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MAY 11 1994

TO: Carol Rasco
FROM: Kevin Thurm

SUBJECT: RU 486

Background

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

On May 9, 1994, Roussel Uclaf wrote a letter to Secretary Shalala
stating the company's wish, instead, to offer the RU 486 United
States patent rights to the American government insofar as the
abortifacient and other 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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The following documents aré attached for your reference;

Exhibit 1: égident's Memorandum of January 22,

Exhibit 2: Uclaf'vaay 9, 1994 letter to

a attachlng a draft

Exhibit 3: raft letter to the

Exhibkit 4: Mlnutesvln.French and translatlon of the
April 26, 1994 Roussel Uclaf board

meeting settlng out the need for a
letter from the President
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LEGAL ISSUES DISCUSSION

I. gift Acceptance. The first question is whether the government

-should 1n51st that any glft be for all known medlcaliuses, not

- . ) K e ) g
frultlon may be more than the government'and any licensee want to
assume.

3 ﬂ_tory authorlty to
-heir institutes. Each

must be consulted should thls route be chosen.

B. NIH gift acceptance. No 1nv01vement of Treasury 1s
requlred. Glfts to NIH 1ns'1tutes,

Publlc 1th S
have to be sf"'
public pes
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can be assu edlthat no favor has been'curfled or promised.
fact, it has not.

II. Transfer of the Gift. Roussel Uclaf has offered to assign
its rights to the abortifacient and gynécological patent uses to
the government. Were the Unhited States to accept the assignment
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IV. pPossible United States Tort Liability. The likelihood of

United States tort liability depends, in large measure, on the




government's role in bringi
sovereign immunity, the U

“to liability except t
ThebFed"al Tort‘CI




: druglls'safe'and eff

‘ manufacture RU 486 ,
that such a manufac“, :

Council):

Roussel Uclaf has stated that they will transfer the technology
to the Populatlon Council, but we do not congider this a strong
assurance.

t‘ he drug, 1]
w1th the drug,
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for clinical trlais, such : [o]
Populatlon Council's manufacturer could
drug, and (2) either Roussel Uclaf gave the
its animal studies or the Populatlon cotincil did its own animal
studies.
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POLITICAL ISSUE DISCUSSION

In v1ew1ng the varlous optlons, it is 1mpertant to. place them in
al context, partlcularly as they ”elate to
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of prov1d1ng RU 486 to the American market.
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LIST OF MEMBERS INTERESTED IN THE RU-486 ISSUE

Duncen Hun‘er (R-CA)

SENhTE

Department has not received‘RU-dss

Very little mail has been received by{“”’

on RU=486. A typical
letter inquiring as to the status of

In the Bush Adminlatratien a typical letter 18 the attached
€ . ' tant option for

rtance of

cancer, “glau oma, Cushing’s disease, etc,

‘Please let me know if I can gét additional information for you.




PRESS ISSUES DISCUSSION

If negotiations w1th the Population Council collapse, the Clinton
Administration will be le“juw1th Two poselble courses of action.
The follow;ng 18 an examination of the public relatlons
ramlflcatlons of both ch01ces'

(who has been pu hlng thls'lssue on Caﬂv
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’does not spe“

player rlght up through the kie
campaign.

It wouldAalso be

tive « for American ‘The argument will
have to be. t ( ing the pat to the ed States government
; y P o Fact i

- : d be very time
"ng and could ultlmately prevent the women in America from

a 1 ay or evern
prevent the Unlted St tes from mov1ng the drug onto the market.

If Roussel Uclaf is w1111ng to grant the Unlted States patent
rlghts for using ¢ . a jel

to maklng as rare'as p0551b1e

We would stres

3 that Roussel Ucla ‘oes not'really
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- fears pressure from American conservatives.




our position should be publ;cly to challenge Roussel Uclaf to go
back to the bargalnlng table : the Population Council or to
open negotlations with anc 7 to s,op playlng games; and
to get serious about x onding to the re Président
Clinton made of them almost a year and a

Without a doubt a "no" w1ll sub]ect the Admlnlstratlon to a
flrestorm ° otest o1 ! ,ps; and there

explanatlon

* k& & % & &

It should be noted that Roussel Uclaf has already begun,
informally, to c1rculate word of lts potentlal offer to the
United States. t: shod
already Know about ‘the Al
confront a news account of the iss
hearlngs on May 16, 1994. S ] w1ll undoubtedly, ‘be

sented from the Roussel Uclaf perspectlve as opposed to the
stration's p01nt of view.
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THE WHITE HOUSE

WASHINGTO N

January 22, 1993

SUBJECT: Importaticn of RU~486

J.n:.ta.atlves by:
S r8s ¢cdn promote
_J.ng in the United states

cted to publish this




ROUSSEL UCLAF &

;'fdi‘m‘;‘ Nﬂﬂ-ﬁﬁmu Afiing

Parks, May 9, 1994

Of conii : wm sontiniic 1o work with you and all relcvant peoplo in a constmclive spisit
and we Jook forward 1o mest you personally by the end of this weck, as planned.

o¢. Dr. KRSSLER

A, lomlcvard dei dnvalicks 75323 1arks Cedex 0‘1
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ROUSSEL UCLAF Mf&

Paris, May ..., 1994

Aticntion : Mi. Nency NERNRUICH

iesied that ROUSSEL UCLAT allow the RU 486 compound to bo used

“the people of the
signing our relevant

This an unconditional gifi, we ask for nothing in return,

Sincerely,

Presidont & CEO

35, Boutevant dex nenikles 75323 Paile Cedlek 07




100

B

ta

- Chintori Ldbrary-Photocopy:: 7 PRI IR
T -2 INT T TR AT Ve BARYZ RU/RON. Zoos
PROJET 00,0804
ROUSSEY, UCLAY
Sockts wnomyss h Direcialre o Cumsl) do Survdloce
an caplial B0 544,760,300 7,
Sitge socia) 1 38, Boulgvard des Invalides 75007 PANOR
R.C.5. Park B 50 000 001
Entrall & Fralt o Froche-Varbal
1¢ Jn séampo 32 Consell 3¢ Survelllancs Ou 4 Mal 1954
317010

e A " .

o T
Nambres du Conl! do Surveillanm

De, B SAXIL, Préadont,
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FROIET 09.05.94

ie Docteur B, SAKIZ informe lo Condell de Survelliance que son assextiment ost demandé
sz los dicisions que e Direotoire va dtre amensi & prendre | propos de a mifepristons ax
Atat-Unis d* Amérique, compte tean des exigances presaantes formiuléas au plus hant nivean
ner les gutoritds gouvemementales fadérales do ¢ pays.

Btam dooné les caracthres trbs du sysbmes médical des Etars-Unic par
comparsison A celui des pays A'Eurcpe ob la mifenristone est actwallemen! utilisée, et
congidérant également to climat hausemant conflictual créd autour ds co produit aux Hints-
Unis, 18 Disectoire estims que ROUSSEL UCLAF ne murnit &1 lwm&gonlmphm
dlwmwdmhtpmdmwhmmuummummm

Toutafois, prevant acte de hvolmddu;anvmmt un&mnnde procurer sux elioyennes
des Buats-Unls corte alternative médicals A Vir frurgicale de 18 grosssses, le
Directolre 2'sst réeali & offdr wu gouvemement dos Stas-Unis de lul oidar, sans
rérumdration, les deux brevets réfécsicts *U7.S. Patants Nos. 4,386,085 and 4,447,424,

Au cas ol oo gouverniement déctineuit cette affrs pour Jui-mma tout en 1a jugsant recevable
par une institrtion qu'll désignarait 3 cﬂeﬂet, ROUSSBL UCLAF socéplarsit de pouriuivre
dans cette vais ot de passer les acoords néce ) condition d'ea dre formelisment
requise par une lattre officislle, portant s signaturs du Préxident das Fmts-Unts, et d*cbienir
im ceriain nombre ds garantes contractusiies.

Ls Conszll g2 Swivelllance prend acte do cetto position cui n'appells de s part sucuns
objection. ¢t manifosts einzl au Directaire |"asseatiment de pﬂm:ipe sollicité,
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[Translation of Fax from Dr. Bakiz to uary Pendergast '

of draft minutes of ‘Supo
of Hly 4, 199‘4]

MIFEPRISTONE - UNITED STATES

sory Board Meeting

3 tb the Director its

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




