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NOTE TO: The Secretary
FROM: The Commissioner of Food and Driigs
SUBJECT: RU-486

On January 22, 1993, President Clinton issued a memorandum du‘cctmg you to assess
initiatives to promotc the testing, hcensmg, and m' ng in the Umted States of RU-486

(mﬁepnstone) Thc Agency Has

whcther RU 486 quahﬁcs for ﬁnpottatmn 'under FDA’S pcrsonal use unportation pohcy

I. Curren »Ma;ki}nn_g of ﬁgg’ Irug

RU-486 is manufactured by the French firm Roussel Uclaf and it is approved to induce
abortmns in Francc the Umtcd ngdom;; and Swede‘ Rousvscl Uclaf has statcd that 1; can

personal lmpoﬁatlon éven if the 1mport alerl were o be re‘sélj:“ d The Agency subrnitted ]
PHS on July 14, 1993. Bécause the import aleit has beéri’ chaﬂenged by a Woman Who attér ,ted o bnng a small quanuty of

RU-486 into the couritry, the Agenicy is working Wwith the Departrient on ‘an approptiate response to this ongoing litigation,
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submit a marketing application for RU-486, other Congressional members have written to
Hoechst expressmg thelr str(mg opposmon. to thc mark__ g of RU 486 m th1s country Thls,

In April 1993, FDA arta
attcmpt ‘ro get thosc p

rcquirc Roussel , icense th
unwﬂ]mg to sell the. drug in the United States:
confidentidl, is attached.

fetus Dr S
from boyc ‘

to-life groups Dr. Sakiz

erni nted RU-486 on thc u.s. ‘mé :
rnake Roussel Uclaf whole for any damages Roussel Ucla.f mlght suffcr because it had agreed
to the United States Government’s fequest.

Dr. Sakiz was told quite clearly at the Apnl meetmg that such legislation would never be
enacted and the FDA would not support Roussel Uclaf in its advancement of that idea.

Despite being told that there was no p0551b1]1ty of obtaining favorable legislation, Dr. Sakiz
committed Roussel Uclaf to go forward with the Populatmn Council to brmg RU-486 onto the
United States market. Spemﬁczﬂly, at the Aprﬂ meeting Roussel Uclaf and the Population
Council agreed:

0 That Roussel Uclaf would license ‘RU-486 to the Population Council, which would
conduct a clinical trial involving 2000 women pursuant to. ai investigational new drug
(IND) application;
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0. That the Population Council would ultimately submit an NDA to FDA, based on the
results of the clinical trial and on othér studies that have been conducted by Roussel
Uclaf; and

0 That the Populaﬂon council, wnh thc concurrence of Roussel Uclaf would chocse a

manufacturc the drug for sal_e in t_lus, country

It was. tlhcn 1cft for thc Populatlon Councﬂ and Rousscl Uclaf to rcv1se the terms of thmr

untry or, as an alternat 1abil1 agamst ROussel
Ucmffnr RU-4'86 Fi'nally, Ruusse:l Uclaf asked for leg1 lation »that would 1ndemmfy Roussel.
Uclaf agamst consequcntlal darnagcs Roussel Uclaf’ s pnn 1pa1 assertlon 1s that 1t is w1111ng

bccause R@ussel Uclaf docs 1io; xpccr té make any rnoucy off of RU 486 m thc U S. markct
and sees itself as permitting RU-486 to enter the U.S. market only because asked to do so by
the United States Goveérnment, then it should not incur any liability exposure on account of
the drug.

EDA advised Mr, Boynton that the FDA could not make a commitriient to seek such
legislation, pomtmg out that Congress had recently reénacted the Hyde Ame ntand that
othier than the swine fli sifuation, the Unifed States had never agrecd to mdemn ity dny drug
manufacturer The FDA further explained that it would g0 far beyond FDA’s appropnate role
to seek such protection for a drug company. The FDA offered to advance the idea within the
Department, but was advised by M. Boynton that the answer givén was sufficient.
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In mid-September, Roussel Uclaf hired legal counsel (allegedly, Lester Hyman and John Hoff
ofSwindler and Berlin) to lobby the federal goverriment at levels above FDA to obtain
legislation protecting the company from potential losses, as described above.

II. Analysis

The FDA’s principle objection to Roussel Uclaf’s request for indemnification and related
rehef has been pragmatlc——wc did not (and do not) think Congress would ever pass such
legislation. Havingsaid that, we also think that there are other policy reasons for refusing to
seek indemnification of a drug manufacturér, for example:

0 It would create an unacceptable precedent for any manufacturer of a significant
vaccine or drug to seek indemnification as a condition for bringing the product to
market. Therc 18 httlc basls to digtinguish RU-486 from a breakthrough AIDS drug or
unique vaccine. The swine flu indemnification plan proved very problematic for the
United States Government.

0 If public health problems were to occur post-approval, the interest of the United States
as an mdemmfymg party would be to disprove that problems had occurred, whﬂe
FDA’s Qbhgatlon would be to obJectlvely mvestlg te and take appro ite acuons to
protect the pubhc hcalth ThlS would be an untenable Lonﬂwt for the United States

Roussel Uclaf’s liability -and boycott concerns should not be underestimated. Because
Roussel Uclaf is willing to give the Populatlon Councd a royalty-free license, it wants to
eliminate any potential for expenses due to the drug’s introduction ifto the-United Statés
market. Roussel Uclaf has also expressed its wﬂhngness to give 4 royalty-frec license to any
other major U.S. pharmaccuucal company, but has found no corpany wﬂhng to take the
license. Roussel Uclaf could; possibly, sell the drug to the Popula’uon Coungcil (or to others)
but it appéars unwilling to-do so, perhaps because theé dnig may have important other
therapeutic benefits in the future, and it may want to maiiitain the right to sell to those
markets. However, Hoechst may be willing to simply abandon the patent or give it to the
United States:

There are some that suggest that Roussel Uclaf is simply playmg a delaymg gamc——waltmg
until the very staunchly Catholic Hoechst CEO (Prof. Wi 1fgang Hﬂger) retires in Apnl {994--
that then Roussel Uclaf would be frée 1o exploit the- drug in the United States and
clsewhere for all ses. Others suggest thiat Roussel Uclaf does not want o reach agreement
with thc: Populatlon COuncﬂ but is mezely stalling until an international foundation is created
by Dr. Etienne Balieu, the inventor of the drug and a former Roussel Uclaf employee, to
which Roussel Uclaf could then sell the rights to the drug.
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The speculation is fueled by the csscntlally unanswered question--as to why Rotssel Uclaf is
willing to maniifacture and sell RU-486 10 some markets England France, and Sweden) birt
not to others (e.g.; the United States) Thc ¢cOmMmon thmkmg i5 that H- schist is only willing
to permit Roussel Uclaf to. sell RU-486 in a country when Hoe ced to do so ’
politically, and, fore, the only way 10 get RU- 486 onto the 1.5, market is to exercise
political pressure on Roussel Uclaf and on Hoechst.

This thmkmg appears borne out by the cifciimstances here--Roussel Uclaf was willing to
come to the table (at FDA) when it had received pressure from Pres1dcnt Clinton (the J: anuary
23, 1993, Exécutive Order), you (your March 12, 1993, letter to Prof. Hilger at Hoechst), and
FDA, biit that since that pressure has waned the iricentivé to ¢ome to an- agfeemenit has also

“warned.

Another possibility is that the Populauon Council is s1mply attempting to reach an agreement
that leaves Roussel Uclaf with too little, and that if the Population Council were v ﬁlmg 10
settle for less (e y.3 the ablhty to stirdy, but not to market the drug or to indemnify Roussel
Ul f then a deal could bé reached.

Iv. Recommendatlon for Expert. Adv:sor

Tius sxtuatron calls for somet ne of Fc ix Roh: tyan § cahber for "cv"'al. rcasons At the

| ufac ,orces w1th Roussel
Uclaf— : 1ther by agrccmg to go forward w1th thmr own abortlfa t drug products, or by
agrccmg to be the manufacturer ‘or distributor of RU-486. Theiefore, Roussel Uclaf feels
isolated (dnd vulnsrable) by the U.S, dernands. It will take 4n experienced person, familiar
with the drug industry, to sort out these issues.

Second, there are pragmatic, economic concerns to be faced. Roussel Uclaf’s concerns about
mdcmmficatwn aré realistic concerns that need to be satisfied. Someone with extensive
cxpcncnce in the business community (in France and Germany as well as in the United
States) will have a better understanding of the varicus ways this concem can be overcome.

Finally, there are diplomatic issues that may need to be addresscd It may bé that France and
Germany would be unhdppy to leam that_thelr compames were hot accommodatmg a request
made by the United States Government. The U.S. Ambassadors to France and Germany will




The Scc;rctary -6

need to be cor‘isulted on th(:sc i_s,gu’cs, and your counterparts in France and Germany may also
need to be involved. We think -tha';_'som'cc)qg famil,i:_;‘r to these circles would advance the
Administration’s goal to bring a safe and effective abortifacient to the U.S. market.

;%»u David A. Kessler, M.D.
Attachment: Contract

cc:  Dr. Philip Lee
Mr. Kevin Thurm




THE WHITE HOUSE

WASHINGTON

January 22, 1993

MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES
SUBJECT: Importation of RU-486
In Import Alert 66 47 the Food and Drug Adninistration ("FDA")

'stlnev—— commonly known as RU-486 ==
at 1ndlv1duals can 1mport 1nto the

rtation into. thls Natlon of a drug fhat
as a nonsurglcal neans- of abortion:

personal use 1mportatlon
re, il , A ¢oncludes that RU=48% meets
i e personal use impértation exemptlon, I
dlrect that you lmmedlately take steps to rescind Import

Alert 66-47.

In addition, I direct ‘that you promptly assess initiatives by

which theé Départment of Health and Human Services can promote

the testlng,'llcen51ng, and manufacturing in the United States
of RU-486 or other antiprogestins.

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

AN
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