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Introduction 

This Judicial Watch Special Report analyzes newly uncovered documents from 
the National Archives at the Clinton Presidential Library in Little Rock, Arkansas, 
describing the Clinton administration's radical drive to introduce the abortion drug 
RU-486 (mifepristone) into the American marketplace. 

The records include the Clinton administration's legal, political and press 
strategies for rushing RU-486 through the Food and Drug Administration (FDA) 
processes, despite the manufacturer's historical refusal to permit marketing the drug here. 
The legal, political and press memos articulate the Clinton administration's views 
regarding various players in the drug approval and marketing process -- women's groups, 
members of Congress, public interest groups and the media. 

Judicial Watch has engaged in a five-year legal battle with the FDA for release of 
records under the provisions of the Freedom oflnformation Act (FOIA), 5 U.S.C. §552, 
concerning RU-486. We uncovered over 9,300 pages of documents and 840 Adverse 
Event Reports pertaining to the abortion drug. To date, the deaths of at least six women 
have been attributed to RU-486. The FDA scheduled a scientific conference for May 11 , 
2006 in order to study the controversial abortion drug and the circumstances leading to 
the deaths. 

Judicial Watch promotes transparency, integrity and accountability in government, 
politics and the law. We make aggressive use of open records and open meetings laws as 
a means to obtain documents with which to educate the American public on the 
operations of their government and to hold public officials accountable. Judicial Watch 
also provides technical, research and litigation assistance to public interest groups 
interested in obtaining information about government activity which may not have the 
necessary resources or experience to pursue information on their own as part of the 
Judicial Watch Open Records Project. 

Thomas Fitton 
President 
Judicial Watch, Inc. 

Questions or comments concerning this report should be directed to: 

Christopher J. Farrell 
Director of Investigations & Research 
Judicial Watch, Inc. 
501 School Street, SW -- Suite 500 
Washington, DC 20024 
Tel : 202-646-5172 
cfarrel J(i1)j udicia I wfilclLl!rg 
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The Clinton RU-486 Files: 
The Clinton Administration's Radical Drive to Force an Abortion Drug on America 

Executive Summary 

During a February 2006 research trip to the National Archives at the Clinton 
Presidential Library, Judicial Watch uncovered new records detailing the Clinton 
administration's rush to market the abortion drug RU-486 (mifepristone) to American 
women. The documents include political, legal and press strategy memoranda from 
Health and Human Services (HHS) Secretary Donna Shalala, FDA Commissioner, Dr. 
David Kessler, and HHS Chief of Staff Kevin Thurm. Some of the memoranda are 
addressed to the White House -- in particular, Carol Rasco, the Clinton administration 
Director of Domestic Policy. 

Analysis of the records shows: 

• President Clinton ordered HHS and FDA to coordinate and promote the marketing of 
RU-486 as his first official act in office. 

• Within one month, the FDA Commissioner had met with the RU-486 manufacturer and 
their parent company. 

• Official U.S. Government political, economic and diplomatic pressure was brought to 
bear to strong-arm the companies into changing their policies in order to make the drug 
available in the United States. 

• The FDA was compromised in its role as objective reviewers of the safety and efficacy 
of the drug. 

• The five standard requirements for certifying a drug "safe and effective" were 
circumvented to rush RU-486 to market. 

• Radical, pro-abortion extremists dominated the Clinton administration's ''women's 
health care" agenda and their reckless drive to bring RU-486 to America ultimately cost 
at least six women their lives and the lives of over 560,000 unborn children. 
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The Clinton RU-486 Files: 
The Clinton Administration's Radical Drive to Force an Abortion Drug on America 

* * * 

"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 [FDA Commissioner] 
and I have taken steps to persuade Roussel Uclaf and Hoechst to change their position. " 

Donna Shalala 
Health & Human Services Secretary 
Clinton Administration 
November 15, 1993 
Confidential Memo to White House 

* * * 

In February 2006, Judicial Watch uncovered previously confidential files and 
working papers from the holdings of the National Archives at the Clinton Presidential 
Library in Little Rock, Arkansas that provide remarkable insight into the Clinton 
administration's relentless drive to market RU-486 (mifepristone), a drug used to cause 
abortion, to American women. The documents offer a window into the political strategy, 
legal theories and media "spin" on the Clinton administration's abortion program. 

RU-486 was first developed in France in 1981 . It is a manmade steroid designed 
to work against the hormone progesterone, which is required to promote a baby's proper 
growth and development. RU-486 works to chemically destroy the unborn child's 
environment, cutting off nourishment and starving the baby to death in the mother's 
womb. A second chemical, misoprostol, is then used to create cramping and contractions 
to expel the dead baby from the mother's womb. The "procedure" must begin within 49 
days of conception. The Clinton administration considered this method of abortion part 
of"women's health care." President Clinton thanked the maker ofRU-486 in writing, 
"On behalf of the government of the United States and for the women of America .. . "i 

On January 22, 1993, in his first official act, President Clinton issued a 
memorandum directing HHS Secretary Donna Shalala to promote the testing and 
licensing ofRU-486 in the United States. (See Tab A) 

Abortion was a key domestic policy item for President Clinton. RU-486 was just 
one part of the overall strategy for his administration's agenda. For example, in a 
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National Archives document entitled, "President William J. Clinton -- Eight Years of 
Peace, Prosperity and Progress," the first "accomplishment" listed reads: 

Abolished Restrictions on Medical Research and the 
Right to Choose As his first executive actions, President 
Clinton revoked the Gag Rule, which prohibited abortion 
counseling in clinics that receive federal funding to serve 
low-income patients. He also revoked restrictions on a 
woman's legal right to privately funded abortion services in 
military hospitals, restrictions on the import of RU-486, 
and restrictions on the award of international family 
planning grants (the "Mexico City Policy"). The President 
also lifted the moratorium on federal funding for research 
involving fetal tissue, allowing progress on research into 
treatments for Parkinson's disease, Alzheimer's, diabetes 
and leukemia. (Executive Memoranda, 1/22/93);; 

The tone was set for the Clinton administration's drive towards promoting 
abortion as "health care." Shalala and FDA Commissioner, Dr. David Kessler, engaged 
in a political, legal and economic campaign to force the French pharmaceutical firm, 
Roussel Uclaf, and their German parent corporation, Hoechst, A.G., to file a "new drug 
application" (NDA) with the FDA, and begin marketing RU-486 to American women_; ;; 

In April 1993, the FDA brokered a meeting between Roussel Uclaf and the 
Clinton administration's anointed abortion proponent, the Population Council, a non
profit organization that conducts research on so-called "reproductive health issues." 
Roussel Uclaf and the Population Council already had an existing contractual relationship 
concerning provision of abortifacients (substances that induce abortion) for various 
clinical trials.iv It is difficult to understand the FDA's role in bringing the parties together, 
other than to continue to bring official U.S. government pressure on Roussel Uclaf and to 
designate the Population Council as the Clinton administration's abortion drug 
development and marketing proxy. 

The Population Council claims to be" .. . an international, nonprofit, 
nongovernmental organization, seeks to improve the well-being and reproductive health 
of current and future generations around the world and to help achieve a humane, 
equitable, and sustainable balance between people and resources.''V The organization was 
founded by John D. Rockefeller III in 1952. In 2005, they projected spending over $71 
million in 70 countries around the world. Their work is funded by governments, 
foundations, individuals and "multilateral organizations."''; 

According to the Clinton RU-486 files , Roussel Uclafmade the decision to use 
the Population Council as the administration's surrogate for forcing RU-486 on America. 
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There is no mention in the memoranda of Planned Parenthood or the National Abortion 
and Reproductive Rights Action League (NARAL ). There is no mention of public 
disclosure, discussion, competition or bidding. One might imagine a selection process or 
staff discussion of the relative pros and cons for selection of another abortion group, but 
there is no evidence of any such discussion or consideration. In a memo by HHS Chief 
of Staff Kevin Thurm (discussed in detail below), the Clinton administration seems to 
have been predisposed to using the Population Council to carry out their abortion plans 
based on an existing relationship of the abortion non-profit with the maker ofRU-486. 

Roussel Uclafrepeatedly sought total U.S . government-sponsored 
indemnification from any damages it might incur by bringing RU-486 to the U.S. 
marketplace. Roussel Uclaf President, Dr. Edouard Sakiz, specifically expressed 
concerns over liability actions against his firm "if a woman had an incomplete abortion 
and delivered a deformed fetus." Dr. Sakiz was also particularly concerned about 
"consequential damages," such as the economic costs from boycotts. The Clinton 
administration's fervent commitment to making RU-486 part of the American abortion 
industry is demonstrated through Dr. Sakiz's reservations concerning legal and economic 
exposure. The Clinton administration's near-obsession with introducing a "safe and 
effective" abortion drug is revealed in Shalala's confidential memo to the White House of 
November 15, 1993: 

(See Tab B) 

"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 saying, in other words, "If YQl! want it so badly, YID! pay the 
consequences." The Clinton administration was attempting to trump a business decision 
of the pharmaceutical company while exposing the corporation to risk for abiding by a 
U.S. government request. 

Even Clinton FDA Commissioner Kessler understood and memorialized the 
controversy over the administration's aggressive efforts to introduce RU-486 when he 
wrote in a September 30, 1993 memorandum to Shalala: 

" ... other Congressional members have written 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 Ucalfwith evidence that the U.S. population 
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lacks cohesiveness on this issue and that the abortion 
debate continues." 

The Clinton administration realized that attempting to enact blanket 
indemnification by the U.S government of a foreign corporation for an abortion drug was 
politically and practically impossible. According to the Clinton RU-486 files, Dr. Sakiz 
still went ahead and committed to negotiating with the Clinton administration surrogates 
- the Population Council - agreeing: 

• To license RU-486 to the Population Council which would conduct a 
clinical trial involving 2000 women pursuant to an investigational new 
drug application; 

• The Population Council would ultimately submit an NDA to the FDA 
based on the results ofthe clinical trial and on other studies conducted by 
Roussel Uclaf; and 

• The Population Council, with the concurrence of Roussel Uclaf, would 
chose a new manufacturer for the drug, and that Roussel Uclafwould 
transfer its technology for making the drug to that manufacturer because 
Roussel Uclaf did not want to manufacture the drug for sale in this 
country. [Emphasis added.] 

(See Tab B) 

According to the Clinton RU-486 files, over the next few months Roussel Uclaf 
reiterated its desire for protective federal legislation providing blanket indemnification 
from the use of RU-486. Roussel Uclaf did not anticipate any profit from selling RU-486 
in the United States; and was only entering the American market at the insistence of the 
Clinton administration. FDA representatives told Roussel Uclafthat such protection was 
extremely unlikely. 

In a September 30, 1993 memorandum to Shalala, FDA Commissioner Kessler 
recounts a conversation he had with Jim Boynton, legal counsel for the Population 
Council, concerning the Roussel Uclaf indemnification legislation. Kessler pointed out 
the recent passage of the Hyde Amendment (restricting federal funds for abortion), and 
that with one exception (swine flu event), the United States had never agreed to 
indemnify any drug manufacturer. Apparently sensing that it might be perceived as 
inappropriate for the FDA commissioner to be discussing indemnification with a drug 
company representative for a supposedly safe drug, Kessler tried to cover his tracks. 
Kessler wrote that he," . . . further explained that it would go far beyond FDA'S 
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appropriate role to seek such protection for a drug company." [Emphasis added.] 
Nonetheless, the FDA offered to advance the idea within HHS. 

Not satisfied with the denials of indemnification from the FDA and HHS, in 
September 1993 Roussel Uclafhired legal counsel (reportedly, Lester Hyman and John 
Hoff of the firm Swidler & Berlin) to lobby the federal government for indemnification 
"at levels higher than the FDA" - presumably from President Clinton and other pro
abortion advocates in the Congress, such as Rep. Ron Wyden and Rep. Henry Waxman. 
Concerned with these moves, HHS Chief of Staff Kevin Thurm and HHS General 
Counsel Harriet Rabb initiated a meeting with attorneys from Swirlier & Berlin. During 
that meeting Roussel Uclaf's lawyer suggested that the United States could exercise its 
statutory powers of eminent domain and seize the patent for RU-486 for the abortifacient 
uses of the drug.vii 

Meanwhile, the Population Council and Roussel Uclaf pressed forward with 
licensing details, and simultaneously made plans to sway the leadership of Hoechst to 
allow their subsidiary to enter into an agreement with the Population Council. Shalala's 
confidential memo to the White House warns," ... we do not think the negotiations will 
be successfully concluded without pressure on Roussel Uclaf/Hoechst.""iii 

Shalala suggested the Clinton administration bring the force of the United States 
Government to bear on the Hoechst and Roussel Uclaf corporations. She also went on to 
suggest that the United States exercise its international diplomatic and economic pressure 
on the German and French governments, as a means of further "influence" against the 
corporations. In a November 15 confidential memo to the White House, Shalala wrote: 
"The French and German governments might be displeased to learn that their companies 
are not accommodating a request made by the United States Government." 

While the Clinton administration pondered exercising the full economic and 
diplomatic weight of the United States Government to advance its abortion agenda, it is 
important to note that Roussel Uclafwas willing to give a royalty-free license to any 
major U.S. pharmaceutical company- but no U.S. company would take the license. 

The Clinton RU-486 files show specualtion among administration officials 
concerning delays in the negotiations between Roussel Uclaf and the Population Council. 
The pending retirement of the chief executive officer of Hoechst, Professor Wolfgang 
Hilger, was discussed in Kessler's September memo, noting that Prof. Hilger was "very 
staunchly Catholic." There was also a discussion of the likelihood of an international 
foundation being created by the drug's inventor, Dr. Etiene Balieu, for broader marketing 
opportunities. Apparently the Clinton administration was concerned about competition 
from an abortion drug "insider.'~x 
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Just as the name of the Population Council "appeared" in the Clinton 
administration's confidential memos without a trace of how it became the 
administration's surrogate, so too does the recommendation for Felix Rohatyn to serve as 
an "expert advisor."" 

After a review of the economic, political and diplomatic issues involved in strong
arming Hoechst and Roussel Uclaf, Dr. Kessler advanced Mr. Rohatyn's name by 
concluding with a political point: "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." Again, there is no discussion, alternatives or explanation offered for this 
appointment. The question of appointment of an "expert advisor" for the U.S. 
government is raised and answered in the space of one paragraph. 

In a remarkable admission that the FDA had been thoroughly politicized in the 
Clinton administration's radical drive for RU-486, the agency's commissioner, Dr. 
Kessler, wrote in his September memo, " ... the FDA cannot take this issue too far 
without compromising its role as objective reviewers of the safety and efficacy of the 
drug." 

The Clinton RU-486 file offering the most comprehensive treatment of the 
administration's strategic campaign to introduce RU-486 to the American market is a 
memorandum dated May 11, 1994 from HHS Chief of Staff Kevin Thurm to the White 
House - in particular, Carol Rasco, Director of the Clinton administration Domestic 
Policy Council. (See Tab D) 

Thunn's memo details three issues submitted for decision by the President: 

• Whether the President is willing to write a letter to the maker of 
RU-486, asking that the U.S. patents for the drug be assigned to a 
non-profit entity in this country [Population Council]. 

• If the negotiations between Roussel Uclaf and the Population 
Council fail, and the "only" available option is the "gift offer," is 
the U.S. Government willing to accept the RU-486 patent rights, 
and under what conditions? 

• If the government is not willing to accept the patent rights, what 
will be the basis for that decision, and how will it be 
communicated to the American public? 

Thurm develops and discusses each of the factors bearing on the subject in a 
series of tabs and exhibits to his memo. He provides a history and background tab 
recounting the Clinton administration's position on RU-486; a tab discussing legal issues; 
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a brief marketing study addressing timing, administration, and abortion proxies; political 
considerations; and finally, a discussion of press strategies and concerns. 

Thurm explains that on April 26, 1994, the Board of Roussel Uclaf passed a 
resolution authorizing the assignment ofRU-486 patent rights to either the U.S. 
Government or to a non-profit organization. If the rights were to go to a non-profit 
organization [Population Council], then Roussel Uclaf demanded a letter from the 
President of the United States requesting RU-486 on behalfofthe women of the United 
States. President Clinton signed exactly such a letter on May 16, 1994. (See Tab E) 

President Clinton's extraordinary letter is direct documentary evidence of his 
personal intervention as a politician, and clear evidence that the RU-486 patent rights 
would never have been assigned to the Population Council without his compliance with 
Roussel Uclaf's demands. 

President Clinton's RU-486 request letter to Dr. Edouard Sakiz of Roussel Uclaf 
claims that it is important for the women of the United States to have "safe and effective 
medical treatments." Under that rubric, President Clinton writes that he "understands" 
Roussel Uclafhas been in negotiations with the Population Council. Of course, the 
Population Council had been serving as a Clinton administration abortion "front" for 
several months. President Clinton closes his RU-486 request letter by stating: "On behalf 
of the government of the United States and for the women of America, I thank you for 
your work." 

Thurm's memo specifically addresses the requirements for RU-486 clinical trials 
and the Population Council's requirements for marketing application for the FDA. The 
significance of speedy approval and abbreviation of various timelines is a theme 
throughout his analysis. Not surprisingly, the Clinton administration's radical drive to 
bring RU-486 to the American market manifested itself in other ways, once the patent 
rights were obtained by the Population Council. For example, the five standard 
requirements for certifying a drug "safe and effective" were circumvented to rush 
RU-486 to market.'; Probably the most reckless act by the FDA was the waiver of the 
normal requirement for random, double-blind, control tests for new drugs. The FD A's 
expedition in this process was justified with language reserved for drugs developed to 
cure life-threatening conditions. Certainly, pregnancy is not a disease, nor is it likely to 
be life threatening - so how could they have twisted the rules so dramatically? What 
political pressure was brought to bear? 

The "political issue discussion" tab to Thurm's memo offers a glimpse into the 
Clinton administration's abortion politics techniques. The Clinton administration 
steadfastly continues the manipulation of language that seeks to forever separate the 
words "kill," "baby" and "abortion." Thurm states: "It is, therefore, extremely important 
that the decision concerning RU-486 be placed in the context of promoting women's 
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health and maintaining the close relationship of the administration to these ["pro-choice" 
and women's groups] groups." 

The Clinton administration wanted a quick victory on RU-486 and was deeply 
concerned that RU-486 might remain a "front burner" issue through the 1996 presidential 
election. They were particularly sensitive to the prospect of prolonged, intense, public 
attention and debate on RU-486. Thurm advised political caution concerning unintended 
consequences, allowing " .. . Republicans and others opposed to the administration to 
focus attention on this decision and its aftermath." 

The Clinton press strategy documents discuss the ramifications of accepting or 
rejecting the gift of the RU-486 patents. Acceptance of the patent gifts was relegated to 
Secretary Shalala "on behalf of American women," but specifically as a means of 
"insulating the White House." While seeking insulation, the press memo stresses the 
need to credit President Clinton for keeping his campaign promises and giving a major 
"reproductive rights victory" to American women. The memo also contains a disturbing 
directive: 

" .. . there should also be a concerted effort on the part of 
HHS Public affairs team to place stories that outline the 
hurdles that must be overcome to shield the Administration 
against fallout from our allies in the event efforts to get 
RU-486 to the market become stalled in bureaucratic 
process, in Congress or fo r other reasons."xii 

If the Clinton administration's RU-486 strategy failed all together, it appears the 
press response included a calculated scenario for resorting to lying to the American 
public. Working through the various scenarios, the author of the memo offers an 
"alternative": 

" . . . 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."xiii 

Still worried about potential fallout and damage with abortion proponents and 
allied political groups, the press memo ends stating: 

"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.'"iv 
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Beyond the Clinton Files -- RU-486 in 2006 

As Judicial Watch reviewed the Clinton RU-486 files , documenting the 
extraordinary lengths the administration went to rush the abortion drug to U.S. markets, 
the earliest correspondence on file at the Archives caught our attention and, in hindsight, 
provided some perspective for examining RU-486 matters in 2006. (See Tab F) 

The file contained a handwritten letterhead note from Betsey Wright, President 
Clinton's former Chief of Staff, and the White House staff member charged with 
covering-up "bimbo eruptions." The note reads: "To Carol Rasco. This just got 
forwarded to me. Please handle. BW 3/9/93." There is an additional notation that reads: 
"cc for Shalala on Tues. MK," with the name Shalala circled and a line drawn to the 
words "To handle."xv 

Betsey Wright's note was attached to a letter dated January 6, 1992, from Ron 
Weddington, an attorney that served as co-counsel in the infamous Roe v. Wade lawsuit. 
Weddington attached an "open letter" to President-elect Clinton. Weddington's letter 
recommends that the new president should, " ... start immediately to eliminate the barely 
educated, unhealthy and poor segment of the country ... " and that the " . . . government 
is going to have to provide vasectomies, tubal ligations and abortions . . . RU-486 and 
conventional abortions."xvi 

Weddington states: "Condoms 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." 

The full text ofWeddington's letter is a breathtakingly arrogant exegesis on the 
abortion lobby's culture of death. As disturbing as the Weddington letter is to read, what 
is more disturbing is the fact that Betsey Wright, one of President Clinton's closest 
confidantes, tasked Donna Shalala to "handle" it along with the Director of the White 
House Domestic Policy Council, Carol Rasco. Weddington's ravings were not relegated 
to a file for unsolicited constituent correspondence. On the contrary, the Weddington 
letter is, chronologically and philosophically, the foundation document for the Clinton 
RU-486 files. 

Today we are faced with the horrible results of the political and "health care" 
campaign to put RU-486 on the market. Since RU-486 was approved for use in the 
United States in September 2000, at least six women have died after taking the abortion 
drug. Only after the death of 18 year old Holly Patterson, on September 17, 2003, did the 
media and the FDA begin to pay attention to the dangers of RU-486. 
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In November 2004, following the third woman's death, the FDA elected to 
"strengthen the warning notice," a step that may have provided some sort of 
"informational" or disclaimer insulation for the FDA, but a tactic that certainly did not 
make RU-486 any safer for women. 

Planned Parenthood, which had ignored the FDA's warnings concerning how to 
administer the drug regimen, played a role in the deaths of four women as the 
"procedure" provider. The FDA has determined that the four California women who died 
after taking RU-486 all suffered from a highly lethal bacterial infection -- Clostridium 
sordellii. The bacterium flourishes in the uterus and then enters the bloodstream, 
eventually leading to toxic shock. 

It is quite likely that more women have died from RU-486 and their deaths have 
gone unreported because doctors, medical examiners and coroners are not obligated to 
forward reports dealing with RU-486 side effects to the FDA. This is particularly true in 
cases where local health officials may not associate a death with an RU-486 abortion, 
especially if the woman's death occurs several days or even weeks later. 

Even abortion providers now have low regard for the safety ofRU-486. Dr. 
Warren Hem, an abortionist in Denver, Colorado has stated: "I think surgery should be 
the procedure of choice." Pills, he said, "are a lousy way to perform an abortion." He is 
not alone. Dr. Damon Stutes, an abortionist from Reno, Nevada reluctantly agrees with 
Pro-Life critics ofRU-486, stating, "the truth is the truth," and that, "The complications 
from RU-486 far exceed the complications of surgical abortion." xvii 

It seems that the federal government has finally come to grips with the growing 
number of deaths attributed to the use ofRU-486 and is prepared to take some action, 
however late. The government will convene a scientific conference at the Center for 
Disease Control in Atlanta, Georgia on May 11, 2006. More than two dozen scientists 
and doctors will make presentations concerning the deadly bacterial infections that killed 
the California women mentioned above. 

Conclusion 

Judicial Watch hopes that this special report on the Clinton RU-486 files has 
provided the reader with sufficient documentary evidence from primary sources to 
illuminate the Clinton administration's rush to achieve part of its abortion agenda through 
bringing RU-486 to America. Armed with the long-delayed facts from Clinton insider 
memoranda, the reader is now equipped to evaluate policy and hold public officials 
accountable. 

On September 28, 2000, the day RU-486 was approved for U.S . markets, the FDA 
Commissioner, Dr. Jane E. Henney, said in an interview, "Politics had no role in this 
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decision."xviii The public now has copies of the the Clinton RU-486 files that 
unequivocally say otherwise. 

14 of 16 



17 

Endnotes 

i See Tab E: Letter from President William J. Clinton to Dr. Edouard Sakiz, Chaiman of 
Roussel Uclaf, dated May 16, 1994. 

ii See: h!!u://clinton:. ,,1u.1 gov/media/pdf/eightycar:u1.d.f 

iii Hoechst had a historical reason for wanting to keep a low profile concerning RU-486. 
Hoechst was part of a cartel connected to the infamous LG. Farben Chemical Company, 
the makers of Zyklon-B -- the cyanide gas used in Nazi death camps. In 1999, Hoechst 
merged with another European pharmaceutical company to form Aventis. 

iv Copies of the Roussel Uclaf - Population Council contract were not available from the 
Archives. 

v See: hUp: //www.popcouncil.org/about/in<lex .html 

vi See: http ://www.popcounc.il..org1111cd1acente1 PC Ki::y Facts. html 

vii See Tab C: FDA Commissioner Kessler's Memorandum to HHS Secretary Shalala, 
dated September 30, 1993. 

viii See Tab B: HHS Secretary Shalala's Confidential Memorandum to White House 
Director of Domestic Policy Carol Rasco, dated November 15, 1993. 

ix See Tab C, pages 4-5. 

x Felix Rohatyn is a Wall Street investment banker and served as President Clinton's 
Ambassador to France from 1997 to 2000. 

xi Donna J. Harrison, M.D., "Dangerous Medicine," The New York Times, November 19, 
2004. 

xii See Tab D: HHS Chief of Staff Kevin Thurm 's Memorandum to White House Director 
of Domestic Policy Carol Rasco, Subject: RU-486, dated May l l, 1994; Tab 5: Press 
Strategies and Concerns. 

xiii Ibid. 

xiv [bid. 

xv See Tab F: Clinton Transition Team Director of Public Outreach Betsey Wright's 
correspondence file Re: RU-486 from Mr. Ron Weddington, dated 3/9/93. 

xvi Ibid. 

xvii Gardiner Harris, "Some Doctors Voice Worry Over Abortion Pill 's Safety," The New 
York Times, April l , 2006. 



18 

xviii Gina Kolata, "U.S. Approves Abortion Pill; Drug Offers More Privacy, and Could 
Reshape Debate, The New York Times, September 29, 2000. 

16 of 16 



19 

Tab A 



20 

THE WHITE; HOUSE; 

WA SHINGTON 

January 22, 1993 

Importation of RU-4.S6 

Iii Iiliport Ale~. (i6-47, the food 1;1nd Drug Administ;ta:tion ("FDA") 
excluded the. drug Mifepristiµe .-- colDJ!lonly known sS: RP:"'.'4~:6 -
from th~ list ot drugs that individuals can import i .l;'itQ: the .. 
O:n;j,1:le4 $'-t;ates fo# the4: "personal use," although t:il,e ~gs ha:ve 
~01; yiat ~~:en app;-oved ft>~ distribution by bhe FDA. (See FDA 
Regu.lato:i;"y Proc!\i~w.,~-)-!an~al, Chapter 9_-71.) Il!lport Al,ert 66-47 
affeotiv.\;!Jy ban$ ~~e -~mporta:tion ihto this. Natiop of a .drug ,t;hat 
is used i,!f <;it;!\tt patiqils; a!ii -.a nonsurgical means of ab<;irtJot). 

• riiied that in exclti-:¢!,M1g RU'."'4'$·6 from the personal 4#~ •• 
on exemption, the FDA app.~t jl:t;;. to have based it.~ 
on f~ctors othe:r;tha-n an • • ssinent of th~/ ~ ~~~.ible 

l!e4 _Jnd safetjl' risks <;if ~h~ d,r . <Accordinglt):, f ' M i ,iby _. 
<i!~r~ -- - -,11i,~at yoij _prS:Slilptly Jrr~~9~ e FDA tqdete •. _. ,the~: 
there • is s _uf_:J;,i¢A,ein~ .eviden1tfe. to warra,f\t exclusion oif .86 ftom 

i~:if i::,f t ~t F,~~~ii~~e,::~ 
All.ert 664:4,'7 , 

;;~t:.!ii:~~P.fi~it:;t:hr:ijs!:!!f::iiru:~:~ia:i;i::tt 
Qf RU-4,Se ol: o'bller anti:r;;~ogestirt:s . 

~q4 ap~ ~ereby~qthorized and d i ~¢¢t-ed to puhiish this 
ni~liiC:itaiidUm in tl,ie Federal g~g~st<et;:. 

' ~ -rt~~ 
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,. t.:umon uorary r.wlocop~ 
·.~ti ,(, ~··.-· - ·:,: ... ,i " 

THE SECRETARY-OF HEALTH ANO ttt:IMAN SERV ICE-~ 
WASHINGTON, O.C . 202_0i 

tiN 15 1983 f. 
,J ,, ~< JK", (· , ' ,• >'y .:· 

88Nl'l81ftffIMo L·. · R_v 

. -r -~;~ ~· :..~,_-_~;·::...,,~ . __ -
, ..... ,~, i. ~ ;:,qc, o/1 ~,t . ·.···· . 

The purp9!i/~·s ot: this memorandWD are: ( • ;i.nfotji you Oli th'lt 
Depart!llen'l: ' s progress in implemE1ntinst E1si~4i}t:'s directiVQ 
of January 22 ~ 1993, to "as~ess ini • by ~ll#,h th~ 
Department gt th and H\ll!lait $~PcV • n ~,l:'.dijiot~. -~~ 
licl!nsinCJi faqturing il,,p tli¢ . . . .. ,st~tes of 'l,l-t;l'. 
other ant,i,p '}l!i!i'\ and (~l .J!>- outHrt7 ·1he necesii!li;f 
steps to ~c<::omp· s'.!); tn:e President•.~ di:rective. .• • . ...... .. ,/ 

You ililily rec:all that' Rt1,.C4s~. is manufi\¢'tured by ~~ . 
. ~'.Qussel Ucla:f and i.$ approved to indtii::,e a)?ort:l~fif in 

izb:li! v~+~ed Kingqi?1il.• and S\'{ede!l• Ro1,1s!;!el QPlaf ~.a$· sl.:.~ted 
t)1at it qlii,p: iiet' in the United States ~,nly wJ:t;)); •• pr¢:val Q'Ii 
its parent . ¢.9mpi1ny, Hoechst AG, a German, fi-f .. · lilt; hi!,i, •. 
n!.~tQriaal,ty r~fused to peqilt. RouJi!1ae1, l.icl,af ~o s~~ lnark.eting 
a,-pp~val f~f RU-4Jl6 as an ~i;i~Ufac::t~n.t in th( tJnite\ii states . . •• 

::g@& JI. Jileeting ~etween tJi;l.a\f ,·~ 
i ;fi6n'\'i'prc,fi\C ¢;~rpQrat cond~' 

:,ia,lth is_sues. ThE!. '$.. pur · 
t :b,tt~een t\161Jj ies to wor:k',. 
ii~~ new dni,g li\liplicat ion fo~ t;b§ 

w~s identifi~d ~s tbe ~ost ' 

hat 14~•~1!~ ' ~£ an ~ti~i~i!)fi!! lh~ 

~~ i!?a~b~ ~it~!:i ia ih. ih!0l~t~iqt. /U.E!Q 
: "Roussel uclaf to 1 t:ertsf! iffi~ drui t:6 t~;~ • 
ii RoussE!l Uclaf were umd,;J.,fl;j.ng t.,o sell ~le 
States. •• • 

At the Apr.it 111ee)bipg-, Dr. Edouard sakiz, ~t\ii!ldentr of Rotissei; 
Vclaf; raisea' till.~ issue of l;ederal leg!s:i.at.it:rrt e-6 inl!ellinify 
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Rou§sel Uclaf' from any dami,j,ges it might incur by permitting RU--
486 to be marketed in.the pnited States. Dr. Sakiz was worried 
~pout produc:t li,a,bility '7f~~ons against Roussel Uclaf if a woman 
nad an incompi~,:;e abortion a,pd delivered a defo_:rnu~d fetus. Dr. 
sakif.was alsi,j 'concerned abou~.consequentia1 damages, s\/lch as the 
ec:o • ic costs, from boyc,ott~ o'f· otf:1,:ler R~\,lssel Uc:).af or Hoechst 
pro . ts, o:i;- bombings Q .•· 9ussel Upla.t/aoec;:h,st fac;U.ities by 
ri . t-to-lif:e ,!;Jr9ups. , SakiziEj'; view w~s tnat-. if tbE! Ori1-teq 
$tate$ ~Pt~nnieiJ wan . ·.. . -486 'tb 'b • ma:l'ke:tea ib. the On.ited 

11:~~:~p~l ,$.t".:._ ; :~i:11~1tit • • :1~t,t?tt1:g::~nit 
Governmel\i\'i, '$. ;-~~li!St, 

Dr. Sajci2: w~~ ~early informed at the: i\;pJ;'$l meeting l;tl;/i'ii, such 
legisi:@itioJ1 wP#l11 nevet be ~nactecl.. and ~t the FQ.A WQl:il d not 
suppoi:it Ro~ij§e:l, Uclaf in se'/a_king it, 

Despite LQe:ttl'g .~old that '11,1.lere ~as no .pg13sibil,j,.ty of i;)titi:lining . . 
federal leqli/shtion to pi.'otect Rouss•1 .Uclaf fr6.l!I consequential, 
damages or pro~_uct liability suits, Dr. Sakiz committed Roussel 
Uclaf to negotiate with the Populati!:)n Council to bring RU'-486. 
onto the Uni;t.13<;1 states market. Sp~cj.ficany, ~~ tj),e April 
meetil'!~ R,o~$'.$~J Uclaifi . and t}le Po~y~ation counci;l; . ~~e,eg; 

• 

Tliil'f R6tis~1i!i' Uclaf '101.!ld HceQ~~ i'P:_41:16 ti:\\ the ~bpulatliit 
coµnc.i.l, "i'hich ~f?ij.t{l condu~t; ~;: Q.tlnical ttial irivq,'j;vl~cjj • ~Q()O 
wdine~ pursuant to ~P investigl(tl~ij~l new ~lj (I}';q}' 
application; • • • 

the Popu!attP.tL~ounci! ~9ui<1 u:i,dg~~'tf sul;iinit a nej_, 
~~:l,icat:i,on (lmN to fPA, base~. ii>:i\ ~~· tiasU:ltii,. of tti-, 
• • tria;i. ~i'i~. i;ii'i othe:i:' studle!?. tliilt hilV!r! l:le~o ot>fi!iu<itil!,<l 

9ut,el .Qo:i,~i; ang 

T!'lat-the Popu'.l.;atiori Coun<l:U, with the con~rren~ of Roq§sel 
Uclaf, would <::f,joos~ a l'\~W m-anufai;:,tiirer fol\' the drug a.ni 
that Rous$el 1i¢l(ii< ~6uJ{i tran~f13);' ;L.t,s tegi,m • !a· .. ·.?·'.··•_e~ ... ·.K.:i:nn•.•·.·.:.g0, .. :.· .. ·._· .. · the -a.rug tt:t that m_ijj'iu,ta#l;µ~•t• l:l.@~\!i'@s ~9 • • ,.,_ "' .. 
wa.n:t to m~)1i;:tbct\lt'i the !iW~ • ~§t' i;~J..e: • iii • ¢ijijt)"'iff,. • 

1:~ l.~t:i; .fo~ 
iii'~ 

~~ .. ?opul, 
:.cont 

sci 
I\, ;~pta,1i:;L. ve . 

ci 
of 
tia 
hat 

. . n : 
'15 W 

h.~~~:i~~~!:!"~l~p 
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on AU,CJf¥li!'I; g, 1993,, the B.e;,:p14lation, pouncil 's la.wyg~;,. ,notified FD~ 
that RbU$l!Jel Ucltf had recently aasserted its demind for 
pr:~tectivjt federjl legislation. i~ussel Uqla.f ins;isted that the 
Population council obtain a commitm~nt +~g~1 the United States 
Government that: l) legislation woµlqetenacted making it a 
crime for any per1ijon to hurt or haras~ ·~Y doctor admini!iltering 
RU-48§, their patient;~, or the drug•sma.nufacturers, 
distributors, a!1d sa • persons; 2) the Oepartm_!iint 9f Jul[ltice 
publiciy i::ommit t~ roe this l~w, if ei'i1:1oted; 3) legislatilii'ti 
would be ~niicted i . ... ifying Roussel Uclaf for any product • 
liah4:1,Jty e~osure t~Jµlting from the use of RU-4ii ill th,i.s 
coun:tey, •· or, as ~n c!l;kternati ve, a prohibition of "'iRY P1f~uct 
liabiHty action~ i\,gji nst Roti!tii!li!.JJglaf for RU-,4~f&; 4) _ i ~ pal4;; of 
any legislation, :l,i'ltiij~ification for: con$e~ential ~~@9'l!il• 

Itl exch:a.ij§le ROUisel V'~;:a:i; would give ~e PbpiJ; ti Coufi:¢41 1!, 
royalty-f.ree license :~cause h h~s decided ~'!l. ego a:ny 11!):(~t,it 
from entering \:he 9p{'t;~ct sta~s marl<et. tn .~J Jtouss,el. .. 
Ucl.af's posi\'.'J.qn if t..tiD it sli.oul.4 ~ot incw;, f ;~bi;lity .··•· •. 
exposure as a retiuitt of making 1tu~1•• avail~\ ·•. i;bis c,o~iji;~ 
as an abprtifacient ~cause it 4o4ii$ no~ a.11ti¢:i.pj!t~ any p1fof i4i 
firplli !!!~J,1,;ing RU'-413(; :t:q1:: th_atfµ,~'.+n tM Qft~,t~~-~t..~~-es. an4 i,.~ ·• ··•· • 
enter;ijg th~ Ai\l~;r.ican ma:rl{-et Ol}lf at the r~qtl.Eli'1/. of th13 Unit.el 
st.4tes, G9y~-rtment . . · Roufsel- Uclaf reJ!la.ln~ ~~i.:l(tg to ~loli:t;:J~~ 
pat¢nt for non .. ffii;tifa¢ient uses of RU-48$'1 $llqflld a~y oth~Jt q!il!I 
be fo1,1.ng to be ~~f e ?ll'!d effecti've, 

FP,~ ~!{yised ffie Pe>pl;il~tion c:ounG:il:'i. •• 
mjtf ~ .. collllllitment tq seek suc:h leg:i.~J 
w:~~ . ,~)1e~e1y unli>c;ely, l:!otl;i, for ~P • 
ti\~ , ~n:i.te~ $'\;..11.~esi r a . '!;lei,, • 

Wit~ • c~~u~l:e(i i~&1:- ..... 
d!!l.iilpM~, fa.r e:11.c$~deti . $ app,r~ptiat~. 
wo\!fld, &iii!i;:1,1~'$: t;t,,$ sA t on w.ttl.f the. : 

-Sept~mb~~ 1 _Uola~.l;i,it: 
n, to lobl::Jy . . . ... der~:i. go ,. 

• . at it:, cou\ ~ .Rc;ll 
• Jii it$ ~na¢gient 

l'}d ~t'¢~v.,~ 
J;U9'. 

ece<(~nt, the 

ti ' 

$widl~zj' i,m'i.i 
&ve tni ijo 

n th~ leg isl~ .~' ,!lift desgf;ibed ~~y:l:i_, 
);~, tM Qep.artm~rit1 s Ch,ijj of $'t-a'.'ff, "-J.'IP H;ar~i.~-e· ' 

Depl~Jil~J;' "; Gel'iei'al .• ¢1unse1, met d tJt. +iilwrer!J f: 
a~~;!:l,ti; f;,9' &:lsc:us, the ~ii,,t;~;a,tiQrtt ~~ t!ilettt 
ti~til)g· t~ jss~ifl!J.; 11.<?.i tlf~• Jm,i,te4 -S, 
failiilitate- ,·u • cio--·1eti ·•· · of· 
~§l i~ii • 110:1,lt • ~P . i?6;~iat;r~I- co . 
<MWn.li,tiY re:i,;t.i!!;ra.ted o·i. con9,~rns j!QOU:1; > . ng i-na. 
tlS~ ' '?oten'l;iM, los~e~ .and w~s again tQl,d ~~atica.11_ .... tl);~ 
Q.~)?ijltment:w¢uld no~ J~pqrt its ~fforts tP ob~ain :t'4/~fral 
l .e.g4slation. Roussel Uciaf I s lawyer then sugi1{~hed ffijt the 
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unit~~ states could exercise its statutory p:owers of e111inetit 
domain and 1;:a,kE!) over the patent for R!J-486 insofar as it covers 
abortifacien:i:i usei!!> qf the drug. • 

. . . 
The Populat;~n council ~p$>~ars i;;q be attell!.pting to meet those 
4emands ot ir - sel uc111~:r i;;ha:t di;! not require the enactment of 
federal legi' tion. W~ have bi@n advised by the Population 
council that' • •• sent a prppos!~ licensing agree.m.ent to ROU§·!i!~:l. 
Uc:laf on Oct :1, altho1,1gl\ w~ do not know whether toussel 
Uclaf and Ho ·.· . will find tbls .J "'' posal acceptable. ,' In , .. 
addi,•tion.., th.e . if,pl,ilation Councill.fit • ident reaently:. met wi'!i.l'i,. 
the Pre!;>ident • 'Al Ro1,1~s~l Uclaf', a 1;>lannirtg to S!fljd a . . 
delega1;1.on to, (!;e~ny during the few weeks of N~vember 1.n 
the b9f~ that if Hoechst understands that the Popula~:l,~n Council 
iii!: q' .. J~~-~c;ius, creqib:),e organization, Hoe.chst will wi •• its 
o),ject1oni. and per:111j,:t Roussel Uclaf co enter intp an .. . · ·.. ent 
"(4th the Popu:i,~l;:;i.$ n : C!:iuncil. Despit~ these m.oqerat.ely p!:\ijlti,ve 
q~y~loi;:>m,ents, W~/ c!!iii not thinli: tti~'\i. tl'l-e negl)tiat-i,olis. wiHi ~e • .. 
i:!lic<#.essfullt'•9§~~I{Uded without pr-ess1AA';e on Rous.s.el o'cla1!/Hoe¢l\st. . . 

Moreove;r, we h.~velearned tha:t HoeJ1:);lst is in't!e:lfe'Sted in using an, . 
Alileri<::an ventw;,e capitalist. group as a partner fQr the Populatio11 
council; this g,toup is tho1,19ht to be abla to se~~t:~ tV.:f!d,i; 
!;IUffioi.ent t~ :i,nclei_nnif;y Hoeffiist a-t; t))e leve;t. it: g~sfi:-es. . , 
ttow~ver, it . is oµr understa~a.i_ng t!'il~ the Popdation cou,~¢;!;l. 
appears !!~Ml, • to wo;r;k with thj.iif 9ro11p -. '.J,'his iisue h;¼Jii 
f .urther ql;)i,llp d the negQt;iittions, . • 

1-VAI~- OP'l'lIONS ~ i,~ tQI~ .~JATl:Qjjf . 

Th :.· ••• • .. .. . ti ·. t:i , l}jf 'nl·' ... 1Ryouo•o:!.; ... ·!i1:·,.·,.,.Q4)e_, __ 4{Jbet ·•c·'na· .... ,'ucfsteh•Q«.·!t!o.~1?-'lie;·.J.:.·.:_Mo1.~·-Rs·':.·.:t .. ·.·.c_.e·_·.,:on.·.•._~e~oi!.·•.•.· :~~::!' ,,;,, .. ,, st th~[t~ey be .Pr9,t~~1i~ ~r~~-";1i,, ._ ,. 
e¢qnom1c ··..... they tJarmit .~µ-'\89 ~g ij~ iiildt~ted ;p thiij . . 
cg@ t:ty. 4\&j~; ~~e. tw& optiqp~ t ift i!!tVM'iiJ forward, 'ti~~ i.tAlled 
n:eqotiatfon,i,i:; . 

q~e o .ti\Sij, i . to. eni-ist- tile .,· · 1~ Jt h t - .. • • • • • ,, •• 11 
ci~ilt .. a:abti'· liat:ur·"• to ··· .• • ·i) ··.•,;,.,_·.,.•a.~~:.~. f .~.'.': .... ' .. a ... , .~._.!_:_· .. ::."_·~.- :!:.: _• ... ·.•! ... ,t .. ··•.••· . ,"'l:' ,. ' ,I , If, .,. , . .. . f:, }l , 9 .. - ""' ~ .. ,.. If',,., 

halfi -p~ tb,• Un~te4, ~.t,;;.;., >ffiii ' . 'I'M n~got~atlons.-
• -n. . wi-t:;fl e~nsiV:i( E!.l(Jl· ~ce ip ~~ tnt111rnat.i,_oi'l'al 

s .. . itil ~spec;:ially ,Jt~ fffi.& , Germ~ny, In a_g~itiqn 
i>~rsoi:i ~ust ~'it ·!J,nii ttl$ p1ia,;iiiace1,1~i~a1 l)ic:J.ustq abd have • 

~hEI $t~hliihg t<> "~!.e,- -~ high-l~vel, ~ lscussiC>p~0 th~.t '1l!i~~ 
1.nvol¥e !ll)prop~ . . JI~!lg9~!!1, a!!! wel;J.; ~i,; the Heail,1;,l:i ~1,,:q,ii;f~@~~ 
in f:t~n~~ -.Att\l ~.~~~ •. •• •• ·, • • · • .· ' •. 

. . . . . . 
A s~ooi11i( ,ll!pt~9~ 1.i for ~he '-P toise it. 
sta,t-utory>pow•f'.t '~t eminent a:n4 take gVef the. pitien't ra-r 
RV-06,; ttiiiof«~ , , . it o'ove~• t-hj . . rtifa9:i,etit \is• d( tbj 4r\l!f~ 
Thi:! Government q-i;i.~l;d th~n contract wi.tn a company. t:o·manufi:tetiit'e 
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and· distribute the· c:l~~f•· ~s noted abov~/ this option was 
$,\;i:ggested b.y Rouss$l .'l)cl-afis lawyers in their October 5 meeting 
with the Oepartmen1;-''$., Chief of Staff . and is clearly the· company•s 
preferred approach. While the Un~ted States government has the 
legal authority to take.over the patent, such an approach i$ rare 
and i.p.,~is case is politically _complex. Although legal, there 
at« P~!'.t}cular concerns about ~~ political vi.abil4,ty of thi1;, . 
c;i;pproac~ and the willingness of congress to permit sµch an ac:.~i ~n 
t,ostand, we note that Roussel Uclaf did nqt demand that the 
goveriil!l~ts· ot 'f i anc:ei ~gland, o~ Sweden take such stepJil, • 

nn jiiriP'il 

Uli1Ei$• iµ o.~!;t~t; th•. ,>epa,rtlii~t plan'$ ~rt. . !!ii#iJ'i~ the 1ervices· o,'( 
Peli~ ••• p o'i: tio!il•l=!~i c~•,aJ;:able _, a, a: ti•110Ua~or. This .. 
negQ~-j. :. '. t/lo~ld reguin th~ state Oep-at'tJDeh't' s !!J.!pport in m:itW,:.6,;n\t 
a,pprdptiail;'!!! dip:l.omattc: c;ont~c-ts, b"oth with the u11lt~d states • • • 
Ambassado:i1s to France and Germany', the Fr~nch and German 
Ambassadoi;;-s . to this cciunt:cy, and · <;>ther high-lev~;i:, ot,ficials in .. 
Fran.ca• a~c:l Germany, suoQ, <;l~i the resp~ctive He!lltlf Ministers. ~ 
pu.~,ro§le _of s~ch c9~ta,ctit wou!J;d_ ~ to a1-~~E;ll!l t;i)~ .~lt\liltfo11 al).d; .. 
d~t;~'J;l!lil).e ~bat J!lea~tife~ 1=,:11!!1 tl.ni:f;,.,~, ~t!\te~ c9µt,~ t;akffJi~ P!il:itsµ~~e, 
Roti.il!$e;l uqiat 4t\" . l:loi.\ql.),1>t t~ InaK~· ~Q-4$.1$ ~vailc)bl~ J~r the oru.1;~4 
$tat~s.. ~h~ t'~~nc;lf ~'(ig, •• CJ$?! E!~8-ll'l:4 • • • ~ ;qi~p),.~~lii~~ t? 
le~il;'n. tl;).at ~-1:leiJ:- c;qmt1,lji _.!)~-~ -~cc;o!Jlll\.o . '.si; ~~qµe~\;. )il<!~e 
by bpe UJiitd statfs .. G~ • • •• . ¢itiol/i , ~ n.J;ij,;,tiato:i¢ of 
Fe !S\·c 1 • J;Se ·"ans ' ot)le '. tih • fed 'IJ).,·•1 
:i. ... ,_~ili~tl ·-- l ~t nt~~it§:•r~~n.cerl~~ ---

l;L 
:l,:@t,ter il!.::9. 
Hoecti,~1\ ..,_n!i 
Rlh4.a·J. ,gn_'l#) b ··•· ... 

e 
~ 
r~jected 1 
¢!;!J\dnued e 

,.,, . ... . 

ob#~lh' any o. C.i't ii,~i e.p ent. 

~ -'1~ 
• oenna: i!!. s11~ta:ia 

n4 t .he 
taking 
ny 
tter 
ing ¢:1,~g
ted 
tiein t!le 
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: iJ~~r:. ~ry. -~?~°.?~~~~.¥_~)} 
DEPARTMENT OJ 1-IEALTH &. HUMAN Sl!RVICES 

NOTE TO: The Secretary 

Piiblir;:: Health Seryic$ 

Ftjj)'d and OruQ Administration 
Aoc~•iile MO 20857 

Septeliihed<i, J 993 

FROM: The dommission¢t of Fond and. Drugs 

suamct, RiHsti 

Gin fo.miary 2~, 1993, President Cuntptj' ~\td a mem¢t@41itii i.lirecling yo:U IP assess 
initiatives t(I_ pi'omote the testing, lip~Jj/mg, and mamjfl\¢_ . • in the lii\i~d: States of RU'-486 
(mifepristorl!i} ' Th¢ .A_jiency IJAA hi!:~ pngoing di 
marketing application s~brnitt¢'4@ ITT)A (Qr the 
as stating that if-RU-486 is ~ ~¢ ,~!l iff«<;tive altein( _ _ _ _ rt women 
in the U.S. sho,M. l!!!ve acce($ tii ~.i!l;_itl,jl The Preside,W.~ _ r,i:tl(~ reassess 
w\ether 1W-4ai'l !'!Jilillf/e$ .fQ_t'i,m~qj't,a!fu_~ i/t).'!ler FDA.'s. p¢1'$0!ii!l -~~ lmpi1.\tl!@n policy.' 

. - ·-.· • ·_ -. 

I. Cunitlll_tMarketiAADf tl.il!: Drti •. 

RU-4$15 IB manufacrure4 by -th_~ Frenclf fi® RP!lsMi Uclrit' ®4it ~ li~c[rl)V~4 tp iMµtj) 
abOrtiQ!i~ in Prance. the United Kingdom, and_:Swe!le~. R;g~l Cl~!!)!$ ~WM tli11t it¢(\/! 
act in tlie United States only wit!\ the appr • • 
ha;; hi$toti<:lll:lp~f~d tQ ~ermit ~o~~ UcJaf to _ . _ . _ .. _ __ 
all !'ti.fM:ient ' the U 'ted ~ii\!!;$, j'Jotli 1i @d I MW ~d fl< ,, lo ~-i' l.l.'ilw~l 
u;ij~ fit titi :ntw i~i ,41/trnttidon idA:(()i: _th~ cit!!;, it~imi1t 001~ •liilf!!i ,!$ 
refusal, Whtle:s&me m~mbtits ofColigtess li~ve Wtiiliin tel Hi:\cchsi ilrgli\g iho ¢o'mp!iliy fo 

' FCA !iii ilV➔!RJ fi);Qlli$r 

i1i"il:o 
, • Amehll.~llla 

tner AU-486 fi111jtii ql@!1fy 
~,Tlf!j_tj(j\jji' . 

to vt~!m ili!i 4/tjg c¢11ij lie_· 
f!lt_~ iii~ ~genC)' canh9i 
~ I~ pa uriav11,dablll f9J . 

• Ag~iji,y !ler.f Its ~~•lion QO(\liil~~t<i 
b a - · ·, ili!\a~iii~ • 'II u til)<ol 

on ~n =iii~ :ia ~ ~:;ti;ti: . 
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submit a marketing application for ItIJ-486, nt!Jer C91Jgl'e~iopal members hitiv¢ wr,i@n tq 

Hoechst ¢itpressing ·ni,eji:, strong opp9:;i;oo W, ffi~ marke(:µ\,f ~f RU-486 iJJ. fu.i~. pp• ··. 'r!ii~; 
afl\! th.~ well-pµblici~ tt~\ivit.i,~§ ofliQti.c'/i~qffioh groups; )l~v~ provided if9~¢h$t . . . ftpQ$$61 
U~l/i{with evtdence th.a\ thttts. pgpulp,jon lacks ¢15he.$Mme~ Qn this i~µ.¢ :m4 thl!t t:lte 
a\Jl:irq~i\; d~b4t¢ ¢ontinu~, • • • 

It S~mm!'.ifl' or:~~scussiom wi.fu. Roussei Uclaf Reearcil~g. T,e.s',fi.'~j1:1fth~ Drug 

Iti AprU 1993, FPA ;w;Mg¢4 1J:,m,e~tqjJ ;l?e~een Roussel Uciilf *~ ~!!iPgp~)~ti!Dij Qquftoti tci 
attempt t(i get those pl/uies to agcee·tO work tggether to test RU-486 and(ife littW drug . 
application for the drug. The Population 0Pii#Ci1 was identified as the most ~¢iy group to 
work witb: Roussel Uclaf because the Popu\11:ti:M Council had a contract with. R;9ussel Uclaf 
which required RousseiUclaf tQ g(ye tl!e P<ip\iiit#qn Council sufficient amo@\$ of the drjjg 
so. that the Population Council Q','i\ild coJiq&gi c)iriic!j.] trials. The: ¢ol!trac\ iil$.Q appeared tQ: 
require Roussel l]claf to license,•(h~ drug •W the Population Coii~(til if Rous~i Ucl/¥£was 
unwilling to sell fjje drug i.n the u 'nited s~~$, A CQI?,}' of that coptract, w,l®b rn~t remaiq 
confidential. is a(l/).ched. • • • • 

At the April rneetitr,$, Dr. Edouard Sakiz., p~~ fdenJ of RouS$e1, t)' . . 
f,¢deral legislation (Q indemnify Roq~se! Uci!l.f' from ~yd_ suffe(.(w!l) 

5j!~iil1ti::~ .~ 
Goy~ent Wanted RV-486 on ~~ lJ.S:, :mm\ tl).<m. fu¢: \JJiitM $,t4_f¢s Govel'fu\ientsl'i!iiil4 
mlik¢ Roll.$&¢1 Oc.faf whol~ for ooy dilmig~~ l<iussel lMl\f ro)g'lit s.urter becau~ 1t ha,4 d!W,ed 
to the Uhlteti. Stat.es. Government\; requ~~t • • 

Dr. Sakiz w~ told qli{!e ciearty at the Ap,i,'il m,eeting i;hn;t sui;ih legislation W'ol!fd never- be 
enacted aird. ~e FDA Would not support R.@$li\:l Uclijf m. J\i! advancement <if. tl,,i.t idea, 

De$)#~ ~l?itit told that there was no iiP&$i ' of {l~Wmfig fovorable ~gM~tiM~ 1),1\ $~ 
comfui~d Roussid U~J:if to. i:0 f◊-rw~. ''lf . .. • ~qpµfa.*§1\ <;ouncil to bqi'.!g tt%48$ op.to· tbe 
Uiil¢Jl _St4'tes matk,.et,. $~4¢ificl\lly, at iM Avril fu~tiii! Rogsset Uclii! and th!I' '(1¢:plllatio11 
G-oiin!tU agteed: • 

o that Ro\i$$¢l lii:b1f' would U¢en~ R\J486 to the fi>Pnlati◊l\ Q'oll1\ci.i, wiiic!l woliJd 
conduct a clW¢itl trlai mvofvfug 2000 women purs.uiuif to. liii. ifivestiga,tioi:ilil new drng 
(IND) 11,ppll.calii:in: 



30 

The Secretary O 3 

o. That the P9,p4l!ltioi'i Qoµiwil would ulti):na~ly $?bmit aQ Nt)A to FDA, based 011 \he 
resµlts of t!:i~ clihi.cal trial artd on other Stiidjes that hav(i. Q·een ,¢6ijdµo¢il by Rm./S$~1 
Uciaf; aiid • 

o That t!Ie ~qpuli\i:ton ¢oun.cil, Witll t\1¢ ~@curre11pe of Ro~tl'i.folaf, wqµld ch0os¢ a 
new i;);l~µfacturer fcir iµe !h'µ;, lmflliJilRouss1,J Uclaf ~oqj:~ transfer its technoio.ty 
fot m~g the drug m tll!t!: ti),m!)f~i,:~i'; ~eg11use Roussel iJciaf do~ not wan.t tf -• 
mam:tfactµre tl:w 11fut for .sale i.ri tN~ ¢li:1111icy, 

It w~ tJ'!¢ij left: fot Ute PC1pulaqgii G<>®cil at1d. Roussel· Uclaf w revi~ the ~nns of \h¢it 
conttjj,Qt1 wbi1e Roussel Uclaf be,$~1:t'sendint ~ tentific ~ttnation to ~A and the P,\'lpi:tl~tJ..Qri 
Cow\:®,, '!"he ¢<,ntract lie.gqtjal,it\p$ continu¢d from so!tJ¢.@i~ afier tM.Aptil m~ti,iig: pi;itjj 
re®.riUf A$ ofl~t9 .. JuJy 199$1 tM I'opuJi\li◊JI Council \hqiigiit the con¢AAt negotiatfo1ts v;,~re 
pt«;eedirig smoi:ltl1ly, JiioµgJi $1<\wly. Ih~Wie negotiaj;\tj))$ the Populaqg,o, C,ouncil ,WM .· . 
~.pt~sented by 1@.~~j,ntbii 1f~ty aM.Viener an4lciussei Ucll!f W~represenfe,d b:y J~ 
Oi®i, ii.$ corpof~~ iiouncil in P~s. • 

g;~uf:ltf~tf/4!~;:~":l:; ::; ;::::::~: ~!!i~·:J~f~~==frq~~◊~l 
• l the" U.S. would:·· rtact • ation that woul~ • ,. te't!t IDl. pfs~ rl wh if d 

acl~~;th RU-486. ?7i cribcll as • ff''' P:~ri-.ht• ': }a~§~ 16'.~''~oh tp_ l . . 1:'tlL. . . .. ... .. $UUl!l't<i g -~ ,.- t. ,gJii:., • . , 
tbM·:W~u1d make ii a crime fQ~ .!!Jif person to Jlµ.(1 or har~~~.~y doc{Qf ~.~$iiWi$-t¢&!$ R\14,$~, 
th¢~liittients, and ~e manuf®,~s, distribl)J/))i:$i and saJW:.¢,tl~)lH01 The &jlg. R.ofi~®.1 
Utiaf fils~ 9~Jj,tamJ~q that i • ii!ll.u.stice p.t(;l'tg~ ~ ¢?t~ii;d iis r~ources tQ, 
enforce thi,$, i4iw, if enactf!d, . ' . ' ' . • ked • • • atfon th.~t WQMJ.d in<lc;m_nlfy 
Ro l rr ··•-ra·":"'• t•;., • -· o:il"·,;~li·'·a·l.ru·:"·-·e·· , .. S · •• • ·ofthe;, •··o.·~fi .. tl;.4°·6·: :i:-. this ~ ~cI..,, i~s"""'Y pl ."''-!.fi ,L _cy . .1.1pQ .. me. ~ .. . .. . . .. llQ ·-~ i:-,.,i;. · "' · · "'' 

coilfii.w or, as M aJtemati\1¢; Wilt would ban mW gmdµc't liahUi,ty acti◊M. ltgil:1.11$( Ro.#s$pl 
Ucigf(\r RU-4$~; Finally; ~oµ$~1 Uclaf as~H9i' legisla~pi:i fullt WQ(ii,d lird!imtiitJtiQ~L 
u'cjg ll~ijµ$t co~mi',l:6.il. 4!®~tis .. Rorisse1 tMi\f's. priI)ci.piP... ~ni~~ l~ ~~t 1t ii wili¼i 
to g(xe ·~• I!i'/pUl@.ip)'i Ctiuh:¢µ ii- r~yal,,free license, because i~has (lecj~~iJ QliVe!i ·~. push lty 
H<le!(ill~W, that it will foreg,ci ·an~ moil\l~ g_,im from ell!\:®g the U.S. rg~~t. In short:, 
liti¢l\Y@ ltq1.1ssel Qclaf d<¼.;l n~t . iQ ti.iiA¢ @Y OlQi,ler (!ft ◊f J.rn:-4lli!i llie U.S. rillltktt. 
and itself as ,.. • ·tiifi· RU- to enter thc:i'ti.S. mili'kefofil • he • - Red b d sob 
t1i' ·.[;jte., Sta~ ~~tnm!nt then fr shomd n~i irteut mi: li•bili{, i~,!8 < t ~ tif y .~ - , .. 4 .. . . .. P .... , .. ... .. . ... . ,. . , . Y ..... " ~"' l)Q .. ...,.,. Q!HlCCOUll 0 . 
tb~ <fu!g, • 

mA:ail:v~\j Mr, $.9.ylWl:i that the FDA ~iXJ~ t\'Ql rt.l~-¢. t ®mmtiro~t>f to seek ~I!¢~ 
le,slatiQti•; • ting ~y.f tt.(l,l Qimgress h!\l! @enilft¢~fili..tii}d tlje-i(yclii' N.P~!l,dm~JiHnii 'that 

~~~ciµt'ef, s;!eJ\ ~,::~;i:~@!!~~;o:,:·:v.t~ a;:~:r~1.i,::~aa:!1e 
to ~~ksµ(j)t pt/i~ctj(in for a d.iJig cori\pMt The FbA offered t!l. iii;J.v;a,p'¢¢ tM i~A Within the 
D¢piilittuertt,. btii was lid.vised by Mt, Utiyriton thjjt the answer givert was stifficien't 
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In niil'.1,-Septefuber, Roussel Uclaf hirtil'.I legal counsel (allegedly, L¢ster Hyman and John Hoff 
of Swi,ndler and Berlin) to lobby !M federal govetnroen.t at levels above FDA t<;i obtain 
legisiatipn protectin$ the com pitlly from potential fo~',l:s, a,s described abovt1. . 

lll. AnaJysis 

fbe' FDA' s prlri¢iple objection to Roussel Uclaf's feqµest for indemb:$.ilation and rela:~4 
relief has been pr1,1gmatic--we did not (and dq. npt) l~ Congt,es~ would ever pass sµi)ij 
legislation. Having said that, we ~o think that there are other poHcy reiisons for refosfrig to 
seek indemnification of a drug manufacturer, for example: 

o It wouid ci;¢1J:te an unacceptable preceden.t for any manufacturer of a s.hinificant • 
vaccine or drng to see~ indemnificaj:i-01'.l $. a condition for llringitig tlie .,pipduct tcr 
market. _ Tllere ~ jittle basi.§lQ .. __ -·.· . • It RU-486 {rorn alm;~ough AIDS dru.g w 
uniqµe vru.c,me: • Tue swine. flu i.l)M' ' 1c.ation plan ptoved vezy pf,Qplematic for th"e. 
United Staits Government. • • 

o If public health problems were to occur post-approval, the inf!:rest of the United $t11.ies 
as an indemnifying party wouli,1 be to disprove that problems had occun:ed, w!me 
EDA'. s obligation would be to ohjt,ctively investiga~ and taj.e appropiji!,t;e ~~~n, ,◊ 
prote,Ct the public health; · This would be an untenable confl.i,9,t. for the U:!tif.eq $Jal¢$ 
Gove:tnment. 

Rou~l Uclaf's liability -~cl boy<;o!t coi'!¢:t'in'IS sh◊uld not Q¢, ®de~(:µnated. Because 
Roti~l Uda{ ~ willing _ t9 give t@_ PopuJatlon Council a royalfy-:ff~ lillilllSe, it W~ t9 
eliminate ai\}'l?Qtem:ial_for ex:pen~ due to the drug's.mtroductionjf'l_t(.) th~,U.m¢4 S!ltt,e,$ 
mgket. Rori$$¢} Ucl;lf has al$9 e:t.pressed its wijlmgness to give a roylit ·~ Jiqe~ «i @:Y 
ot.her !llajor l.J,S, phai!Jlaceutical ~limpaijy, but ~as found no comp@y • •• • • • b tak;~ tb!: 
license. R'!-ili$$¢i (lclaf cotilc!, possibly, sell the drug tothe l"opulauq11 _ _ _ _ _ (Qtio others) 
but it appears l\nwilling to do so, pel'haps because tile. di-µg may have irnporl@i otl!er 
therapeutic beii~fits in the fi,iture, and it may want to nia:i,ntaip the righ,t t~ • S¢U tQ thQS¢ 
m.arke~- JJowever, Hoechst may be willing to simply ahaMon the pa.tent or give it to the 
United Stat.es, • 

Th~te lite some\ th!!t suggest that R9ussel Ui;ll!t i$, &implr a @4ymi ttm~•Wmtiij$, 
u11t\lthe vecy__st:aurt¢hly CathoUc_l:ltiechst Q~() ~{'ef,W_ April 1994', 
SQ that t!leti: ~Ussel Qi:Iaf \1/0lild M ; free t(j ~pioit the tllifg ~ the •. _ iiti\'I 
e~wh!!Je fut _ ij). uses; . Others sugge§.t ll,laJR,gij~cj Uc1;i,f 4.~ ilpt W!ifit t(i ~~ch iiffe¢.rnen~ 
wit!!; ,th~_topulatlon C~i:incil, but i~ _ iµe,r.!51,y' l!• uiltif nil irittrtJafi.!iil!il (t,\iij~3:tllli1 'is c~a~d 
by :Qti-, ?,tienne B;µje\i, the _ inv¢JJtor qf (be drug @d a. former lfoussel Uclljf ttmp1ciyeii, w 
which RQuss¢1 Ucliif coijld then sen the rights to fhe drug. -
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The s.p.e¢µlation is fueleq by tb¢ essentially µfiatjswere(l .question-0as to why 8.qµs$el Uclaf ~ 
witi,mg,f!:l mamifapture @ti sell RU-486 t,9 ~qm;¢ n:i~kets (England, France, iitid .$weden) but 
riot to othet$ (e.g., the United St~tes), .· The ot\minQJI. thinkingJs that Hpec,h$tis 9nly willµig 
to permit Roi,!ssel Uclaf to ~11 J{{J486 it\. a counlty when Hoeqh~t ¾'fo®.U tQ do so • 
pqlltically, ii:M; t!i:¢lfufofll, tlie.i:i11lf \YilY to get RU,di~6 911to the tt.S·, ml!tl¢i i$ to exetcfse 
po'lltical p,fesiwe Wi ~s.ii:!$~1 Uc)af ;\il~ on Hoechst.. 

Thit thinking appears bP.me out by tl1eJµ<g~m,$,t;i!1ces hel/lHtoussel Uclaf wl\$ wiJling to. 
cgf.11~ to the table (at @Al When it ha,q.~~hied pressu¢ tto:m President Clint!:l.il.{the Ja):iUJ(ty 
2t 19'9), ,e.11ecutive Qi,d¢t)1 Yo:u ()-16\lt Marcli it; 1993, \.etfel! to Prof. Hilger at H.l'.1¢¢list), AA:d 
FDA,; but; that since lliat pt~~ure hii$ waned the incentive to come to an agreetnetit hli$ also 

• warted, 

M.qth~t possibility i$. tbat the Populatiqi). Q~lli:i.i:ii~ is simply ~~!)lpiihg tQ'. ~Mh !\fi. 4t~~l,tj~tit 
thafle~:V~l. Roussel Uclat with too little, imll fuiif if th1; ropl.!1ati:~n Coun¢µ w*t!i \Villlb' ii, 
settl~fo.i: less (e.g., the a1fility to study, biltn◊tto market th¢ 4mg or to tiitl~mfilfy].l<;1u.s$.e1 
UQi.l\fj theil> a deal CQW,Q. k~ached. •• 

tv. ~~~o~~hii'.ati~# .. tor Expert A<l»sor 

~${~~ti.on ¢@s for $0meonc:t of Fel.ii(Rohaty;in' s calJ.i;ii;t tQf ~veral ri;~!'i~- At the 
O\l~.t -~~ ·r~*ll~ !; "!~~J~~t: tl!\~t cdli~ ~~ 9Jif 1~:~JQ?::f~l'l..Uibii\ ., .. ·· .. .• 

J$ ng " ro}-, -~ v. ,-~ :i; m ?eW. .. ~ .... . l\fA~ llll"- .@.~¥ . t,ti¢ Mlf J;jµ,i 
as im o ··· tis fh~ fact that tlp,$ is@ issue where bimift~.a&d. ·.·11ti •. ••• i ·©'~ct H 'te 

~i::i~-;~s,~! ~~:;;~~\t:;1~•:::~~:::~~J,$j!1:ti~iit~!r :g, 
U¢ltd'-..ei.ffie.t by agreeing tp go fotw¥4 With \tieir own a.b¢~~}ijl)it!ajg prodyq!$; or bY 
• •• • .¢ thf !l)l\.!iµf@mret tit <:\\$tn1Iµ1Qr of it'(J-48$, Thll~foi:¢, Roussel Ociaf' feeis 
• . (a,n.4 vuJA~:@ble) iiy the U,$; deman'!ls. It wil1 take' art cxperlenced person, fl!mlliat 
Wiih tll.e drug indµ,si:cy, to $Ort out these issues, 

:s:~~::◊:rt:r=,~i ()~~c::i~:p;;:t()w~~!:i~l~:::J:;::=ey aboµt 
CJSPetlit!i.¢{\ m the b~ii'~ Qt\p;itnunity (in f.tlUi® ai)Q Germiij)y .ii§ weU as ii'i. the Uii.i~~ . 
Stites) \Vi.U l\ave a bc\@t vfld.*rstand4lg of t.lii! vl!i.igiJs way$ du~ ~on¢¢m c@ ~ . o\rim!oril¢., 

Finali th ~ ate w: fornatic i e thai • ay need to b adate ed. lt mW b thll{ -~ • d 
Gennt,. ;~µ1,~~~ _ift)i~PpY t!~~ tli14r their c;~pJeiWe~:fliit acco~~:~~~ :f~u:.( 
made by the tJ!!jtetl Sll!.tes Goveti@ent The u.s. Amb~.si!4ots tq Fram~e an/I G.enbi!.ny will 
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neecj to be consulted op: _these issl)es, and yOqt counterparts in France and Ge111Jany may also 
nee11 to be invoivet:I, We think that som~tjt familiar to !h~se circles "{Oiiicl advance th'e 
Administration's gOal tO bring a safe and effective aborfila:cient to the U.S. mlli:'1:et 

Attachment: Contract 

cc: Dr. Philip Lee 
Mr. Kevin Thilim 
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THE WHITE HOUSE 

WASHINGTON 

January 22, 199;i 

rrnpa,rtatioh of :au~4s6 

In I;111p<i>rt . 11.Jeirt 66-4 7, the Food and. PP\ig AcirnihJ_$t:t7ati,q{i' ( ;;f PA'') 
exq}\,ldeo. the drug l<!ifepristine -- 9cil@ronly known as RU-c486."'~ 
fr-pm £ti¢. :),ist of d~).lgs . that individual.s can import ini::o ~h,¢ 
Un,i~liiii $t,iites tiq;' 't hek ''personal use, ii ai~j-iough the g,pµ9s have 
no't, :yi.~~- '\?¢eh approved for distril;!ption by 'tfne FDA. (~. FDA 
Regulatofy Procedures Manual, Ch~pt;er ~-71.) Imp-ort Alert 6·6;,-.47· 
effectively bans the importation irito this Na:tion ot a drug ~hat 
is 1a1,-i;;~d in other nations as a nonsurgi;cal means gr' ,ibortioi') ,' 

:I: \ ~;rmed that in excluding RU-486 fr-0:m the personil:J: ~S~ 
on ~xe111ption, the FDA, appears to have bas,ed tt:if .. • 
~t\ {1'iettet,s ot'}\¢t than ~.ii assessrnent of t:}j/i p,g~t~ibie 

$<!,fety ~isk~. !'>.l the ~\,l~,. Acctj!fdingly, :t, J:e;j:,eby 
t . you promptly' instruct; 'Im,~ FDA t"P determ:i,n~ whethet 

$~tficie!'lt ev;i<l,J;\i'ice to warra~t exclusion q( . Ru'~486 1;,pOJll 
t!b,~ JJ,$:V< qt, drugs 1;.bc1t gMalify fo;r the personal us~ J111pqrtati_Qli 

dif~¢tt!!ft.~:l:}~E:i:t!t~~t~:~!i~:~ii;J;?f~!i~!6rmeets 
Aitilitl 6'6"'47. • • 

r~ Md.oj,j:1.i<?~, :t <Urect tha'b yo~ prome't?+Y assess in.i,.t.i,.ativ~$ b¥ 
wo,t¢.h. 1;hEl: D~partment of Hea.).pli and H\).liian ServiC.la\S can pt'QII\Q't~ 
® .~: t:l?·stJrig, - licensing; i!-·Piil manufacturing in the Unitea stia.1;~$ 
of tttf;-'4!fi\ or other aiit.•iti.t'ogestins, 

'ioµ a,::~ l)ei;el:>y a~t>hC!.d.zt#i a.nt:i ct,i.r:ec.ted to publish this 
mem<:>~~ndtiiii in tne FedE!ra_l .Register. 

' 
[;. :n _.\). _I,. f,) • ,, - -:rte,_ A.,,_ ,I _\•_ ~ 
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Llmto~ Ll[)Iaf}' l"nOCOC()J:))r ,·, 

MAY I I 1994 

TO: Carol Rasco 

FROM: Kevin Thurm ;t:::::-
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 gynecological 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 "gift" offer, 
negotiations with the Population council would be discontinued, 
and the patents, as so delimited, would be made 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 
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th.a.t gbal,1 io i!"~nU,l.t''Y ll,l!J~, I a$ke~ th,El 
secretary- o.f $~altli ~nq HW!ia.il Servi9e1:1 to 
promote tl;le t,~i,ting _fi:Jll:i licensing c;,f 
mifepristone .(RU 4igl a.nd other . . 
antiprogestins in t;t{~ 'Qnited St~t!(i$,. 

T6 permit the a~j1;opr~at~. t~~.t~ii«;!'t _ , ... · .... 
development and g1~tnbuti°'fi' 9~ RU 486 l.-i'I tbe 
United st.ates; I as~ tb1'~'.:¥9Ur company give . 
its mifepr.ist61i .• ~ pa~.'.~."11 . .J~.::.J;igh'!s. in .·t.· .. h~.-.··.· .. •.U .. ·.n.· ited States to a no .. ,.q~·4.ti ;organi.zatio!l. 1;ha:t, 
WGUld .tak4il l: . ·ry s;t~ps to fil-~ ~ !'!:~W 
~i!-fl appl •• .\1,9 ,. _ itti the Food and oru:f. 
~~l~istr _ ~,- {fDA,1, so tl)at the,. _¥:Ph. ~an 
dete~,;ng. w et\ieli' ~'fii,~ drii1" . i,'s sa~;:, and 
effeci;;.i;V~ for u$ij it,. the Tltiited S'l;ates,_ 

• · iaraf ' tiat4,on5! §e:tween Roussel 
entl fail, and t!he only option 

then cu . on is ·th~, Jtt offer, ls the government 
and J.P. \ill), under what. ¢<:mditions, 
ent: 'iflib~si for RU 4·86t . itl~:~~i-'~~ 

offer o:f t 
t>'~sed, . inii' . --\,!~tr!!:1l:.11i,i~1i:1t:::;l--• .-.:-.t~!t:i:ii!l!~e_ 

'l'~ki 'i,.: 

't4l\i, ~= 
1.a}i ~: 

Tab{: 
Taj:!$: 

E}(f1J.l)J..'1: l : 

txi\ibi-~ 2: 

Exhiblt J: 

E~ft,it 4i 

• ~ * '* * t * * i t 'w It 

- pij¢)tgrouncl o.t ~V 486 in tb.J,.s: 
op -

§. t9 lli~J,'~et, (t.-;iming, available 
11,~$~11Mve. ~~dles) 

• tion$: 
d cqnperns 

i'heiJll$ide~~•§ Memoran~qof .ranuary 22, 

~Ojjjj:l, Uclaf • $ J,(~y !j, i.9~4 letter t9: 
$ei::feta:r:-y $i:i~t{i;l~ • 4:t,~~Jling a ci,r4!ft 
o~f~r Qt t .ht ·- • • • 

Rqussel __ Q'g}~f' s ____ l .et:'t;iijt to tifi!f! 
Presi~il!fi1;: 

Miilute.s.; itf f~~~gl): and t~ii:~Ei:latiqn c>t the 
Ap,i~,! ?~, 19:~4 I{oussj)., ticlaf b011t'd 
lii~,tin~f setting out ~!ii ne-~d fOr a 
is:'td:er" trom the P:e,es1dijfit 
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J _i;l tt•smch subsidiary ofJ:ne Gerl)lan ¢Siltlpany,. Hoechst, 
t;,~1[States patent~ tor it§ ,f!roduct~-U: -486, which has 
• an'li various othef ilfedical uses. ll'he patents. 1r<ill 
y~~i·s ?OOO a,n,i •-~Q!),l, . Hoechst, tht_p.arent company; is 

Sy. titie •• e • pora•tlQP~ wh?S~ direct or indi'rect 
t(toduct lines in¢: _ _ , sneakers. aijd, $e~t belts; _ t!l.e company 
d,'§~J about '$8 bil,, war.th of bijs!tie$s per year in the United 
stat'E!s . ... ,.. . .. :· ~ . 

?.!~:4o\l~fitf l.il/j/~».v · ~ei~:rfaij<iiot •• :f;:~;e!t t;e . :t&c:~~ariiu~!~ 
Ser '" ••• '- the testi il$ing, ~ll<t _· cturirtg'· in 
the . RU 486 or ant,'t;progestin ··• (t'Xhi-bit l.). 
whhiri the .f ·. . e FDA, t commissioner Q~v'i,d _Kessler, 
t~questeci po .6\l/ai~:i:ii Uclaf and_ chst to expedi.f!e the process; 
~n-i:1 met wi tit. repi;'~~~ntati ves of , ·si;;el to discuf.3s , • issue_s. _. ;l'.:ji 
~gj:j;'.g,h, l993, •§~-9.F~:t~i'y Shala1a1a..Pte 1;.j;i the presiden,J: of Hoec:;h~'tf: 
ijtgc\pg. t,;i.'!!I ~q ~lllii'.inate all co~.Q'rate barriers t.c,· i~lroduction ot 
RW'.'.1~:~· t;Q'. · ~~~ ,i~li%~j.g,§tates. • • • 

• Roi:4ss 1 . •• Uc ·., • 
-,, e id 

r ::: '. •••. 

the ~~pulati-.~n coul)cil, • ~ . lipij...;J?ttifi.t 
w York, .ii~ the m,9~t li,li:~J.~ . v~hic • • ' ough 

riQ9:~e ao • t Rq {~$; the"'tW'.P pa . have 
g{'\i:es iliJcA~p,~h couli:Q:!l, ~!\!DI~' United 

l, Ucl duqfi 1-n thij <:~'\¥~~ilft• • 

~Wqp~rties h 
-&U~rlb~~4,on 

• ' ty) I a::. 0 

n-rela 

l :1:$. __ . __ .. _ 
~lieve: tlia. •· Rous111el 

;; t~!~~itt~:,f :;i, .. ·:,::,=.. 
\\ht\.' expect$! a. deal • 
;(zij, 

Roussei 'i;t'~iat m11tt HH~ 
• al gov~~eht mlgil:J11 the 
ings, t,b.:· ratiot'!,' ei;'s 

~:!:!!3½, =~~:.}W tt.~li~;::,, Ii•• ,it!f l!f 11 
and that th~ i:l.eai !ihP~l.d bij done: tlir<f>Ug~ ti)$. p'jt:{ vate parties. • • 

• !!ltitl. ii~~~\i~ali!e;El~\itt\f', 1:::~::t:t::; 0:r::ruff!g Qj;!l!!'!tt 
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Ernst Afting (current CEO of Roussel), D:i:. Edouard Sakiz {past CEQ 
and current Bciard Chair of ~oussel), ari~ Marg~ret Carlson (head of 
the Population Councj., 1) . .·. The St:!q:i:~tary stated that the U. s. 
gover'1U11Emt would neitlie:if ·!iE!ek legisl h indemnifying R9y~$~l nor 
seize the patents , She; ~ade clear ... the pisi:ti'!liL it,e ¾W~~j;,r,a-n·c~ 
sh~. l\1;t!lched ¥i!i1 tpe intrc~'4.µ_ctiori of )3 pro~ilct .• • J,1. $~:' ~tir6~gtf 
a». ii~eel'nent l)~twee11 tM~•. ~,t!g ende _· the ·igei:t-.:/.mj posing a May 
1..$, fU,4. «1l~a!4fb1e> fQJt $µ¢¢ij~l!ft:iU completion .. of £Keir negotiat.i;:9Jl!i.i 

In ~ight of t,_~is deadli.~e fill9 ht~ttn~s sc"'eduled by Congressin~•\'i RoA· 
Wyden for lOtQ O a.m. ori M~y l f . j;§: obt~in a statq,~,. report , tl~ 
parties have ~9ptinued thei:r Ji_ijgip.1l;i,~ttQ~s. Althqugp many issuij$ 
have {)een rce~,94,;yed, sol!le rE!ril<!-i:t\f t'n~ ~*ti'e,iit of ll't$iilr1m9e covera'1~ 
fp:i:- _pr_oduc~ na·bqity ~n&. daljlag'ii to g~~p.~rty, apd ~ "pu\lt~e pl~1'.' 
Qption which would give RoussEl,J, 1t,l:i-~ auti1\onty l;Q J;'l:!qUire t!J~ 
Population council to withdraw to'~ ~~qduct ~;frol!I the 'ina!;¥,~t if 1f,bie 
potential Habil.i,ty f:i;-om all lawsµJt$ iaxgee~_,4 a speci.f,i~~ ~mount, 

6h Apri( 26, 1994, the i{oa't'p, bf Roi1ssel 'Qclaf p~ssecf .it itilis&li.1~~-9-~ 
avt.ho~,i,-.tJng undef ~erta.in ¢1.rcwnstapces tJ:le a1;1lil{gnme:p:-t, f)f - •• • • • " • 
right~; ~q e.,itn,J(, .the Qoitef,, Stat~s· <;10verplilent ' Jo :~ no11-
6t~a!"\i~~1:i9tj JExhi~it 4). _ '$•! th~ tigpts are t~ to _ ,. _ ·•• 
pi;'a,fit r the' _:Ptes~i~nt of tli-i!i !fg;f'f--~d sta;telil . eque1;1t, AlY: 
lett:er pn b~~alf Qf the woi'jien of tllff coii.!"\!l!Ji:Y (~ letter lifi 

::'(·:;t:!!!~~:~ay 9-·, _1994, Roussel ij,~~ified tfi~i-~;ecr-etarr tij~j,,Jt 
W~!\i P,~par:eli tR aS$l<_pl the __ J?aten~, •lfl.,gbtf (for ,{!.bort.Lfacien't ~~-~ -
othett ·9¥neeol-Rli!Jca;J. _ us~1;1),,_t##; t_he,~?:Y~fhment an~attached ~ dr~,~·t 
1,tt.e'!;' _ to t)le:f~~f@ny i!l"ilil!I ];':st'_ofest~ A~ting, the president ar,iii 
CEQ of _g9.\1~"§e! .(:Exhibits i .1:1.tt~ 3). . This. draft letter closely 

: ~fi ~~rliet ihtorm~l. Q°t~:!:t _. tU;-t-.9-\J.li!Sed with Kevin '11.b~, 
lt~1:1.l\i ~pd oav;Ld_ Kessler 4i,i.t'iM ~l:i~ ffj~ni w~e~,. 

:t1H1
~t.bt~~ ; ;yf ~~\~~t ~11;i!:~t\~1:~!:i:~i111=i; 

be'tl~y~; tb,~ -•·- . w _. ~~'fid -~ at l;~ast publicize) • 'i\here Hi 
SOD_)$,_ l!~ij:¢¢11 a 9 pro-;,q ', ' • : nd ~(t#ieit' s groups about ttils issue ' $1••·_ 0s•.:_·-
thefij _ l~\ il. cltahce g~velOJ,311\8I)ts · wlll leu befote the cte~l 
fit:d,sbij~ o_r · the l~tter is foni~;Ll..f s~illi. 
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LEGAL ISSUES.DISCUSSION 

:i:. Gift Acceptance. The fi.:rst ®estic:>~1 is whether the government 
should insist that any gift be fqr all ]@own medical uses, not 
j·ust abortifacient and gynec.ological ( iticl1,1ding, perhaps, 
"morning after''] uses. On the one hand, the broader rights may 
make the patent wore attractive to potential licensees. On the 
other hand, some potential licensees may be appropriate 
repositories of the government's patent rights for the designatli!d.· 
use's, but not the full range Qf kpown medical uses, Finally.; th.¢ 
bQ;rden of testing and bringiflii' forward, the product for .. • 
abortifacient and gynecologi,ca'.i ~ses may be more than enough .· . 
obligation. The ;responsibility of pursuing research and testing 
on all the known 'il,;edical uses to bring the promising ones to 
fruition may be liiqre than the governm1:nt and any licensee want to 
ass.ume. 

':t'he Secl':'~tary h~~ ·l!!tatutory aM:f:!lority to accept a gift, such a~ a 
patent, on behali:' qf HHS's Pubiic He~lth service. AlternativeJ,y, 
the directors o'f the 'nationa). research institutes at HHS' s • • 
National Insti~\J,tes of Health (NIH) have statutory a1,1thorit-y to 
accept gifts 1:.'(?, suppqrt the activities of their institutes. Each 
option has plµ$¢s and minuses. 

. A: S~pt'~t~ria,l ~ift accepi:i~¢e, B7~ause ~~tents 1:1re 
intangible property, bY statutocy.directive, thE! evidence.Qi. '\l,he 
gift (in titds dase, t!Jt~ oriqinal.:'p_ate,11t a$signme"nts), must ~~ 
lodged with ·1,lb.~ Qepa~tment of tilt ,i,i'~!=!,sury. Trea1;1ury has t,])e 
discretion to hold-the property or liquidate it at HHS'Sc :i;,E!~est. 
Tfififre is unlikely, to be a problelli pi:iised' by Treasury; but., to 
dj:l:,t\~., that Depar~]!\ent has had no p~frtin the RU 489 issue a:~i;i 
mt.ililt be consuite4 . should this. rout~ blit 'c;;hosen. 

B. NIH gJJ'll .i;ccepi:ijnce . .. No irl'v·9;(yemenb qf, ',tlreasury is 
te@.ired, . Glit$, t{f NIH i~.E.lt;it.u.tes l,!\U!>-t .b.e made to support the 
activities Qil' t&E! receivii)g in$titute ... $0 a showing of. i;uch 
purpose would hl;l.ve to be ~de. '!'hi,$ is. ni:>t, J,;ikely to pose a ' 
P:i::'9Plem, but ~Qi work ha.1:1 . peen done ~ iden>ttlt:'( a 1:1.)cely institute 
reeipient or to. plfepcg;e the gift Nsi\;ific,~'fi:l.i:i!i:'i., 

Fih~J;L,t; !!tit!?. l:'E!g'~t# t9 gi(t i:I., ,:~¢!a; A~in¢e j:{9. . 
~n jr;\'li-lt:t d'ilir\i );)~~~.te!1i ,lr{.i;'l:~b • ll,rid'lij 
' • • ltf lfealth S·~fvi,ce lil:~d it!# pents 

f.o ~e s •• ' '£1).at aQii~pting ·•· gift _. se to a 
:'g ... ~~. l'l conce~'J.'l, '.I'he'.t"e is no ethical im~edi~eijt, to 
tlpg . frQlll epti-t•i,.~~ .SP position~ii, but care Jiil,1$.'b ~iii 

. ~o wei_wb the X>,en.efits. ,~pi t:9nsequen¢:~'" so that \;tiE! pll,):;gc 
c:~h. e. assu:i::~-4 1;A~t nci favqp M.s. .l:!¢en curNed or proml~ed, tn 
f<ie'ti1 it haif net.t 
IL Tralisfe[ of the Gi,t't. ~QJJ.!$$e~ Uclaf has offered to assign 
!tit ri51:J1~iii to the abortifaci~p.:i;, a.lld ~negqlogical patent uses t¢i 
th.ll. govei'hll)ent. Wet"e the united states: to accept the assignment 
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from ~9µssel Qi;il.~J, the gove;tIµ!!/!fit, would in turn find a licemiee 
or lic'Eitjsees wl:!.lJng and able 1;:o t~ke responsibility for 
obt~J.nlng FDA; ~pptoval ai:ld bringing the product to market. 
Altho\:i.~):'l.~t, j.s conceivable that the gover'i\D!E1p.t<;;oJ.,1ld perforin 
these tas]<:~>itself, onlyt,l;lr,Department 0~ P~tense now 
manufactui;'~~ cI+ugs qn. a +.i:\P~§ $'q_a,,l.Ei.~ • • • • 

Since; b:y law; federai agJ#gjf4~ .are 1\µthorize~ to gr<!ilti ;iJgei~ses 
iri. federally owned patents, . wgl~:tlle gq,verM:nt to hav, tl).e 
J1!'@.i:;eQtS by assignmeri.t, SUQSEl~~I1t iicen'sing arr,uigemet\rts are 
po$iii1;:ile. Additionally, pat~t law provides the patep.t owner 
(Rl'.'i :i.n this case1 the patent assignee) with thEI right to sue for 
l)a~.~mt infringement . .. such capacity te> qr:i,ng suit could be 
consequential it ¢9t1n:terfeit product J:iegan to appear in the 
Unite\:l states,, 

i$I. :r.icensing.:$be United States Patent Ricrht.s, Governme!ft;i . .. 
a{J~i:lqles are auf;porized by law to grant non:4~*c:.lusive, exc1Ui;live 
o);: 'ally q1usiye :licenses under federa:J,.w-owned paten.#$.. 
I( .. , to ;.owne<;l inventions are negotiaf:l,~l:l by tl;ie NIH ~tf:i,¢e 
of T~!Zlhi:ioiogt, n.sf~# in acqordaric;e with ggf~rnment-wide • • 
regqla'laons. 

:~i:.t.n;~~t r~ft!~I~:!t• e~~il;x~~~st:e~!~;n~;;s a~;n a~:~J!~~~s~Y. tM 
geI)~];JllY sp~aking, whose c'l3.pa<;;ity t/;Q act :r;:espoit?ip:J.y regard;l,fic;( 
the '.l;tcense ia.s been demonstrated. • ··-

Excius.ive· or. partial 
d1fferl;!nt, ijy-t not • •• 
patent ts av~J..api 
and a· ~t,;y 
a.U , tl'\'.'il 
pµ;~ . ., tl.Qij( i~~ 
ab, ,e\ltclusi~~ q_t 
th~i ·eyent, ~hit 

• >Y ;for <\~ exc, 
'e£fect of t 

{4¥i!i$ have Q,~-~ · 
st;l;fl;iq:t;.~ and ~ . • 

• • ·ve 1:iq~p,ijes ar~t subject tp ~ 
• fficu.lig proce • • 

l;>li$l~p, Jn 
wiittjij 

, . 

s .. , . 

on 
e 
et 
I 

co 
st pre , er.}efioe 

e!ij 
in. 

.·.·e . .. 
all 

a:¢¢<>t ati¢e 

I:> 
r 
un 

•,~P • ._., ;r:tr~tki!~• 
> . . s;Jqc;~ $$el Qclaf 

• th tli a;):io tifac1en1i o'i:' Wl. _ , ;-:~· ., ·:"',r .. . .. .. , - . 
a,bortio,n; fo!t.i91;!S, 

,.,~tLects Q~~·: • 
·e t?i;'oduct l:i:abi 

. iJ) th~ p~:i,1,itt~~1 

Tort L a:b ·, t. . 'l'he likelilleo~ Ci~ 
l t,y d~pends; itf iarge measti:riE!, on the 
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goverj1_Jjlent•s role in bringing RU 486 to Ji!arket. ~h.,rough 
sovereign immunity, the United States government i~-not subject 
to liability . ex9ept to the extent . that i1l co~senti.( '1;,o be sued. 
't'ti.~- ,li'ederal T:9:t'P Claims Act (FT:Cl;l\i) is a statutory .~:J_!Jllited_ waiyer 
of iso\rereign t~iiriity and, thus, acts i;lS consent; "tt>' being sue4,, 
Under the F'.l'Ci\:/ ' ithe goveJ;'pment is li~;te for personal injury • 
caused by the fi~gligent 9i wt¢ngful ~¢\c,r om;i.~sion of a Feqet~l 
employee urti:ler cJrcUI\lf1:?§iibe~: :W,§~~ -~~L.9'.~ver~ept, if a pri v~,~~ 
party, would be liable to tp'e ptainW:l,'.tf,;· It would b1;1 unlikely 
for a court to allow a suit to go f~:it!,,ard against the government 
under tp,Ei fTC~ if the goverrunent mereiy performed bhe _, 
'"dJscrt1t:i-4tiary functions" of accepting a . gift, . JicenS:-!Lng 1;b;.~ • 
,atent$t ' ' itl;.l.<i actii;i':l on an appli¢ation fo, FDA t4 approv~· ill ~ug. 

ijpwever, w:ere tii:e ,goverwnent to becom~ e ; hed in i .j),itating 
er playing a diree1i role_ in the transfet' the te • .,,. cal 
ijac~~ound information t-ha<t makes it p act · . . "_ tij !!1:a;ke 
RY 486, for example, the goverrunenii, r{!\1~$ . . _· 'g dr,:itiffi, into ·,· 
liability . . -- An approach ~hich limi1:S.: 1;#-~ goverhn.\e,nt'it role in 
t;>ringin9 RQ 486 to market, while !11~:i.tlng t _he l~_oj1,l3' sn,are of tti_e. 
potentia:!,, il:>vernment liability risk1 creates other 'prolU,~ms.- , 
Without the ~ackup teclinical '1know l:\ow," it would be· y~ars bEi\t'.Ol:'~ 
any 9ov,errunent licens~e coulq create the p:toduj::t ; since it i~f 
unlike+¥ that,,_ a licensee_ w.ould bid for, th~se pat,e_nt rights . • 
with_out: the actual. prospect .of br:l,n9.ing tl)e_ p~o(luct ,•into . •·· 
e~ii;;ten\;ie, .th.e Un:1,teq states c;iou1~ .. ~ : ,left .l:\i:>lding 1:$1:!li!,' fMe~ts 
ith .. o ·ia.cehsee will in to ste ·up- :/ijid take -~ ·m: •• • ••• w ,,:.:.Jl :". ·:,'T' - / ... .,g .. • ~•:.· '.;·}·?::, / '"''"•· .... ~ ... . 

il::libfiii,l.i,~ti vel,y, if a (uropean or oth~if> • 
the ,p:lipduct ;n ii,. fas~ion that meets . a . s, • 
pot~ti-aial.:1,¥, .i111por~~J#j.~ by ~ . goverrune . Hcel'l.l~~-

•jr r!ittii:~~~i_ 
• ; · 'Ii1:ad~ 

ct i~ 
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A. Dipec:t; pat~pf. Ti:<iilsfer tp pgpu:J.atic,n 9®,mci;J, 

If Roussel u¢i./i,f a</j:t:ees to lii;:ep,'gi its pat~n:t;:' dg)i:t;s iri 
RU 486 to tlie P:t:it:i\i.lj:!,tion CouricH, the Population Council would 
then niwe to taj¢e ·tme ~ollowing st:eps: • 

o . ~ocate a drug manufacturer that woul9 J;\~ ,,tr,il.'!J~'I: 1;1i> .· ... 
manufacture RU 486 for the United Sta~~~ mark~t (~e a);'E!a~yis~!;l 
that su¢h ·a. m~m:i,facturer has been ldinittfie4 by) the Pqp\ll.atfoi:i 
c'ouncilj, • 

0 .. · QJitafo i.nfoX'!!lclM:9n frQl!I: J!l··· 'gclaf on how ltoU:t;/11:iia;i 
UClaf manufactures RU 486 and Q;\'l ..... .. · :sting of the drug, Sb tha.t 
the new ~anuf.c1cttirer could ~ol:iow ji11,~allel: _processes and the 
Population count:il could :Jcef~~ i;,'Q. io\l51,>El.'.!. ~¢iaf's ;lnimal- and 
hu,m,m testing pf iv ,4~~ if\ ~~y $µ,bmis$,i.<1n to the Fogg. and D,;!i\lg' 
~dmi,nistratioh. If ~j?iji;ls~l Qclaf prctV'ides this infoifii'lation and 
technology transfef,- ~t .will 0 signifioal'.ltly· shorten tl:l,e amount of 
tiine it will take to bi;'ll'lg i:li:E! ~l.c-1.19 to • United Statei:; market 
(assuming the 'drug is f'~lina,. tee ~(!, safe e#ect:ive by fl)A) . 
With Roussel Uclaf's info· il:, it ta;,:e Six~~ twelvg 
Infnthr;; for tbe. Population ct\l!if~!I; to ~gin ···· •·· .· 
P ..• • •.• 't' .• ·.;o····g.uctiop of the d,t'Ug; a .•.. ,·· .... ··· .. ·.a·• .... ·t·j,.on PouncVt. t .. ·.O t:U~ i;~s marketing applicatiQn ff Rol:is~el Uclaf rel~ii!'!i)a! 
'ti~• provide sucl( info~~ti-orif . t,~~ ~be Poii\ulation, couij'.Q'i,l 
eighteen mfll:0;1m .. ~ t.:o. ~W<i ¥e~'t$ .~!§ .. ,. • .. pJ§4µ~tiofi; and. VI to f4,y,~· 

' :"· s to r at thll3 animal and hum -Ii' ts that show. he'bh:er 'the a::~ is $~111'\~ii~ ~tt~it.liki, . . es ... •• ••• •• ••••• • •• w • ...... . 

R9\lssel Uclaf. ll~i- Sti\~$~ that thty w:Ht tr~st:E!f tl),ij t,iai¢im~l.m 
to the Popula.ti¢n col.incil, but. we do not cpiis'idiir th:!.:$ a · strong 
a.$surance, 

o ~i:!1tn:. som~ cH!l'!;Q~l testing ot the dru9 in ~~e lirii~'E!~. . . 
States._ ql.1;n1caJ. tna;i1, though not absolutelY: ~e~e$'1j!~ to't' 1Ql\ 

:tprov~;q;:\1J.i_pe~i3pti:rs!:t::ep~~!i;t~i:a;iif~:;Q:ivia!Ut:; 
wit i:1 drug, .... l.e tl'/,1 J,!i~pul~tiott coutt¢il: pjj'e1;\it~d it:$ 
marke ng app:J. ,Q.A j,oil f.0)' tqe FDA. 
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Roussel Ucla'f has stated that t~· ~guldprov:t~ t.lle Frenc~,.i;nade 
iy 486 to tiJi~' i>.6pulation councU, f{gr tlle cltiji§.s.l trialiii'; but 
a9'~in wedci; ngt, consider this a sttion'gassuriiitic;e, 

o .,File ~ -~~tketing app~,t¢A!tion With th1;1 FPA, '.!~'$ i:n~Jc;<i~ed 
~po,vei 1 • 1 f Rou~~;ijt Uc:J.af provt d ~.:@. J,1:1form:atcion aq,~ ,~ps it$ 
technology tq, ~l:li;i' Population Ci'~~Jl!a\l:i;,, __ .a marketing j,,~~tion 

co1I~d be fil~~-.'. 'wit~ ... th .. e FDA "'._i i?i_•_·,,ii_A'"_;;_._:f_,_ '1-~ to_ .. _twelve 1!\0 _· ___ ·-•. • FD __ _. _A .• review would bake no longer tl).al'); :i;.Jw ;111pnt,hs. Many of; ·. he . 
sci1;1ntif•ic depisions ·911, ;lle proper us~:. a~q distdbut.i<ih of the 
drug have alrli!ady been; ¢9nsidered by t)ie FDA, based on 
i.xtit9);'lj1ation airei:!dY _ p1,,·: · • , ~!l to FDA py Ro1,1ssel la,f and the . 
P _', 'ion Collllilii;L -- •~ - • • : -Vclaf wo1,1ld not n " to finish 1-t-a 
• • states 4i £rtical Ji before, filiti'g ci!i: k,eting _ . ·-· · 

a-:p .. \ . tioJi wiffi FDA; $Uch ~rial~ could be ti - . ·Q refi~a the Use 
of:i~ e drug' at ~-later time, 

13 , Pat~n~_, 'JJ;";_ansf~r t9; P!),~_} :!i)_; ~~/t :.~~~~iis 

t i g~~ss~l Qc;i.at gives Tt;~ iAatent a to .J b:e tl'rt:l.-\~!i s~t1¥e1 , th~ 
tini tiad st~t~I! would have to take the fie>llow:lin"g. ~t~,plli:{ 

/j· 
tli~ r 
t-hi :a 
ali uses 
d.isease, · 

'.' • 'i,Jn ited states would have to deterl!l;,t\'~ the scope qf 
g i ven to the Un,:i.J;;ed, States -- ~;re tljl rights ~nly iri 
i(cient and othep gynecolwic~l, U!:JeS ~~ the dlt,\;ic;t; .Qr in 

9{ t he drug (e.g.; gyneciolot;Jit::il; Uses, ®$i'i:i)1g-'~ • 
tit~.ast q~nce:r;-> • • • 
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licensee, ~~a;t. group mig11.t. . ,!:?~ able tq .pt.ing the ctiajg ~q ~Ei 
United ~1:;:~~e~ marltet sli9htly faster than the Populatiorf Glcl!unc:!-1. 
( if the group chosen w/!.if very familiar with the drug, l}ii.'t;J: ~ good 
ma·nufacturing facility, the cooperation of Roussel Ucla,t,;c ., 
experience in Jtl?h marketing ~plicati~ns, and e:iccellen1;, i;#RJ.fp~c::ts 
wi1;h Unit~d Statefs phtsician~r •(?;r. ~~9~ slowel!l' (if the 9':it<i4p fa~J..s 
short on iany factor). • • • 

We anticipate that if' Rou~se'l U:elaf gives it$ ipatefit to the 
United States, it "'.i ll add at least six montlis, and quite 
possibly twelv~ to ,ighteen month~, onto the time neecleg t.Q bring' 
the drug to the Un*~~ States market. TMs estill),at;e <axc;i)Afles any, 
additional. time geriEi:tated by litigation (~ Tab. 2f ~. • • 

3 
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:tn \r;i,ewing th$. ya;c::i.oJJ.s options; it is. i!\'!P9rtant to plaq~ 1:hem in 
a brol;\der pol,i,'t;i.¢~l context, pa:r;ticl,ii<\\rl.yiis they relate .t9 
health care, t~tcirjitJ given the likelt);i.9pd that Congress '•i'ill.l. 
narrow the c;:Jirre~~ J{ealth, ~~curity ~qt.provisions tl:j,i:\,t provide 
f'or. abortions und~r p:i;egµa,11¢y-relateij s .ervices. • 

~j:¢~1,1se pf v,bis s .it~~tion wit,j:l th~ •• ~1th $ijeu:rf.1;y ~<i:t:1 the .. 
ifrtroduct,ion of RU· 48'6 will be of • ·ter sd.g;iifican¢e to the 
pro-choi¢~ and women Is groups. If tlhe Adminiitratio'l;i ''ts viewed 
as closi:ijg the door or rejecting an apparently reaso~jlble offer 
oti RU 48(;; then the path toward r!a~ching a non-q • • ... . • tational 
11,.g¥,.~emen'(;, ,with the a,9vocates c,n, tl'i'i! ltti $,er . Ac~coul4 ~i!~t:i,V; oult. '< ik . .A;:l:~:rtt.ff' 
With regard to other politic1i consideratlons, the i~~¢p#~.11¢ill p{ 
RU 486 by the federal goyernment, as. opposed ~o by .~f pr':i.va;t:e pqri ... 
profit organization, w¢>1.ll.d most certaii)ly leaq, ~9 ii.. . r 
amendiDe,it on t:he tabor, HHS appropi:JatJ9*s bil i 1 .. . . : i; . 

. . 'tive vehicle to prOhib~t fl,i~eral; ,0~unds f:rom ~t;l;\lt,ig' µ~~:q _ iri 
unction with RU 486. rt Ls difficu;i;,t: ito predict$ ~hii eMat:t 

ri~J/ire 0£ the amendment. Howevef; in tjj~ last, Congress ; - •• 
Representatives Dornan ; Da.jm_emey~#, Lent, Bartlett, Bunn.trig\ aj\d. 
Huii~.er c::o-spo11sored ·~ bill to pj;,q~~bit federa4 ( .ung_!lil- ~!i:Q1!! b~lri9' 
q,!ie4 t'o.t. c:_;tiriiq~il. studies of ~~f 4136_ aa .·.~ll abo!t1:!lfMl$Iit•.· GlV~il 
itb.!1! iti~iihood of another HydEH1:3ype amenrunent qn tM Itg;iJ.s,f$. ~jjq. 

se~te. 'ttl.~ ~:!~trI~;f~ a~e;~;!, a~;h!e!r;i:;~!f =rit::;l?l~ite~ 
. . .. • w4,:J,l Qe frustratetl at having to face c,.jip . abort;{,,9h.,. 

ti~c a:t::$(,!J v9te . (on RU 486 tioppropr-iatfoti. Hmits); . e outcome. Of 
s"u¢h ·~ V'ote i$ difficult: \6 predict. 

~:~ c!t:i Ziil#fs~!t~r -Jt:; ::.~ RU 
_ w,omen ill l;:l\1t~ cotjr,itry\ e eXJ;?e.ct to YJi! 

1f#.l 1f!0 s:e~~~~,tnio!!;!tiqMfi!f&!:r~!t ~;:;1,~ :; , .• 
an\1, J, very t:~ustrated . b,t,;. foi1i~$~ m,t;i'ijltfl ,, .1;t 
;~. 'i,tnlil<~l,y; t,l)at he w6ul~ ill~il,g · -. tpone 

:!1[:ft!!!t~:1:::!1tr:~:~JtJ~:i!:e affief ~iiiQ~:qt~ .• ·~Ji. :ti~ 
cl.{!~ttQ the Nroeric~b public tni~l tll'li! collipanil!ii nave no intcention 
of prov•idi:rig' RU 486 tc:; the ruite_ti_c;all marke.$. 
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Fhiil:lly, regardless oi ~he preci~~ !"Ording' 9 ,f t M • President's 
January 22, 1993 memorandum, the ·eJl':p.ectation it c;:teated among the 
pro-choice and women's groups, i ~ that the federaJ, government wil,l 
do everything possible to get lffi 486 introduc;_ed in this country . 
Leadei;-s of these group$! will be concerned w:i,~ .Administrat:i,on 
action ~p healcth ca:,;e .reform a-nd oth /i,f?_~ues/ inc;:ludirig the 
choice ~9 replace Jus~ice Blackinu,n. "no" to a facially 
reason~:~je off.~,; :by- ' _ Ucht or oqr p9litlc~J b1;1se an,q_ lfl' • ~!~l'i ;;, ti:i c;:~iP.i¢:_ ._t M . :i,§ nqt #:11!itilf/tI\i t ti! 

G! ~en the e#t~~~ion pie iPit sidentiai stipport for RU 486 in 
Janua~ 1993, ~-._'i1yes•f ~dds margin<!.:!,, pol i tical cost (Separ-ate t.'teilli 
issuei( -ii~e - ·- -~ care reform). _ l:'-or 15'~/§ purposes t we prob~l;!a,y 
;Jcose li~W fri ,,)ind anger few votEi~ \1! ~!?ii; ,alre~dy p~siti9nl/ild f#: 
-tll,is ci,ti rela .· i ssueli!, • • • • - • •• 

A "yeii'!; howevel(i~ also ji)eans the Administrat;ibn will hav.$ #,hi§ 
issue qil its front burner for ,a s i gnific;iil,;ut period oft 

ipated floc;,r ame,ndJnents i1!. ,I: • :,allying at Hii g;i:, 
gov~t':PD1ent bu;i, ::t,;dings by ,Ji!~- , and the 

' sariiy public ,'pJ.gFEiSS to sec ' , , s will provide amp'.],e 
oppoi:tuni ty fot Rep~_l,J,cans and othet/!! . to the 
Administration to fcic'W!· at tenti .on on <eh el::'::is,ion and on its ct;t;~~:tb-; . -- -· ·-· . . -- . .. - . . .... ,. . . ... . . . . . -



~ovst 
Ron Wy~jfi ... 
Henry.faxman 
!'iieha!!!l,; McNul ty ,J1>'."'N¥) 
:Jim ~unni~g (R-~l 
Robert Dornan (4'{-CA) 
Duncan Hunter (~-CA) 
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carol MosJley Braun (1,).-.IL) . .. . . 
f~,µl Sim9~ (D-IL) (wrot.e ,c,n p~~:j,J o~ oonstit~efl;_t,.) 
#.o11n. Br••\'i.1< (D-~) (wrot, qij behi:lt ·of constituen"t) 

BACKGROUND 

Eor five yeartJ, Wyden 1:;.,i•!:)een byt~ the Jl!Oist active atid vq¢•l 
Me!llbl\lr on RU-@6, He has held nume~ous p,ariflgS an~ii#,9sp!)n•~;-@tl 
a Dill with W1'Da,ilan in the ;J,;t.ft congress ;eo • • urn tlie. FDA • 
impQrt b~n. Also i:t;; 1:,b,a l • co~«Fess, 6 i c;:1~" (J;>ornan, 
Damtem•yer, . Lent ce,Jj~l•tt, .• J,l 4J\fi'.; . a-ti~ H • . • cdifi.oneci>rc~d a 
bill tb J!:?fOh.l,bi,t ~ ~•ral tup • .. ~~J>•ing u . ,, -or ci~lnieal: . 
stud!•• oi RU,..,"86 •• an abortif~.-n:t. No. o~ in th• Senat:l!i 1•. 
e~m,i•tently 'a!i!\:lv.iii on· this i•-•ue . • • • •• • • • • • • • • 

. ' ' . . . • 

.9byj,ou•1y, t.bi womeqs' el~c;:u• wil;l. i?• in,:t.,r•~t;d 4ij • 
ta.ken on Ru-1'!16 as will ~- pro-HJ• cau.~• '( • •• • 
Helms, and c. Smitli). Jiowever, in tJ\,.1,•it • 
Department has not rl(lc;eived RU-486 lliiiti\.tgas ~tft 

ve· l,ittle mail hu been ~Jpf!iived, by • 
q1f :;;106. A tn,icai let,"flt tbil . lJ. 
l• i~quiring •11 to ~I> i'\titw. Qf 

1,1:illtr•t:ion a . typical i.-t.lv, !Jili!.d 
• t;,iqn letter o.p RU-48~. a.JI , oll)i:ii;9rt iQt 

ali · in •. r • A.!-i,~; !:t,~•~~ !)!t~:· it.a'. .. l"'gtanot g-J 

canfll•·ili- 9 1,. .. _·;;;,_
111
... ... ,..A. .. f'-.ii<"_·· t'ja'! .,Ji,,,-

8
J

8
_<1 •• • · ,...., , .. .. •. _ in areu d_ • reail~ 

. .~ •..• ,11;.f g .. µ,,.v..,,.a, --~~Ii""'" 8 "'•~-- ... ,. ~"'-9 . 

,~i••••· let ma know if I 010,: get a!id.it'1¢n•i inliorm!ition tQ~ yo.f.\. 
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PRESS ifSSUES DISCUSSION 

If negotiations with the Population C0\1,llp;l collapse, '!:lie Clinton 
Administration will be left with two pos$ible cqurseiil, c;!f. action. 
The following i111 an examinatiqn ej:; the public relatiQnii'.;'. 
ramifications of l;>oth choices; 

if the Aaminist:ration decide •. ;!l;~Cept the gl t.~,·t•.·'Ely_·_· . • H.tO···.·u•.n~·'_te".·, 
ttr->• R<>U!\lsel U~laf, ~~,; pur gt il'!sulating .,. 
:i,1;; • should Pl\! ~9cepte4.: !),Y . Sec • • Don~ Sha ·.aiij tM 'ditectJ .. t:ln 
of the Presi<.\ent of iihe tJnite. es -~4 ~n );>.~a;H q~ 'lib~. Wi!P<~fi 
in A:meric;:.~, This could pe done i;n a pr.Eiiii~. cmhfet'ei\¢~ ciii Fri;9~y, 
M_ay 13, Hl94, with up to fi.q:i,lr p~focipal~t . Secretary Shalala.; ' • • 
ifoussel Uclaf President, ~§,t,ulation Co@¢ti (if they would agree 
to ruJ\ the cHnical triais) and possiblyt:ongtessman Ron Wyden 
(who lia.s beein pushing tiji;$: ;issue on Capiti;,1 Hill) . 

It wouldl:1).~. jnade very <ilear tihat te,is, $~ is the t-esul:t of tJ\~ 
process that was set i,zfmi:>tion by President Clinton• s 11,\~!lloral')~µll\ 
of January 22, 1993, an\i\ that it is being ,t;.*en b~c;:aji:id .. t wa:i • 
impossible tor Roussel Uclaf to_ come to cto/ilure loo't r,!,l.!li, privat~ 
sector entity. ~ecause a non-s-urgical {and som~fi~'i!!!!. s.afert •. 
g.bortion alternative would thus lii:e available to W~W~l:,: in the ' • 

• µnite~ f;tatei; (a~ it l$. .. t<> l!liany wome,l'.I in ~~pill); '!lq~pting the 
~.at:,ent g:i.ft $.P.OU;J,q Pe toute\3, a$ a r~proq.).l¢1:iv'fal ,~i.91:itf~ 'yJgtifY fi;J)i 
~erican ·womer1,. and arro.trher exalllple of the Plintion •. 
'ajq,inist.ratieri'.i~ 9p$)ni't1l~l}t to cieliver 9n ••• ., ' 
s,iiret~ry ~l1ai~ia•s remarks would be t .... 
the lorig ~qc:f difficult roa~ ahead, and 
bringiniit t:lt.f 486 to the marlil~~Pl!lce. 

WhHe it $ij.~\lld no\:& ~~ a p°a~-tf (!{ the form~;i. press 
t+'fi~re sh9\.ll~ pill a ~oncerted @1~:vt on. tne pat't of • 
i\;f(i!.irs ti~'iil _'li-'o ii,ce s1Z~; t,t,;ait qµtlJ..r:!l th,e bur 
Qij over9gii):$ t!:i '$h.ield ti!}.~ .. ~tr~~ i,igA:in3t 
qij)'i alii~§. in the event ef .. , s to ge . ·. 4:\J.$: b.Q 
st,i;i.llec:l ill l:;i~;rea\lcratiq ptopess, iJl ·oii!ngt'es•~ . tl~ ie§t' 
tel:i.sons, • 

How~ver, 
al:>out, 
l9~~ to 

a~9:~µ~~.t(~$ ciinton Administrli'tiii!ij w~1,tt4 a,dttili.l~¥' ~e. !ti . 
J;i&i!,~ess::i.on of the RU 468 ~atent fg# ll period qf) t1.-l!\e wli.,ile 
liccansing process moves ~'\?J.eward, dui1:i.ng tha ••• the 
AdJn;i.nistrat-i-on .:111ay •weJ.)l, ~e t'he focus o:f •••• , 
orgllnizad,oni ' tihat hii'ife Jj~c::ome \i.ncreasI 
The!ae grQ\lps hijcve sl#!tet~§. :teec,~nt setba. 

v~~lve • 
iM:h\ti~'. 

ruling t;ha.:t . pas ~l!IPli>seq ijia .. 
physic;:ally hloc;Jci)'icj, f\CC~s~ 
welc9)1i~ ~:n ext~q~;l.;Y high Vf 

a· 
-~-

. •·· w'&ll4 

activitii!s. Pro~i!ist marches ii: fr.ont 
ate imaginable, and the conserv~t~V, ti\{ 
to sustain t;.l),1:1 ,furor. This . coul_.~ gjll on whil_.e o 
f ,!i!litted issut~ ·. p;~ P!ilfg:i,,~ .. ¢pncjr~i(i!~ i • inc ludlnj 
I:l~alth Security 11:¢t and thEt FY 1995 enactin!¥ft~, 

. J.+ 
e a.94,~$ 
oulq. h!i!lp 

J;iortiq,13... • 
~n.~M i¥1ae: 
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Al!lendm~:t. Ih ti:lg to;hrt,~ case, it cQµlq p1,1~ t..~i . t~i>rt:.ie~ i~$~e 
¢el)ti~f i:i',;age, wt#h ti#i ' ¢i into* Admini,1$~~~ib.h: , •. •. ;t; high-ppgtd/Le 
i!/l~yer :it-ight up· 'thrq\lgll the kick-of£ lf>f 1:ih,e l~96. re-eleqt•iort 
d~paigrj. 

It ·~io14ld alsg ~@ fiE!¢:~i,;sary tg it'f!9~~t a cad:t;~ ~it la~ilkerE;1 
pro-Bno:i,,cg 'P.11 ',11~en' s advQCf.~l/,~iii. Wkll,ing and, :·1e to speak µp fq:r; 
the A • Mon ove:p ;.?.i.ier.:: i;:~µt~~ ~l tlii.$ ~t( .ed d ··s·.·.'e~'r' •v·· .amt .. ... li1i .. v~te,: ft;~!~1,ii clr!ut~:ortant .1.•w holding olil7 own on the 

:rt the Administratii:>b 4J9i;aes to rejact the iit: of the PJ;i;fillij~ 
f~om J.\pussel µolaf, rjews of that decision s.b.. • be disq:t§sea• j.n 
a press col}f~ence oii Friday, May 13, 1994 { fetary· !ihalaJ.-11 
and FDA Co~j,J~~pner pavid Kessler. It wilA : ~ n~~- : }?. 
qci.n,i;.~rµct a ra1t"!~male; for . WA¥ ~at cgi.trse gt\ ~~~lon: -~~-
thafl the . alternative l:>ne for Allierican women', . \iiJie a'r will 
hav~ J~ be ~hat • gi v{~g the patent to the Unit..~4 State$ governmeP:t 
4~.~ p9t spee~ ,the 4,i,'t,µg to the ,~erican mar :ace . .. Iti fac:t, it 
does just the 'il)pposite. Admini•~'trative l."e :. ry p;r,i;,¢~~~ ~b4 
the p,ptential for legislative st<Qil~~allir1g q . .... ~ · v~ ~,i·~~ 
c;:oP,:§~ing and coul~ µIt.imateiy pti~v~nt thEi w'i;i!I\Jn in ~~i¢a• front 
gij4,J4,~g access to • 
RU 4~'~> 
We s1'ould also highlighf in ~e Secj etary•;s~~ji$(!ment tme 
i.lnprecedented nature of what Rousse.f Ucl~f pt,t,,~g t;i:> 
posl:~J.gn the \ , St~tes to do, ie:v.erc '· ba~ a: i;:ia.;~!itJ;,.t been 

:~:;it~« );)io~ ... .... ::r:~~;· Wh~ ni:e;;Y t!!a, • up. ftt~i~fift!:e~r 
l ,egii . . i ve marWi!J,v~;i;-tM. 0 . . .·• tb.~ . 111.ileaketi!i) wouJd ptovid,e 
deta:i, ~- of the fq;iiiisia;ble ob.$t-;:a, es th~t may d,ela:y Qf, even 
prevent• the Unite~ $\;;~tes froJQ. l!loYittg tpe ch:'µg on'tP \mill ll.la:i:'ket, 

uc;a:e is wi;ling to graiji: t~e tltJi'.~~ Slt~t~.li ~,rtent 
using RU 4i~ only for a1;x!rtif~c1,ElX!t ~n~ ~~@r .. 
al J?Urp.oM,$,J. ~othet. :i,al ~1,iiP@tiit we liloil~ 
the . i?,o.sitdoh that • . • 'l>~e tlian • the r'i~t the 
9 t¢ ·-i? • .. ,, : ~:.~;t r:i';it. ~ .]ii!:a~· a.ru4:•'ililf!( y 
,is~U:e , th•n~~ for whli¢l1 wear~ ¢~~istt.E;\d 

&s, ratEi ~it p~:stl~l,le. 

we ~~l:t,!d • stress. t~~j . ~: ~);iv.~¥~ ~.I,<=~1>r- ~~~). _ iii! • ~~.e ... oniy vi@i~ 
oph9Jl, for getting · J.tV ~$6 gu,;i.~kly • t.\1:l;'G\l.(Jij c;:J;i~4.~~+ t~ljJji;I ~tii:I. 

i~;;ire J!la~~:~cli~lti t}fl tiiQ:~: ~tl!~"'(h!n.d::1~,iti~~ ·~·· ,.:~e 
iJi~.nth . <tiatipns with Joµssel Ucl'.ll(, !We mei\i~~gij,; e:5)~et 
}iiiplici y or exp].icitiyr is that R;(:?ljl.§lii Uc],af de~s n<.i# tei!!:Uy 
iill;I,µ~ to close ~ deal _w.,i-~ ~!'l ·!?;i:;!tl½i}" J:,:pat.: clearly has tll1i. 

,· P.:Qte.ntial to bring ~Y. 449 t9 th~- ijl~.il:::Xetplace because th• cQJ11pany 
· le~t'i? pre;ssure from Iuile:ifican d(;)ni(i.ervatives, 
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Our po~ition should ti~ pt,4;>licly to challenge Ro\lssel tic::laf to go 
back 'l;.9 the bat,gaining ~~l,le with. the Population Couric'U or to 
open negotiations wi'!ih' another entity; to stop playing games; and 
to get sed,9us abou,1; responding to the r~quest that President_ 
Clinton ma4~ pf th~)ll almost a- ytiir and -~-- half aio. 

Without a doubt, a "non will subj~ct;. the ~~\l,~iijt,ration 1::o a_ 
firestorm of protest by pro-choii;::ij ~i1d women'~" groupi.; l!c!l9 thete: 
willp¢ few ',l'latu:i;,alpolitical allie:s vocally ~~fendin~ tij.is 
decision, pa:rtlcui.arly in lig}tt of the relative diffiqµJ.ty of 
explanation . • 

ft sho:i;tld be noted that Rousseltl'cijif has dtie~w ijegun1 
informa],l,y-., t<> circulate word of, its potent;i..µ. 6'f~er to the 
United states. Many representatives of the pt9,--choi_c~ c;ommun;l,ty 
already know about the potential gift offer. W~ may ,q~ f"9P~4_to 
c:onfront a news account of the issue prior td the Cong't'esslorii:i.l 
hearings on May 16, 1994. Such a story will, undoubtedlyf be. 
ppesen-ped from the Roussel Uclaf perspective as opposed to the 
Atllllinietration 1s point oi; view. 



:n6:t ,:·:, 
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THE; WHlft HG>l.1$E 
WASHINGTON 

Januai;y 22, 1993 

~:tii!l\~:?e!i') 
tfi.;nti¢: t~~ _ e 

? ~~( 
~: ~- ftMii~,i.Jiii,t m~ai'l~ ~t~!- _ _ _ 

' 
~ rt~ 
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~ May 9, 1994 

Dear Se«ollJ'Y Sbl)ata, 

'9.l*~r,l~ln~.i •. 'Whk~·. • ·• ~4w1iwA ~~ 11.»Ja'°" ~ ~~ J* 
wl~:p,. ~~r, ~W.8 like~. . niJ t'-Jit ~ •~ 1"d,y lqc-n o'1r Ul ~J rJpll 
llll BU. ~8; Jn •~•* wltb tm.'~~ dnift ~i'Jm·• 10 ~ ,~ «:;~ 
-~~~:;~ ~ ( > 

'ffil~~l la su~1iil!)' timll~ to ~~- ltfitw:~ t9 Mr, Koyjn 1b;Jrm, cm. 
,\Jill it. i~, ·If 6\tt COUliicl 1..., Jl~l'ii ··ic> .. i110¥ J, ~« 1ho thuat.lc,n bf 
)fit'--~- • • 

·:~:=:=:~&~~t~~spjrll 
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ltOUS$EL UCLAF~, 

if~no,~b1e. ~U"1n J. ct.Jbn'QN 
t'•i>i or~:uruted sit~• 
'fhe ~te ll«m~: .. •• •. 
1600 ,~nnsylvanlfAvcnuc NW 
WA$HING'JON,:I,¢. ~ 
USA 

Ati!#itltifi : ijt :l(a~41U»k~it1.DCJ-t 

'. ::, . lli"l KOUS$HI, UGfA:if allow ~ RU ◄86 ~~ j!): ~ ii.~ 

We havi(~ worktf 10 t~~ to ~ t~• in " rcspons~~ ~-
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P004/004 

18011'1' QLQ,;W, 

1. 

"~"" 

ii:~""""· 

.•.. ~~=1w~1'•·-~i 

u I UOl~t•• 
noii P"Dk oh'. /l>!P, C"OW, 301 443 !i83Q 

oi- ut-,:• 01, I lAII' l>i11i:i. IU"t 
Ci 5 w•i 0-94 0·4: 0 SP.u: :P06t #20 
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[Translat{911 of l'ax frombt• S-kif tQ M•ry Pendergast 
i;,f draft; illinuteil of the jµ~ervb'ory Board Meeting 

of Ma:J Ii 1991] •• 

J,IIPl!lll;Rl:STQffl! ~ :ON?TED STATES 

Dr. ~• SAKIZ informed the Supepisory $pfrd. {'\Co!lseil de 
s.urveillance") that its asserit is requested ci~ricerning decisions, 
t/;hat the Directoi;- ["le Direc;tQi;e" 1 is being fee\.", ,, •, .. · a propei~ 
mif~pr~~tone }n,;: _e uni~ed states of ~erig~, t. !;¢punt of 
pressi~g .exig, · • formulated at; tl)e high ;I. . y 
autho4ti•• of ftderal_ govejMent of • \'i~tion. • 

GJ.·ven "'.• ..... '.:.,•:, A,~';(~i•:.: c· " r~~1/~·- istiea 'f th ' ' U s di. l 
systel!lt in . c:i~~·tff,~:'iof ~~ E , .~, :~a~ ¢.!~ntrie:e wh~ie 

~f!~ft,;~~~~ic8?<;urr!~l;{·:!;:~· r6° 1:in , • • ' :u~~1ln tlhe 
u. s. / : the Direc: d'eeJllf :'ft.!'ia\ EL . .. . 'be iri n9 W*¥ 
1m·1.foated itsel i '" r clu ... n ot d i!J.tMJ:f , :· : of 
mii4p:i:ist9rt~ ii'i 't,f!~~ e~ · i;'i;~y _ •·• ••• ~ ... •• _QJl •·· 

Ne'('erth'<i~ess, . consj,~e;t"i!')g t~~i' ·w 
procurt! f9r, U,$! citizens this • 
sutgiC:~l termifi~tipn 6f ptegl'.I~ • 
ofte,: ti> c;:et\• ~o tnec gl;ffjrnm~ ·. 
reiuune~a-tion·, th~ two ·pae&n~t -
4,38'-6;6a~ and 4;.4-47,424;~ : " 

• •'Pf 1i!he Ameri9an government ti;> 
cal alternative to the . 

:ii: .:i~=~=,;::!1;~~~::~ 
:(~ the.iv.err!: tftit the governm•n~ s}i 4e~li!'l!i this offei;' t~-i; 
i:tse1,i Jnd 11'1:1. 1,:~• •am,('·timt judg4,pg . • r9q~4,v,'~1• by al)_ . 
1n1 •• n. tnat _.aptJ',9.,1,~te, 1;,~· tha ... na, . ~ovssJL. g wou t thH a would q ·. ·t tlii "i¢ess1•·:·:; a ·r 
9):l th,♦ ~ltioij • . . , ~;;- fi:!~t{1~· :f:qui;-~~ 1'-IY at??llti~.ia . . . 

. i ,i;!f •the l'..($nature: Pf_ {b;t Pr~si41u.~ J!.( . tj)e Uni.te4 
' ~f '\ii.P~.,t.il~tcj a c•r1iittn n,µl.l!ber ~(•' '¢1bn\1tactua1 

The :a~~-rvisory qouncil ackr)o~,dij;ed tijJjii>?l4~;:q#, whi.c:h 
g.~11fn:·~~a i:io o. bj. •. c ... tio!'.ls,. an···d·. ~al,\!.f~.•. t•. ·.g tti tlli. Pi,tecto~ its 
a.!ilH!'lt; \'o th♦. 1;1rinciple ~11i:n41 off•J.t-ri• 

., 



58 

TabE 



59 

THE WHITE HOIJSE 

WA_SI-IINC'l'-ON 

May 16, 1994 

Dr. E!fouard Sa~i~ 
Chai~nL supel':Visory :SO<!-it'<i 
RoussJ:l _'P.'9!la~ __ _ _ 
35, bdulevilrd .d.e!i! Invalides 
75323 Pa:tis ·ced~~ 01 
FRANCE 

the Un ed states that 
safe and effecti'\te 
January 1993, I 

It is important for t-he health of women in 
t:;)ley have access t,o tlie widest possi-ble 
rti~~i<;;al treatments, ~n support, of tpat 
as:k~~ t;~e Secret aty_ of Health and_ H.uJ!la . ___ _ 
test t:#9 an,d lic~ijl!!irig of mifepriej\;i_9ne (RU 4,ll 

s to promone the-
' _~d other 

antip;t:ogestins .:ieii- the United ~tali~§ \ 

:i; um;ie~s~and q;_i:ii'li since a. . ehit!i· time; your ciompany has been_ 
in negotiation$ : y.rith The io~ qquncil_,. Inc., a nonprofit 
orij~,n:i~ation ~l!.~h whom yo ii had aeaii,:!i,ngs on mifepristo11~ 1:1,i,.-n.c:;e 
e;i.rly- ln the laiit decade . se disc:(i.i$'$ions, I underst<l'1;Jc¢°, - fui.v~ be.en 
dir-ecte~. t,owat:d the p-u.:r:BQiiie bn which l ¢ti<1rged the s'.ii!t:re£ii-#: • • f am 
grl;lteful f-or the effo~t ~hqse negotiat:;i.ons r\!:pf~_Q_ent. 

Iri 6:rde,t i/6 pla~it: t1l,$, appropi:-iat.e \::eating, development, _ ey#d 
distribi!l;;:i<i!P ~f. your pJ;oduct, I_ \,!'.leg~, at the conclusion. of _ you1;
negoti!l\ti<6li!:i; bhat yqu;. l:l.l:-11;11~ your plans ti? frui;ion. . I u11¢ersta,n&. 
that YO:Y,l!:' ¢$iitpany wUl /!~~4,~J:l wit~\lt r f:!l;'a,tibn • 't1ilited .- · es 
_p,.sitent, d~"l;lts on mifepriston,e to Tl)e Po tJqn co , _ '.\;~¢ ; w.: i:i _ 

, itudying this prodµ~t $inge: ~l! i - _ ].-d ll;-i!te a l 
steps, t,p f.ile a net d._zj_i~ _. a,JJ, -·· . -- . . . FK~ t§gii, and Dr-ug 

atfon, @Q that the ia!J.eiil,Q¥ cil~n 4Jat:.$J)friip,e ~er tije drug is 
eU~ct;ive fo,~ Uf!~ in • the rJni\.ted. St;;i.te-s; 

Qij_ ~~~il~_c,il; the gov-e;,liinent _ot th\! Qhited states and :f'or the womel'I in 
Ame'ti¢;!i;i $ t hank you for y.our work. 

s!1;1,cerely, 

~~ 



60 

TabF 



61 



62 

Jeffrey-M. Frled!I\M 
James R. (Ron) We~ij#i~toh 

Shari L N ichols 
Kirk W. Tate 

R~ . .. : ' , \ .J 
. 

t ~ .... ·< · 

Betsey Wr igl1.t 
Director N t P\lbliG O\!trhc"h 
TrJ1.IH!i.tJ on T/!:li!ll 
J;>. _o, l;!vx 6'5 _ •. _ 
I..ittH !!:ocit, lilt 1220s 

Dear · Betsey", 

tMlos·~~ 1s: a l l'"-'u.i...--, am go!11-11 
t o ttt ~!\. get p~:bl i bed. may h ·f iP 
raise the mone;<f top int .f t i!& an ad_ ~il,The N. \'. Tim~$ Md 
other places . . • . __ _ ____ _ ___ . 

sett1~:r:~1'~1t 1 •.li;!!¥±iie~!r~l~.:Utt~t/t1c:~!;°,!(lt our 
4htribute R U 486. ll'eJng non-ji"!i'!!:H wi\ul,d «!lJ ~!nate {)ie 
l'llHid for p due ts 1 abil l ty i~sli.,'t:;\_ij~/!:;_ whi<;l\\ I$' a maj <?%' 
b.an.g-up for a _ aw th.kn nl{ ~i!ll\il !!!lirkcetl!lg il new dri\g, 

• It• s Jl!Ossib~e .that • • • -iili!fQi!' could be t,l1ii 
vehicle foil a number of (\j, efforts . Solli~tlHng'l:i 
!tot tQ be d.one very quickly. __ __ lH<\n food staJ11P 
teclpAents is D!Pl,)8 th!),-i:t_ the /!:tiopQ,ill,(<:ili~ st;,nd. __ -_ 

O.ongratulaJ{ohs 9Ji yqu:i; 'itt/t~ f.Oll qp~ton. H's. good t.o 
s~e: ii UTYD c111iit- !!OOd; :t. iio_p~ tljji _ij.j!:W :P-lfilsident C.il,1:1· :find 
\-~~ Ume to de.!t l wt~Jl tM is:i;i.1i'~f!! X. r-~he in my iette.r , 
P-ldo give it. to 111!11 u :,-oii get a . ~!lance . 

siiieeri!lY, 

4,,.,.,_ ..... __ , .. __ _ 
~U'~ 

Rl>11 Wedd iiig t 011. 



Jeffrey M. F~ed:r:nan_ 
James R (R_on) Weddington 

Shari L. NichO_Js 
KirkW. Tate 
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Friedman & Wei!clington, Atfomeys, L.L,P. 

Dear President-To-Be Cltnton, 

502 W. 13th Street 
Austin, T¢<.as 78701 

CiH2l 477-964 l 
Fax; c,iil 3_20-s312 

some yeiirs, agi! another So1J,tii~rn CfoverI\or, when as,Il'clad 

about the possi.bili ties for ptisiin refotin; supposel!ly s,aid, 
som.ething to the effect of, "Well, I d_o_n• t think we• re going 

to ll!!t very :fiir ui!,tll we &;et a bilttet c(a.ss, ol Ptis◊.'I\e.t . " 
Well, t donj t ihiI).k you il:re 1;1oing to iiH ve~y :fiir 1n 

re:f"ofming tM country uµtil we have a better educated, 

he/Hth_ler, weaJt-hfer :populaHQtj, 

Face. 1 t, you know thaJ a.;i;t-t:Mli-g. ti!:;;,J .-v-!1ii- resemM.es. the 
programs, Q:f" 'Oemoctlitic Pr,>slda·#t"s ir.1 tJ1e pasJ b going tci 

make you a one term Pt esic:IeI\t. Rll·iigli* spent- aif ou.r m.qneY 
on b6mhs a)id ev-en 1t there were: inone:y for :ptog;ri!ins such ai. 

pre~natal heil.l.th care; joli ~rattHrtg and day ca.lie 11enters l.t 

would be yea.ts before. we wouid s,ee any d.t'amatic :t'8$\ilh-
And, a:i, 1;10:i'<>llll whQ f()pqw$ e.dijcation can see, 11!.Qte !!lone;Y 

do.esn•t nec_essarUy h·a.111siii!H• hito bette.r ediic11hd kl.de. 

But you can sUrt illll!ledlately to enllilll!!til the bil:relY 
edu,;ated; ul\'h.eillthf a)id pQbr S!Utm.-n-t. of <il!t c,>1,l-ntry. No, 
I'm. not advocating aom¢. litrr t of m.il:iis eiltt h ietli>n, o:i: t_nese. 
un:folt't-unate people , cr.t,ine; dfliJis and disease are a~re,iidy 

doing tha.t. 'l'll.e ptolHe)(t is tti.at th.-i11 num.bers are Mt oo,ly 

rep:iaced bu_t hicteas_ed bf the J?il'tl'l ot iitlllion:s ot ba.bleei. t<> 

peoi>h who can\t at(o:rd to have b11bies. 

There, l'Ve sah! 1t. It.'s what we a11 know iii true, 
but we. only w.hisper' it, becauae as lioer11ls who h;eii~ve i.n 

ihdlvl.dU!ll Ngiits, we vuw litiy prog-ram wl)i(ll+ might treat tlie 
disadvantag.l!d differently as discrlininat<iry'; mean-spirited 
and, . . well, , . so. RepUbiican:. 
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Clinton J,1brary Photocopy . ( 
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ln 19;a9 , 27 percent of· all births. wer•e t ·o ui:iinarried 

mQJ ))..¢,ts.1 j;\. hi:ig¢ p~'J,'cent~g(! 0( Vf}'lqm wer¢ teenli.~~rs, U 
current tr$n4$ c:ofitlnue, sQQh :i;i inaJod ty of d~~i J?~bles pprrt 

w1i1 tie t>orn fo{i::l ~ciYerty an!! oM: half cff the· ctrnl!try can,n.pt 

suJ>pi::lr,t the otQ:cef i:i:ati'r no mattirl )l,pw good l)ut ii:ftennons. 
I alit rtoi pr4lp()sing tl:i;at you se:nd federal ag~ntf;l a:i:'med 

wl th P{ll)O-Provera dart gµp.s to the ~~etto. You s11011.ld use 

perstia$lo:ri ri\ her than coercfon; Ycotj #ijd. Hillai t life a. 
perfect eJ(ilmt;!.'ie , could ~.Hi.ier o.r you l:i,ave ~◊-:ii~ t<! law 
school and acl:i.ieved an,ytll,h1g c:loh to what you have if' yo·u 

had three or fo1,1r or 111ote chi i.dren be tore yo1,1 were 20? 

No! Yot!' waited until. yo.µ were e.StJi'bhijneti. a'ij;'l:t i~ YPtit 3Q's 
t<i ha,ve one chi 1a. Tll!!.t 1$ whlit sei:i$ibte p:e.opH (fo. Fo.r 
e"lerr Jesse Jackson Wfl.:O has fqg~:llt l!,is way OU t of the 

pOverty oJ a urgil family. tb.llre ate 1n-J..ll1ons l!!ite4 in 
pove:r ty, <ir'iig$ li'tid er ime. 

If Ronalq Reagap, could QS~ the liiei;iJa t4 (,OijVince tp.e 
Ain~l'.Lca11 publl4 tha . .l. a trlllhn doll.~J!~ Q.:t 'i:ii>rtowe!:I mo:ney 
needed tq 'be spe;i1,;t to comb:11.-t t'he "ivii ElllPJI'e," tii,~ri yoi1 
oilgllt to· h~ able to 1tersua4~ p.EiQpl~ t<i o~l:t b.av-~ Ci.lilid:r-e~ 

when t1:1e1 are abie to 11t:ttird t·hem, l)O:itit Qli t th.at Q.niy 

P.iH>p)e liJce Georgil B.ush w}l(> i~!:!lH-1 t mMe'y can. pa.y fol' l'lto:re 

than on.e or two 'kids in t od:ay; s eco:no.my. (Arid even the:n, 
some of the kids grow up to do embarasslng things like loot 
savings and loans,) 

Yo"' made a 1t,ooa start wh.e,n you api>qinted Dt. JUders, 

but B'he wlU n~ei, a lot o:t heip. to11 Wili hlive to enlist 

th,e a:id of sp,Qr,ts aµd entertU.tui~~µt stars to ~o:iiti,te'liHi~ th.e 
p-rop~t,il,4-41/l s,pte i!li b.y· ¢.J;tu:rql) o:Ui.¢'1iih seeking parl$b;{orie:rei; 

g~n:¢tah $eeking ca;ti,11oi :toddea:i antl 'biisinessmen; i:!~~Miig che~p 

lab.Qi;' th~J ! • i~rougl)_~µJ the agei;, h!I~ gpnv if}ie'd th~ poor' that 

c~lidteti are nePe$silry t9 NltUi.melii ~$ A. person. 
tt wouid1;,,it iNN to p9fni out that wi:iHe oiHt 11.1 

P,er¢ent o:t three, pei,$on tami Ues: ~te. bei<iiw th-e· p~veth 
level; 20.2 pt!rcent ot six, perso:n: :tailHHes and 2:s .. s p.erce.:ni 

of famiiies or seve~ or mote. are poor. (1992 Statistical 
Abstract oi the Utiited States, p. 459) 
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And, having convinced the poor th.&t they can't get out 

of ppyerty'. Wll~~ they b,ave. !!-}l tllose extra. mouths . tt> Je,ed, 
you Will b.atf to prov( de tlie ine?,11$ to pr.event the e:,;;fra: 

)l'ioutb.$, becaµse abstin.en◊e, doe,$tj, 1 t WQtk, T:4e. religious 
r(ght if!'!s had 11i' years tq<p:teacµ. their #le$$age, ft• s ti)l'ie 

/ • ' . 
to Officially recognize thai; pe,opie are· g()i~g to have seoc 

lind what. we qee<t tp tip as & nat.~Q~ i$ f!feY!int as much, 
disease and a$ 111any poor babies as pbsslbl,e. 

Condoin:s. a:1Qn1;1 won• t dC! it. I>e,po-p:r;ove.ra, Norplant and 

the new bi,rth cpn1:l'6l ii;lje¢tton being d(fve16Ped in. India are 
not a complete li.n$wer, although the si!vings th.at could be 

effecteiil by wid~spread governl\i!illt distr.P:rutti'>n ah(;!. 
encoutJ:1.gejrient Of hil'tp control would a.mOU.p.t to hiiHons ot 

dollars. 

No, gcqvel'•rtin:ei;l.t ls illSO going t6 have, to provide 

vasectomies, tuba.i ligations apd abprH;olis ,, .au: i~$ a.Ild 

convention/ii abortio:ns, E;uii 1:t vti:i i!\'ij~:e t,JrUi. coii~b:il as. 

ubtqui tous a:1;1 ,siie~lte.r$ and jup:i( food, t!l:til'e will sHU. he 
unplanned preg:p:ancJes. There hlive be~n a:'bou t 30 ~p lion 

abottiotls 111 th1$ co\l.nt:ry 1;1il.lce Roe. v. lade. Thin.~; ot, aH 
tlie p,ove.ttr, cr,im:e a.M misery .•. and tb.$n add. 30 mil 1 ioJi 
uj;j,watj.ted bal:>le$ tQ the scenario.. We lost a. lot Of gro\l.tid 
during the Re~gan-Bus:b: religious orgy; we don't have. a lot 
of time le.ft; 

You could do it, Mr. Presidett.-To-Be.. You a.re 

articulate al)od you've already aiieiiated the religious right 

witii your p,osftloll/3 01;1 aiiorUoti 1111.d. how1>seii¢µa.ls. The 

middie~ciass taxpater wlll iii'> al.o)it: wit'h this plai,1 be.cintse 

it will mean f~w~r <:Ml1ar$: t .ol' weit<1re. TM teUrees w:\.ii 

also go alont 1;i.e,caus.e pecj:jqSe poor pe1>ple contHbuie. very 
littie to so¢ial securi,ty, 

And the poor? Well, m_ayl;>e if we tifdn • t have. to spe.fti& 

so mticii on pro\:>lems like 1 ow birth we1glit b.abi:es and: trying 

to edtica.t.e cl:i,lld..reti wh.o come to school h1frigty 1 we mig.llt h,ave 
s:ome in:oii'ey t-o. help UH the ones already bor-n, out of their 
plight, 
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Clmton Library l'hotocopy , 
, .... } 
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T-he bi-bl ical exhoM.ation to ''Be {rui tful and multiply," 

was directed toward a small tribe, $:11.i:'rounded b:y enemiei;. 
wi are 1~pg pi$t that . • ()tit ~~rvi val deI,lc6.D.,d~ --ilp6h ()Ut • 

developirig a.· p.opuJatlon where il-veryon.e. i::o~Jribvtes. We 

do4' t need more cannon fodc;i.ei' , w:e don't nt~4 iii-ore 
p-aris.hlone;r$, We don't nee'd iriol'e· cheap labo.r. We don't nee<J 

Iiioi'e poor babies 

1l04~ 
!' 

Ron WeddiJi.gton 

p·.s. r was co.;coliiis.el 1.n Ro:e v .. Wade, have !!:ired zero 
c'hildren i:in& 0,1i'e fetus, the a,bo:i.'tlon ot w)i.fcb: was recentlj 

recount.ad bi ~Y ~~ .. w~N in her b-od:k:;· ! §ijestlon Qf Cbo!c·e. 
(Gr-ossE!t/Put-~ti\i; 199,2.) I h_ad a vasiictotiiy i.n 1969. • aijd have 
ncever htd. on.e iii'oiliefit ot regret. 




