f o r m i l l i o n s a teen pregnancy i s unintended, l e a v i n g the 
young woman and her partner t o t a l l y unprepared f o r the r e s p o n s i b i l i t i e s of 
parenthood. The s o c i a l and economic p r i c e paid today and f o r the l a s t several 
years by our Nation i s enormous. 

So today I am also d i r e c t i n g Secretary Shalala t o act immediately t o 
implement her intended suspension of the T i t l e X f a m i l y planning r e g u l a t i o n s 
t h a t are also known as the "gag r u l e . " For almost 5 years, HHS has p r o h i b i t e d 
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T i t l e X r e c i p i e n t s from p r o v i d i n g t h e i r p a t i e n t s w i t h f u l l i n f o r m a t i o n and 
counseling concerning pregnancy. This dangerous r e s t r i c t i o n censors the medical 
i n f o r m a t i o n and advice t h a t h e a l t h care p r o f e s s i o n a l s can give t h e i r p a t i e n t s . 
As a r e s u l t of today's a c t i o n , every woman w i l l be able t o receive medical 
advice and r e f e r r a l s t h a t w i l l not be censored or d i s t o r t e d by i d e o l o g i c a l 
arguments t h a t should not be a p a r t of medicine. 

I'm also o r d e r i n g today the D i r e c t o r of the Agency f o r I n t e r n a t i o n a l 
Development t o repeal immediately what has become known as the Mexico C i t y 
p o l i c y , t h a t has e f f e c t i v e l y a p plied the "gag r u l e " t o o r g a n i z a t i o n s t h a t 
receive United States funding, even when those organizations use non-AID funds 
f o r those a c t i v i t i e s . Today's actions w i l l allow organizations t h a t received 
AID funds t o provide i n f o r m a t i o n regarding a l l f a m i l y planning options t o 
i n d i v i d u a l s i n f o r e i g n nations. I t w i l l reverse a p o l i c y t h a t has s e r i o u s l y 
undermined much-needed e f f o r t s to' promote safe and e f f e c t i v e f a m i l y planning 
programs abroad and w i l l allow us t o once again provide leadership i n helping t o 
s t a b i l i z e world p o p u l a t i o n . Many bel i e v e t h a t t h i s i s one of the most important 
environmental steps we can take. 

Today I am also d i r e c t i n g Secretary of Defense Aspin. t o l i f t immediately the 
n e a r - t o t a l ban on abortions at United States m i l i t a r y f a c i l i t i e s and t o permit 
them t o be performed at those f a c i l i t i e s provided t h a t the procedure i s paid f o r 
e n t i r e l y w i t h p r i v a t e funds. This a c t i o n w i l l allow m i l i t a r y h o s p i t a l s t o 
perform abortions and reverse a ban t h a t has adversely a f f e c t e d the l i v e s of 
scores of men and women who serve our Nation around the world, or members of 
t h e i r f a m i l i e s . 

F i n a l l y , I am d i r e c t i n g Secretary Shalala t o i n s t r u c t the Food and Drug 
A d m i n i s t r a t i o n t o determine whether the current import ban on the drug 
M i f e p r i s t i n e , commonly known as RUY-486, i s j u s t i f i e d and t o r e s c i n d the ban i f 
there i s no basis f o r i t . Here i n the United States, RU-486 has been held 
hostage t o p o l i t i c s . I t i s time t o l e a r n the t r u t h about what the h e a l t h and 
s a f e t y r i s k s of the drug r e a l l y are. I f the FDA removes the ban, Americans w i l l 
be able t o b r i n g the drug i n t o the country f o r t h e i r personal use c o n s i s t e n t 
w i t h e x i s t i n g FDA p o l i c i e s t h a t govern drugs not approved f o r d i s t r i b u t i o n . 

I've also ordered HHS t o immediately explore the p r o p r i e t y of promoting 
t e s t i n g i n the United States as w e l l as the p o s s i b i l i t y of l i c e n s i n g and 
manufacturing according t o the standards which govern a l l other drugs so 
reviewed by our Government. 

Taken as a group, today's actions w i l l go a long way toward p r o t e c t i n g v i t a l 
medical and h e a l t h decisions from i d e o l o g i c a l and p o l i t i c a l debate. The 
American people deserve the best medical treatment i n the world. We're 
committed t o p r o v i d i n g them w i t h nothing less. 

I'd l i k e t o say i n c l o s i n g a s p e c i a l word of personal thanks t o the 
unbelievable number of Americans from a l l walks of l i f e and a l l d i f f e r e n t 
p o l i t i c a l perspectives who have c h i l d r e n w i t h diabetes or who, l i k e me, have 
l o s t r e l a t i v e s t o Alzheimer's or have f r i e n d s s u f f e r i n g w i t h Parkinson's and 
other diseases who came up to me over the l a s t year and made a personal plea on 
the f e t a l t i s s u e issue. Their statements t o me and t h e i r l i f e s t o r i e s had a f a r 
greater impact on me even than the actions of the United States Congress, which 
included, as you know, a very broad spectrum of Republicans and Democrats on 
t h i s issue. 
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I'd l i k e now t o sign these d i r e c t i v e s . 

[At t h i s p o i n t , the President signed the f i v e memorandums.] 

Thank you very much. 

President's Signature 
Q. Mr. President, was i t "William J." or " B i l l " ? The President. A f t e r a 

considered p o l i c y debate -- [la u g h t e r ] --we decided t h a t I should s i g n my f u l l 
name t o a l l o f f i c i a l documents of the government, and I ' l l continue t o sign a l l 
my non -- my l e t t e r s " B i l l C l i n t o n . " 

Zoe Baird 

Q. Let me ask you: George was having a r e a l l y hard time e x p l a i n i n g t o us what 
you knew about Zoe Baird's problem, when you knew i t . 

Press a i d . Thank you. 

Q. Can you please e x p l a i n -- The President. No, I want t o answer t h i s . 

Q. -- t h a t t o us, so t h a t the American p u b l i c would r e a l l y know? The 
President. I t h i n k the American people are e n t i t l e d t o know t h a t . I f you go 
back t o my statement, I acknowledged t h a t there were e r r o r s i n the e v a l u a t i o n 
process, f o r which I take f u l l r e s p o n s i b i l i t y . What happened was t h i s . She 
v o l u n t a r i l y d i s c l o s e d t h a t ; i t was not i n any way picked up i n the v e t t i n g . I t 
was, as you know, we were t r y i n g t o make a Christmas deadline, which was 
probably my e r r o r , again, on t h i s . 

So j u s t before she was announced, but a f t e r I had discussed the appointment 
w i t h her, I was t o l d t h a t t h i s matter had come up. Nobody s a i d anything t o me 
about the taxes. And what I was t o l d was what you heard, i n a very cursory way, 
was t h a t an e r r o r had been made i n the h i r i n g of an i l l e g a l a l i e n ; t h a t i t had 
been made a f t e r c o n s u l t i n g a lawyer who was an expert i n t h i s area, so b a s i c a l l y 
they had acted on counsel's advice, but they were wrong; t h a t they moved 
immediately t o t r y t o c o r r e c t i t , and the status had been c o r r e c t e d i n terms of 
the l e g a l i t y of the person; and t h a t the b e t t o r ' s conclusion was there would be 
no problem. 

I have t o t e l l you t h a t d u r i n g the course of these i n q u i r i e s , I received 
other w e i g h t i e r warning, i f you w i l l , of things which had t o be worked through 
w i t h other p o t e n t i a l nominees. I n r e t r o s p e c t , what I should have done i s t o 
b a s i c a l l y delay the whole t h i n g f o r a couple of days and look i n t o i t i n greater 
depth. 

But t h a t was -- I take f u l l r e s p o n s i b i l i t y f o r t h a t . This process i s i n no 
way a r e f l e c t i o n on her. We would not have known any of t h i s had she not 
disclosed i t t o us and t o the United States Senate subsequently. So I w i l l say 
again what I said t h i s morning: I'm sorry about t h i s . I s t i l l , t h i n k she i s an 
ext r a o r d i n a r y person and a very able person who w i l l have a r i c h and successful 
career, and I take f u l l r e s p o n s i b i l i t y f o r what happened i n the review process. 

Thank you. 
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Bmen v. Kessler & The RU486 Import Ban 

Benten was filed on July 7, 1992, just days after U.S. Customs officials seized a single 
dose of RU486 from Leona Benten at J.F.K. International aiiport. Benten intended to use the 
drug to terminate her pregnancy under the supervision of Dr. Louise Tyrer, a former vice 
president of Planned Parenthood Federation of America. On July 14, 1992, the district court 
issued a preliminary injunction ordering defendants (FDA Commissioner David Kessler and the 
chief of the Customs Bureau) to deliver the seized dose of RU486 tb plaintiffs (Lcona Benten 
and her physician), Benten v. Kessler. 799 F. Supp. 281 (E.D.N. Y. 1992), and orally denied 
a motion for a stay of its ord<sr. The district court carefully circumscribed its relief, stating that 
"(rijo broader decision from iMs Court is warranted at this time." 799 F. Supp. at 291; see also 
isL at 283 ("The broader preliminary relief sought by the plaintiffs is, at this juncture, denied."). 

Despite the extremely urgent time constraints faced by Ms. Benten, defendants ignored 
and refused to comply with the district court's order for approximately five hours while they 
sought a stay pending appeal of from the United States Court of Appeals for the Second Circuit. 
At the conclusion of oral arsument on July 14, 1992, on defendants' motion for a stay, the 
Court of Appeals issued a temporary stay pending its decision on defendants' motion for a stay 
pending appeal. 

Recognising that the time during which Ms. Benten could use the RU486 consistent with 
practices in die United Kingdom was running out, plaintiffs made an emergency application to 
Circuit Justice Clarence Thomas to vacate the stay issued by the Second Circuit.1 On July 17, 
1992, after Justice Thomas referred it to the full Court, the Court denied the application, In re 
Benten. 112 S. Ct. 2929 (19S2),J and the time for Ms. Benten to use the RU486 expired. 

Ms. Benten later obtaiied a surgical abortion, thereby rendering moot the narrow relief 
issued by the district court and stayed by the Court of Appeals pend'ng appeal. Accordingly, 
the Court of Appeals, on the motion of defendants, dismissed defendants' appeal and vacated 
Ihe July H, 1992, decision of the district court as moot. Order dated Sept. 22, 1992 in Benten 
v. Kessler. No. 92-6170. The case was thus returned to the district court for funher 
proceedings.3 

'On Jxily 15, 1992, the Court of Appeals graatal defendiatt' motion for a stay pending appeal. Because this 
conversioa of the stay granted the day before occurred at about the same tune" as plaintiffs'" application to tha 
Supreme Court was filed, plaintiffs, by letter, asked the Supreme Court to construe their applie&tioa to vacate the 
July 14, 1992 stay as an application to Vacate the stay pending appeal. 

^ p y attached. 

3In addition to this motion by plaintiffs for summary judgment, a motion to dismiss filed by defendants was filed 
with the Court on October 8, 1992. By a series of stipulations filed with the Court, that motion has been adjourned 
to April 1, 1993, the same as the rmirn date for this motion. Plaintiffs' response to the motion to dismiss is 
scheduled to be filed on February 26. 1993. 

1 ~ 
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On October S, 1992, the defendants filed a motion to dismiss the case in the district court 
based on three grounds: (1) the action is moot; (2) the challenged agency rule is immune from 
judicial review because it ii: within defendants' "enforcement discretion"; and (3) plaintiff is 
barred from seeking judicial relief because she has not exhausted her administrative remedies. 
On January 21, 1993, plaintiffs filed a cross-motion for summary judgment. Both motions were 
held in abeyance and suspended while the FDA decided whether to implement the President's 
order to re-evaluate the impDrt ban. They were re-activated at a status conference before the 
district court on May 31, 1995, and are now pending before Chief Judge Sifton. 

Plainitffs' Consttnaional Argument 

The import ban at issue in this case directs government agents to "[a]utomatically detain 
all shipments of unapproved abortifacient drugs." Import Alert 66-47. Because this directive 
has "the purpose or effect ol placing a substantial obstacle in the path of a woman seeking an 
abortion of a nonviable fetus," Planned Parenthood v. Casev. 112 S. Ct. 2791, 2821 (1992), and 
because it does not "further the health or safety of a woman seeking an abortion," i i . , it 
constitutes an "undue burden" and is invalid. 

First, the purpose of ihe import ban was clearly to impose a substantial obstacle in the 
path of women seeking pre-viability abortions. In addition to the purely political basis for the 
ban as found by the district court - a political basis comprising the anti-abortion views of certain 
members of Congress1 - the purpose of the ban is revealed by its language (and by the FDA's 
defense of it). Tt does not restrict its compass to RU486; nor is it directed at importation of 
RU486 for uses other than as an abortifacient. Instead, it is directed at "PRODUCT: 
Abortifacient Drugs (drug that induces abortion)." Import Alert 66-47. It instructs agents not 
only to detain all RU486, but "all shipments of unapproved abortifacient drugs." On its 
face, the import ban's purpose is to block importation of any abortifacient drugs; this purpose, 
and therefore the ban itself, h\ illegitimate under Casey .* 

:v-
Second, the effect of the ban is to place a substantial obstacle in the path of women 

seeking pre-viability abortions. "Legislation is measured for consistency with the Constitution 
by its impact on those whose conduct it affects." CaaSY, 112 S. Ct. at 2829. Thus it does not 
matter if only one woman (Li»na Benten) or only a small number of women seek to import 
RU486 as an abortifacient, for "[tjhe proper focus of constitutional inquiry is the group for 
whom the law is a restriction, not the group for whom the law is irrelevant." Id̂ . For women 

These urpiments were not considered by the Supreme Court as a whole, only by Justuce Stevens. 

The anti<hoic* opinions of coturressmen such as "Robert K. Dornan, Henry Hyde and John LaFalce,* prime 
sponsors of the import ban, are well known. 

Thus, under Import Alert 66-47, if it were discovered that some common substance or drug not approved for 
the purpose of inducing an abortion — say, Vitamin C or Cytotec - could induce an abortion, it could be seized at 
the border regardless of aflV demonstrated safety risk. 
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like Ms. Benten, Import Alert 66-47 operates as an absolute ban on their chosen method of 
abortion, and such a ban is unconstitutional. 

Leona Benten was completely barred from using the method of abortion of her choice 
to end her pre-viability pregnancy. As Justice Stevens wrote in his dissent to the U.S. Supreme 
Court's refusal to vacate the appellate court stay, there are two components of a woman's right 
to choose abortion "her decision to terminate the pregnancy and her decision concerning the 
method of doing so." Benten v. Kessler. 112 S. Ct. at 2930 (Stevens, J. , dissenting); see also 
Planned Parenthood v. Danforth, 428 U.S. 52,75-79 (1976) (prohibition on saline amniocentesis 
as a method of abortion aft;r 12 weeks of pregnancy unconstitutional because it "fails as a 
reasonable regulation of matiimai health"). Import Alert 66-47 is invalid because it imposes a 
substantial obstacle in the path of pvery woman seeking to obtain an abortion by use of RU486.7 

Finally, the import b;m is not justified by any real concern "about the health or safety 
of a woman seeking an abortion." Casev. 112 S. Ct. at 2821. The FDA must, under gasex,-
provide evidence of health OJ- safety risks; they have not done so.' 

I n order to prove an undue burden, a litigant need not sbow that a restriction places a substantial obstacle in 
the path of every woman, but only that 'in a large fraction of die cases in which [the restriction] is relevant., it will 
operate as a substantial obstacle . . . " Qtsey. 112 S. Ct. at 2830; see also Forgo Women's Health Qr^. v. Schafer. 
113 S. Ct. l « g , 1669 (1993) (O'Counor, J . , concurring). 

The FDA's endro safety argument appears to be based on the assumption that abortifacients are likely to be 
used without the supervision of a phy sician. This assumption was obviously false in plaintiff Benten's case.lndeed, 
the FDA's persona] import rule. Under which plaintiff Benton sought to import RU486, allows personal importati011 

of unapproved drugs only when they will be used under the supervision of a physician; thus, no import alert was 
necessary to combat unsupervised usu, because the general rule already deals with that problem. 
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CI'OUJ, or mjfl aflfrtViURg fj'cUr upon the 
rttkoale ot. SwiaUqr «• £ ^ ' . 646 S(v2d 
120 (TU. 1939)," &S9 So,2d 857/KM (1091>. 

11,2) Oui euce tatebliaV'ihat, tn' a 
State' wtwre Ike senbencer wetghi sggra-
rkling and ifiitigatiae 'drnTnetaAcc*, the 
trcigtun; of an ioYalid ajfravstir j ctrcuni-
etance' rtolstes. the GifhtJi—Aiiie'tdnkenL 
See Sothor a JTorirfa, 604 US.-—, —, 
m B.a. 2LU/ 21.19. •— • L.EASd- •—-
(10921; SlrinfcT «. Blac^ SK VS. -^~< 

- — m s.ct mo. mo, in UBisi 369 
(1592); ^oiitir U'DSIMW.' ^ S -'UJS. • — , 
.-—;=,U1"S.0U 731,''7W.'112' t..B42i) 812 
{miy,- Cltmon* ^ W£ui**<M « * US. 
?a8lV7B2;: llO SiCt iMl.'MSOrlOB L M . i d 
T26 'a<i90). Oar tmoi furt>>er/cctabli8h 
(Mmn »i«TSTi'i:j in==sJs=K is istauu 

•to tlu» Miue if lb dcMriptloii b Ao vague 
'i»'U> leave Uw'Matencar without witfideeit 
gmdiknee for'detennbing the preaence or 

pro, 503 U.S.. s i : ; 113 S.Ct.; at 1136. 
We have MA frutructiona moia ipaoiic 
and elibC'rtte than the* one' fivwi In lh« 
inaUnKaM unccostitatkEuJJy vague. See 
SMI «. Afisnitippi, 439 U.S. - 511 
S-CL 813, 112 UEdid 1 <199(«;.JfavnflrJ 
W Cortw-njAl, A8S U.S. 3SC, IW S.Ct 18E3, 
LQ0 Li.EA2<J J7Z (1MB); Corf/rey •». C/or, 
^ . • 1 8 U-Si-m- l » S-Ct-.tloi. .,*! 
UEd.M 3M.(1980).,;.,,, • 

• (3) TVit SUce here does not argue (h«t 
Uie "GSpocUUy wickwi/ evil. lirocJon* or 
cruel" tartnietion givto in tliit C«J* wat 
any' lest vague Uuo the [MtrattidDR m 
faund (adJng in iS/kft't Cartseright or «7od-
/rfy. Instead, echoing the State Supreme 
Caorl's reaeoniDK \a Smallty t. Stoi* M 
S».!d 72fl, 122 (Fla.1981), Uw'Sute ar^ue* 
timt;there was no need ta instrut'. tke Jary 
with the spedficitj our tifles hare tequired 
where the Jury was Ui« final Matendr.* 
•othorit;, beeauae, in;line'Florida Mheiae, 
Die Jury ii not *lh« ientencc-r̂  for Eighth 
Atnendmeot trurpMci: Thie la-true, the 
State trgrce, becauje the trial oowt ia oot 
bound by the jury's Bcnlentbig 
dntion; nther, the oourt must d̂ependent-
ly determine which aggrax-aliug and miti-

g&titg dreumaUtceB eju»t; .'aa(( after 
weighing tt* drcametaneee, eolei » sen­
tence TnlotwithstaiwliDg the reeonmendv 
tion of a »a;ority of the jnrr," rta.Stat 
4 «I.MI.(3>. 

Cur etamiiutkin of Florida case law in<fc-
catu, Kotvever, that a Pbrida trial eourt it 
required to p&j defonencc to a jur/'* ten-
bencing •Monuneadalioiv in that pie. trial 
tanrt meirt givie "great , weigl"*1,' to ..the 
jatya recnaneKhtLcn, whether ttiat .ree-
osimerulafon he life, eec Teddtr tl Stole, 
322 SoJZA 908, 910 (F7tt.I9T5), or death, see 
S M M A State, MS So.2d 182, tBS (Tla. 
19B7), cert, droi^ 4B6 C.S. 971, 108 S.Ct 
1249, 99 L.Bd5d 447 (19861;- Grouma* v. 
StaUi &V, Bo.M ass. «?«. -; 1 {Fh.!535;, 
cert denied US U.S. 1071, lfl> S.CL I3M. 

-103 UEd.2d '822 (19891.- Ttnu, Rorida hai 
eaaentUny aplit tha welgtripg proteas in 
two. IraUaRy, Ihe jiur,' vtighj aggrarstjig 
and mitigating drcumalaneee, aad Ihe re-
euk. ef that veigbkg proceaa b then b 
turn .welgbed withia . the Inal court'i 
pra&m of weighing aggrarattng' and nuti-
gating dKunalanees. . 

It k true Ourf, in this care. OKS trial court 
did ml directly migb any inralid aggraral. 
Cng cucamataaem. Bjt, we mMt preaame 
that the iary did n , tee MUU v. Mttrytand, 
tse U.S. 567, 97S-S77,103 S.CL M60,1866-
1867. 100 l^Ed-M 334 (1988),'jest as ve 
must farther presume that the trial court 
foltoved Florida lav, cf. (fofion p. Ari-
xtma, 497 U.S. 635, 663, 110 S-CL 3»<7, 
~ I 111 t,id.2d SU (1930), Rid gave 
"gnat weight" to the resultant Teocmmeu-
dOlofl.' By givtng "great weight" ta the 
Jury recamroendatfoa, the trial eaert iadt-
rectiy weighed the kvratld • afgravatlng 
factor, that we mnal presome ..the, jury 
found. Tkfa kind qf indirecl mlghiag of 
an hfaSd acsraratuig Caeter creates the 
aaaw potential fbr arbitrarineaa aa the di­
rect weigMnj «f an invaM aggiavAting 
faetar, cf. 3aU«H% c Alabama, m US. 
373, 882. I K S.Ot. 2727, ZISS, 86 UtAZd 
300 (1886), and the result, therefore, was 
emr. . 

:•< • BBNTEN''KBSaLER '> 
cm u m ao. tm (ten) 

141 We have often mognizod that there 
an maay amtitucionalty pennbabb wa«a 
in whkb StaUi nay choose to allocate eapi-
tal-aenteneing authority. See i i , at 883, 
105 5.0, at 2736; 'Spastmo *. FUmda, 
468 U3. 447, 4«4. 104 a C t 31tt, 3164. 82 
U m i i aiO (mi). Todar-i dedsioo in na 
way aignala a retxeat from that pwribbn. 
We roerely hold that, it a weigtung SUte 
dieidea to place capitat-aenteneing authori­
ty in two aeton rather I ban neither 
•ctor n u t be pemutted to"magh invaUd 
aggrayatinff ^tvowtaaMt. • ., .'i 
• The motion' far teare to proceed in fbr-

m« jDonjwrw and the ptttioe lor a writ of 
certiorari-are granted. The Judprieat of 

' iSi C«uii oi r loricia ii icverted. 
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We remand lor prooeedioge not incaoaifct-
«nt with tha opinion., 

So ordered. ', ' 

THE CHIEF .JlfSTTCE and -Juetiee 
WHITE diarcat and wouM graat eertî rari 
and set the caae down for oral angwneat 

Justicie SCAUA, (tigienting. 

- For the reasons, given in my opiokui ia 
Sthor 9. Florida, hU U.£. , — , 112 
S. CL 2114, a 17, — L£d.2d (1992̂  I 
diaient ftom the Count's lommary reTersal 
of Caianoaa'a death Mnbenee.. J^iee the 
norida conrta found seyeral constitBtional: 
ly aoead ecgravatjag fhctore la . this case, 
E^pbesa'i death sentence. unqueikliooably 
eomparts with the •>*i^wijigw ..wquii^. 
ment of Furmm r. GtOTfia. 408 U.S. 285, 
92 S OL 2726, 33 L&t2d 346 (1972). Com, 
plisnce with thai requiiement ia ihe intly 
ajwclal .eapital-jeoteadug procedwe thai 
the Eighth Amendment denunda., See 
roitos H-Artome, 4*1 639, 689H&73L 
IW S.Ct. 3047,., '-. LI ! UE!d.8d Sll 
(LSSC) (SCAUA, J,, enncumng in part and 
oonenrring in the judgmenlli. [ would deny 
the petitien. 

• ' teona BBNTBN, «l et ••'- x: 
- .• '../. -. f i ' \ S-.' v i f ."> , 

Dartd ^KESaUBB.' bpniiah>loM»,:p^';. 
aad prur AdminlatralJon, et.ial.. . . t | 

'..••:.>•' No '̂A-lO. . 

•»;•«' ivv^j-, -j inj'.-, 

•J'r Pregntm.t •woman,' ieho icnght la ira-
port- tingle doaagt of Fkeneh abortion pD 
RU-48S, but .whoee>»opply of-drug waa 
Oanfitcated at airport cnBtoou becaiue nat 
appmved hy' the Pood and Drug Aifentni*-
tntion, brought action,'with otltfn. in ~<-
der co eonpel immediate, retain of .drug. 
The Uattad States. District Court for the 
Baatem Dirtrid of New Yorh entwed pw-
litoinar; injmetiad'fai her Carer, and appear 
waa taken. The ' United State* Court of 
Appeab for the Second Cimut itayed 'the 
tqjiineCna pending the apfte&l. Ori petitmn: 
ere' appficatton to.vaeale slay, Ove Supreme 
Court held thai: (1) petitkmeca favted ta 
deoMtutrate luftatanttal UMBiood of aiic-
eess eji.'ehJtD that womanwse entitled lo 
return of drug Veeauie'edmihBtntiv* doc-
noient inatrwcling 'eoiorcemmt'officiila to 
aeite dhlg wai proaaieated without 
aiid-cemnijent.. preeedarea auertetDy rr. 
qutreii under both AAninigtrabve' Prcfe^ 
diue .Act and. FDA regnlatipos, and' (2) 
tturt WOBM express no view eo in'erita.of 
eaierttoa that goveznjneafa.hoUiag drujg 
would eonetitTite undue burden upon won*-
SA'S eonatitutionally'' protected abortioo 
right*, aa dain was not addressed Dig-
Wet Ciurt, Court of Appeals, or hy "peti-
tionera in ffinga befnre Sapreme Court. 
', AppBcation dt'oied. . . . 

- BUcktneii, diaaented ~ and would 
gwnt application la TBMte «Uy. 

:. -StefeM, J . , (fiaaenied aad filed aUte-
ment • 

Dniga and Nortotlta 
(Vegoaol woraan, who sought to In-

port etegle dcejge ef rreneh abortion img 
r ; 

o o 
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KU-186 but wh0B«'Wj>ply et drug waa 
Belwd frtm her at abport, eustoms beeauce 
«X apprered by fbod and Drag Adralafc. 
tratioa, failed to demoaatnte eubatantial 
Ukelibood of aueena DO eWm'tbel'abe WM 
entitled to return cf drug,- Dd'gntunJ that 
adraiaiatra^e document iaatmetng en-
forcetnentotfieifllt to.teiM drug was piam-
ulg&tsd witboul aoUcesoii^mnieot jwwse-
durea aeeertediy required under both Ad-
immetnUve Prooedire Act and FDA regw-
laBona, eoee.to be eotitled to Tacatioa.of 
Sownd Circuit 6 Uy of. preliminary; h y W 
tion entered by faferat diatricl.e-wt io her 
favor on her claim for, drugVreluni. 

• PEE CURfAM. ' • 
"'uaoner Leona Bent*n 'waW' to 'oae 

EU-488, a drug aot approved by tha Pood 
and Drag AdminbtrBtiori tFDA), in order 
U induce a nonsurgtial abortioB: She tried 
to Import'a aingle dosage efthi drug for 
that'purpose, but respondent federal offi-
dab eonfucated her aupply »t airport ctis-
tflme. PeUtioiWM filfrd suit ki the Kitridi 
Court for the Eaatem Dlatrl'd of New'York 
ia order to compel the aninediaie'rehirn of 
the drug to Dent«n.vThe District Churt 
entered a pwKnib^-'nfjdbctim' granting 
this re«eiy. Reâ bodinfii' i'ppialed, and" 
the Court of Appeab f<ir Ihe Second Oreuit 
stayed the iajanctitm pending fte'appeil. 
Pctitionan hive filed an 'appieatba to' va­
cate the Ciurt of Appeals' atay:'" We deny' 
the application; : ^ _ • ' 

Petitionere contend.'that̂ Benfrn"'la 'enti-
tkd to the return of.W.Hll-WS. because 
an adraialstratire docuraent intbrctuig eo-
forcement officialj to seize thot Ang- was 
pmmulgated »-ithout. wrtMe-and-eommert 
procedures aasertedly rwpiijed 'under' both 
tht.Admlnlatnlive Procedure Act and PDA ' 
regutaUons. We eonchido' that petiUonera 
horc failed to derooMtnte; a euhatantW 
UkcKhood o( auo:ea« on the merits o£ these 

' T * Rrg«)«!flnf IVccwiurei Uuiual prorfdei to 
p*tii««l (wn »i (ollowj-. 
In decUiftf wftethtr toieierdK dheniod ta 
•Itnw pmonal iWpmtnu ol drugs er dcvtces. 

elaiina. . Jiutbe STEVENS eoatends that 
the Cmremneirt's haldfag tlx, dmg would 
eaaedtuie BB-uwtae burden upon Ben ten's 
(Mjutitutionany protected.abortion rights. 
fre jws^ -at 2930-29M.: We eipreaa no 
vtew on the:merib o£ thb^aaeertjoa. •- The 
chin aader which Justloe STEVENS would 
g«at relief wu addieaaed neither by the 
District Coart nor by the Cwrt of Appeal. • 
Mr by Fe«itioaew' ,filinga,in this Court. 
Aocotdiagly, we. condade that a . is not 
properly before.us.. 

PetitjonerB" application' to vacate' the 
Court of Appeals' July 16, .1931, *Uy pend­
ing respondenta' appeal,' preaeated.lo Jus-
tie* THOMAS and by hire, rtferr^i to the 
Cewt. Is d o M 

f( is to onUred. • v 

Justice BLACKMUN diesento and would 
grant the tppllcatlos to racate the *tay. 

Juati* STBm'S , toaertng.' 

Whether •« unrfue barden has been iov; 
p<e«l on the ezerciis of a eooatituUanai 
nght depends on the relative slgnifieoue 
of the burden, on Ihe one hand, and the 
gorernntentnl blereat et atako, an the nth­
er., ' • ' : . ' . 

> this, caae. the applcant's eonatitutfc^ 
•My prated kfereet In liberty ha, tvn) 
cnmpooeata-her deiisioi, to terronaU the 
pregnancy and her derision ooneeraing the 
method of doing an, The Gavenunegt does 
aot assert any arterest In, or right to, bnr-

, dea the fonner dedalon. The Government 
does, hosnwer, aasert an h W t in the 
latter by prelectti* the appUcant fraoi tak-
ing.medleattoii onder the snperviaion of her 
doctor inatead of andergotog- an inreaive 
aargkal pneedure. In view of be Gorem. 
ment'a "peraonat uae eseeptfoa" noCey, « • 
preaaed b the PMen) Drug AdrainidiB. 
ticn'a Kebruarr 1, i m , revision of its Bee-
ofatory Ptrocedntea Ifaaual/ the only legit-

KJA prrwee,]vti toaAStr a nnre pern*. 

coodMon ud tke pro dun Ii col known to 

•; BENTEN .r .KBSSLBB' 
O U M l H aOL92>( l tM) 

; - | f 2931 
fcnate govemmeatal' Interest that is now intereat ia not sufflcient lo Justify Ihe bur-
nlevBjit is Oe'tia-eat. ln avolttine tny demome ataaequeace of tNs aeisure 
"aigaiffesnt . health risk", associated with 
the use af this roedicitini wbea prescribed 
by a competent physician, -niere ia oo 
erideoce in. O-Js leoxrd that this applicant 
faeea any such risk; Indeed, on the specific 
facia of.this caae, tha Geyenuneafi pur­
ported intereat actnaUy sopperU the appli-
canfa pcaition. . In'aU.erenta,.1 am per 
aoMled that tho relevant legitimate federal 

'. repieseftl a ilgniflceAt tralA rl*.' Ch. f-7t-

AecordhgTy; I wotHd grant the applica-
Uen. 

fit ( i j y y w i S ) . 

V . r ?;. , -..'l ; . ; „ ; ; ; : .,: j , 

'' 50(C). ' -^""^l V«'' •'•J'* •' i vto 
• v:,. ye. i- .--Iv ..-.»:. '-. -i-i ;•:•::-.! t 
\ » ! ' l .-. l ••v.'.;-.!«••• .': \ .U-, i . : . - / - i / - . : i 
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U.S. D E P A R T M E N T O F H E A L T H A N D H U M A N S E R V I C E S 

Mifepristone (RU-486): Brief Overview 

May 16, 1994 Contact: FDA Press Office 
(301) 443-1130 

On Jan. 22, 1993, in one of his f i r s t o f f i c i a l acts, President 
Clinton issued a memorandum directing HHS Secretary Donna E. Shalala 
to assess in i t i a t i v e s to promote the testing and licensing of 
mifepristone (RU-486) in the United States. 

During early 1993, Secretary Shalala and FDA Commissioner David 
Kessler communicated with senior Roussel Uclaf o f f i c i a l s to begin 
efforts to pave the way for bringing RU-486 into the American 
marketplace. 

In April 1993, representatives of FDA, Roussel Uclaf and the 
Population Council, a not-for-profit organization, met to discuss 
U.S. c l i n i c a l t r i a l s and licensing of RU-486. Over the last year, 
the parties continued their negotiations, culminating in the 
donation announced today. Roussel Uclaf w i l l transfer, without 
remuneration, i t s United States patent rights to mifepristone to the 
Population Council. In turn, the Population Council w i l l take the 
necessary steps to bring RU-486 to the American market. 

Mifepristone was developed by the French firm Roussel Uclaf. 
The drug has been marketed for use to non-surgically terminate 
pregnancy in France, the United Kingdom and Sweden. There are 
several investigative t r i a l s underway with FDA for other uses of the 
drug, including contraception, labor induction, Gushing's syndrome, 
endometriosis, meningioma and breast cancer. 

I t must be recognized that termination of a pregnancy i s not a 
simple medical procedure, whether i t i s done surgically or through a 
medical regimen. In France, the United Kingdom and Sweden, where 
RU-486 has been administered to approximately 150,000 women, the 
procedure requires several v i s i t s to a medical f a c i l i t y , a precise 
dosing scheme using two different drugs, and close monitoring to 
care for women who may experience excessive bleeding or other 
complications. Any use of mifepristone in the United States would 
have, to follow the same type of s t r i c t distribution and use 
conditions. 

### 
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I am here to announce that, with the encouragement of the 
Clinton Administration, the French pharmaceutical firm Roussel 
Uclaf i s donating, without remuneration, i t s United States patent 
rights for the drug mifepristone (RU-486) to the Population 
Council, a not-for-profit organization. 

This action i s an important step toward providing the women 
of America access to non-surgical alternatives to pregnancy 
termination. 

On January 22, 1993 — President Clinton's third day in 
office — he signed a Presidential Memorandum directing me to 
assess i n i t i a t i v e s by which the Department of Health and Human 
Services could promote the testing and licensing of RU-486 in the 
United States. 

This donation concludes months of complex negotiations, 
reflecting the Clinton Administration's repeated urging to bring 
the process to fruition. We commend Roussel Uclaf and the 
Population Council for their achievement on this very important 
issue. 

We strongly believe that women in America should have access 
to the f u l l range of safe and effective alternatives to surgical 
abortion. The donation announced today i s a big step in that 
direction. 

Although RU-486 has been used as an abortifacient in 
France, the United Kingdom and Sweden, I want to emphasize that 
mifespristone has not been approved for use in the United States. 

In addition to conducting c l i n i c a l t r i a l s , which w i l l 
commence here in the United States in the near future, the 
Population Council w i l l submit a new drug application for RU-486 
to the Food and Drug Administration. 

Let me make i t clear: we w i l l do a l l we can to evaluate 
quickly mifepristone. But I also want to make i t clear that 
FDA's decision w i l l be based solely on the s c i e n t i f i c and medical 
evidence about the safety and efficacy of the product. 

That i s our responsibility to the women in America. Thank 
you. 



- 2 -

Shalala commended Roussel Uclaf and the Population Council for 

coming to closure after months of complex negotiations amid repeated 

urging from the Clinton administration. 

Shalala emphasized, however, that the donation does not mean 

RU-486 has been approved for use in the United States. The 

Population Council must conduct c l i n i c a l t r i a l s , identify a 

manufacturer and submit a new drug application to the Food and Drug 

Administration. 

"The FDA w i l l do a l l i t can to quickly evaluate mifepristone," 

said Shalala. "FDA's decision w i l l be based solely on the 

s c i e n t i f i c and medical evidence as to the safety and efficacy of the 

drug. That i s our responsibility to the women of America." 

*** 
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TO: (See B e l o w ) 

FROM: Lyndell Hogan 
Domestic P o l i c y Council 

SUBJECT: Background on RU-4 86, t a l k i n g p o i n t s t o come 

Please see the f o l l o w i n g background i n f o r m a t i o n on President 
Clinton's record on Mifepristone, commonly r e f e r r e d t o as RU-486. 
Several events i n which Mifepristone w i l l be discussed are 
scheduled f o r today and tomorrow. I t i s very l i k e l y t h a t we w i l l 
receive questions from media, advocacy groups, the p u b l i c , etc. 

On Friday, J u l y 19, the FDA's Reproductive Health Drugs Advisory 
Committee w i l l consider data submitted by the Population Council 
as p a r t of a New Drug A p p l i c a t i o n (NDA) f o r M i f e p r i s t o n e . FDA 
r o u t i n e l y r e f e r s NDAs t o t h i s Advisory Committee and asks the 
panel f o r a recommendation on the drug's s a f e t y and e f f i c a c y . 

The Family Research Council and a number of p r o - l i f e groups held 
a news b r i e f i n g at the National Press Club t h i s morning t o 
h i g h l i g h t what they view as the dangers of 

Women's and reproductive h e a l t h advocates are responding w i t h 
t h e i r own press conference today at 1:00 p.m., also at the 
National Press Club. 

Following i s a h i s t o r y of President Clinton's record on 
M i f e p r i s t i n e . 

On January 22, 1993, President C l i n t o n d i r e c t e d Secretary Shalala 
t o "determine whether the current import ban on the drug 
M i f e p r i s t o n e , commonly known as RU-486, i s j u s t i f i e d and t o 
r e s c i n d the ban i f there i s no basis f o r i t . " 

The President's executive order d i r e c t e d the FDA t o reassess 
whether M i f e p r i s t o n e q u a l i f i e d f o r i m p o r t a t i o n under FDA's 
personal use import p o l i c y . President C l i n t o n f u r t h e r s a i d t h a t 
i f the FDA concluded t h a t meets the c r i t e r i a f o r personal use 
i m p o r t a t i o n exemption, Sec. Shalala should rescind the Import 
A l e r t 66-47. F i n a l l y , President C l i n t o n ordered HHS t o assess 
i n i t i a t i v e s t o promote the t e s t i n g , l i c e n s i n g , and manufacturing 
i n the U.S. of M i f e p r i s t o n e . 



I n J u l y 1993, the FDA concluded t h a t M i f e p r i s t o n e i s not an 
appropriate candidate f o r the FDA's personal use p o l i c y governing 
the i m p o r t a t i o n of unapproved new drugs. I n i t s assessment, FDA 
determined t h a t the d i s t r i b u t i o n of Mifepristone i s very t i g h t l y 
c o n t r o l l e d i n the UK, France, and Sweden, where i t i s approved. 
The s t r i c t l y regulated a d m i n i s t r a t i o n of mi f e p r i s t o n e i n those 
co u n t r i e s suggests t h a t i t may not be able t o be s a f e l y taken 
without c a r e f u l medical supervision and c o n t r o l s . 

Roussel Uclaf, a French subsidiary of the German company, held 
two United States patents f o r i t s product, M i f e p r i s t o n e . On May 
16, 1994 Rousell Uclaf, at the encouragement of the C l i n t o n 
A d m i n i s t r a t i o n , donated i t s United States patent r i g h t s f o r 
Mif e p r i s t o n e t o the U.S.-based Population Council, a 
n o t - f o r - p r o f i t o r g a n i z a t i o n , t o allow the Population Council t o 
begin the necessary steps t o b r i n g Mifepristone t o market i n t h i s 
country. 



U.S. c l i n i c a l t r i a l s conducted by the Population Council were 
completed i n September 1995. 

On Friday, J u l y 19, the FDA's Reproductive Health Drugs Advisory 
Committee w i l l consider data submitted by the Population Council 
as p a r t of a New Drug A p p l i c a t i o n (NDA) f o r M i f e p r i s t o n e . FDA 
r o u t i n e l y r e f e r s NDAs t o t h i s Advisory Committee and asks the 
panel f o r a recommendation on the safety and e f f e c t i v e n e s s of the 
drug. There w i l l not be a decision on Mi f e p r i s t o n e i n 1996. 

(FYI--A s p e c i f i c s c i e n t i f i c panel reviews reproductive drugs. 
There are rumors t h a t two members on t h a t panel were forced t o 
resi g n because of pressure from r i g h t - t o - l i f e groups. This i s a 
rumor and i s inaccurate. Two members on the panel had c o n f l i c t s 
of i n t e r e s t so were recused.) 

D i s t r i b u t i o n : 
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Jeremy D. Benami 
Martha Foley 
George Stephanopoulos 
Deborah L. Fine 
Todd Stern 
Peter Jacoby 
Carol H. Rasco 
Nancy-Ann E. Min 
Marily n Yager 
El i z a b e t h E. Drye 
Douglas B. Sosnik 
Karen L. Hancox 
Jenni f e r L. K l e i n 
Katharine M. Button 
Kathleen D. Hendrix 
Michael McCurry 
Donald A. Baer 



07/19/96 09:30 © IS002 

M E M O R A N D U M 

To: D i s t r i b u t i o n 
From: Lyn Hogan 
Date: July 19, 1996 
Re: Q&A For Mifepristone (RU-486) Hearing 

Please refer questions about the FDA process to Jim O'Hara, 301-
443-1130, at FDA Public Affairs. 

Background 

Today, Friday, July 19, the FDA's Reproductive Health Drugs 
Advisory Committee w i l l consider data submitted by the Population 
Council as part of a New Drug Application (NDA) f o r Mifepristone. 
FDA r o u t i n e l y refers NDAs to t h i s Advisory Committee and asks the 
panel f o r a recommendation on the drug's safety and ef f i c a c y . 

Mifepristone, commonly referred to as RU-486, i s an e f f e c t i v e , 
non-surgical method of early abortion that has been i n use since 
1981. The drug was approved for use i n France, Great B r i t a i n and 
Sweden following extensive c l i n i c a l t r i a l s that demonstrated i t s 
safety and efficacy. < 

During the Bush Administration, the FDA issued an import a l e r t 
which helped ensure that mifepristone would not be available i n 
the United States f o r any purpose. 

On January 22, 1993 the President issued an executive order that 
directed the FDA to reassess whether mifepristone q u a l i f i e d f o r 
importation. 

1) What i s expected to happen at today's FDA hearing? 

Today, Friday, July 19, the FDA's Reproductive Health Drugs 
Advisory Committee w i l l consider data submitted by the U.S.-based 
Population Council as part of a New Drug Application (NDA) f o r 
Mifepristone. 

FDA r o u t i n e l y refers NDAs to t h i s Advisory Committee and asks the 
panel f o r a recommendation on the safety and effi c a c y of the 
drug. Today's advisory committee i s the usual next step i n the 
review process of the marketing application. 

There w i l l not be a decision on Mifepristone i n 1996. 
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2) What o f f i c i a l action has the President taken to 
date regarding RU-486? 

January 22, 1993 the President issued an executive order t h a t : 

* Directed the FDA to reassess whether Mifepristone q u a l i f i e d 
f o r importation under FDA's personal use import pol i c y ; 

* Said that i f the FDA concluded Mifepristone meets the 
c r i t e r i a f o r personal use importation exemption. Sec. 
Shalala should rescind the Import Alert 66-47; and 

* Ordered HHS to assess i n i t i a t i v e s to promote the t e s t i n g , 
licensing, and manufacturing i n the U.S. of Mifepristone. 

3) P r i o r to t h i s hearing, what has the FDA concluded? 

I n July 1993, the FDA concluded that Mifepristone i s not an 
appropriate candidate for the FDA's personal use po l i c y governing 
the importation of unapproved new drugs. 

In i t s assessment, FDA determined that the d i s t r i b u t i o n of 
Mifepristone i s very t i g h t l y controlled i n the UK, France, and 
Sweden, where i t i s approved. The s t r i c t l y regulated 
administration of mifepristone i n those countries suggests that 
i t may not be able to be safely taken without careful medical 
supervision and controls. 

4) Since the FDA ruled that this drug i s not safe for 
personal use, why are they continuing with 
regulatory hearings? 

The FDA believes the drug can be taken safely with c a r e f u l 
medical supervision and controls, and therefore, i n routine 
fashion, has referred the New Drug Application to t h i s Advisory 
Committee to ask the panel for a recommendation on the safety and 
eff i c a c y of the drug. 

5) How can we be sure the FDA process i s a f a i r , 
objective process? 

* The FDA advisory committee i s a nonpartisan, objective 
committee comprised of scientis t s and doctors from outside 
the FDA. 
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The process f o r approving New Drug A p p l i c a t i o n s i s based i n 
science and medicine. 

* The FDA i s g i v i n g m i f e p r i s t o n e a s t r a i g h t f o r w a r d , honest 
rev iew and w i l l make t h e i r dec i s ion on the bas i s o f whether 
t h i s drug i s safe f o r American women. 

* The FDA f o l l o w s w e l l es tab l i shed procedures t o assess 
independent ly a l l publ ished s tudies and da ta , i n c l u d i n g 
those f rom o ther c o u n t r i e s . 

* V o t i n g members o f the FDA Advisory Committees are s u b j e c t t o 
c o n f l i c t o f i n t e r e s t laws and r e g u l a t i o n s govern ing f e d e r a l 
employees and Advisory Committee members are r e q u i r e d t o 
have d i v e r s e p r o f e s s i o n a l educat ion, t r a i n i n g , and 
exper ience . 

6) I understand that two members on the review panel 
were forced to resign because of pressure from 
r i g h t - t o - l i f e groups. I s this true? 

This i s a rumor and i s inaccura te . Two members on the panel had 
c o n f l i c t s o f i n t e r e s t so were recused. 

7) What are the pro - l i f e groups and pro-choice groups 
saying about RU-486? 

P r o - L i f e 

On July 18, pro-life groups held a press conference on the FDA 
hearings. 

The Family Research Council (FRC) lead by Gary Bauer issued a 
statement calling on the FDA not to approve RU-486 due to ethical 
considerations. In the statement, the FRC questioned the drug's 
safety and efficacy. 

At the same time, the FRC accused the FDA of attempting tc 
circumvent i t s own approval statutes that ensure safe and 
effective drugs for the sake of the lives and safety of women and 
children. 

Other pro-life organizations claim RU-486 has long-term health 
risks for mothers and children. 
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Last summer a p r o - l i f e group, Americans United For L i f e , and 
other abortion opponents, submitted a Citizen's P e t i t i o n t o the 
FDA opposing approval of mifepristone. They did so before the 
c l i n i c a l t r i a l s were over and before the extensive s c i e n t i f i c 
data collected by the Population Council was submitted to the 
FDA. 

Pro-Choice 

Also on July 18, women's and reproductive health advocates held a 
press conference t o c a l l for approval of mifepristone. These 
groups called mifepristone a major medical advance f o r women and 
described i t s expected positive impact on the provision of 
women's health care services i n t h i s country. 

The Feminist Majority i s concerned that f i v e Reproductive Health 
Advisory Committee members have demonstrated that they have a 
c o n f l i c t of i n t e r e s t with the subject matter of the July 19 
meeting concerning mifepristone. They expressed t h e i r concern i n 
a July 10 l e t t e r t o FDA Commissioner David Kessler. 

8) Why does the Population C o u n c i l h o l d the U.S. 
p a t e n t on mifepr i s t o n e ? 

Roussel Uclaf, a French subsidiary of the German company, held 
two United States patents for i t s product. Mifepristone. On May 
16, 1994 Rousell Uclaf, at the encouragement of the Clinton " 
Administration, donated i t s United States patent r i g h t s f o r 
mifepristone t o the U.S.-based Population Council, a not-f o r -
p r o f i t organization, to allow the Population Council t o begin the 
necessary steps to bring Mifepristone t o market i n t h i s country. 
U.S. c l i n i c a l t r i a l s conducted by the^Population Council were 
completed i n September 1995. 
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T96-61 Lawrence Bachorik $Acit-'V> Nr 
Sept. 18, 1996 (301) 443-1130 

> FDA ISSUED APPROVABLE LETTER FOR MIFEPRISTONE 

The Food and Drug Administration today issued an approvable 

l e t t e r t o the Population Council f o r mifepristone, when used i n 

combination with misoprostol, for the termination of early 

pregnancy. As announced by the Population Council, the Agency 

has determined that the submitted c l i n i c a l data demonstrate the 

safety and efficacy of mifepristone i n combination with 

misoprostol when used under close medical supervision, but 

additional information on other issues, including manufacturing 

practices and labeling, must be submitted before a f i n a l approval 

decision can be made. The following can be used t o answer 

questions: 

An FDA advisory committee voted 6-0 (with two abstentions) 

on July 19, 1996, that c l i n i c a l data show that the benefits of a 

mifepristone and misoprostol regimen f o r terminating early 

pregnancy outweigh i t s r i s k s . The studies presented t o the 

Committee involved women treated under close medical supervision 

w i t h i n 49 days of the beginning of t h e i r l a s t menstrual period. 

The data come from two French t r i a l s , involving 2,480 women, that 

-MORE-
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showed the combination of mifepristone and misoprostol, an oral 

prostaglandin, to be about 95 percent effective. 

In addition, the Population Council, a non-profit research 

organization, presented to the Committee preliminary safety data 

from U.S. t r i a l s , involving more than 2,000 women. T r i a l s were 

conducted in the U.S. to complement the European data and to 

confirm whether the drug regimen could be safely used in the 

American medical system. 

The regimen used in the c l i n i c a l t r i a l s consisted of 3 

tablets (600 milligrams) of oral mifepristone followed two days 

later by 2 tablets (400 micrograms) of oral misoprostol. 

Adverse events seen in c l i n i c a l t r i a l s include painful 

contractions of the uterus, nausea, vomiting, diarrhea, pelvic 

pain and spasm, and headache. A very small percentage of 

patients in the c l i n i c a l t r i a l s required hospitalization, 

surgical treatment, and/or blood transfusions. 

The population council's new drug application was f i l e d on 

March 18, 1996. Under the Prescription Drug User Fee Act, 

priority drugs such as mifepristone have a six-month goal for 

i n i t i a l Agency action. 

#### 
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September 18, 1996 

From: Jim O'Hara, FDA, 301-443-1130 

Note to White House Press Office: 

The FDA today issued an aprovable l e t t e r to the Population Council 
for mifepristone, when used with misoprostol, f o r the. termination 
of early pregnancy. Approvable l e t t e r s are issued when the Agency 
has determined the basic safety and efficacy of a drug, but other 
outgtartding issues have to be resolved by the sponsor. An advisory 
committee of outside experts had recommended to the Agency i n July 
that the benefits outweighed the risks for the mifepristone and 
misoprostol xegimen. Under Che law, FDA can only confirm that an 
approvable l e t t e r has been issued and confirm what a sponsor says 
about the approvable l e t t e r . There should be no speculation about 
when a f i n a l approval decision w i l l be made. 

Questions about the approvable l e t t e r should be referred Lo FDA's 
Office of Public A f f a i r s : 301-443-1130. 

Talking Points: 

Election-year politics had nothing to do with either the substance 
or timing of this decision. 

The advisory committee of outside experts said i n July that 
the benefits outweighed the r i s k , and while the Agency i s not 
bound by an advisory committee decision, i t generally follows 
them. Because t h i s drug i s the f i r s t i n i t s class, i t i s 
considered a p r i o r i t y drug,- the FDA has a goal of acting on 
p r i o r i t y drugs within six months of an application being 
f i l e d , and t h i s application was f i l e d i n March 1996. This i s 
not a f i n a l decision. 

Thie d e c i o i o n i s being made on the s c i e n c e and medicine. 
This drug regimen has been i n use for a number of years i n 
other countries. Data from c l i n i c a l t r i a l s i n both France and 
the U.S. have been submitted to the Agency i n support of t h i s 
a pplication and was reviewed by a committee of outside 
s c i e n t i f i c and medical experts. 
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News Release 

£uidiBi urfhrnmrion, nnnfficr IS Sqnember 1996 
Sandra Waldmsiv 212/339-0525 FOR IMMEDIATE RELEASE 

FDA Issues Approvable Letter for Mifepristone Medical Abortion 

NEW YORK—The Popularrna Council arinnnnml today (18 Sqjtember 1996) that the U^. 
Food and Drag Adnrinistranon lias issasd an ApprovaWo Later fiar '"'fcp'iTOnr. in 
comhinarion with misoprosial, farcariy medical abottioa. Tbe FDA letter, wMck the Coaodl 
received esdicr today, states thar the agency has deoesanzned that substantial clinical daa 
dengnstcatc the safigqr and efficacy of mifiepiisiuac in combinatiga witit mjaqprogol when 
nsed under medical sapervisicBi. 

An Approvable Letter is an action fieqaentiy used by the FDA to that safety 
a«H cfiBcacy <fafa have passed agency rsview, bat that addkioual jnfonnaiion must be 
sutnnitted. before final approval fiar marketing is granteL The FDA Approvable LCCET to the 
Council said thac a few pans of the applicaiion, including those xekjed to labeling and 
additional information about file mapnfflctnriag process, remain to be convicted by die 
CoandL An EDA Advisory Connmnee leoommended on Jaly 19 that the agency approve the 
-xegimea for cady medical abomoa. The Council's 164-vQltane New Drag Applicsdoa was 
sgbmrned ia March 1996. 

Li a statement, the Popnlarion Conndl said, "This EDA action marfo another ra^jar 
step in fte long aod complex process to mala srifepristane svailaWe to Aoxdcan women as 
it is to womca in other countries. We ate ddighiwl to have an Approvable Letxer. We are 
Sme we wQl be able to provide the FDA the Outstanding information necessary for appro vaL" 

# # # 
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TO: (See B e l o w ) 

FROM: Lyndell Hogan 
Domestic Po l i c y Council 

SUBJECT: FDA Advisory Committee Voted Yes On RU-486 

As of 6:00 p.m. J u l y 19, the FDA Advisory Committee had taken i t s votes on 
mifepristone (also known as RU-486). There are 8 v o t i n g people on the committee, 
Three votes were s i g n i f i c a n t . A verbal report from Dept. of Health and Human 
Services i n d i c a t e s the f o l l o w i n g r e s u l t s : 

Members voted: On the e f f i c a c y of mife p r i s t o n e , 6 yes, 2 no 
On the sa f e t y of mife p r i s t o n e , 7 yes, 1 abstained 
On approval of mife p r i s t o n e , 6 yes, 2 abstained 

D i s t r i b u t i o n : 
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Elena Kagan 
George Stephanopoulos 
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El i z a b e t h E. Drye 
Douglas B. Sosnik 
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Je n n i f e r L. K l e i n 
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Kathleen D. Hendrix 
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Michael McCurry 
Barry Toiv 
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October 14,, 1998 

The Honorable Don Mickles 
Assistant Majoxity Leader 
.United States Senate 
Washington, D.C- 20510 

Dear Senator Nickles: 

Thank you £or meeting with me and Secretary shalala 
concerning my nomination t o be Commissioner of the Food and Drug 
Administration (PDA). I appreefeiate the \fcime and consideration 
that you have given to my nomination. 

I want to take t h i s opporthinity t o restate that during my 
e a r l i e r service at PDA (1992-1^94) I was not involved e i t h e r i n 
che s o l i c i t a t i o n or the review of the EU-486 application. As a 
general matter,' I believe the ̂ gency should exercise caution i n 
s o l i c i t i n g , prdduct applications. 

I f I am confirmed as commissioner/ I do not intend to 
ac t i v e l y s o l i c i t a manufacturer f o r t h i s product. 

Thank you again f o r considering my nomination. 

Sincerely, 

Jane E. Henney, M.D. 

\ 
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LONG ALDRIDGE 
<& NORMAN 

ATTORNEYS AT LAW 

June 27, 1997 

Via Facsimile 

Ms. Jennifer Klein 
Special Assistant to the President 
Office of Domestic Policy 
The White House 
Washington, DC 20500 

Dear Jennifer: 

Thank you for calling me today to discuss the mifepristone matter currently under 
consideration in your office. Moreover, I appreciate your commitment to give this matter further 
thought. 

Per our discussion, I am attaching to this letter background infonnation on the status of 
our efforts to bring this drug to market. I would appreciate your keeping this information 
confidential. I want to reiterate that at this time, we are most interested in ensuring that Gedeon 
Richter understand the importance this Administration places on bringing mifepristone to market. 
If after being made aware of such importance, Gedeon still decides it will not manufacture the 
product for us, we "will have done all we can do. 

The member of the Administration in the best position to make these concerns known to 
Gedeon is Ambassador Donald Blinken. I have always maintained that it would be inappropriate 
for the Ambassador to insert himself in any of the particular business matters now pending 
between Gedeon and the investor group. However, in the interest of full knowledge and 
disclosure, I think it would be appropriate and advisable for him to inform Gedeon that bringjng 
mifepristone to market in the United States is important to the President. To the extent that 
Gedeon can be of assistance in helping bring mifepristone to market in the United States, it would 
be helping our Administration. Having the Ambassador make these points to Gedeon would 
ensure that all parties in this dilemma would go forward fully informed of the others' priorities. . 
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Ms. Jennifer Klein 
June 27, 1997 
Page 2 

I want to also reiterate that Gedeon is 3 8.5% owned by the Hungarian government. The 
government owns the controlling interest. Such government ownership changes in some ways the 
contour of the discussions between the Ambassador and Gedeon. This is more of a government 
to government communication. 

Again, thank you for your time and consideration. 1 am available to provide any 
infonnation or assistance you may need on this matter. 

Sincerely, 

Kyle Micbel 

attachment 
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Overview 

When President Clinton took office in 1993, one of the first acts of his Presidency was to 
reverse the ban President Bush had imposed on the importation into the United States of 
mifepristone, the drug commonly known as RU 486. On January 22, 1993, the President sent a 
memorandum to the Secretary of Health and Human Services directing her to "assess initiatives 
by which the Department of Health and Human Services can promote the testing, licensing, and 
manufacturing in the United States of RU 486 or other antiprogestines." In response to this 
directive. Secretary Shalala undertook initiatives that resulted in the manufacturer of the drug, 
Roussel-Ucla£ transferring the U.S. rights to the drug to the Population Coundl. Secretary 
Shalala was personally involved in the transferral process. 

The Population Council conducted a search for business interests that would bring the 
drug to market in the United States, including taking responsibility for financing the venture, 
acquiring FDA approval for the drug, selecting and contracting with a manufacturer, designing 
and implementing a distribution network and taking all other steps necessary to make mifepristone 
available in the U.S. After determining that no existing drug company was willing to manufacture 
and distribute mifepristone, the Coundl turned to private investors. 

During 1995 and 1996, an investor group was formed to bring the drug to market. This 
group was led by a general partner who took some meaningful steps to advance the project, but 
neglected to develop key aspects of the venture. Ultimately, in early 1997, this general partner 
withdrew from the project. He was replaced by the current general partner who is endeavoring to 
bring the project to fiuition. 

In early 1997, the investor group projected that the drug would be available in the United 
States in December, 1997. This goal was imperiled in late February when the contracted 
manufacturer, Gedeon-Richter, informed the investor group that it was terminating its 
manufacturing contract. Settlement negotiations to achieve some type of manufacturing 
arrangement began immediately. On May 7, 1997, the investor group filed suit against Gedeon 
for breach of contract. The suit is going forward, though the investor group would prefer to 
reach a negotiated settlement with Gedeon to provide enough drug product to go to market as 
scheduled, and meet minimum demands until a new manufacturing facility can be brought on line. 

The general partner of the investor group is in the process of building relationships with 
the Choice community in Washington, DC, New York, and across the country. These 
relationships -were largely neglected under the former general partner. As a result, there are many 
issues surrounding mifepristone on which the Choice community is not educated. This paper is 
written to address those issues and provide general background on the subject. 



Manufacturing 

Mifepristone is a steroid drug, the production of-which requires a series of intricate 
molecule-building procedures. The only licensed manufacturer of mifepristone in the world at the 
time the investor group acquired the rights to produce and market the drug was Roussel-Uclaf. 
Roussel has since been acquired by Hoechst Corporation. Hoechst has decided to cease all 
manufacturing of mifepristone. The company is currently fulfilling a small, two year contract for 
production of the drug for Mr. Edouard Sakiz. Mr. Sakiz, a resident and citizen of France, is the 
inventor of the drug, a former Roussel executive, and the current*holder of the rights to market 
the drug in France, England and Sweden. Other than fulfilling the agreement with Mr. Sakiz, 
Hoechst has refused to consider manufacturing additional mifepristone, despite repeated inquiries 
and requests by the investor group. 

After the Population Council licensed the drug to the investor group, the group began a 
search for a manufacturer. Because of the sensitive political nature of mifepristone, no U.S. 
manufacturer was interested in producing the drug. The investor group approached Roussel, later 
Hoechst, about producing the drug, but was told the company was not changing plans to cease 
producing mifepristone. Finally, the group located Gedeon-Richter, a Hungarian pharmaceutical 
company with a history of producing FDA-approved drugs for use in the United States. 

Gedeon contracted to produce the drug for the investor group and Roussel agreed to 
transfer technology to Gedeon to enable it to do so more rapidly. After much work, Gedeon 
achieved successful production of the drug and, now, has attained all but final approvals from the 
FDA. In May, 1996, Gedeon signed a contract with the investor group to produce two years' full 
supply of mifepristone for the investor group beginning in the fall of 1997. The investor group 
paid Gedeon a down payment in contemplation of the continuing manufacturing relationship 
between the two parties. 

Current Impasse 

In February of 1997, Gedeon informed the investor group that it was terminating the 
contract to produce mifepristone. Gedeon did not give a full and adequate explanation for its 
actions. Subsequently, representatives from Gedeon and the investor group met in New York and 
Hungary to try to work out a settlement. When these negotiations broke down, the investor 
group filed suit against Gedeon in New York for breach of contract. The lawsuit is going 
forward; however, the investor group is still interested in finding away to reach an agreement 
with Gedeon for manufacture of the product so it can be brought to market in the United States. 

The cancellation of the manufacturing contract by Gedeon will cause at least a three to 
five year delay in bringing the drug to market, even assuming a new manufacturer is located 
immediately. Any new manufacturer will have to successfully master the technology transfer and 
manufacturing procedures required to produce mifepristone, and additional FDA approvals will be 
required. There are no known FDA-approved manufacturers that can currently produce the drug. 
Because Gedeon is a leader in steroid drug technology and because it now has the technology to 
produce this drug, it is the only manufacturer capable of producing mifepristone in the short term, 



The investor group's goal remains unchanged - to bring mifepristone to market in the 
United States as soon as possible. To this end, the investors would hke to work out an agreement 
with Gedeon that Gedeon produce a reduced, set amount of mifepristone for a two to three year 
period. This would give the investor group time to either locate another manufacmrer, or build its 
own production facUity. During the negotiations, before the lawsuit was filed, there were 
discussions of such an agreement, but Gedeon was reluctant to agree to any manufacturing 
arrangement. Revisiting these discussions is the most promising path to achieving the investor 
group's goal. 

Gedeon is 38.5% owned by the Hungarian government. The Managing Director, Erik 
Bogsch, has been surprised at the investor group's strong reaction to Gedeon's cancellation of the 
contract He is also concerned that the cancellation not create political problems for the company 
or the Hungarian government. The government is in the process of selling off 13.5% of the 
company in a private sale in London and New York. Mr. Bogsch has asked for a meeting with 
US Ambassador to Hungary, Donald Blinken. Ambassador Blinken is currently considering 
whether to meet with Mr. Bogsch. He is awaiting word from the Administration in Washington 
giving him instruction on this matter. 

It is important that the proponents of mifepristone get a message to Ambassador Blinken 
encouraging him to meet with Mr. Bogsch. We do not need the Ambassador to help us settle a 
lawsuit between two business interests. We need the Ambassador to stress to Mr. Bogsch the 
importance of this product to the current Administration and encourage Gedeon to work with the 
investor group to work out an interim arrangement whereby the investor group can bring the drug 
to market on schedule. The Ambassador should inform Mr. Bogsch that Gedeon is the only 
manufacturer that can assist the Administration in achieving this goal. Again, the Ambassador 
does not need to go into the details of the lawsuit, or even into the details of an interim 
arrangement. He needs to underscore to the importance of this matter to the U.S. government 
and the Clinton Administration and encourage him to work with us to reach an agreement for 
production of mifepristone. 
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LONG ALDRIDGE 
& NORMAN 

ATTORNEYS AT LAW 

June 27, 1997 

Via Facsimile 

Ms. Jennifer Klein 
Special Assistant to the President 
Office of Domestic Policy 
The White House 
Washington, DC 20500 

Dear Jennifer: 

Thank you for calling me today to discuss the mifepristone matter currently under 
consideration in your office. Moreover, I appreciate your commitment to give this matter further 
thought. 

Per our discussion, I am attaching to this letter background infonnation on the status of 
our efforts to bring this drug to market. I would appreciate your keeping this information 
confidentiaL I want to reiterate that at this time, we are most interested in ensuring that Gedeon 
Richter understand the importance this Administration places on bringing mifepristone to market. 
If after being made aware of such importance, Gedeon still decides it will not manufacture the 
product for us, we will have done all we can do. 

The member of the Administration in the best position to make these concerns known to 
Gedeon is Ambassador Donald Blinken. I have always maintained that it would be inappropriate 
for the Ambassador to insert himself in any of the particular business matters now pending 
between Gedeon and the investor group. However, in the interest of full knowledge and 
disclosure, I think it would be appropriate and advisable for him to infonn Gedeon that bringing 
mifepristone to market in the United States is important to the President. To the extent that 
Gedeon can be of assistance in helping bring mifepristone to market in the United States, it would 
be helping our Administration. Having the Ambassador make these points to Gedeon would 
ensure that all parties in this dilemma would go forward fully informed of the others1 priorities. 
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Ms. Jennifer Klein 
June 27,1997 
Page 2 

I want to also reiterate that Gedeon is 3 8.5% owned by the Hungarian government. The 
government owns the controlling interest. Such government ownership changes in some ways the 
contour of the discussions between the Ambassador and Gedeon. This is more of a government 
to government communication. 

Again, thank you for your time and consideration. I am available to provide any 
infonnation or assistance you may need on this matter. 

Sincerely, 

Kyle Micbel 

attachment 
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Overview 

When President Clinton took office in 1993, one of the first acts of his Presidency was to 
reverse the ban President Bush had imposed on the importation into the United States of 
mifepristone, the drug commonly known as RU 486. On January 22, 1993, the President sent a 
memorandum to the Secretary of Health and Human Services directing her to "assess initiatives 
by which the Department of Health and Human Services can promote the testing, licensing, and 
manufacturing in the United States of RU 486 or other antiprogestines." In response to this 
directive, Secretary Shalala undertook initiatives that resulted in the manufacturer of the drug, 
Roussel-Uclaf̂  transferring the U.S. rights to the drug to the Population Council. Secretary 
Shalala was personally involved in the transferral process. 

The Population Council conducted a search for business interests that would bring the 
drug to market in the United States, including taking responsibihty for financing the venture, 
acquiring FDA approval for the drug, selecting and contracting with a manufacturer, designing 
and implementing a distribution network and taking all other steps necessary to make mifepristone 
available in the U.S. After determining that no existing drug company was willing to manufacture 
and distribute mifepristone, the Council turned to private investors. 

During 1995 and 1996, an investor group was formed to bring the drug to market. This 
group was led by a general partner who took some meaningful steps to advance the project, but 
neglected to develop key aspects of the venture. Ultimately, in early 1997, this general partner 
withdrew from the project. He was replaced by the current general partner who is endeavoring to 
bring the project to fiuition. 

In early 1997, the investor group projected that the drug would be available in the United 
States in December, 1997. This goal was imperiled in late February when the contracted 
manufacturer, Gedeon-Richter, informed the investor group that it was terminating its 
manufacturing contract. Settlement negotiations to achieve some type of manufacturing 
arrangement began immediately. On May 7, 1997, the investor group filed suit against Gedeon 
for breach of contract. The suit is going forward, though the investor group would prefer to 
reach a negotiated settlement with Gedeon to provide enough drug product to go to market as 
scheduled, and meet minimum demands until a new manufacturing facility can be brought on line. 

The general partner of the investor group is in the process of building relationships with 
the Choice community in Washington, DC, New York, and across the country. These 
relationships were largely neglected under the former general partner. As a result, there are many 
issues surrounding mifepristone on which the Choice community is not educated. This paper is 
written to address those issues and provide general background on the subject. 
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Manufacturing 

Mifepristone is a steroid drug, the production of which requires a series of intricate 
molecule-building procedures. The only licensed manufacturer of mifepristone in the world at the 
time the investor group acquired the rights to produce and market the drug was Roussel-Uclaf. 
Roussel has since been acquired by Hoechst Corporation. Hoechst has decided to cease all 
manufacturing of mifepristone. The company is currently fulfilling a small, two year contract for 
production of the drug for Mr. Edouard Sakiz. Mr. Sakiz, a resident and citizen of France, is the 
inventor of the drug, a fonner Roussel executive, and the cunent holder of the rights to market 
the drug in France, England and Sweden. Other than fulfilling the agreement with Mr. Sakiz, 
Hoechst has refused to consider manufacturing additional mifepristone, despite repeated inquiries 
and requests by the investor group. 

After the Population Council licensed the drug to the investor group, the group began a 
search for a manufacturer. Because of the sensitive political nature of mifepristone, no U.S. 
manufacturer was interested in producing the drug. The investor group approached Roussel, later 
Hoechst, about producing the drug, but was told the company was not changing plans to cease 
producing mifepristone. Finally, the group located Gedeon-Richter, a Hungarian pharmaceutical 
company with a history of producing FDA-approved drugs for use in the United States. 

Gedeon contracted to produce the drug for the investor group and Roussel agreed to 
transfer technology to Gedeon to enable it to do so more rapidly. After much work, Gedeon 
achieved successful production of the drug and, now, has attained all but final approvals from the 
FDA. In May, 1996, Gedeon signed a contract with the investor group to produce two years' full 
supply of mifepristone for the investor group beginning in the fall of 1997. The investor group 
paid Gedeon a down payment in contemplation of the continuing manufacturing relationship 
between the two parties. 

Current Impasse 

In February of 1997, Gedeon informed the investor group that it was terminating the 
contract to produce mifepristone. Gedeon did not give a full and adequate explanation for its 
actions. Subsequently, representatives from Gedeon and the investor group met in New York and 
Hungary to try to work out a settlement. When these negotiations broke down, the investor 
group filed suit against Gedeon in New York for breach of contract. The lawsuit is going 
forward; however, the investor group is still interested in finding a way to reach an agreement 
with Gedeon for manufacture of the product so it can be brought to market in the United States. 

The cancellation of the manufacturing contract by Gedeon will cause at least a three to 
five year delay in bringing the drug to market, even assuming a new manufacturer is located 
immediately. Any new manufacturer will have to successfully master the technology transfer and 
manufacturing procedures required to produce mifepristone, and additional FDA approvals will be 
required. There are no known FDA-approved manufacturers that can currently produce the drug. 
Because Gedeon is a leader in steroid drug technology and because it now has the technology to 
produce this drug, it is the only manufacturer capable of producing mifepristone in the short term. 
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The investor group's goal remains unchanged - to bring mifepristone to market in the 
United States as soon as possible. To this end, the investors would like to work out an agreement 
with Gedeon that Gedeon produce a reduced, set amount of mifepristone for a two to three year 
period. This would give the investor group time to either locate another manufacturer, or build its 
own production facihty. During the negotiations, before the lawsuit was filed, there were 
discussions of such an agreement, but Gedeon was reluctant to agree to any manufacturing 
arrangement. Revisiting these discussions is the most promising path to achieving the investor 
group's goal. 

Gedeon is 38.5% owned by the Hungarian government. The Managing Director, Erik 
Bogsch, has been surprised at the investor group's strong reaction to Gedeon's cancellation of the 
contract. He is also concerned that the cancellation not create political problems for the company 
or the Hungarian government. The government is in the process of selling off 13.5% of the 
company in a private sale in London and New York. Mr. Bogsch has asked for a meeting with 
US Ambassador to Hungary, Donald Blinken. Ambassador Blinken is currently considering 
whether to meet with Mr. Bogsch. He is awaiting word from the Administration in Washington 
giving him instruction on this matter. 

It is important that the proponents of mifepristone get a message to Ambassador Blinken 
encouraging him to meet with Mr. Bogsch. We do not need the Ambassador to help us settle a 
lawsuit between two business interests. We need the Ambassador to stress to Mr. Bogsch the 
importance of this product to the current Administration and encourage Gedeon to work with the 
investor group to work out an interim arrangement whereby the investor group can bring the drug 
to market on schedule. The Ambassador should infonn Mr. Bogsch that Gedeon is the only 
manufacturer that can assist the Administration in achieving this goal. Again, the Ambassador 
does not need to go into the details of the lawsuit, or even into the details of an intenm 
arrangement. He needs to underscore to the importance of this matter to the U.S. government 
and the Clinton Administration and encourage him to work with us to reach an agreement for 
production of mifepristone. 
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