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FOR IMMEDIATE RELEASE Contact: Victor Zonana 

Monday, May 16, 1994 (207..) &90-6343 

Roussel Uclaf Donates u.s. Patent Riqhts for RU 486 to 

Population Council 

HHS Secretary Donna E. Shalala announcea toaay that FjenCh 

pharmaceutical company Roussel Uclaf, at the encouragement ofi the 

Clinton Administra.tion, is ciona.tin'l, without remunera.tion, its 

United States patent rights tor mitepristQne (RU 486) t.o The 

population council, Inc., a not-for-profit corporation. 

RU 486 has Deen marketed for non-surgical termination of 

pregnanei"s in Franea. the United Kingdom and Swotden".. The ~g is 

also under study for labor induction, contJ:aception, Cu.hing'. 

syndrome, endometriosis, meningioma and breast cancer. 

IIWe £ltronCjly believe thQ.t women in America-n ahoulcl ho.yo access 

to the full ro.nge u! safe and effective alternatives to SU+lical 

abortion. The aonation announced today is a ~tep forward in that 

prOCQSu;: _ " 
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NO'l'll: '1'0 CAROL RASCO 

ro~ our aonvcrcation, ho~o ic tho lottor. Alec ploaoo find 

some Dac~ground materials. 

~ 
Kevill Thurm 

Attachmen't.s 
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Dr. Edouard Sakiz 
Chairman of the Board 
Supervisory Board 
Rou.ssel Ucla.E 
35, boulevard des Invalides 
75323 Paris Ce4ex 07 

De.ar Dr. Sakiz, 

It is important for the health of women in the united States that 
they have access to the widest possible range of safe and I 
effective medical treatments. In support of that goal, in 
January 1993, I asked the secretary of Health and Human Services 
to promote the testing and licensing of mifepristone (RU 486) and 
other antiprogestins in the United States. !. 
I understand that since at least that time, your company has been 
in negotiations with The Population Council, Inc., a non-profit 
orqanization with whom you have had dealings on mifepristohe 
sin~e early in the last decade~ Those discussions, I unde~stand, 
have been directed toward the purpose on which I charged the 
secretary. I am grateful for the effort those negotiations 
r~~~. I 
In order to permit the appropriate testing, development an~ 
distribution of your product, I urge, at the conclusion O~lf your
negotiations, that you b~ing your plans to fruition. I 
understand that your company will assign without remuneration 
your United State.s patent rights on mifepristone to The r 

Population council, Inc. which has been studying this product 
since 1982 and which would take all necessary steps to file a new 
drug application with the Food and Drug Administration s6 thatr 

the agency can determine whether the drug is safe and eff~ctive 
for use in the United States. . I 
On behalf. of the government of the United states and for the 
women in America, I thank you for your work. 

[President Clinton) 



P.85 

486 

·MAY-15-199~ 19:31 FROM DEP SEC.HHS TO 9~562878 

On January 22, 1993, President Clinton signed a Pr~8idential 

Memoranaum airectinq the Department of Health and Human ser'Y'iceJ to 

assess initiatives to promote tae testinq and licensinq of RU 

in the United States. 

Shalala commended Roussel Ucla! and the Population council for 

'comlng to closure arter months or complex negotiations amid 

repeated urqinq from the Clinton Administration. 

~nalala emphasizeQ, nowever, that tne Qonation does not mean 
. . I 

RU 496 has been approved for use in the U. g. Th~ Population 

council must ~onduct clinical trials, identify a manufacturer and 

submit a New Drug' Application to the Food and Drug Administration. 

tiThe FDA will do all it can to quiCkly evaluate mifeprlstone, '" 

said Shalala. "lOA t S decision will be based solely on the 

scientific and medical evidence as to the safety and efficacy of 

the druq. That is our responsibility to the women of Americl." 
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statement 


Donna E. Shalala 


secretary or Health and Human S9rvic~s 


Kay 16, 1994 


T am heTA to announce that, with the encouraqement ot the 

Clinton Administration, the French pharmaceutical firm Roussel 

Ucla! is donating, without remuneration, its united states patent 

TiqhtR fOT the druq mifepristone (RU 486) to the Population 

Council, a not-for-profit orqanizaticn. 

This action is an important ~tep toward prov;dinq the women 

of America access to non-surqical alternatives to preqnancy 

termination. 

On January 22, 1993·-- President.Clinton's third day in 

otrice -- he signed a Presidential Memorandum directing me to 

assess initiatives by which the Department of Health and Human 

services could promote the testinq and licensinq of RU 49G in the 

united states. 

~hia donAtion conc1udee month~ of complex ne~otidtion5 

reflectinq the Clinton Administration's repeated urqinq ~o Dring 

the process to fruition. We commend ROUSSQl Uclaf and the 

Population Council for their achievement on thiG v~y important 

issue. 



2 

MAY-15-199~ 19:32 FROM DEP SEC HHS TO 9~5628?8 P.0? 

We stronqly believe that women in America should have access 

to the full range of safe and effective alternatives to surq1cal 

abortion. The donat1on announced today i& a big gtop forward in 

that process. 

Although RU 486 has been used as an abortifacient in 

France, the united Rinqdom and Sweden, I want to emphasize that 

mifespristone has not been approved tor use in the united states. 

In addition to conductinq clinical trials, which will 

commence here 1n the united states 1n the near tuture, the 

Population Couneil wil1 f:ubm1t a new drug' application for RU 486 

to the Food and Druq· Administration. 

Let me make it clear: we will do all we can to evaluate 

Illlickly 1I'Iifepristone. But T ftlso want to lIIake it clear that FDA's 

decision will be based solely on the scientific and medical 

evidence about the safety and efficacy of the product. 

That is our responsibility to the women 1n America. Thank 

ynu. File: word/rustata 
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Mitepristone (RU 486): Brief Overvi9w 

On January 22, 1993 1 in one o:f his first official acts, 

president Clinton issued a memorandum directing HHS secretary

Donna E. Shalala to promote the testing and licensing of 

mife~Tiston@ (RU (86) in the united states. 


During early 1993, secretary Snala!a and FDA 

Commissioner David Kessler communicated with senior Roussel Ucla! 

o££icials to begin efforts to pave the way for bringing nu 496 

into the American marketplace. 

In April, 1993( representatives of FDA, Roussel Uclaf 
and the Population Counc1l, a not-for profit organization, met to 
discuss u.s. clinical trials and licenslnq ot RU 486. over the 
last year, the parties continued their negotiations culminating
in the donation announced today. Roussel Uclaf will transfer, :r 

without remuneration, lts un1ted States patent riqhts to 
mifepristone to the Population council. In turn, the population
Council will take the necessary steps to bring RU 486 to the 

American marJcet. 


Kifapristone was developed by the French fi.T1TI 'Roussel 

Ucl&t. The drug has been marketed for use to non-surqically

terminate preqnancy in France, the United Kinqdom and Sweden. 

Thera are several invest.igative t.rials underway wtth FDA for 

otner uses ot the drug, including contraception, labor induction, 

Cushinq's syndrome, endometriosis, meninqioma, and breast cancer. 


It must be recoqnized that termination of a pregnancy

;1,; not a simp1@. m@.dical procedure vhether it is done surgically 

or through a medical regimen. In France, the United Rindgom and 

Sweden, Where RU 486 has ~een administered to approximated 

200,000 women, the procedure requires l"eveT'Al Vi.A:ltl" to a m.ecHeal 

facility, a precise dostnq scheme \1II::;nq two diffATent drug!;, and 

close monitoring to care for women who m~y experience excessive 

bleeding or other complications. Any use of mifepristone in the 

United States would have to follow the same type of strict 

distri~ution and use conditions. 


FilCH RUFACT 
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MAY I I 1994 


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 for its product, RU 486, 
which has abortifacient and potentially scores of other medical 
uses. The French company has engaged the population Council, a 
not-for-profit organization, in over 14 months of negotiations 
designed to transfer Roussel Uclaf's United States patent rights 
to the Population Council which would then take steps to bring RU 
486 to market in this country. Those negotiations are on-going. 

On May 9, 1994, Roussel Uclaf wrote a letter to Secretary Shalala 
stating the company's wish, instead, to offer the RU 486 United 
States patent rights to the American government insofar as the 
abortifacient and other gynecolog{cal uses are concerned. The 
company proposes voluntarily to assign its patent rights, as so 
limited, to the government free of charge, asking nothing in 
return. 

Were the government willing to accept the tlgift tl offer, 
negotiations with the Population Council would be discontinued, 
and the patents, as so delimited, would be mad2 available for 
assignment to the United States. 

Alternatively, Roussel Uclaf has advised that should. its 
bilateral negotiations with the not-for-profit be resolved, the 
deal cannot be finally closed unless and. until the. President of 
the United states writes a letter to the French company asking, 
on behalf of the women in America, that the patents be assigned 
to a non-profit entity in this country. 

Roussel Uclaf strongly favors the gift to· the government 
arrangement. Your advisors strongly favor the bilateral 
arrangement and have taken steps consistently and firmly to so 
insist. 

Issues for Decision 

One: Whether the President is willing to write a 
letter to the manufacturer of RU 486 asking that the united 
states patents for that product be assigned to a not-for-profit 
entity in this country. A suitable letter might read as follows: 

It is important for the health of women in 
the united states that they have access to 
the widest possible range of safe and 
effective medical treatments. In support of 



that goal, in January 1993, I asked the 
secretary of Health and Human Services to 
promote the testing and licensing of 
mifepristone [RU 486] and other 
antiprogestins in the united states. 

To permit the appropriate testing, 
development and distribution of RU 486 in the 
United states, I ask that your company give 
its mifepristone patent rights in the United 
states to a non-profit organization that 
would take all necessary steps to file a new 
drug application with the Food and Drug 
Administration [FDA], so that the FDA can 
determine whether the drug is safe and 
effective for use in the United states. 

Two: If the bilateral negotiations between Roussel 
Uclaf and the not-for-profit entity fail, and the only option 
then currently on the table is the gift offer, is the government 
of the United States willing, andjf so, under what conditions, 
to accept the offer of the patent'rights for RU 486? 

Three: If the government is not willing to accept the 
offer of the patent rights, on what is that decision to decline 
based, and how will it be communicated to the American people? 

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

The following tabs set forth discussion of the various factors 
that may be brought to bear on the decision-making: 

Tab 1: History and background of RU 486 in this 
Administration 

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

entities, administrative hurdles] 
Tab 4: Political considerations 
Tab 5: Press strategies and concerns 

The following documents are attached for your reference; 

Exhibit 1: The President's Memorandum of January 22, 
1993 

Exhibit 2: Roussel Uclaf's May 9, 1994 letter to 
Secretary Shalala attaching a draft 
offer of the gift 

Exhibit 3: Roussel Uclaf's draft letter to the 
President 

Exhibit 4: Minutes in French and translation of the 
April 26, 1994 Roussel Uclaf board 
meeting setting out the need for a 
letter from the President 
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BACKGROUND 

Roussel Uclaf, a French subsidiary of the German company, Hoechst, 
holds two united states patents for its product RU 486, which has 
abortifacient and various other medical uses. The patents will 
expire in the years 2000 and 2001. Hoechst, the parent company, is 
co-owned by the Celanese Corporation, whose direct or indirect 
product lines include Nike sneakers and seat belts; the company 
does about $8 billion worth of business per year in the united 
states. 

On January 22, 1993, the President directed the Secretary 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 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 all corporate barriers to introduction of 
RU 486 in the united states. 

Roussel Uclaf identified the Population Council, a non-profit 
organization based in New York, as the most likely vehicle through 
which to produce, distribute and test RU 486; the two parties have 
a 1982 contract which gives the Population Council some limited 
rights to license Roussel Uclaf product in this country. 

Over the past fourteen months, the two parties have conducted on­
again/off-again negotiations over a distribution scheme, liability 
insurance (product and damage to property), and insurance for lost 
profits due to economic boycotts of non-related products. During 
these talks, Roussel, in addition to the three main issues, 
occasionally raised subsidiary matters; these bumps in the road 
served to delay the negotiations (some believe that Roussel was in 
a holding pattern in anticipation of corporate leadership changes 
in January and April of this year). In several newspaper stories 
on this issue during this period, representatives of the two 
parties have been quoted saying they expected a deal shortly. 
Obviously this has yet to materialize. 

Last fall, lawyers representing Roussel Uclaf met with HHS 
officials 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 legislation indemnifying Roussel for all 
potential damages or would seize the patents. HHS officials 
repeatedly told Roussel's lawyers that neither was a possibility, 
and that the deal should be done through the private parties. 

On April 14, 1994, the Secretary, along with other HHS officials, 
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 liability 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 if the 
potential liability from all lawsuits exceeded a specified amount. 

On April 26, 1994, the Board of Roussel Uclaf passed a resolution 
authorizing under certain circumstances th~ assignment of patent 

,rights to either the united states government or to a non-profit 
organization (Exhibit. 4). If the rights 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 it 
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 J). 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. If 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 is 
some "buzz" among pro-choice and women's groups about this issue so 
there is a chance developments will leak before the deal is 
finished or the letter is formally sent. 
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LEGAL ISSUES DISCUSSION 

I. Gift Acceptance. The first question is whether the government 
should insist that any gift be for all known medical uses, not 
just abortifacient and gynecological [including, perhaps, 
"morning after"] uses. On the one hand, the broader rights may 
make the patent more attractive to potential licensees. On the 
other hand, some potential licensees may be appropriate 
repositories of the government's patent rights for the designated 
uses, but not the full range of known medical uses. Finally, the 
burden of testing and bringing forward the product for 
abortifacient and gynecological uses may be more than enough 
obligation. The responsibility of pursuing research and testing 
on all the known medical uses to bring the promising ones to 
fruition may be more than the government and any licensee want to 
assume. 

The Secretary has· statutory authority to accept a gift, such as a 
patent, on behalf of HHS's Public Health Service. Alternatively, 
the directors of the national research institutes at HHS's 
National Institutes of Health (NIH) have statutory authority to 
accept gifts to support the activities of their institutes. Each 
option has pluses and minuses. 

A. Secretarial gift acceptance. Because patents are 
intangible property, by statutory directive, the evidence of the 
gift (in this case, the original patent assignments), must be 
lodged with the Department of the Treasury. Treasury has the 
discretion to hold the property or liquidate it at HHS's request. 
There is unlikely to be a problem raised by Treasury, ,but, to 
date, that Department has had no part in the RU 486 issue and 

, must be consulted should this route be ch'osen. 

B. NIH gift acceptance. No involvement of Treasury is 
required. Gifts to NIH institutes must be made to support the 
activities of the receiving institute - so a showing of such 
purpose would have to be made. This is not likely to pose a 
problem, but no work has been done to identify a likely institute 
recipient or to prepare the gift justification. 

Finally, with regard to gift acceptance, since Roussel Uclaf is 

an entity doing business with HHS, including specifically the 

Public Health Service and its components, the government will 

have to be sure that accepting the gift does not give rise to a 

public perception concern. There is no ethical impediment to 

accepting gifts from entities 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, it has not. 


II. Transfer of the Gift. Roussel Uclaf has offered to assign 
its rights to the abortifacient 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 it is conceivable that the government could perform 
these tasks itself, 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 if counterfeit product began to appear in the 
United States. 

III. Licensing the United states Patent Rights. Government 
agencies are authorized by law to grant non-exclusive, exclusive 
or partially exclusive licenses under federaily-owned patents. 
Licenses to PHS-owned inventions are negotiated by the NIH Office 
of Technology Transfer in accordance 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 difficult process. Notice of the 
patent's availability must be published in the Federal Register, 
and a sixty day period for filing 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 first preference in accordance 
with the statute and regulations. 

If and once the United States accepts the gift, it will be 
critically 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 liability risks associated 
with the abortifacient or (ii) the political pressure from anti­
abortion forces. 

IV. possible United states Tort Liability. The likelihood of 
United states tort liability depends, in large measure, on the 



government's role in bringing RU 486 to market. Through 
sovereign immunity, the united states government is not subject 
to liability except to the extent that it consents to be sued. 
The Federal Tort Claims Act (FTCA) is a statutory limited waiver 
of sovereign immunity and, thus, acts as consent to being sued. 
Under the FTCA, the government is liable for personal injury 
caused by the negligent or wrongful act or omission of a Federal 
employee under circumstances where the government, if a private 
party, would be liable to the plaintiff. It would be unlikely 
for a court to allow a suit to go forward against the government 
under the FTCA if the government merely performed the 
"discretionary functions" of accepting a gift, 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 it possible actually to make 
RU 486, for example, the government risks being drawn into 
liability. An approach which limits the government's role in 
bringing RU 486 to market, while solving the lion's share of the 
potential government liability risk, creates other problems. 
Without the backup technical "know how," it would be years before 
any government licensee could create the product. Since it is 
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 left holding the patents 
with no licensee willing to step up and take them. 

Alternatively, if a European or other off-shore manufacturer made 
the product in a fashion that meets FDA standards, the product is 
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 will be produced 
substantially in the united states. 

In short, to the extent the government refuses to become involved 
in actually transferring the technology, tort liability is 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. 
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BRINGING RU 486 TO MARKET 

A. Direct Patent Transfer to Population council 

If Roussel Uclaf agrees to license its patent rights in 
RU 486 to the Population council, the Population Council would 
then have to take the following steps: 

o Locate a drug manufacturer that would be willing to 
manufacture RU 486 for the United states market (we are advised 
that such a manufacturer has been identified by the Population 
council). 

o obtain information from Roussel Uclaf on how Roussel 
Uclaf manufactures RU 486 and on its testing of the drug, so that 
the new manufacturer could follow parallel processes and the 
Population council could refer to Roussel Uclaf's animal and 
human testing of RU 486 in any submission to the Food and Drug 
Administration. If Roussel Uclaf provides this information and 
technology transfer, it will significantly shorten the amount of 
time it will take to bring the drug to the united states market 
(assuming the drug is found to be safe and effective by FDA). 
with Roussel Uclaf's information, it might take six to twelve 
months for the Population council's manufacturer to begin 
production of the drug, and for the Population council to file 
its marketing application with the FDA. If Roussel Uclaf refuses 
to provide such information, it will take the Population council 
eighteen months to two years to begin production, and up to five 
years to repeat the animal and human tests that show whether the 
drug is safe and effective. 

Roussel Uclaf has stated that they will transfer the technology 
to the Population council, but we do not consider this a strong 
assurance. 

o Begin some clinical testing of the drug in the United 
states. Clinical trials, though not absolutely necessary for FDA 
approval, would permit women in the united states to have access 
to the drug, and ·for United states physicians to become familiar 
with the drug, while the Population Council prepared its 
marketing application for the FDA. 

If Roussel Uclaf were to provide French-made RU 486 to the 
Population council for the clinical trials, such trials could 
begin in the united states in approximately six months (five 
months for the Population council to design its trials and find 
physicians willing to do the trials, and one month for FDA 
approval). If Roussel Uclaf were not willing to provide the drug 
for clinical trials, such trials would have to wait until (1) the 
Population council's manufacturer could begin production of the 
drug, and (2) either Roussel Uclaf gave the Population council 
its animal studies or the Population council did its own animal 
studies. 



Roussel Uclaf has stated that it would provide the French-made 
RU 486 to the Population Council for the clinical trials, but 
again we do not consider this a strong assurance. 

o File a marketing application with the FDA. As indicated 
above, if Roussel Uclaf provides information and transfers its 
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 
scientific 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 its 
united states clinical trials before filing a marketing 
application with FDA; such trials could be used to refine the use 
of the drug at a later time. 

B. Patent Transfer to the United states 

If Roussel Uclaf gives its patents 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 
all uses of the drug (e.g., gynecological uses, Cushing's 
disease, breast cancer). 

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

o The license holder would then need to take all of the 
steps outlined above, i.e., find a manufacturer, conduct the 
necessary tests, and file a marketing application with the FDA. 
The length of time these steps will take depends on whether 
Roussel Uclaf is willing to transfer its information, technology, 
and the drugs necessary for clinical trials to the license 
holder. Roussel Uclaf has advised the government that it would 
provide the information and French-made RU 486 for clinical . 
trials to the united states' licensee, but it could change its 
mind. 

It is difficult 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 if the Population Council 
received a direct transfer of rights from Roussel Uclaf. 
Obviously, if the united states licensee is the Population 
Council, little time will be lost above that associated with the 
transfer of the patent rights from the united states to the 
Population Council. If another group becomes the united states's 

2 




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 facility, the cooperation of Roussel Uclaf, 
experience in FDA marketing applications, and excellent contacts 
with United states physicians) or much slower (if the group falls 
short on any factor). 

We anticipate that if Roussel Uclaf gives its patent to the 
united states, it will 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). 

3 
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POLITICAL ISSUE DISCUSSION 

In viewing the various options, it is important to place them in 
a broader political context, particularly as they relate to 
health care reform, given the likelihood that Congress will 
narrow the current Health Security Act provisions that provide 
for abortions under pregnancy-related services. 

Because of this situation with the Health Security Act, the 
introduction of RU 486 will be of greater significance to the 
pro-choice and women's groups. If the Administration is viewed 
as closing the door or rejecting an apparently reasonable offer 
on RU 486, then the path toward reaching a non-confrontational 
agreement with the advocates on the Health Security Act could 
become much more difficult. It is, therefore, extremely 
important that the decision concerning RU 486 be placed in the 
context of promoting women's health and maintaining the close 
relationship of the Administration to these groups. 

With regard to other political considerations, the acceptance of 
RU 486 by the federal government, as opposed to by a private non­
profit organization, would most certainly lead to a floor 
amendment on the Labor, HHS appropriations bill, or other 
legislative vehicle to prohibit federal funds from being used in 
conjunction with RU 486. It is difficult to predict the exact 
nature of the amendment. However, in the last Congress, 
Representatives Dornan, Dannemeyer, Lent, Bartlett, Bunning and 
Hunter co-sponsored a bill to prohibit federal funds from being 
used for clinical studies of RU 486 as an abortifacient. Given 
the likelihood of another Hyde-type amendment on the House and 
Senate floors this year, as well as the expected abortion-related 
amendments on health care reform, the members of the House and 
Senate will be frustrated at having to face another abortion­
related vote (on RU 486 appropriation limits). The outcome of 
such a vote is difficult to predict. 

To date, we have worked very cooperatively with Congressman Ron 
Wyden, the chief Congressional advocate in providing access to RU 
486 to women in this country. We expect to be able to continue 
this close working relationship through the upcoming hearing on 
May 16. Because Congressman Wyden has postponed past hearings, 
and is very frustrated by the fourteen months of negotiations, it 
is unlikely that he would be willing to postpone the May 16 
hearing. He is convinced that Roussel Uclaf and Hoechst have 
been stalling for time, and that it is important to remain firm 
on the hearing date in order to force agreement or to make it 
clear to 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 it created among the 
pro-choice and women's groups is that the federal government will 
do everything possible to get RU 486 introduced in this country. 
Leaders of these groups will 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 political base and 
may subject the President to criticism that he is not sticking to 
his original position. 

Given the expression of Presidential support for RU 486 in 
January 1993, a "yes" adds marginal political 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 will have this 
issue on its 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 will provide ample 
opportunity for Republicans and others opposed to the 
Administration to focus attention on this decision and on its 
aftermath. 



LIST OF MEMBERS INTERESTED IN THE RU-486 ISSUE 

HOUSE 

Ron wyden

Henry Waxman 

Michael McNulty (D-NY) 

Jim Bunninq (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 bill 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 

bill 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 little mail has been received by the Clinton Administration 

on RU-486. A typical letter is 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, Cushing's disease, etc. 


Please let me know if I can get additional information for you. 
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PRESS ISSUES DISCUSSION 

If negotiations with the Population Council collapse, the Clinton 
Administration will be left with two possible courses of action. 
The following is an examination of the public relations' 
ramifications of both choices: 

If the Administration decides to accept the gift of the patent 
from Roussel Uclaf, for purposes of insulating the White House, 
it should be accepted by Secretary Donna Shalala at the direction 
of the President of the United states and on behalf of the women 
in America. This could be done in a press conference on Friday, 
May 13, 1994, with up to four principals: Secretary Shalala, 
Roussel Uclaf President, Population Council (if they would agree 
to run the clinical trials) and possibly Congressman Ron Wyden 
(who has been pushing this issue on Capitol Hill). 

It would be made very clear that this step is the result of the 
process that was set in motion by President Clinton's memorandum 
of January 22, 1993, and that it is being taken because it was 
impossible for Roussel Uclaf to come to closure with a private 
sector entity. Because a non-surgical (and sometimes safer) 
abortion alternative would thus be available to women in the 
United States (as it is to many women in Europe), accepting the 
patent gift should be touted as a reproductive rights victory for 
American women and another example of the Clinton 
Administration's commitment to deliver on its promises. However, 
Secretary Shalala 1 s remarks would be tempered by caution about 
the long and difficult road ahead and the potential roadblocks to 
bringing RU 486 to the marketplace. 

While it should not be a part of the formal press conference, 
there should be a concerted effort on the part of the HHS Public 
Affairs team to place stories that outline the hurdles that must 
be overcome to shield the Administration against the fallout from 
our allies in the event efforts to get RU 486 to market become 
stalled in bureaucratic process, in Congress or for other 
reasons. 

Because the Clinton Administration would actually be in 
possession of the RU 468 patent for a period of time while the 
licensing process moves foreward, during that time, the 
Administration may well be the focus of protest by conservative 
organizations that have become increasingly vocal and militant. 
These groups have suffered recent setbacks in court (e.g. a 
ruling that has imposed massive fines and barred them from 
physically blocking access to abortion facilities). They would 
welcome an extremely high visibility focal point for their 
activities. Protest marches in front of the White House and HHS 
are imaginable, and the conservative talkshow circuit would help 
to sustain the furor. This could goon 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, it could put the abortion issue 

centerstage , with the Clinton Administration as a high-profile 

player right up through the kick-off of the 1996 re-election 

campaign. 


It would also be necessary to recruit a cadre of lawmakers, 
pro-choice and women's advocates willing and able to speak up for 
the Administration over the course of this heated debate. That 
is critically important for holding our own on the conservative 
talkshow circuit. 

If the Administration decides to reject the qift of the patent 
from Roussel Uclaf, news of that decision should be disclosed in 
a press conference on Friday, May 13, 1994, by Secretary Shalala 
and FDA Commissioner David Kessler. It will be necessary to 
construct a rationale for why that course of action is better 
than the alternative one for American women. The argument will 
have to be that giving the patent to the United states government 
does not speed the drug to the American marketplace. In fact, it 
does just the opposite. Administrative regulatory process and 
the potential for legislative stonewalling could be very time 
consuming and could ultimately prevent the women in America from 
gaining access to 
RU 486. 

We should also highlight in 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 situation makes 
the issue potentially more likely to be tied up in litigation or 
legislative maneuvering. One of the speakers would provide 
details of the formidable obstacles that may delay or even 
prevent the united states from moving the drug onto the market. 

If Roussel Uclaf is willing to grant the united states patent 

rights for using RU 486 only for abortifacient and other 

gynecological purposes, another potential argument we could 


. embrace is the position that we wanted more than the rights they 
were willing to grant because our interest in this drug goes 
beyond the issue of abortion, the need for which we are committed 
to making as rare as possible. 

We would stress that a private sector deal is the only viable 
option for getting RU 486 quickly through clinical trials and 
into the market place. We should.outline in detail all that the 
Population Council did to try and close the deal during the 14­
month negotiations with Roussel Uclaf. The message, either 
implicitly or explicitly, is that Roussel Uclaf does not really 
want to close a deal with an entity that clearly has the 
potential to 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 Councilor 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" will subject the Administration to a 
firestorm of protest by pro-choice and women's groups; and there 
will be few natural political allies vocally defending this 
decision, particularly in light of the relative difficulty of 
explanation. 

* * * * * * * 

It should be noted that Roussel Uclaf has already begun, 
informally, to circulate word of its potential offer to the 
united states. Many representatives of the pro-choice community 
already know about the potential gift 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 will, undoubtedly, be 
presented from the Roussel Uclaf perspective as opposed to the 
Administration's point of view. 
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THE WHITE HOUSE 

WASHINGTON 

January 22, 1993 

MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES 

SUBJECT: Importation of RU-486 

In Import Alert 66-47, the Food and Drug Administration ("FDA") 
excluded the drug Mifepristine -- commonly known as RU-486 -­
from the list of drugs that individuals can import into the 
United states for their IIpersonal 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 
is 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 its 
'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 is sufficient evidence to warrant exclusion of RU-486 from 
the list of drugs that qualify for the personal use importation 
exemption. Furthermore, if the FDA concludes that RU-486 meets 
the criteria 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 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 antiprogestins. 

You are hereby authorized and directed to publish this 
memorandum in the Federal Register. 
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r~()U~SF-L UCLAF ~ 


Honorable l)onl)8 SHAI.ALA 
Secretary of 11ea1,,, lind Human Servic:cs 
Room 6J5 J' 
Hubort )1'lmpbre.1 Bulldt. 
200 Independence Ave.nue SW 
WASUINOTON. J),c 2020J 
USA 

At\onUon : Mr. Kevin THURM 

Dcar Secrota'Y Shalala. 

Po1Jowin&various meed. with your S18ft and with FDA oJTJCCI'I. the JatOiI on May 6. 1994 
wJlh Ur. KcuJer. '"would like to c:onnnn tbftt we arc ready to ••I,1l our US patent rJ&bts 
on XU 486 In 8ccmdancc wJtJJ ,he attached draft JcttGr from ui to tho Preafdont of the 
United Staae. of Ame.rJca. 

Tbll doc\lment Is S\1bstaD1Jall~ .;mUar to the draft tha' was jiven to Nr. K.ovfn ']bum, OJ) 

April 29. 1994, by our counad J..oa1erl]yman, to .now a review or Iho sltualion ~ 
your Administration. 

orCOlI.. " win continue to work w;ah you and all re)evllnt peoplo in a constructive IptrJt 
and we Jook r(uward to meet )'Ou pcr50JJally by the end of tbil week, I. pJaJmcd. 

StnooroJy. 

J".tdont " CB) 

cc. Dr. XHSSUlR 

.. 

Pt \~mNG 

b~II"III1C"._ ...."",II,kt'Ii».' I'al'II tl'4k1l U'I.-.1'" In"'-A,,,. t't\ 4".'... 1' ....... 11 <ill .... , .,,,..,
l,M.. •••• ~••• 
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\r~OUSSEL UCLAF A ( 

-

Paris, May •••• ]994 

, 

Honorable William J~ CUN10N 
President of the United States 
·Jbe White JIOU5C 
1600 Pennsylvania Avenue NW 
WASUINO',ON. D.C 20500 
USA 

Attention : Ms. NanC,)' J1URNRUlCH 

l>ear Mr. l'reRidonl. 

You bave requested that ){()\JSSBL lJCIA11 allow the RU 486 eomJ)ound to be used 
In. your country. . 

We have been working to react to that request in a responslbJe luanner, 

J now am pJeast.d to Jnform you that we have decided to con(ribute mJfcpristone (RU 
486) for abortifacient pur~ <,.nd other &yncwloglcal mres) to tlle 1)(;.()pJo of the 
United Sta1C5 ofAmerica. completely free ofellarge, by voluntarily ltsa;igning our relevant 
patent right, to tlle US OovernmcnL 

This an uncondillonal alft, we 8sk for nothing in retnrn. 

Sincerely, 

Pr. 11&. AFflNG 
President &. CHO 
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[Translation of Pax from Dr. Sakiz to Kary Penderqast

of ,draft minutes of the supervisory Board Keetinq


of Kay 4, 1994] 


HIPEPRISTONB - UNITED STATES 
J 

Dr. E. SAKIZ informed the supervisory Board ("conseil de 
Surveillance") that its assent is requested concerning decisions 
that the Director ["le Directoire"] is being led to take a propos
mifepristone in the united States'of America, taking account of 

. pressing exigencies formulated at the highest level by
authorities of the federal government of that nation. 

Given the very particular characteristics of the u.S. medical 

system, in comparison to that of the European countries where 

mifepristone is currently used, and considering equally the 

highly conflicted climate created around this product in the 

U.S., the Director deems that ROUSSEL UCLAF would be in no way

implicated itself in the production or distribution of 

mifepristone in the united States. 


Nevertheless, considering the wish of the American government to 
procure for u.S. citizens this medical alternative to the 
surgical termination of pregnancy~ the Director has resolved to 
offer to cede to 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 that the government should decline this offer for 
itself and at the same time judging ,it receivable by an 
institution that it would designate to this end, ROUSSEL UCLAF 
would accept this path and would adopt the necessary agreements, 
on the condition of being formally required by an official 
letter, bearing the signature of the President of the united 
States, and of obtaining a certain number of contractual 
guarantees. 

The Supervisory council acknowledged this position, which 

generated no objections, and manifested to the Director its 

assent to the principle ,being offered. 


[translated by L. Bachorik, 5/10/94] 



Meeting of RU486 

Wednesday, May 11, 1994 


participants: 
L...-Kevin Thurm +5 
Jeel Klein 
v-Nancy-Ann Min . 
~avid Gergen or Jody Greenstone 
l..--"Bill Galston 
VG~w1e~ Ju-Vl~W~~ 

George s. will be with POTUS and unable to make this meeting 



THE WHITE HOUSE 

WASHINGTON 

May 16, 1994 

Dr. Edouard Sakiz 
Chairman, $upervisory Board 
Roussel Uclaf 
35, boulevard des Invalides 
75323 Paris Cedex 07 
FRANCE 

Dear Dr. Sakiz: 

It is important for the health of women the Un' ed States that 
they have access to the widest possrble safe and effective 
medical treatments. In support of that January 1993, I 
asked the Secretary of Health and Human s to promote the 
testing and licensing of mifepristone and other 
antiprogestins in the United States. 

(RU 486') 

I understand that since at least that time, your company has been 

in negotiations with The Population Council, Inc., a nonprofit 


"organization with whom you have had dealings on mifepristone since 
early in" the last decade. Those discussions, I understand, have been 
directed toward the purpose on which I charged the Secretary. I am 
grateful for the effort those negotiations represent. 

In order to permit the appropriate testing, development, and 
distribution of your product, I urge, at the conclusion of your 
negotiations, that you bring your plans to fruition. I understand 
that your company will assign without remuneration your United States 
patent rights on mifepristone to The Population Council, Inc. which 
has been studying this product since 1982 and which would take all 
necessary steps to file a new drug application with the Food and Drug 
Administration, so that the agency can determine whether the drug is 
safe and effective for use in the United States. 

On behalf of the government of the United States and for the women in 
America, I thank you for your work. 

Sincerely, 



j 
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THE WHITE HOUSE 

WASHINGTON 

Janu~ry 22, 1993 

MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES 

SUBJECT: Importation of RU-486 

In Import Alert 66-47, the Food and Drug Administratidri ("FDA") 
excluded the drug Mifepristine -- commonly known as RU-486 -­
from the list of drugs that individuals can import into the 
United states for their "personal use,fl 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 
is 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 its 
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 is sufficient evidence to warrant exclusion of RU-486 from 
the list of drugs that qualify for the personal use importation 
exemption ... Furthermore, if the FDA concludes that RU-486 meets 
the criteria for the personal use importation exemption, I 
direct that you immediately take steps to rescind Import 
Alert 66-47. 

In adqition, I direct that you promptly 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 antiprogestins. 

You are hereby authorized and directed to publish this 
memorandum in the Federal Register. 
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need to be consulted on these issues, and your counterparts in France and Germany may also 
need to be involved. We think that someone familiar to these circles would advance the 
Administration's goal to bring a safe and effective abortifacient to the U.S. market. 

Attachment: Contract 

cc: 	 Dr. Philip Lee 
Mr. Kevin Thurm 
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The speculation is fueled by the essentially unanswered question--as to why Roussel Uelaf is 
willing to manufacture and sell RU-486 to some markets (England, France, and Sweden) but 
not to others (e.g., the United States). The common thinking is that Hoechst is only willing 
to permit Roussel Uelaf to sell RU-486 in a country when Hoechst is forced to do so 
politically, and, therefore, the only way to get RU-486 onto the U.S. market is to exercise 
political pressure on Roussel Uclaf and on Hoechst. 

This thinking appears borne out by the circumstances here--Roussel Uelaf was willing to 
come to the table (at FDA) when it had received pressure from President Clinton (the January 
23, 1993, Executive Order), you (your March 12, 1993, letter to Prof. Hilger at Hoechst), and 
FDA, but that since that pressure has waned the incentive to come to an agreement has also 
waned. 

Another possibility is that the Population Council is simply attempting to reach an agreement 
that leaves Roussel Uelaf with too little, and that if the Population Council were willing to 
settle for less (e.g., the ability to study, but not to market the drug or to indemnify Roussel 
Uclaf) then a deal could be reached. 

IV. Recommendation for Expert Advisor 

This situation calls for someone of Felix Rohatyan's caliber for several reasons. At the 
outset, we must make it clear that the FDA cannot take this issue too fur without 
compromising its role as objective reviewers of the safety and efficacy of the drug. But 
equally as important is the fact that this is an issue where business and politics intersect quite 
dramatically. Because of the abortion debate, Roussel Uelaf is left alone to promote its drug. 
Other major U.S. drug manufacturers have, to date, refused to join forces with Roussel 
Uelaf--either by agreeing to go forward with their own abortifacient drug products, or by 
agreeing to be the manufacturer or distributor of RU-486. Therefore, Roussel Uclaf feels 
isolated (and vulnerable) by the U.S. demands. It will take an experienced person, familiar 
with the drug industry, to sort out these issues. 

Second, there are pragmatic, economic concerns to be faced. Roussel Uelaf's concerns about 
indemnification are realistic concerns that need to be satisfied. Someone with extensive 
experience in the business community (in France and Germany as well as in the United 
States) will have a better understanding of the various ways this concern can be overcome. 

Finally, there m'e diplomatic issues that may need to be addressed. It may be that France arid 
Gennany would be unhappy to learn that their companies were not acpommodating a request 
made by the United States Government. The U.S. Ambassadors to France and Germany will 
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In mid-September, Roussel Uelaf hired legal counsel (allegedly, Lester Hyman and John Hoff 
of Swindler and Berlin) to lobby the federal government at levels above FDA to obtain 
legislation protecting the company from potential losses, as described above. 

Ill. Analysis 

The FDA's principle objection to Roussel Uelaf's request for indemnification and related 
relief has been pragmatic--we did not (and do not) think Congress would ever pass such 
legislation. Having said that, we also think that there are other policy reasons for refusing to 
seek indemnification of a drug manufacturer, for example: 

o 	 It would create an unacceptable precedent for any manufacturer of a significant 
vaccine or drug to seek indemnification as a condition for bringing the product to 
market. There is little basis to distinguish RU-486 from a breakthrough AIDS drug or 
unique vaccine. The swine flu indemnification plan proved very problematic for the 
United States Government. 

o 	 If public health problems were to occur post-approval, the interest of the United States 
as an indemnifying party would be to disprove that problems had OCCUlTed, while 
FDA's obligation would be to objectively investigate and take appropriate actions to 
protect the public health. This would be an untenable connict for the United States 
Government. 

Roussel Uclafs liability and boycott concerns should not be underestimated. Because 
Roussel Uelaf is willing to give the Population Council a royalty-free license, it wants to 
eliminate any potential for expenses due to the drug's introduction into the United States 
market. Roussel Uelaf has also expressed its willingness to give a royalty-free license to any 
other major U.S. pharmaceutical company, but has found no company willing to take the 
license. Roussel Uelaf could, possibly, sell the drug to the Population Council (or to others) 
but it appears unwilling to do so, perhaps because the drug may have impOltant other 
therapeutic benefits in the future, and it may want to maintain the right to sell to those 
markets. However, Hoechst may be willing to simply abandon the patent or give it to the 
United States. 

There are some that suggest that Roussel Uelaf is simply playing a delaying game--waiting 
until the very staunchly Catholic Hoechst CEO (Prof. Wolfgang Hilger) retires in April 1994-­
so that then Roussel Uclaf would be free to exploit the drug in the United States and 
elsewhere for all uses. Others suggest that Roussel Uelaf does not want to reach agreement 
with the Population Council, but is merely stalling until an international foundation is created 
by Dr. Etienne Balieu, the inventor of the drug and a fOlmer Roussel Uelaf employee, to 
which Roussel Uelaf could then sell the rights to the drug. 
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o 	 That the Population Council would ultimately submit an NDA to FDA, based on the 
results of the elinical trial and on other studies that have been conducted by Roussel 
Uelaf; and 

o 	 That the Population council, with the concurrence of Roussel Uclaf, would choose a 
new manufacturer for the drug, and that Roussel Uelaf would transfer it.;; technology 
for making the drug to that manufacturer, because Roussel Uelaf does not want to 
manufacture the drug for sale in this country. 

It was then left for the Population Council and Roussel Uelaf to revise the terms of their 
contract, while Roussel Uclaf began sending scientific information to FDA and the Population 
Council. The contract negotiations continued from sometime after the April meeting until 
recently. As of late July 1993, the Population Council thought the contract negotiations were 
proceeding smoothly, though slowly. In those negotiations the Population Council was 
represented by Jim Boynton of Christy and Viener and Roussel Uelaf was represented by Joe 
Orsini, its corporate council in Paris. 

On August 2, 1993, Jim Boynton, the Population Council's lawyer, notified FDA that Roussel 
Uclaf had recently demanded that the Population Council obtain a commitment from the U.S. 
Govemment that the U.S. would enact legislation that would protect alJ persons who had 
anything to do with RU-486. This was described as similar to "right-to-access" legislation 
that would make it a crime for any person to hUlt or harass any doctor administering RU-486, 
their patients, and the manufacturers, distributors, and salespersons for the drug. Roussel 
Uelaf also demanded that the DepaItment of Justice promise to expend it.;; resources to 
enforce this law, if enacted. Roussel Uelaf also asked for legislation that would indemnify 
Roussel Uelaf against any product liability exposure as a result of the use of RU-486 in this 
country or, as an altemative, that would ban any product liability actions against Roussel 
Uelaf for RU-486. Finally, Roussel Uelaf asked for legislation that would indemnify Roussel 
Uelaf against consequential damages. Roussel Uelars principal assertion is that it is willing 
to give the Population Council a royalty-free license, because it has decided (given a push by 
Hoechst), that it will forego any monetary gain from enteIing the U.S. market. In short, 
because Roussel Uelaf does not expect to make any money off of RU-486 in the U.S. market, 
and sees itself as permitting RU-486 to enter the U.S. market only because asked to do so by 
the United States Government, then it should not incur any liability exposure on account of 
the drug. 

FDA advised Mr. Boynton that the FDA could not make a commitment to seek such 
legislation, pointing out that Congress had recently reenacted the Hyde Amendment and that. 
other than the swine flu situation, the United States had never agreed to indemnify any drug 
manufacturer. The FDA fUlther explained that it would go far beyond FDA's appropriate role 
to seek such protection for a drug company. The FDA offered to advance the idea within the 
Department, but was advised by Mr. Boynton that the answer given was sufficient. 
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submit a marketing application for RU-486, other Congressional members have wlitten to 
Hoechst expressing their strong opposition to the marketing of RU-486 in this country. This, 
and the well-publicized activities of anti-abortion groups, have provided Hoechst and Roussel 
Uelaf with evidence that the U.S. population lacks cohesiveness on this issue and that the 
abortion debate continues. 

II. Summary of Discussions with Roussel Velaf Regarding Testing of the Drug 

In April 1993, FDA arranged a meeting between Roussel Uelaf and the Population Council to 
attempt to get those parties to agree to work together to test RU-486 and file a new drug 
application for the drug. The Population Council was identified as the most likely group to 
work with Roussel Uelaf because the Population Council had a contract with Roussel Uelaf 
which required Roussel Uelaf to give the Population Council sufficient amounts of the drug 
so that the Population Council could conduct clinical trials. The contract also appeared to 
require Roussel Uelat to license the drug to the Population Council if Roussel Uelaf was 
unwilling to sell the drug in the United States. A copy of that contract, which must remain 
confidential, is attached. 

At the April meeting, Dr. Edouard Sakiz, president of Roussel Uelat, raised the issue of 
federal legislation to indemnify Roussel Uelaf from any damages it might suffer from 
permitting RU-486 to go onto the United States market. Dr. Sakiz was worried about product 
liability actions against Roussel Uelat if a woman had an incomplete abOltion and a deformed 
fetus. Dr. Sakiz was also concerned about consequential damages, such as the economic costs 
from boycotts of Roussel Uelaf (or Hoechst) products, bombings of Roussel Uelaf/Hoechst 
facilities, etc. by right-to-life groups. Dr. Sakiz's view was that if the United States 
Government wanted RU-486 on the U.S. market, then the United States Government should 
make Roussel Uclaf whole for any damages Roussel Uelaf might suffer because it had agreed 
to the United States Government's request. 

Dr. Sakiz was told quite elearlyat the April meeting that such legislation would never be 
enacted and the FDA would not support Roussel Uelaf in its advancement of that idea. 

Despite being told that there was no possibility of obtaining favorable legislation, Dr. Sakiz 
committed Roussel Uelaf to go forward with the Population Council to bring RU-486 onto the 
United States market. Specifically, at the April meeting Roussel Uelaf and the Population 
Council agreed: 

o 	 That Roussel Uclaf would license RU-486 to the Population Council, which would 
conduct a clinical trial involving 2000 women pursuant to an investigational new drug 
(IND) application; 



, . 
D,EPARTMENT;OF HEA,LTH & HUMAN SERVICES 

Public Health Service 
" 

'Food and Drug Administration 
Rockville MD. 20857 

:September 30; 1993 

NOTE TO: The Secretary 

FROM: The, Commissioner of Foodjind Drugs 

SUBJECT: ',RU-486 

: ",' .. 

On January 22, 1 993,.President Clinton issued amemor~ndum di'recting you to' assess 

initiatives to promote the testingjicensing, and manufacturing in' the ,United States of RU-486 

'(mifepdstone).1 The Agency has had ongoing dialogue 'Virh Roussd Uelaf to get a 

mll!keting,application submitted to FDA for the drug. Both you and the FDA are on record 

as stating that if RU-486 is :i safe imd effective alternative to, surgical abortion" then women 


, in the U.S. should have access to that drug.' The' President also directed you to reassess 
,.' whether: RU-486 qualifies for importatio~ under FDA;s personal use ~~p0Itation poUcy.2 

I. Current Marketing of the Drug 

RU~486 is manufa~t~red by the .French firm Roussel Uelafand it'isitpproved to induce 
. abortions' in France, the United Kingdom, and Sweden., Roussel Uelaf has stated that it can 

act in, the United States ,only ,with the approval of its parentc'ompany, Hoechst AG. Hoechst 

has his~ori~aIiy refused'to'permit RousselUelaf.ta seek marketing approval for RU-486 as an' 

abortifa~ientin, the LInited, States.,. Both ypu and I have asked Hoechst to permit Roussel, 

Velaf to file ahew91'ug applicatio~ ~(NDA) for the drug. ,Hoechst remains adamilnt in its 


, :refusal::. }¥hilesome membei·s of Congryss have written to Hoechsturging the compariy to ' 

" :,:"f;" 

......... ..... r~ 


1 . -Although there are severai'investigational new 'drug applications {lNDs} on file with FDA for RU-486 for other 

uses, including Cushing's syndrome, diabetes, meningioma, and breast cancer, RousselUciaf will not pursue marketing 

applications for- these indications until the abortioni~sue is resolv~d. FDA representatives have met with representatives from 

the National Institutes of:He~ith (NIH) to discuss initiatives to promot~the testing in the United States of RU-4~6 and other " 

antiprogestins: .NIH is limited in what it can do by the restrictions placed on its appropriation by the Hyde Amendment. ' 


, .' . . , 

2 In accordance wit~ the Presiderii's Jan~~ry 22 memorandu'~; FDA has reassessed whether' RU-48~ mighi qualify 

for importation under FDA's per!)onal use importation policy and whether the import alert sh~uld be rescinded, There are 

significant public health implicati~ns a.ssociated with rescinding the import alert, especially related to whether the drug could be 

safely used under thesecircumstance's; the availability of counterfeit RU·486 on the world market for which the Agency cannot 

attest to purity, quality, or safety; and the fact that Roussel Uclaf's RU-486 issotightly controlled as to be unavailable for ' 

personal importation even if the import alert were to be rescinded, 'The Agency submitted its recommendation on this issue to 

PHS on July 14,1993, Because the import alert has been challenged by a woman who attempted to bring a small quantity of 

RU·486 into the country, the Agency is working with the Department on an appropriate response to thisol)going litigation. ' 


http:RousselUelaf.ta
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DEPARTMENTdF HEALTH &. HUMAN SERVICES Chief of Staff -< :.. , ' 

MIl.' ' • ,,' .,... ,":'1 

, Washington, D.C: ~0201 

, . , ' 

~.),! ..... ',', 

OCT 1l 1993 

.~ . ,', 
"J' 

MEMORANDUM', 

To: Carol Rasco '.,' 

From: Kevin Thurm L--£ ' : 

Re: RU-486 

" 

For our meet~ng on October 13, Iamf.orwarding,toyou a memo from 
David Kessler which explains our attempts and plans to obtain RU­
486 for FDA testing. Also attached is the executive order 
instructing the Department to moveahe~d in this ef'fort. 
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The biblical exhortation to "Be fruitful and multiply," 

was directed toward a small tribe, surrounded by enemies. 

We are long past that. Our survival depends upon our 

developing a population where everyone contributes. We 

don't need more cannon fodder. We don't need more 

parishioners. We don't need more cheap labor. We don't need 

more poor babies 

Very truly yours, 

1luJ+ 
Ron Weddington 

P.S. I was co-counsel in Roe !..:.. Wade, have sired zero 

children and one fetus, the abortion of which was recently 

recounted by my ex-wife in her book, A Question Of Choice. 

(Grosset/Putnam, 1992) I had a vasectomy in 1969 and have 

never had one moment of regret. 
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And, having convinced the poor that they can't get out 

of poverty when they have all those extra mouths to feed, 

you will have to provide the means to prevent the extra 

mouths, because abstinence doesn't work. The religious 

right has had 12 years to preach their message. It's time 

to officially recognize that people are going to have sex 

and what we need to do as a nation is prevent as much 

disease and as many poor babies as possible. 

Condoms alone won't do it. Depo-Provera, Norplant and 

the new birth control injection being developed in India are 

not a complete answer, although the savings that could be 

effected by widespread government distribution and 

encouragement of birth control would amount to billions of 

dollars. 

No, government is also gOing to have to provide 

vasectomies, tubal ligations and abortions ... RU 486 and 

conventional abortions. Even if we make birth control as 

ubiquitous as sneakers and junk food, there will still be 

unplanned pregnancies. There have been about 30 million 

abortions in this country since Roe v. Wade. Think of all 

the poverty, crime and misery ... and then add 30 million 

unwanted babies to the scenario. We lost a lot of ground 

during the Reagan-Bush religious orgy. We don't have a lot 

of time left. 

You could do it, Mr. President-To-Be. You are 

articulate and you've already alienated the religious right 

with your positions on abortion and homosexuals. The 

middle-class taxpayer will go along with this plan because 

it will mean fewer dollars for welfare. The retirees will 

also go along because because poor people contribute very 

little to Social Security. 

And the poor? Well, maybe if we didn't have to spend 

so much on problems like low birth weight babies and trying 

to educate children who come to school hungry, we might have 

some money to help lift the ones already born, out of their 

plight. 



2 


In 1989, 27 percent of all births were to unmarried 

mothers, a huge percentage of whom were teenagers. If 

current trends continue, soon a majority of the babies born 

will be born into poverty and one half of the country cannot 

support the other half, no matter how good our intentions. 

I am not proposing that you send federal agents armed 

with Depo-Provera dart guns to the ghetto. You should use 

persuasion rather than coercion. You and Hillary are a 

perfect example. Could either of you have gone to law 

school and achieved anything close to what you have if you 

had three or four or more children before you were 20? 

No! You waited until you were established and in your 30's 

to have one child. That is what sensible people do. For 

every Jesse Jackson who has fought his way out of the 

poverty of a large family there are millions mired in 

poverty, drugs and crime. 

If Ronald Reagan could use the media to convince the 

American public that a trillion dollars of borrowed money 

needed to be spent to combat the "Evil Empire," then you 

ought to be able to persuade people to only have children 

when they are able to afford them. Point out that only 

people like George Bush who inherit money can pay for more 

than one or two kids in today's economy. (And even then, 

some of the kids grow up to do embarassing things like loot 

savings and loans.) 

You made a good start when you appointed Dr. Elders, 

but she will need a lot of help. You will have to enlist 
) 

the aid of sports and entertainment stars to counteract the 

propaganda spread by church officials seeking parishioners, 

generals seeking cannon fodder and businessmen seeking cheap 

labor that, throughout the ages, has convinced the poor that 

children are necessary to fulfillment as a person. 

It wouldn't hurt to point out that while only 11.1 

percent of three person families are below the poverty 

level, 20.2 percent of six person families and 28.6 percent 

of families of seven or more are poor. (1992 Statistical 

Abstract of the United States, p. 459) 



Jeffrey M. Friedman 
James R. (Ron) Weddington 502 W. 13th Street 

Austin, Texas 78701 
Shari L. Nichols (512) 477-9641 
Kirk W. Tate Fax: (512) 320-8312 

Friedman & Weddington, Attorneys, L.L.P. 

Dear President-To-Be Clinton, 

Some years ago another Southern Governor, when asked 

about the possibilities for prison reform, supposedly said 

something to the effect of, "Well, I don't think we~re going 

to get very far until we get a better class of prisoner." 

Well, I don t t think you are going to get ,very far in 

reforming the country until we have a better educated, 

healthier, wealthier population. 

Face it, you know that anything that even resembles the 

programs of Democratic Presidents in the past is going to 

make you a one term President. Reagan spent all our money 

on bombs and even if there were money for programs such as 

pre-natal health care, job training and day care centers it 

would be years before we would see any dramatic results. 

And, as anyone who follows education can see, more money 

doesn't necessarily translate into better educated kids~ 

But you can start immediately to eliminate the barely 

educated, unhealthy and poor segment of our country. No, 

I'm not advocating some sort of mass extinct~on of these 

unfortunate people. Crime, drugs and disease are already 

dOing that. The problem is that their numbers are not only 

replaced but increased by the birth of millions of babies to' 

people who can't afford to have babies. 

There, I've said it. It's what we all know is true, 

but we only whisper it, because as liberals who believe in 

individual rights, we view any program which might treat the 

disadvantaged differently as discriminatory, mean-spirited 

and ... well ... so Republican. 



Jeffrey M. Friedman 
James R. (Ron) Weddington 

Shari L. Nichols 
KirkW. Tate 

502 W. 13th Street 
Austin, Texas 78701 

(512) 477-9641 
Fax: (512) 320-8312 

Friedman & Weddington; Attorneys, L.L.P. 

January 6, 1992 

Betsey Wright 
Director for Public Outreach 
Transition Team 
P. O. Box 615 
Little Rock, AR 72203 

Dear Betsey, 

Enclosed is your boss, which I am going 
to try to get publi hed. am unsuccessful, I may try to 
raise the money to p it as an ad in The N. Y. Times and 
other places. 

Sarah and been discussing the n'otion of our 
setting up fit corporation to license and 
distribute Being non-profit would eliminate the 
need for p ducts I ability insurance, .which is a major 
hang-up for a any thinking about marketing a new drug. 

It's possi~le that such an endeavor could be the 
vehicle for a number of birth control efforts. Something's 
got to be done very quickly. 26 million food stamp 
recipients is more than the economy can stand. 

Congratulations on your work for CI in t on-:"I t 's good to 
see a UTYD doing good. I.hope the new President can find 
the time to deal with the issues I raise in my letter. 
Please give it to him if you get a chance. 

Sincerely, 

~.~ 

Ron Weddington 

, ". ~~ 
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and distribute the drug. As noted above, this option was 
suggested by Roussel Uclaf's lawyers in their October 5 meeting 
with the Department's Chief of Staff and is clearly the company's 
preferred approach. While the united states government has the 
legal authority to take over the patent, such an approach is rare 
and in this case is politically complex. Although legal, there 
are particular concerns about the political viability of this 
approach and the willingness of Congress to permit such an action 
to stand. We note that Roussel Uclaf did not demand that the 
governments of France, England, or Sweden take such steps. 

NEXT STEPS 

Unless you object, the Department plans to engage the services of 
Felix Rohatyn or someone comparable as a negotiator. This 
negotiator would require the State Department's support in making 
appropriate diplomatic contacts, both with the united states 
Ambassadors to France and Germany, the French and German 
Ambassadors to this country, and other high-level officials in 
France and Germany, such as the respective Health Ministers. The 
purpose of such contacts would be to assess the situation and 
determine what measures the united States could take to persuade 
Roussel Uclaf and Hoechst to make RU-486 available in the United 
states. The French and German governments might be displeased to 
learn that their companies are not accommodating a request made 
by the united states Government. In addit,ion, a negotiator of 
Felix Rohatyn's caliber might identify means other than federal 
legislation to satisfy Roussel Uclaf's and Hoechst's concerns. 

In order for the negotiator to succeed, the Department and the 
Administration must be unequivocal in the position that taking 
over the patent for RU-486 is not an option. To avoid any 
ambiguity on this point, the negotiator should have a letter 
signed by the secretary of Health and Human services making clear 
on behalf of herself and the Administration that the united 
states government will not take over the patent. In addition the 
letter should request on behalf of the Administration that 
Hoe,chst and Roussel Uclaf conclude negotiations for the entry of 
RU-486 onto ,the u.s. market expeditiously. Roussel Uclaf will 
have every incentive to delay the negotiations if it thinks that 
the United states will ultimately take ,over the patent. It is the 
Department's position that this qption should be unambiguously 
rejected, not only because it'is controversial, but because its 
continued existence will make it impossible for the negotiator to 
obtain any other agreemen~. 

'~1~ 
Donna E. Shalala 

.". 
' 

.• .f 
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united states ,could 'exercise its statutory powers of eminent 
domain and take over the patent for RU-486 insofar as it covers 
abortifacient uses of the drug. 

The population Council appears to be attempting to meet those 
demands of Roussel Uclaf that do not require the enactment of 
federal legislation. We have been advised by the Population 
Council that they sent a proposed licensing agreement to Roussel 
Uclaf on October 11, although we do not know whether Roussel 
Uclaf and Hoechst will find this proposal acceptable. In 
addition, the population Council's President recently met with 
the President of Roussel Uclaf, and is planning to send a 
delegation to Germany during the first few weeks of November in 
the hope that if Hoechst understands that the Population Council 
is a serious, credible organization, Hoechst will withdraw its 
objections and permit Roussel Uclaf to enter into an agreement 
with the Population Council. Despite these moderately positive 
developments, we do not think that the negotiations will be 
successfully concluded without pressure on Roussel Uclaf/Hoechst. 

Moreover, we have learned that Hoechst is interested in using an 
American venture capitalist group as a partner for the population 
Council; this group is thought to be able to secure funds 
sufficient to indemnify Hoechst at the level it desires. 
However, it is our understanding that the Population Council 
appears unwilling to work with this group. This issue has 
further complicated the negotiations. 

AVAILABLE OPTIONS TO HOVE FORWARD NEGOTIATIONS 

The negotiations between Roussel Uclaf and the Population Council 
have not been successfully concluded because of the insistence of 
Roussel Uclaf and Hoechst that they be protected from all 
economic harm if they permit RU-486 to be marketed in this 
country. There are two options for moving forward the stalled 
negotiations: 

One option is to enlist the aid of Felix Rohatyn, or someone of 
comparable stature, to negotiate with Roussel Uclaf and Hoechst 
on behalf of the United States Government. The negotiations 
require a person with extensive experience in the international 
business community, especially France and Germany. In addition 
the person must understand the. pharmaceutical industry and have 
the standing to participate in high-level discussions that might 
involve appropriate ambassadors, as well as the Health Ministers 
in France and Germany. 

A second option is for the united States to exercise its 
statutory powers of eminent domain and take over the patent for 
RU-486, insofar as it covers the abortifacient use of the drug. 
The Government could then contract with a company to manufacture 
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,CURRENT STATUS 

On August 2, 1993, the Population Council's lawyer notified FDA 
that Roussel Uclaf had recently reasserted its demand for 
protective federal legislation., Roussel Uclaf insisted that the 
Population Council obtain a commitment from the united states 
Government that: 1) legislation would be enacted making it a 
crime for any person to hurt or harass any doctor administering 
RU-486, their patients, or the drug's manufacturers, 
distributors, and salespersonsi 2) the Department of Justice 
publicly commit to enforce this law, if enactedi 3) legislation 
would be enacted indemnifying Roussel Uclaf for any product 
liability exposure resulting from the use of RU-486 in .this 
country, or, as an alternative, a prohibition of any product 
liability actions against Roussel Uclaf for RU-486i 4) as part of 
any legislation, indemnification for consequential damages. 

In exchange Roussel Uclaf would give the Population Council a 
royalty~free license because it has decided to forego any profit 
from entering the united states market. In short, Roussel 
Uclaf's position is that it should not incur any liability 
exposure as a result of making RU-486 available in this country 
as an abortifacient because it does not anticipate any profit 
from selling RU-486 for that use in the united states and is 
entering the American market only at the request of the united 
states Government. Roussel Uclaf remains willing to exploit its 
patent for non-abortifacient uses of RU-486, should any other use 
be found to be safe and effective. 

FDA advised the Population Council's lawyer that it could not 
make a commitment to seek such legislation and that its enactment 
was extremely unlikely, both for political reasons and because 
the united states had never agreed to indemnify any drug 
manufacturer, with the exception of the swine flu precedent. The 
FDA also communicated that seeking such protection for a drug 
company far exceeded FDA's appropriate role, but that the. agency 
would discuss the situation with the Department. ' 

In mid-September Roussel Uclaf hired legal counsel, Swidler and 
Berlin, to lobby the federal government at levels above FDA to 
obtain the legislation described above. On October 5, Kevin 
Thurm, the Department's Chief of Staff, and Harriet Rabb, the 
Department's General Counsel, met with lawyers from Swidler and 
Berlin to discuss the situation. The Department initiated the 
meeting to assess how the United states Government might 
facilitate successful completion of the negotiations between 
Roussel Uclaf and the Population council. At that meeting, the 
company reiterated its concerns about obtaining indemnification 
for potential losses and was again told emphatically that the 
Department would not support its efforts to obtain federal 
legislation. Roussel Uclaf's lawyer then suggested that the 
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Roussel Uclaf from any damages it might incur by permitting RU­
486 to be marketed in the united states. Dr. Sakiz was worried 
about product liability actions against Roussel Uclaf if a woman 
had an incomplete abortion and delivered a deformed fetus. Dr. 
Sakiz was also concerned about consequential damages, such as the 
economic costs from boycotts of other Roussel Uclaf or Hoechst 
products, or bombings of Roussel Uclaf/Hoechst facilities by 
right-to-life groups. Dr. Sakiz's view was that if the united 
states Government wanted RU-486 to be marketed in the united 
states, it should compensate Roussel Uclaf for any damages that 
the company might suffer from complying with the United states 
Government's request. 

Dr. Sakiz was clearly informed at the April meeting that such 

legislation would never be enacted and that the FDA would not 

support Roussel Uclaf in seeking it. 


Despite being told that there was no possibility of obta.ining 

federal legislation to protect Roussel Uclaf from consequential 

damages or product liability suits, Dr. Sakiz committed Roussel 

Uclaf to negotiate with the Population Council to bring RU-486 

onto the United states market. Specifically, at the April 

meeting Roussel Uclaf and. the Population Council agreed: 


• 	 That Roussel Uclaf would license RU-486 to the Population 
Council, which would conduct a clinical trial involving 2000 
women pursuant to an investigational new drug (IND) 
application; 

• 	 That the Population Council would ultimately submit a new 
drug application (NDA) to FDA, based on the results of the 
clinical trial-and on other studies that have been conducted 
by Roussel Uclaf; and 

• 	 That the population Council, with the concurrence of Roussel 
Uclaf, would choose a new manufacturer for the drug, and 
that Ro~sselUclaf would transfer its technology for making 
the drug to that manufacturer because Roussel Uclaf does not 
want to manufactu~e,the drug for sale in this country. 

It was then left for the Population Council and Roussel Uclaf to 
revise the terms of their contract, while ~Roussel Uclaf began 
sending scientific information to FDA and the Population Council. 
A.. tentative goal of Sept~mber 15 was established for concluding 

. ·the contract negotiations. - As of late July 1993, the population 
Couric~l thcnlght that the. negotiations were proceeding smoothly, 
though slowly. 

'~'. ' '. 
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THE SECRETARY OF HEAL'TH AND HUMAN SERVICES 
WASHINGTON, D,C', 20201 
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, MEMoRANDUM FOR' CAROL RASCO " AU~~~~\-1V~~\'lwJiE L~A~r~'IT~fv./" ",', 
,1~i~nAl;:J;:_~~ ~A~:. 4/j':f:t:; , ' 

The purposes of this memorandum ar~':, (1) to inform y,o\i,-:--of the 
Department's progress in implementing the Presidene's directive, 
of January 22~ ;1.993, to "assess,~ initIatives by ¥li'i.ch the' , 
Department of Health and Human ,Services can pr-omote the testing, 
licensing, and manufacturing in the United states of RU-486 or.. . /'

other antlprogestlnsi" and (2) to outllny,the necessary next 
steps to accomplish the Presiden't's,dir.ective. 

Background: You ~~.y. recall', fhat'Ru~, is 'manufactured by the , 
French firm Roussel Uclaf and' is approved to, induce abortions in' 
France,theUniteq. Kingdom" and Sweden. ~oussel Uclaf h?s'stated 
that it can act'inthe ·united States only wi'th the approva:l of 
its 'pare.rit company, Ho~chst AG," ~ German', firm. Hoechst 'has ' 
historically refused-to permit Roussel Uclaf'to seek marketing 
approval for"RU-486 as an 'abortifacient in the united states. 

Both Dr., Kessler and I have taken steps, t<? persu,ade Rou.ssei 'Uclaf 
and Hoechst to c,hange their p()sition. In February Dr., Kessler 
met with-Dr. Edouard Sakiz~ the Pres,ident 'of Roussel Uclaf, to' 
discuss the availability.of RU-486 iil the united 'states for 
research and marketing. Irl'M;arch:I'wrc:;>te'to'Professor, Wolfgang 
Hilger, 'PreSident of the ' Board: dfHpechst, to~ 'askhimt6perinit 
Roussel Uclaf t9 begin any' n~ces,sary testing, of RU-486 in the' . 
united states 'in preparation for filing a new drug application: 
with the FDA. Later in March there.were press reports that 
Roussei Uclaf would respond to the requests of the Clinton 
Administration to make RU-486 available in·this country and ,that 
testing of, the' drugwouldbegin.... approxl.mately two months later 
(i.e., in May). ' 

In April 1993, FDA arranged, a meeting, .between Roussel.Uclaf and 
the Population. Council, a non-profit corppration that conducts" 
research ,onreproduct'ive health issues.,' The meetin'g' s purpose: 
was to facilitate an agreement between thOse parties to work, . 
together to test RU-486 and file a, new drugapplication'for the 
drug,. The' Population Council was identified as the ·most likely 
gr6up to work ,with Roussel Uclaf because of an existing contract 
between these'two parties that 'required'RousselUclaf to give the 
Population Council sufficient amounts of ' the drug for the,. ' 
Population Council to conduct, 'clinical trials. ,The contract also 
appeared to require Roussel Uclaf to license the drug', to, the 
Population council it Rous.selUclaf were, unwilling to, sell the 
drug in:~heunIted States. '. ,\ 

At the April ~eeting, 'Dr."Edcmard Sakiz, President of Roussel 
Uclaf, raised the issue of, federal legislation to indemni,fy 

.' ". 
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Prbf...or Woltaanq Hil;ar
Pre.idant Df the Icard ' 
Hoaeh.t 1C 
n-S2!ft ~~urt-••-"!ft 80 
CD.M»tY 

The rood. .",4 I)zouCJ AdainietratiOi\ oontaat.ec:lDr. Bdouarel. lald.. of 
l\ouo••l-'Uelat in 1).0"'" 1992 to 4i.eta•• -c.b...val1uilitr ot 
l11!tepri.tc:m. in the unitad stat.. torr....reh an.! lWI1t.ic.et:ing'_ 

The purpo.. or thi8 letter 1s tointQ~ you directly, or our 
inter.lt 1ft tb11 tmportaftt matter. The fOOCl Il'I4 DrutJ ' 
Ad.ini.tra~1on wanta the oppo~tUBity to r8Y1.w & X.w DrU9 
Applie.tion to~ aU-4S6 for termination or early pregnancy. To 
that .nat we think taa~ Rou•••l-Uclaf ahGQ14 aUbm1t aft 
application ae loon all po.aibl.. If :leu.ai-Uclat thinks that 
ad~!~lon.i ~....~oh 9ft .V-." 1& r~atr••, D~. aak1s abou14
.dvl.. u. a. to what r••aarch he think. i, nec•••lrY ,and provide 
U8 with. tia. trame tor con4uctiDV .uch r •••arch. w. w~ld­
appreciate it if yo~ would axpl41ta proqr••• in this regard. 

At O~ ,.bruary 2., lOll ...ting with D~. Sakil WA plan to 
disou... the atat-us ot lmovle4;o ccl\e8Z'ft1"4 t.h4 safety and 
efficacy ot the ciruq, the reaclil'l... for &\ Haw DN, Application 
tor thl. indication, the .uiubility of • tz>e..be.nt :rND •• an 
int.rim undertaking. and the identity of tb. appliea~t. 

wa VDU14 appreciate h••rinG your view. on this matter. I Gan ba 
reached at (301) 443~2410 and my mailinq addrea. ia 5100 7i.b~e 
tan., ltOo. 14-11, ROokvilla, Marylanci--20852 .. 

s1nceraly yaura, 

001 DZ'. IdouaZ'4 Saki. 
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MEMORANDUM 

TO: 	 carol Rascoe 
Assistant to the ~e5ident for Damestic Policy 

FROM: 	 Kevin Thurm t:(
Chiet ot stalt to the secretary 

SUBJECT: , E:049rft"~ 
Per our conversation yesterday, I a5 sending you this draft 

letter reqardinq RU-49G. I would appreoiate your axpeditinq
approval through legal counsel and communications offices; If 
the letter can be received by Hilqer before the mee~inq between 
FDA and Roussel-Uclaf for TuasdaYI progress toward the Company's
application for U. S., ,approval JUlY be accelerated. 

Thanks tor your help, 
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TillS FORM MARKS THE FILE LOCATION OF ITEM NUMBER ,'''. 

LISTED IN THE WITHDRAWAL SHEET i\.T THEFRONf OF THIS FOLDER. . ' 


THE FOLLOWING PAGEaAS HAD MATERIAL REDACTED. CONSULT THE 
WITHDRAWAL SHEET AT THE FRONT OF TIllS POL DERFOR FURTHER 
INFORMATION. 
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(4"_fl~, , DIPAaTMINT0' HEALTH. HUMAN SERVICES Chief of Staff • 
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May 11, 1994 

NOTE TO ,CAROL RASCO 

The following are the BHS attendees at the meeting with' Carol 
Rasco on RU-486, at 10:00 a.m., May 11, 1994# in Carol's Office. 

l.1Al!IE 12A~" Q~ BIElH SQCI~ ~ECURITY' NO. 
~'
/' 

Revin Thurm' 

REDACTED 'REDACTED Harriet Rabb 

David Ressler REDACTED REDACTED. 

Avis LaVelle REDACTED REDACTED " 

Jerry Klepner REDACTED REDACTED 

Mary Pendergast 
REDACTED REDACTED 
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