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- GUMMARY OF OTHER BVENTS

1. Import Alert - In response to President Clinton'’s January 22,
1993, memorandum to you directing sn assessment of the RU-486
{mport alert, FDA submitted a recomnendation to the Assistant-
Secretary fqr Realth on July 14, 1993, that the impozxt alert be
retained based on medical/safety reasons. The Agency'’s
memorandum to .. —— with its accompanying memorandum to you,
are attached-at Tab G. A decigion on this issue is pending
within the Department.

The Agency recommended L

[ A |

] ;o
3. Statug of Benten Vv, Kessler - On August 1, 1992, the legality
of the import alert was challenged by Ms. Benten who attempted to
bring the drug into the U.S. (Benten v, Kessler, Civ. No. 92-
3161, U.8. District Court for the Eastern District of New York.)
The district court igsued a preliminary injunction directing FDA
to release the drug to Ms. Benten; but because that decision was
stayed, Ms. Benten had a gurgical abortion. In subsequent
proceedings before the court lagt July, the government stated
that FPDA’'s recommendation on whether the import alert should be
maintained had been forwarded to the Department; the government
has slso advised the court that it would inform the court when a
decision was made by HHS on FDA'S recommendation. Recently, the
lawyers for Ms. Benten have indicated that they may attempt to
reactivate the litigation, because HHS has failed to make a
decision on the import alert.

3. Hearing og RU-486 - Mr. Ron Wyden, Chairman, Committee on
Small Business, Subcommittee on Regulation, Business
Opportunities, and Technology, bas indicated his intentiom to
hold a hoaring on RU-486 on April 25. MNMr. Wyden wants to
ascertain where the parties are in the licensing negotiations,
and to explore alternative golutions (e.g.., taking the Roussel
Uclaf patent) if the negotiations are pot successful.
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5. Wyomen's Groups - Recently the FDA was contacted by an pro-
choice group in Florida (Women's Information and Science Health
Association) which intends to provide charter £1lights to an
unspecified location in the Caribbean (possibly Haiti) where
women could go and obtain abortions using RU-486 (ox possibly a
Venesuelan copy of the drug) beginning early next month. The
group intends to publicize the fact that women in the United
States have to go abroad in order to obtain msdical aboxtions.
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. INDEX
¥DA/ES DOCUMENTS FOR FOI REQUEST ON RU-486
] "~ (FOI # 93-47009)

- -

PRESITDENT CLINTOM OR ANY REPRESENTATIVES OF

1.

4.

U.8.

Memorandum to Secretary, HES, dated January 22, 1992, from
President Clinton

Letter to President Clinton, dated January 23, 1993, from
e dated March 24, 1993, also included.

'Ww‘u«aﬁam”aw

utm to President Clinton, dated January 19, 1993, from
e dated May 11, 1993, also included.

Respons
NDTE-Personal (patient) Uintifes need 1o b dedacted

Letters to President c:l.lnton and Secretary Shalala, dated
September 27, 1993, from Response
dated December 3, 1993, also included.

NO'15~Personal (patiznt) identifier nozds to be dedocted

REVRESEWTATIVE RON WYDEN OR ANY REPRESENTATIVE OF

and -——.. response) to

Letters (10/6/93 from

Wyder: from
- NOTS Percsae] idensifics need to 5o dedaciod ‘

3.

4.

Letter to Secretary Shalala, dated December 22, 1993, from

¥yden
PTE-~Letter wiay also be providod 5y OLA

Letter to Dr. Kessler, dated August 3, 1993, from Wydan
Response dated m\ut 19, 1993, also included.
W&Wﬂﬁiﬁﬁs and fandwitsian iotes M &0 Ss dedocted

I-ottor to Secretaxy, HHS, dated December 5, 1990, from wyden
Response ‘dated Pecember 5, 1991, also included

NOTE-This Lester saay also be provided by OLA

Letter to Dr. Kessler, dated Dacember 10, 1992, from Wyden
Response letter, dated December 15, 1992, also included
NOTE-SFiese Leteers sy also Se provided by OLA

MIF 003505
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Inooming letter, dated March 31, 1993 also included

3. Letter toO Secretary Shalala, dated February 25, 1993, from
Mr. Costikyan (representing Mr. Lader)

* 3. Memorantum of Maeting (5/4/93) Lastwsen sevezal industry .
reprosentatives (Mr. Lader) and ¥DA Staft SHeud AOT B nmn

4. Letter to Secretary Shalala, dated Nay 12, 1993 from l&/ﬂ’
Mr. Costikyan (representing Mr. Lader)

S. Letter to Mr. Costikyan, dated May 7, 1993, from Secretary -
ghalala and incoming letters to the Secretary -
NOTE-PDA/ES has o enclosures for dfe 2/25/93 tter

BOECHST AG OF FRANKFURT, GERMANY OR ANY REPRESENTATIVES OF
1. Letter to Professor Hilger, dated February 3, 1993, from
Dr. Kessler

2. fetter to Dr. Kessler, dated aApril 15, 1993, from Profegssox
Hiigex _

3. Letter to Secretary Shalala, dated Narch 23, 1993, from
Professor Hilger

N.Y.C., MAYOR DAVID N. DINKINS OR ANY REPRESENTATIVES OF

1. Letter to — _ _— dated February 16, 1993, from
Lou Sepersky, Chbair, N.Y.C. Commmuinity Boaxrd No. 6

2. Letter to David Dinkins, dated May 7, 1993, from Secretary

ghalala. . Incoming letter, dated January 22, 1993, from
Dinkins alco included.

PEOPLE’S REPUBLIC OF CHINA OR ANY REPRESENTATIVES OF

1. Lettsr to Francis C. Madigan, dated July 23, 1993, from
. Incoming letter, dated May 20, 1993, also

included.
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ROUSSEL UCLAF OF PARIS, FRANCE OR ANY REPRESENTATIVES OF

1.

Letter to Dr. Sakisz, dated January 22, 1993, from
Dr. Kesslerx,
mmm@mmwwmmqmﬁaum

releasable (diek, with CDER(HID-1)

Deslauriers

Letter to Dr. Kessler, dated December 21, 1993, from
Professor Hilger

Letter to Dr. Sakiz, dated December 14 1992, from
Dr. Kessler

Laetter to Dr. Ulmann, et al., dated January 22, 1993, £rcn -
MWWM&M

Record of Telephone Conversation (1/25/93) between
Dr. Ulmann and
NOTE~Personal (patient) identifler needs to be deleted

i T RN

Letter to : Aated Yabzuazy 36, 1993, fxom ?‘k
Catherine Euvaxd of Roussal-Uclaf sg‘wu Nﬁ bﬂ-«'@M

Lotl:o:-k:o Secretary Shalala, dated March 18, 1993, from
. 8
WO E~-Handwritten notes should be dedicoed

Letter to Mr. Sakiz, dated March 4, 1993, from Dr. Vukovich
NOTE-PDA/SES does not Aavz enclosure mensioned b Loter

AMERICAN MEDICAL ASSOCIATION OR ANY REPRESENTATIVES OF

1.

Latter to Dr. Kessler, dated May 15, 1992, from Dr. Todd

UNITED KINGDOM -OR ANY REPRESENTATIVES OF

1.

Letter to dated July 31, 1992, from
Mr. R.H. Forey, British Embassy
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ROUSSEL UCLAF A

Drug Regulatory Affuirs

- ftealth Carv Division

VAD/JA - n°307

May Sth, 1993

W-" ¢

' 7
Mifepristone (RU e -

mifepristone for tes
/

Dear

Further to our letter of April 23, 1993, we are sending you by courrier a single
copy of additional data intended to support our proposed training protocol for
the use of mifepristone for termination of early pregnancy to be conducted in
the United States.

The data enclosed includes :

1. The Index (n°9) dated May 1993, which has now been complemented with
the listing of the clinical data and bibliographic data enclosed.

®  This new version of the Index replaces and cancels the one sent t0 you

April 23 and dated of April 1993.

102 & §11, Nowe de Noky - BP. N° 9 ; 93230 Romsinville
TE + 33NN 499N Tix ROUSS A 235 477 F

Fax.* 33 (1) 4991 30 M - 49 9 32 96 SIRET $42 008 083 00052 0004’

ccP012578
A \Gidg. Rousee! Ldaf Romainvile

b il i’ Snctl Anpavmes & Dhrecimre ot Comsor] b W wriitm S
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2. Human phanmcokinetics and bioavailability- reports together with the
reports on the clinical pharmacology and clinical trials sections.

3. Preclinical and clinical bibliographic data. -

trust this is to your satisfaction and please do not hesitate to let us know

We
if you need any other information.
Sincerely,
APPEARS THIS WAY -
ON ORIGINAL

cc:DrA.Ulmann:'
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. :m‘dﬂ 08:

Folder 09 :

" Folder 10 ¢
Folder 11:
Folder 12 3
Folder 133
Folder 14 :
malder 15
Folder 16 :
Folder 17 ¢
Folder 18 :
Folder 19
Folder 20 :
Folder 21:
mﬁl&f 22:
Folder 23 :
Folder 24 :
Folder 25
Folder 26:

Folder 273

CONTENTS OF THE BOXES

Index N*9 dated May 1993
Reports 9.1. / 92 ] 96

Reports 9.7. to 9.11.
Reports 9.12. 10 9.14.
Reports 9.15. to 922.
Reports 10.1.1. to 10.15.
Reports 102.1. to 1025.

Reports 1026. to 102.9-

Report 102.10.
Reports 102.11. to 10.2.13.

' Reports 102.14. and 102.15.

Reports 102216, to 102.18.
Report 102.19.
Reports 10220. 10 102.24.

Reports 10225 to 10227.(Books 1/5 & 2/5)

Report 10.2.27.(Books 3/5, 4/5 & 5/5)
Reports 10.2.28. to 10230.

Reports 103.1. t0 1033.

Reports 104.1. and 104.2.

Reports 105.1. to 1055.

Reports 10.6.1. and 10.6.2.

Bibliographic data listing + Bibliographic data (3 books)

April 1993



BOPP, COLESON & BOSTROM
ATTORNEYS AT LAW

SAMES 3OPP, I

AR-L41004

ASOCUTES: 2 FOULKES SQUARE

RICHARD . COLESON 401 OHIO STREST

BARRY A. BOSTROM o ?.0.BOX $100

JOHN K. ARSOG TERRE HAUTE, INDIANA 47808-8100

RECEIVED | mmoe
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— AFF (HF1-38)
Decenber 2, 1993 FDA FOI 57 .
Freedom of 1nformation staff Re: Information Request
(HF1-35) . Under the Freedon of
Food & Drug Administration Information Act
Room 12A-16 : .
5600 Fishers Lane
Rockville, MD 20857
pear Madam/Sir:
This 1e€tar is written on behalf of our client National’

Right to Life Committee, INC. Pursuant to the
mation Act (FOIA), 5 U.S.C. § 522 as amended,
ve seek certain information.

and all
notes ©
ating to

Access is sought generally to any
linited to correspondence,
kind, rel

jcal company Roussel-Uclaf SA
Hoechst AG,
The time frame O
1992, to the present,

the search is made for

i.e., prese
documents in compliance
The scope of the docunments
and all documents from the above-ment
put not limited to correspondence
individuals and entities, notes ©
ing individuals and entities, and notes o
following individuals and entities.'

cal locations

'Any references to geographi
jcal area

stood to include the general geograph
listed in addition to the

e.g., Los Angeles includes
area. Similarly, any ident
following list is intended as a

assistance in jocating the mater
jdentification is wholly or part

L |
-
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the greater Los
jfication informat
enera
al requested;

jfepristone”), deve

joned time
to or from the
£ conversations with the
f meat

spacific city boundar
Angeles metropolitan

on provided in the
1 jdentification and is for

Freedom of Infor- i
and 21 CFR § 20.40,¢

e

documents, includ-
¢ conversations,
the pharmaceutical
loped by the

’ controlled by

"the French abortion pill.”
s requested is from
nt is the current date whenever

January 1,

with this request.
RU-486 is any
period, including
following
follow-
ings with the

shall be under-
surrounding a city
ijes of a location,

to the extent any

ially incorrect such



Fraeedom of Information staff
December 2, 1993
Page 2 )

1. United states president Bill Clinton or his staff or
any representative of himself or his staff;
COMPANIES

2. Roussal Uclaf of Paris, France, including corporate
president Edouard Sakiz, Dr. Andre Ulmann, and any other corpo-
rate officer, employee, Or representative;

3. Hoechst AG of Frankfurt, Germany, including corporate
president Dr. Wolfgang Hilger, — ]
and any other corporate officer, employee, OY rapresentative;

4. Hoechst Celanese Corporation, of somerville, New
J;rscy, including any corporate officer, employee, Or representa-
tive;

5. Hoechst Roussel Pharmaceuticals of Somerville, New
Jersey, including any corporate officer, employee, oOr representa-
tive; '

6. Rhone-Poulenc of Paris, Prance, including any corporate
ofticer, employee, Or representative;

7.’ Rhone-Poulenc Rorer of Fort Washington, pPennsylvania,
including any corporate officer, employee, OF representative;

8. sSchering AG of Berlin, Germany, including any corporate ;-
officer, employese, Or represantative; .
9. G.D. Searle of Skokie, Illinois, including any corpo-=

rate officer, employee, OT representative;

10. Upjohn Company of Kalamazoo, Michigan, including any
corporate officer, employee, Or reprcsentativc;

11. Gynopharma, Inc. of Somerville, New Jerssay, including
president Roderick MacKenzie and any corporate officer, employee,
or represcntative;

12. Cabot Medical corporation of Langhorne, Pennsylvania,
including president and chief executive of ficer Warren G. Wood
and any corporate officer, employee, oOX representative;

13. Adeza Biomedical Corporation of sunnyvale, California,
including president and chief executive officer paniel O. Wilds
and any corporate officer, employee, Or representative;

14. Gynex Pharmaceuticals Inc. of Vernon Hills, Illinois,
including president and chief executive officer Stephen M. Simes
and any corporgpc officer, employee, OT representative;

K TR

[ 4

GOVERNMENTS- .

15. United Kingdom, including any governmental official or
representative; _

16. France, including any governmental official or repre-
sentative;

inconsequential error should be disregarded and material produced
as if the identifying jnformation were wholly correct.

MIF 003512



Freedom of Information starfft

December 2, 1993
Page 3 :

17. Sweden, including any governmental official or repre-

sentative;

18. Peoplé}s Republic of China, including any governmental
official or representative;

UNITED STATES CONGRESS

19. U.S. Representat
member of his congressiona
either himself or his staf
tative of the Subcommittee
.\ and Energy of the Committe
ﬂ?@‘ Jennings;

20. U.S. Representat
(EAQ member of her congressiona
herself or her staff;

21. U.S. Representat
of his congressional staff
his staff;

22. U.S8. Senator Pau
senatorial staff member oOr
his statff;

jive Ron Wyden of Oregon, including any
1 staff member or representative of
£ and any staff member or represen—
on Regulation, Business opportunities,
e on Small Business, including Steve

ive Patricia schroeder, incluhing any
1 staff or representative of either

jve John Porter, including any member
or raepresentative of either himself or

1 Simon, including any member of his
representative of either himself or

VARIOUS GROUPS AND INDIVIDUALS

23. Fund for the Fem
and any other employee, of

inist Majority,'including Eleanor Smeal
ficial, or representative;

24. Feminist Majority Foundation, including any employee,
ofticial, or representative;
25. National Abortion Rights Action League (NARAL) and/or

its successor organization
Michelman and any employee

by any name whatsoever, including Kate
, ofticial, or representative;

26. National Abortion Federation of washington, District of

'\G-L\D Columbia, including any employee, official, or representative;
27. Planned Parenthood Federation of America (PPFA) and/or
any affiliates of PPFA, National Abortion Federation of Washing-

ton, District of Columbia,
representative;

28. National Women'’'s
of Columbia, ingluding any

including any employee, official, or

Health Network of Washington, Disgtrict
employee, official, or representative;

29. Reproductive Health Technologies Project, including
Joanne Howes, Marie Bass, and any other employee, official, or

representative;
30. City of New York

, New York, Mayor pavid N. Dinkins,

including any member of his staff member or representative of
either himself or his staff;

31. City of New York

, New York, Commissioner, Department of

consumer Affairs, including any staff member or representative of
either himself or his staff; .

MIF 003513
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Freedom of Information statf
December 2, 1993
Page 4 :

32. Los Angeles Coalition for RU 486, including Dr. carol
R. RKurz, Carol Rowen, and any other employee, official, or

representatives

33. Steven Heilig, M.D., of San Francisco, California,

including any staff member or representative o
his staff; i

£ ejither himself or

34. Marcus Conant, M.D., of San Francisco, cCalifornia,

including any staff member or representative o
hig staff;

f either himself or

35, “"Bvery Child a Wanted Child” of San Francisco, Califor-
nia, including any employee, official, or representative;

36. Dr. E.E. Baulieu of Paris, France, including any staff
member or representative of either hinself or his staff;

37. Lawrance Lader of New York City, New
any staff member oY representative of either h
staff;

York, including
imself or his

38. The American Medical Association, including any employ-

ee, official, or representative;

39. Committee on Contraceptive Development of the National
Academy of Sciences, including Luigi Mastroiamni, M.D., Depart-

ment of Obstetrics and Gyncecology, University

of Pennsylvania,

and any other employee, official, or reprasentative;
40. Amaerican Society for Law and Medicine, including any

employee, official, or representative;

41. Committee to Study Biomedical pecision Making of the
Institute of Medicine of the National Academy of Science, includ-

ing any employee, official, or representative.

42. R. Alta Charo, including any staff member or represen=

tative;

43. Center for Biomedical Ethics of the University of
Minnesota, including Arthur Caplan and any other employee,

official, or representative;

44. Karen Gervais, Ph.D., including any staff member or

representative;

45. Steven Miles, M.D., including any staff member or

representative;

46. Elizabeth Newhall, M.D., Medical Director of the
Downtown Women’s Clinic, Portland, Oregon, including any staftf
member or representative of herself or said clinic;

47. Kim Cposs, M.D., president of the Oregon Medical
Association,. including any staff menber or representative;

48. Kitty Piercy, Chair of Oregon RU 486
including any- staff member or representative;

Task Force,

49. Allie Stickney, Executive pirector, Planned Parenthood
of Columbia, Williamette, Portland, Oregon, including any staff

member or representative;

50. Population Council, New York City, New York, including
President Margaret Catley-Carlson, vice President C. Wayne Bardin
and any other employee, official, or representative;

MIF 003514
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Freedom of Information Staff
December 2, 1993
Page 5 -

51. Oregon Health Science University, Portland, Oregon,
jncluding E Paul Kirk, M.D., professor and chairman of Ob/Gyn
Department; Lynn Loriaux, M.D., Ph.D., professor and head of
endocrinology, Diabetes; Jeffrey Jensen, M.D., assistant profes-
sor, Department of Ob/Gyn; and any other employee, official, or
representative;-

$2. David A. Grimes, M.D., University of Southern Califor-
nia School of Medicine, los Angeles, including any staff or
representative; -

53. Daniel R. Mishell, M.D., chairman of the Department of
Ob/Gyn, University of Southern california school of Medicine.

We request notice of available access to these documents for
myself, my client, and/or an authorized representative of my
client within ten (10) working days of the receipt of this
ljetter. We stand ready, of course, to pay the standard fee for
production of these materials. :

In the event access is denied to any part of the requested
records, please dascribe the deleted material in detail and
specify the statutory basis for the denial as well as your
reasons for believing the alleged statutory aexception applies in
this instance. Please separately state your reasons for not
invoking your discretionary power to release the requested
documents in the public interest. Such statements will be
helpful to us in deciding whether to appeal an adverse determina-
tion and in formulating the arguments in case we do appeal. The
Agency’s written justifications might also help avoid possible
unnecessary litigation. :

We anticipate that you will make the requested naterial
available to myself, my client, or an authorized representative
within the statutorily prescribed time. We await your prompt
reply. Thank you for your assistance.

Sincerely,

BOPP, COLESON & BOSTROM

"

el Jangs Bdpp, Jr.
Richard E. Coleson

Certified Mail, # P 207 762 802
Return Receipt Requested
pc: Wanda Franz, Ph.D.
David ©O’Steen, Ph.D.
Richard Glasow, Ph.D.

MIF 003515
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i‘ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hesith Service
k ]
e Food snd Drug Administration
V Rockvite MD 20857

april 26, 1994

Mr. James Bopp, Jr.

Bopp. Coleson & Bostron
Attorneys at lLaw

P.0. Box 8100

Terre Haute, Indiana 47808-8100

In reply refer to: 93-47009

Dear Mr. Bopp:

This is in response to your request (copy enclosed) for recoxd(s)
from the Food and Drug Administration pursuant to the Freedom of
Information Act.

In ordex to help reduce processing time and costs, certain material
bas been deleted from the record(s) furnished to you because a
preliminary review of the records jndicated that the deleted
jnformation is not required to Dbe publicly digclosed. If, howsver,
you desire to review the deleted material, please make an additional
request at the following address:

food and Drug Administration
Freedom of Information Staff, HYI-35
5600 Fighers Laneé
Rockville, MD 20857

gshould the Agency then deny this information, you would have the
right to appeal such denial. Any letter of denial will explain how
to make this appeal.

The following charges may be included in a monthly invoice:

Reproduction Search Review Total
$8.30 $208.00 $358.00 £574.30

The above total may not reflect f£inal charges for this request.
Please do not gend payment unless you receive an invoice.

gincerely yours,
sl

FDA Executive Secretariat

-

Enclosures

MIF 003516



FOI REQUEST NO. 93-47009 -- RU-486

T ¥ FEES
EARC] REVIEW REPRODUCTION
PAGRES - 83 $ 8.30
(.10/pg)
—_— - 6 hours $146.00
($24/hrx.)
- 8 hours $192.00
($24/hx.)
o= 2 hours $ 48.00
($24/hx.)
— -~ 8 hours $192.00
($24/hx.)
4 hours $ 92.00
(843/hrx.)

28 hours $146.00 + §524.00 + § 8.30
TOTAL COST = $678.30

"n
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubiic Heanth Servcs

ahanty N
L4 [

- Food and Orug Administration
T Rockville MO 20857

March 24, 1993

Dear —

Your letter to prosident Clinton has been referred to the Food
and Drug Administration (FDA) for regponse. We are sorry to hear
that your daughter is suffering from Cushings Disease.

As you may know, the President has directed the Secretary of
Health and Human gervices to assess i{nitiatives to promote the
testing of RU-486 (mifepristone) and other antiprogestins in the
United States. FDA is an active participant in this ongoing
evaluation. please be agssured that we are prepared to review a
marketing application for RU-486, if one {s submitted, based on
established legal and scientific criteria. On Pebruary 34, ‘-
senior representatives of the FDA and Roussael-Uclaf, the
manufacturer of RU-486, met to discuss clinical and manufactuxging
data on the drug that FDA would need in considering a new drug-
application for an abortifacient indication. At that meeting,
FDA received a strong commitment from Roussel-Uclaf to continue
to make the drug available for research on other potential uses,
jncluding cushings Disease.

In order for your daughter to receive RU-486 for Cushings
pDisease, her physician would need to contact Roussel-Uclaf to
receive the company'’s commitment to gpupply the drug for herx
treatment. We understand that the firm requires a brief,
written, medical history in oxder to justify the request. Once
your daughter’s physician has received this commitment from the
company, be oT she should contact FPPA’s Division of Metabolism
and Endocxine Drud products. Generally, FDA may be expected to
grant 8 gsingle patient-uss investigational new drug application
if the company agrees to supply the drug.

The 1gg;y£§9a1 to contact at Roussel-Uclaf is:

André Ullman, M.D., Ph.D.
Head of Clinicdl Research
Rousscl-ﬂclal

102, Route de Noisy

93330 Romainville, Fxance
Telephones: 33-1-49914821
raxs 33-1-49915505

MIF 003518
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The ‘individuals to contact in FDA’s Division of Metabolism and
Endocrine Drug products are:

- -
-

-FDA, HFD-510

$600 Fishers Lane
Rockville, Maryland 20857
Telephone: 301-443-3520
rax: 301-443-9282

I hope that this information is helpful to you and to your
daughter.

Sincerely yours,
(5]

senior Policy Analyst
office of the Executive Secretariat

K

MIF 003519

1

R TR



¢

ptt

/:

MIF 003520

wooo-

323 January 1993

Presicent Cliztol amna Miilary Clinven
The VYhits Rouse
The VUzited States c? Ararive

RE: RU4ES -- AS A LIFESAVER FOT L IFETAKER

1.
Duar Xr. Preéident and Hillary Clintou, ;. .
Firor . . let 28 wiuh you vosderful y3are {n the Vtite Zouse. z-

cuehings Discsse. Che is 36 years old. Cusblngs Disease ic rare and
can be feteal without succescful treatment. Fot oaly bas RV40¢ busn
abown it Suropesn etudies to greatly beacfit women with hrzast cancer,
peroons witd glavcoma and possitly other disgasss = ~ 1%t heo Provea to
Ye sp oxtrengly affective medicotion for Cuedizgs Diwwaes without
davgarsus side eflects. { ask ycu plense, a8 0y Firey Famwily, te
cericusly and quizkly consider adding ycour cfforts to geoure RU4SE for

and troatment ia the United Staies, not osly Jor xZy daugbtar but
1or ocoeands OF JOur oltizens witd variovs life tireateninsg
disaasex ¢4 would give bope to.

To pereoa¢ agaisev thie drug for sbortion issves t eay, I 2ad ny child
and pqv _sie Beeds delp.

-

J -
T acerely.
T /5!

S P ———

er TOTAL PAGE.O0t %x
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubkc Health Servece

. Food and Drug Administration
- : Rockville MD 20857

- " May 11, 1993

Dear

This is a note to follow-up on our telephone conversation
concerning your request to president Clinton for assistance in
obtaining mifepristone (RU-486) for your father.

We are pleased to learm that your fabher has been able to obtain
RU-486 for treatment of his meningioma. Please know that our
thoughts are with you both. If you £ind that you need further
assistance from the Food and Drug Administration, please feel .
frea to contact me (301-443-1454).

Sincerely yours,

=y

I R

Senior Policy Analyst
Office of the Executive Secretariat
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Ths Wiits Houss
Pennsylvania Aveauve
Washingica D.C.

Deay Pndfln( Clinlon:

LR Y |

Congnatvlations 304 welcoms lo (e Whils Houss | Please, | nsed yous Lelp. My fathar
WWW ssacns lo be come bope for
patents with brain tumory with a pill callsd Mifaprisiooe (RU-38485).

g pp——tY e

Mifopristons is nol available in s Uniled States, as you are awam of, bul it is ayailable in
Eurepe, such a8 in France. This pdlis manwls i 2issanl-Ucle,
The furﬁm of Tis plllis for abertions, bul recsaratare believe il sould balp with braip fpmors.
Dr. AndTé tUiman in Paris, from what | understand, & B person fo got in contaet with ot
Roussel-Uclaf. Tts phona sumber is 43.91.44.72

My falber tas undsrgons four buge train surgury operations, radiatien and curmenty

j undergoing tmalmsats, Doclors feal my fathes bus lo mve brain surgery

1]
]

again in s future, but Mmdﬁ:mﬁuwwﬂh»hmmh‘lmw
if he cculd mndure anoles ooe. In e meantime, dociors foal camotharapy is e oaly
way o ﬁﬁww.wjmnbh&bgil%wmn’ [attar, Heis going in
svary month forclamolarapy. N saatns whan ha is aimest recuperated from (s sossica, be
istack informors. -

As you Tany ity well know, cheamolberapy kills bud calls 2 wall as good calls. How much
demolherapy can my fatter endpre ?

Ploase, tis il o D cnly hope we bave 1ol o exparizment with. Dosters tave dood dad ure

ddudllhymformh buliiisndmwghlknewmoﬁmpﬁmlhih-ku
diagnosed wilh {w sams tumor a3 (e one ;y fatter has. They oeed your balp fee.

Ws need your help, You are Us ooly an {hat can get thls tmedicioe f This is our jast
bops lo save my falar, Hﬂﬂ#ﬂé\‘ ~ons and bas been Tailing with ha for five years.




| am anxd uuung ouz
s mwﬁ‘ o y%u mn;y:::. Ploase feal fres to wrils of call anytime, 30 | may

00

A
L /sl

R SN
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

. Food and Drug Adminisiration
- 7 . Rockvitle MD 20857

December 3, 1993

pear )

Your letters of September 27, 1993, to president Clinton and
gecretary Shalala were recently referred to the FPood and Drug
Adninistration (FDA) for response.

As you may know, the President had directed the Sacretary of
Health and Human Services to assess {initiatives to promote the
testing of RU-486 (mifepristone) and other antiprogestins in the
United States. FDA is an active parxticipant in this ongoing
evaluation and i{g prepared to review a marketing application for
RU-486, if one is submitted, bagsed on established legal and -
scientific criteria. Recently, senior representatives of the FDA
and Roussel-Uclaf, the manufacturer of RU-486, met to discuss. .
clinical and manufacturing data on the drug that FDA would need. -
in considering a new drug application for an abortifacient >
indication. At that meeting, FDA received a strong commitment
from Roussel-Uclaf to continue to make the drug available for
reseaxch on other potential uses, including meningiomas.

In your letter, although you indicate you are a cancer patient,
you 4id not mention the form of cancer. Because most of the
inquiries that we have received forxr compassionate use of RU-486
for cancer relate to meninglomas, I will explain how you might be
able to receive RU-486 for this indication. There are two
possible ways for you to receive RU-486 for the treatment of
meningioma. The firgt is as a participant in a research study
involving the use of RU-486 for the treatment of meningioma;
there ia such a study ongoing in the onited States which is
gponsored- by, DX. Grunberg. To determine whether you are eligible
to pa:ticipa;okia this study, your physician should contact:

Patricgh Gutiorros

South-Wegtern Oncology Group (SWOG) Operations Office
(210) 677-8808

1€ you are not eligible to participate {n this study, it may be
possible to obtain the drug through a single patient-use
Investigational New prug Application (IND) . In oxdex to proceed
with a single patient-use IND, your physician would need to
contact Roussel-Uclat to receive the company'’s commitment to
supply the drug for treatment of meningioma. We understand that

MIF 003524
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the firm requires a brief, written, medical history in order to
justify the réquest and an explanation as to why you are not
eligible to participate in the ongoing study. Once your
physician has received a commitment from the company to supply

the drug, he or.she should contact PDA‘s Division of Oncology and
Pulmonary Prug Products.

The individual to contact at Roussel-Uclaf is:

André Ullman, M.D., Ph.D.
Head of Clinical Research
Roussel-Uclat

103, Route de Noisy

932330 Romainville, France
Telephone: 33-1-49914821

Fax: 33-1-49915505 .

The individuals to contact in FDA's pivision of Oncology and
Pulmonary Drug Products are:

- g B N -
FDA, HFD-150 .
1401 Rockville Pike, Suite 4008 g :
Rockville, Maryland 20852-1448 L
Talephone: 301-594-2135 >
Fax: 301-594-1216

If you have questions about these general instructions, please
feel free to contact me at 301-443-3900.

Sincerely yours,
[$)

Senior Policy Analyst
Office of the Executive Secretariat

-
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September 27, 1993

WILLIAM CLINTON, Praesident of the United States
The White House
washington, D. C., 20500

Dear Mr. President:

I am a cancer patient very much in need of assistence, My
physiclans have exhausted all the avenues of therapy svailable for my
condition.

1 have been advised of e new medication developed in France
called RU-486 (Mifepristine). This drug has been tried and used
successfully, after extensive clinical trials, as a therapy for cectain
cancers. It is my understanding that because of its use as a drug to
induce abortion this drug has been severely restricted for import to the
Unfted States. There have been, however, cases where it has been
imported for use on a “"compassionate” basis.

I am a veteran of World War 1I who gave several yeasrs of my life
to preserve our way of life, have always been a taxpayer and have never
accepted any welfare, unemployment compensation, nor have I made any
demends of our government and it distresses me that I csnnot have access
to a life saving drug because of political berricades.

I ssk to have. your thinking ok ascistanéé ip this i{nstance 3nd

enclose a self-addressed pre-stamped envelope for the convenience of
your reply. -

T -
= Very respectfully yours,
l 4 - ’
T LT ’ ,/5./
. A e ——————
enc/1 o

cc.

MIF 003526
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e September 27, 1993

The Honorable DONNA SHALALA, Secretery, Heslth & Human Services
200 Independence Avenve S. W.
Washington, D. C., 20201

Dear Medam:

1 am & cancer patient very much in need of assistance. My
physicians heve exhsusted all the avenues of therapy évsilable for my
condition. ‘

1 have been advised of & new medication developed in France
called RU-486 (Mifepristine)., This drug hss been tried and used
successfully, after extensive clinical trials, as a therapy for certain
cancers. It Is my understanding that because of its use &8s a drug to
induce abortion this drug has been severely restricted for import to the
United States. There have been, however, cases where it has been
imported for use on a “compassionate” basis. '

:*-*J‘.'.. w

I om a vetersn of World War 1l who gave saveral yeasrs of my 1ife
to preserve our way of life, have always been & taxpayer and have never
accepted any welfare, unemployment compensation, nor have 1 made any
demands of our government and it distresses me thst I cannot have access
to & life saving drug because of political barricades.

Your consideration or assistence in this metter will be most
sincerely appreciated. May 1 Have the benefit of your thinking? 1

enclose a self-addressed pre-stamped envelope for the convenience of
your reply.

ry _‘r_espectfuu y yours,
L /4]

enc/1

i
o

ce?

q43-4220
?}’ T35 0 43
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ROUSSB’L UCLAF .

DOMAINE HILWEUNQUK RENDOCRINOLOGIB
Dr A, ULMANN®

Vax. 33149915505

Tel. 33149914821

"o "0

 }

ADRRSSRE A1 )
" TRLECOPIR | )

COPIE A R. WYDEN (1 202 225 8950)
E. SAKIZ
C. EUVRARD
J. SILVESTRR
REFR.1 93-113 Jiaie s October 6, 1953

. Nbrede pagess 1+/

o, )

It reply 10 your fequest, | agree (o provide your daughter with RU 488 fora
compassionate frealment.

. However, note thet ot pmam | cannot ensure you that the treatment will be beneficlal
{0 het. -

T

practical ferms, I need lhat her oncologlat or neurosurgeon eonlaols mo so that}
can oxplalp hlm or hu the protocol to be followed.

Also, note that beoause of m procedures, at least one month will be necessary
before her doctor gets the

Sincerely yours,

MMﬁE\ -

e 12-09-93 2° 7Y
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CONSULTING ENGINEER
‘ AND
) LAND SURVEYOR
i ;- _j ;.' | | ' )

— "

october 6, 1993

pEC~ 9-93 THU xe:xo(-

Andrxe Ulmann, H.D., Ph.D.

Roussel Uclat

posaine rherapontiquo-Bndoctinoloqio
Paris, Iranoce

BY FAX TO; 013 33 1 49 91 53 03

. . A

Dear Dr. Ulmann:

you will furnish wy Daughter, wyith the
medication, RU-486, on A& compassionate basis for t treataent
of her neningioma tumor.

T have received your talecopy cuaqo with the qo? news that
e

{1 cannot thank Yyou enough for this kind act onm your, and your S
company’s part. I shall be ever grateful for your response to- 2
our. need, . i

I have notified »y paughter of the receipt of your massage. she
has expressed her gratitude to we, but I am sure you will be
receiving a message directly from her, expressing that gratitude
to you. .

Again, from a Father who had almost lost hope, I thank you froms
the bottos of my heart.

etely ~

R-97% 12-09-93 06:23PM P00S ¥31
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-, Decanber 33, 1993

The Honorsble Donna E. Shalala
g S. Departaent of Health and
T . Sunan. jaxvices .
Zoom 6157
. Hnbert 8. Dumphrey Building -
. 200: Independenca Avenus, S.W..
Washington, D.C. 20201

.‘-,.f.- '.'l..:w w ‘mﬂ'.'". S ' e T

ol TR F ynow we stiare an interest in inproving both the lealth and

e oo DORIEHOATS .choicas. of  American woman,.- ,!.._,nmmlr,m_ .the .
signiticant initistives you have lsunched in this regard. We will
work haxd to ensure your proposals gst ths attention and support
they deserve during the resainder of the 103rd Congrass.

I wvrits to you, -today, to urgs your action on one element of
the avelving healthcare agenda..,ths U.3. spproval and distribution
of the Franch.drug Rl _488. There have been substantial dslays in

- .. the still~ atsd licenaing negotiations between the -French.
manufacturer df this important drug, and the U.8.-based Population
Council. This, in turn, dafars the initistion of clinical trialis
needsd for food and Dxug adainistration approval and, ultinatsly,

the drug’s availability to Aperican women.

A clear, parscnal sdnonition fros you to the motilelu
parties at this poingt, f believe, could do smuch to
overcome final zoadblocks to the completion of the

Ad09 §1d1SS0d 1534
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The ' .
mt:.ntm banafits of this pharmaceutical...one vhich we

Sould {in altarnative 1
& _ replicate ouxwelves... ust toe
M‘O ing A l.alm: or to be hald holtaqu_bo the vhiu of a

gous xnx You for your attention to this ctant matter, and for
I - concezn wvoman'’s th i{ssues. Should
R e i W R T
at (202) 228-~7797, ¢ Jenning OF fN sibcommitteq statf

RON WYDEN

T APPEARS TH!S WAY
ON 0R!5INAL N o

™"
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" ’:“»énngms of the Bnited States:

Sverim, OR 9T232 . Rouse of Representatives

#03 1342300

August 3, 1993 DwoNT TASK FORCE

The Honorable David A. Xesslar, M.D.
Coxmissioner

U.S. Pood and Drug Administration
5600 Pishers lane, Room 14-%0
Rockville, Maryland 20857

Dear Dr. Kessler:

T refer to {ou a lstter from an Orsgon constituent whose
brother, apparently, is suffering from a highly aggressive brain :
tupor vhich may be treatable with the French drug RU 486. '

For your information, I attach the constituent’s lettex, It
includes details on the health problems of ( -) the
treatment he has had so far, and the reasoning ¥md identity of
doctors who suspect that RU 486 may be useful in his case.

This person and his doctors have had signif.icant diffticulty in
obtaining from the manufacturer any quantity of this unapproved
French drug, hovever, for compassionate use, All other theraupies
seem to have been exhausted in the cass.

T write to you, today, to ascertain whether Food Drug
Administration can use its good offices to assist {(— =~ ) whose
condition truly seems desperate and rapidly deteriorating 4t this
point. I Tecall C“linlhr ingtance two years ago involving a

Georgia resident, in which the FDA intervened on
(bchalt of the patient. It is my uUnderstanding that in the interim,
— vho "suffers from the saxe malady as ( — 4/ has
experiended significant health improvement using thé drug. 7

T wish to underscore that I am not suggesting or requesting
that FDA axceed its usual practice, or circumvent any statutory
authority or limitation in this matter. Should you have any
questions regarding this request, please contact Steve Jenning of

ny staff at (203) 225-7797.
>

RON WYDEN
Member of Congress

cc, ~——— . office of the commiuione.r
MIF 003533
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heanth Service

Food and Dryg Administration
Rockville MD 20857

August 19, 1993

)

This is to follow-up on ocur telephone conversation earlier today
<fonﬁ:fning how to obtain RU-486 (mifepristone) for your brother,

As you may know, the President has ‘directed the Secretary of
Health and Human Services to assess initiatives to promote the
testing of RU-486 (mifepristone) and other antiprogestins in the
United States. The Food and Drug Administration (FDA) is an
active participant in this ongoing evaluation and is prepared to-
review a marketing application for RU-486, if one is submitted, -
based on established legal and scientific criteria. Recently, if v
senior representatives of the FDA and Roussel-Uclaf, the )
manufacturer of RU-486, met to discuss clinical and manufacturing
data on the drug that FDA would need in considering a new drug
application for an abortifacient indication. At that meeting,
PDA received a strong commitment from Roussel-Uclaf to continue
to make the drug available for research on other potential uses,
including meningiomas.

There are two possible ways for you to receive RU-486 for the
treatment of meningioma. The first way is as a participant in a
research study involving the use of RU-486 for the treatment of
meningioma; there is such a study ongoing in the United States
which is sponsored by Dr. Grumberg. To determine whether you are
eligible to participate in this study, your physician should
contact:

Patricia Gutierrex :

South Western ,Oncology Group (SWOG) Operations Office

(5123) 677%8808

If you are not]pliqiblc to participate in this study, it may be
possible to obtain the drug through a single patient-use
Investigational New Drug Application (IND). In order to proceed
with a single patient-use IND, your physician would need to
contact Roussel-Uclaf to receive tlhe company’s commitment to
supply the drxrug for treatment of meningioma. We understand that
the firm requires a brief, written, medical history in order to
justify the request. Once your physician has received this
commitment from the company, he or she should contact FDA’s

MIF 003535
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Division'of;Oncolddy and Pulmonary Drug Products. Generally, FDA
applies similar criteria for issuing a single patieant-use IND.

As I stressed_ imn. our telephone conversation, you must decide who
will serve as- your brother’s physician for the purpose of
administering a single patient-use IND. Thus far, [ |
in our oncology review division, has describ the process for
obtaining RU-486 to two different physicians-

]l We hava now xeceived a letter from a
third physician, 1 ] ] In order to best serve
the needs of your brother, [ J needs to have the physician
you choose call her and indicate that he has been designated by
your brother to serve as his physician for this purpose. WNs.

C will then be able to work with this physician on behalf of
L

The individual to contact at Roussel-Uclaf 1s:

André Ullman, ¥.D., Ph.D.
Head of Clinical Research
Roussel-Uclat

102, Route de Noisy

93230 Romainville, France
Telephone: 33-1-49914821
Pax: 33-1-49915505

;V w w” avy b

The individuals to contact in ¥DA'’s Division of Oncology and
Pulmonary Drug Products are:

. - d

FDA, RFD-150

1401 Rockville Pike, Suite 400S
Rockville, Maryland 20852-1448
Telephone: 301-594-213S

Pax: 301-594-1216

L hope that this information is helpful to you and your brother.
Pleagse know that our thoughts are with you. If you have any
questions, plegse call me at (301) 443-3300.

-

Sincexely yours,
St /s
. ’ A‘
. * Senior Policy Analyst
Office of the Executive Secretariat

MIF 003536
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R ~ Committee on Hmall Business | m-:—"""'

: Subcommittee on Regulation, Y N -
e Business Opportunities, b Cuergy 200-320-0120
$-343 Rapburs Reuss Ottics Beiling
Sashington, BC 20319

December 5, 1990

The Honorable Louis W, sullivan

Secretary

U.S. Department of Health and Human Sarvices

H.H. Humphrey Building

200 Independence Avenue, sS.W. _
washington, D.C. 20201 h

Dear Mr. Secretary:

T know ve share a deep interest in the public health conceras

facing this nation, and in the fundamental role played by the
tedaral government in creating a healthier sociaty. :
| 4

you may be aware of important medical research that has. been
undertaken in this country using the French anti-progestercie

.  Medical researchers testifylng before subcommittee

_have termed this drug a breakthrough: invention which could have

MIF 003537

great =-- parhaps unique -- utility in treating a variety of
debilitating and deadly disease, from cancer to <Cushing's
syndronme.

However, as I have related to you in previous communications, it
is apparert that a combination of anti-abortion fervor in this
country and an arbitrary import ban imposed by the Food and Drug
Admninistration has discouraged the drug's manufacturer, Roussel
UCLA?, from continuing existing clinical trials with this drug or
providing the drug tor new research projects. .

This is tragic. gick and dying Americans could be helped with
this drug. And today I urge you to take several actions vwhich I
believe could help remedy this unnecessary and embarrassing
problem vhich has stained our nation's reputation as a leader in
health cafe pelicy and research.

¥Mr. Secretary, I urge you to act as quickly as pbulblo on the
following proposals:

-1~ Lift the ban on personal importation of RU 486.
1t is unnecessary and appears to have been ordered
solely to assuage anti-abortion groups. Our review of
YDA files found that (1) there was no record of
surreptitious importation of this drug in any form, (2)
that there was no indication that a black market in RU
486 existed, and (3) that the FDA failed to consult ’?ﬁ ‘s

Ol 7\‘3/7 CC"’; o



Hon. Louis Sullivan
Page TvO

with either the medical community or other public
health officials prior to the issuance of the June 1989
ban.

Morsover, it appears that wvhile this ban does not
specifically restrict nmadical research with the
unapproved drug, since the imposition of the alert no
new RU 486-related clinical trials in this country have
been initiated. Earlier trials with the drug have been
concluded, or are winding down, in some cases becauss
the drug's manufacturer has declined to make available
new quantities of RU 486. I believe that the company's
decision is in part a response to the FDA's import
alert.

-2- Short supplies of the drug in this country have
closed highly successful therapeutic programs for;
treatment of Cushing's Syndrome -- a sonetimes fatal
auto-immune disease. It 1is my understanding that RO
486 is the only known drug treatment for this illness. =

New clinical trials of this treatment at the National
Institutes of Health have been placed on hold because
the company will not guarantee that new quantities of
the RU 486 will bs made -available for Cushing's
Syndrome patients. This will mean more suffering for
some, and perhaps an early death for others.

Therefors, I ask you to use the good offices of your
position and request that the company give quantities
“1m 486 to NIH to expand this important clinical
trial.

~~<3= Your department and the FDA must make attirmative
statements zhat (1) this Administration without
qualitication supports nedical research in the United
States using RU 486, and (2) that Roussel UCLAP,
ralated companies, its subsidiaries or its licensees
vill receive a fair and politically unblased hearing
wvhen and if a new drug approval application for RU 486
is submitted.

on this question, perhaps you could initiate these

rtant statements by respond to me, in writing,
the vievs of your department a the Administration
rczardinq for ressarch with, and licensing of RU 486 in
this country.

MIF 003538



Roen. Louls Sullivan
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gubcommittee has a clear jurisdiction to investigate, assess
and recommend changes in federal regulation as it impacts the
competitivéness of American enterprise. I believe that the FDA's
decision in this area has created a significant roadblock for
U.S. drug research and development efforts insofar as they are
dependent on investigations with RU 486, its companion drugs, or
nev drugs which may be developed on similar chemical models.

1 also believe that the PDA has clearly abused its discretionary
regulatory authority in the case of RU 486, and that its
platantly insufticient arguments before this subcounittee
denonstrate an obvious disregard of the agency's congressional
mandate.

If I may quote from a Monday, December 3, 1990, editorial on this
subject in the 108 Angales Times: nThe FDA is a partner in
medicine, caertifying scientists’ claims for their new drugs: As
such, it shares the responsibility of physicians to provide help.
In this case, the agency is hiding, not providing, and the Nhite
House must set it straight.* e

As the nation's chief health officer, you, I believe, are in a
unique position to begin secting this issue straight. Should
you have any questions regarding this request, please don't
hesitate to call on me or Steve Jenning of the subcommittee staff
at (202) 225-7797.

Sincerely,

b Wil

RON WYDEN
-~ Chairman

L
cc. David Kessler, Commissioner, Food and Drug Administration

l 4

APPEARS THIS WAY
ON ORIGINAL
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The Honorable Ron Wyden : Ave v - - ETARIAT

Chairman, Subcommittee on Regulation, ﬁgco 5 1991
Business Opportunities, and Energy

Committee on Spall Business

House of Represcntatives

washington, D.C. 20518

Dear Mr. Wyden:

This is in response to your latter regarding issues related to
the unapproved new drug, RU-486. As you may remember you
raised this issue during our October 20 meeting. I sincerely
apologize for the lengthy delay in responding. '

First, let me emphasize the strong comnitment of the Food and
prug Adninistration«{FDA) both to appropriate implcmentationrbt
the law and to makin important therapies available to those -
who need them. We f rmly believe that it is the pre-eminent )
responsibility of the FDA to protect the public health. >
you expressed concern about the current import alert on RU-486,
and especially about a potential adverse impact on research.

It was public health reasons that led FDA to restrict the
jmportation of RU-486 for personal use. The rationale for that
daecision, discussed by FDA witnesses at a November 19, 1991
hearing before your subcommittes, included concerns about the
potential risk of serious adverse effects such as excessive
uterine bleeding to patients who, because of the intended use
of the product, might not be under the care of a physician. In
adaition, as Mx. Chesemore stated at that time, RU-486 does not
tic current criteria for allowing for personal importation of
an unapproved drugj that is, as an abortifacient, RU-486 is not
proposed for treatment of a serious condition for which no
alternative thexapy exists, a primary consideration in the
deve}Opnant and implementation of our personal jmportation

op°1 ch -’

It is‘ﬁy‘understanding that the import alert in no wvay
restricts the importation of this drug for research purposes.
FDA also has provided clarification to its field offices
relative to the importations of unapproved drugs for non-
clinical research, stating that such importation will be
allowed if certain regulatory requirenents are met. A copy of
that guidance is enclosed for your information.
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Page 2 - The Honor&blc Ron Wyden

FDA's drug review authority under the Federal Food, Drug, and
Cosmetic Act is limited to determinations based on the data and
information requirements mandated by the statute. Our
regulations governing the conduct of clinijcal investigations
require a person who wishes to conduct a clinical investigation
on an unapproved drug to submit to FDA an Investigational New
Drug Application (IND) and to comply with all applicable
regulatory requirements governing the conduct of clinical
investigations. Studies using RU-486 have been allowed by FDA
under INDs for a number of years and have in some cases been
supported by the National Institutes of Health. An IND becomes
effective within thirty days unless FDA notifies the sponsor of
the investigation that the proposed elinical trial should not
proceed. The grounds for taking such action are that (1) the
sponsor has not provided sufficient information to evaluate the
risks of the drug, (2) the risks to the subject are :
unreasonable, (3) the investigators are not qualified, or (4)
the information provided to the investigator is misleading.
Finally, your letter raises the issue of a fair and unbiased .
review of any application received by FDA. Let ne enphasize :.
that we are comnitted to maintaining the scientific integrity’
of FDA's new drug testing and approval process carried out
under existing law. I can assure you that any protocol
gubmitted to FDA will be given a fair review based on the
gscientific issues involved.

1 appreciate your perspective on this complex issue and your
commitment to improving the public health of all Americans

Sincerely yours,

€aroel) R. Schemai
Deputy Commissionsx
_ for External Affairs
Enclosure

"w
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Mesith Service

Food snd Drug Administration

Aockville MO 20087
December 15, 1992

mnnouti:e Rom Wyden
irman

" gubcommittes OR Regulation,

susivess opportunities, and Enexgy
House of Representatives

3-363 Rayburn Eouse office Building
washington, D.C. 20518-6318

Dear Mr. Wydens

ahis is in response to your letterx of noccnbof 10, 199%3,
regarding the drug mifepristons (rRU-486) manufactured by Rougssel-
volaf, in which you ask several quastions. ,

you asked first whether the Yood and Drug Administration would
consider clinical trials in Europe as adequate evidence of the
drug’s sagety and efficacy for purposes of approval ian the onited
states for {nterruption of early pregnancy and whether additional
husan testing might be pecessazy to fulfill vaited States
requirements. As with any other drug, the ¥YDA is willing to ;
consider foreign clinical trials as evidence of safety and
efficacy, although we always reserve the right to audit the data
according to our usual procedures. We recently approved an oral
coatraceptive (Dasogen) based entirely on clinical studies
conducted in the United Kingdom. Other drugs have also been
approved on the basis of foreign trials alone. Agency stagf who
will be respomnsible for reviewing any pifepristone application
report that, based oa publicly avallable informatiom and
1iterature reports, the available data may well be sufficient to
permit an adequate review. Therefore, further clinical trials
may not de required, However, witbout an spplication subaitted
vo the Agency foT review, we cannot give a definitive answey on
this question.

Yoy also ask for an estinate of the length of time and the costs
involved for a cospany seaking to obtain approval of nifepristone
in the Uoiteq states. ¥hile we are pot experts oa cost issues,
the costs-of preparing a pew drug application for this product
should mot be excessive pecause much of the necessary information
is already avallable. she Pharmaceutical Wanufacturers
associstion, or its pexber companies, may be able to be more
helpful on this issue. pased on our curreant smowledge regarding
the data oa the dxug’s safety and effectiveness, we estimate that
the review process at the ¥DA would take approximately four to
six months, which would include the involvenent of a publie
sdvisozy committes.

MIF 003542



Representative Ron Wyden 2

In response
obtaining ac
know, under
oconjunction w

distribut

terms of
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MIF 003543

to yo{xr last question, an unresolved issue would be
cess in this country to a prostaglandin which, as you

the terms of the foreign approvals, must be taken in

"

{th mifepristons. In addition, as you are awars,
{ca-of mifepristone 1is clogely controlled under the

the foreign approvals. The appropriste digtribution
aifepristone in this country would also nsed to Dbe

gincerely yours,

caxol R.
peputy Commissionaxr
for External Affairs

APPEARS THIS WAY
ON ORIGINAL
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Decenber 10, 1993

Dr. David A, Kessler
commissioney .
U.8. Yood and Prug Administratien
Room 14-71

5600 Fishers lane

Rockville, Maryland 20857

Yia Fax: (301) 4433200

pear DUz, Xessler,

-

»
s

4

This subcomnittes is investigating several issues relating to
the U.S. regulation of, and marketplace opportunities for ths
Trench drug RU_¢8§, wanufactursd by Roussel Uclaf., Key to this
inquiry is the current viev of the U.S, Food and ong
Administration ragarding the safety and efficacy proofs which vil
be rsquired should the manufacturer decide to market this drug in
the United States, and the time burden likely to face tha company
should it seek a nav drug approval from your agancy.

While the agency should not -- and does not -« intend to in
any vay lessgen the normal burden of R%rooz required for any new
d.rug the cagse (prospesotively) of 486, ve ars interested in
wvhether ccientists within the FOA’s nev drug approval section have
any views regarding the breadth and quality of experience vith this
drug in-Yrance, and in other foreign markets.

In this_context, I have several questions for the agency:

- ~ To what aextent doss the agency deem Zuropean
experience with this drug, including wore than 100,000
c% t:.ll ::“d:'cu ca!u: in m!;rmogﬂ-iuco ?“' as ovidm:
o s safs eftica or purposes o
approval in the United States? «

w= If Zuropean experience with RU 436 is dinc%x
applicable to re szents demanded within the
standard drug approval process, is it possible to attach
soms comparative valus to that which is already known
about the drug? .

MIF 003544
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Speaifically, can {ou give & rough estimate ss to the
: or portion of the usual U.8. drug approval
precess, including demande for axtensive human testing,
vhich =zay aslready be satisfied Dy ths Eurecpean
experience?

~ gimilarly, can you provide any estimate as to hovw
long a'U.8, drug approval process would take in light of
the extensive evidence of safety amd sffectiveness
already available for RU 4867 Perhaps the agency can
point to the case of another foreign drug used

extanzively, and safely, overseas prier to the

panugacturer’s application tor a U.6. drug approval?

== Bubcommittes staff have eépoken vith a number of U.8, -
pharsaceutical conmiu which have an interest in'

ting RU 486, or a similar drug, in:
the U.S. Thege companies have suggested that U.S. -

licensing and distr

approval of this drug, for the reasans mentioned adove,
would be relstively svift and inexpensive.

The representative of one fira intervieved by
subcommittes stagf estimated that the total cost vould be
vell under $5 ailiion ~= a marked difference from the
average cost of 3 full-scale, full-phase, drug approval
pﬁﬁ" estimated by Tufts University at more than $200
B on. ' - -

While this estimate of the poasible cost of taking RU 486
through the U.8. drug approval process obviously is very
spoculative, would you say that this forecast still could

_be in the ballpark given vhat ve know of the Furopean
. experience with RU 486 in terss of safety and

effectivonsss, and whatesver additional proofs =may be
demanded by the agency?

-~ rinally, are you avare of any unusual or unique
cireumstances involving this drug wvhich could delay,
eopardize or othsrvise seriously impede its vavievw

e FDA’s drug approval process, should the company come
forvard vith an application? )
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Thank you for your attention to thase questions, I vould very
such appreciate your earliest possible responsa. Should you have
any questions, pleass don’t hesitate to contact me, or Steve
Jenning of tha subcoxmittee staff at (202) 235-7797,

Sincsrely,

B

RON WYDEN
Chairman

ce. Congressional Affairs, PDA,
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Honorable Donna E. Shalala

Secretary

U.S. Department of Health
and Human Services

200 Independence Avenue, S.W, :
Room 61SF '
Washington, D.C. 20201

Dear Donna:

Thank you for your letter of May 7. 1 have passed it on to Larry
Lader.

While no final decision has been reached, 1 believe that an effort will
be made to sscure approval of either the Chinese version of mifeprisione or of a
domestically produced product, if only to provide an alternative if the Roussel
Population Council effort is not productive. '
Keep up the good work!
Kindest personal regards.
- Sincerely,

@

Edward N. Costikyan

ENC:cd Tg(’ 792 :
TRACER

b

4 PSS - Y
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’ "3‘2 Office of the Assistant Secretary

for Health
Washington DC 20201
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Mr. Lawrence _Lader

Pregsident i

Abortion Rights Mobilization
-17% yifth Avenue, Suite 814
New York, New York 10010

Dear Mr. Lader:

This is in response to your recent letter to Secretary Shalala
concerning the availability of mifepristone (RU-486) in the

United States.

We appreciate you sharing your research placs with us and for
offering to share your expertise in manufacturing RU-486. As you
may be aware, in an April 20 meeting with senior representatives

of the Food and Drug Administration (FDA), Roussel Uclaf agreed . .

to license the drug RU-486 to the Population Council, a non- -
profit scientific and technical organization, for distribution ins
the United States, and to transfer the technology necessary for -
producing the drug. The Population Council will identify a S
manufacturer for RU-486 in the United States market, will begin a
clinical trial to test the drug in the United States, and will
move as soon as possible to submit a New Drug Application to FDa.

These actions do not, of course, preclude you from pursuing the
interested in pursuing FDA approval for your product, you may
wish to coatact the FDA bafore submission of an Investigational
New Drug Application (IND) to arrangs for a pra-IND meeting.
Again, we appreciate your offer of assistance.
Sincerely yours,

g — -

P
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ABORTION RIGHTS MOBILIZATION
175 Fifth Avenue (Suite $14)

New York, N.Y. 10010

212/673-2040

March 31, 1993

Hon. Donna E. Shalala

Secretary Of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Secretary Shalala:

Abortion Rights Mobilization, Inc., has been
actively seeking to make RU 486 available to the women
of this country. ARM organized last summer’s court
taest of the FDA’s import ban and earlier this year
announced.our. intention to start testing the drug
manufactured in China. We are announcing tomorrew that
ARM’s research scientists have wmanufactured RU 48: at a
laboratory hers in the United Scates and that ARN will
be applying to the Focd and Drug Administration for
permission to test our versien of the pill.

ARM’s efforts in this area demonstrate that
sufficient quantities of RU 486 can be readily
obtained, either by importation from China or by
domestic manufacture, for the drug to be made generally
available to American women, once the FDA approval
process has been completed. To date, the stumbling
block to achieving this end has been the obstinate
refusal of Roussel Uclaf, the holder of the patent, to
sell or license others to produce RU 486 in the United
States. Roussel’s intractability need not penalize
American women any longer.

As you know, on January 22, 1993, President
Clinton directed that "you promptly assess initiatives
by which the Department of Health and Human Services
can promote the testing, licensing, and manufacturing
in the United States of RU-486 or other
antiprogestins.” There is a simple and cost-free
initiative you can take to satisfy this goal and make
RU 486 widely available in this country.

Section 1498(a) of Title 28 of the United
States Code authorizes the government, without the
congsent of a patent holder, to use or manufacture a
private company’s patented invention with the

[ 55524

To impiement and Guaraanies A Woran's Right To Lagal Aborion ss Decresd by the U.S. Supreme Count

Tax-exempt under Sec. 301-C.3 11’Arwnq



Hon. Donna E. Shalala
March 31, 1993 ‘
Page 2

compensation for the government’s use to be determined by the
United States . Claims Court. This statute gives the
government a power akin to eminent domain -- the right to
impose a license agreement upon a patent holder for a public
purpose -- and forbids the patent owner from enjoining the
government’s (or the government’s contractor’s) use of its
patent.

Under this section, your Department can contract with
a drug company in this country or elsevhere to manufacture
and distribute RU 486 to American women at cost. Obtaining
the medical and social benefits of RU 486, particularly when
compared to the cost, trauma, and in many areas, :
unavailability, of surgical abortions, the only FDA approved
alternative, is a clear and compelling public purpose
justifying the invocation of the compulsory license
provisions of 28 U.S.C. § 1498(a).

L

ARM urges you to implement President Clinton’s
January 22nd directive by informing Roussel that if it does
not apply for a new drug application immedjately, then your
Department will contract with a drug company here to test,
manufacture and distribute the drug to American wvomen. Your
Department should immediately solicit proposals from drug
companies for the production of RU 486 so that there will be
no further delay in getting this important drug to the people
who have been so cruelly denied it.

NS gy

Towards this end, ARM will gladly turn over to the
drug company chosen by you, free of charge, ARM's
considerable learning and expertise in the manufacture of RU
486. This will save the new company months of work and ,
shorten the time needed to start the full-scale production of
the drug.

Very truly yours,

-
- /(‘WV"H-L &&u

Lawraence Lader, President

"

?6’2'74/.:_ O/ A
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(212) 373-3332 February 2%, 1993

Bonorable Donna E. Shalala

Secretary

U.S. Department of Health
and Human Services

200 Independence Avenue, S.W.

Roon 61SP

washington, DC 20201

L 2T AL I

pear Donnai

Thank you for responding to my lettar about —
e Th@ building of your staff after the record
of the last 12 years must bs a challenging task.

I am writing about a patter that falls within your
Jurisdiction and in which I think you might have an
interest. For some years I have represented Larry Lader of
the Abortion Rights Mobilization in connection with his
efforts to get RUABE, the Franch abortifacient, available for
women in the United States. You way remenbar that some
months ago Lader arranged to bave a RU486 pill brought into
the country as a pasis for challenging the regulations of
the TDA that prohibited its ixportation.

[ 4

'~ . In the course of his exploration of the problen,
ne learnesd that the Chinese have produced a pill which
appears’ to be the functional equivalent of the French pill
and he has arranged vith the supervisor of the Chinese
progran, the Peking Unlo Mealcak Coliegs, to obtain a
supply of that pill for testing purposes in the

United Statez. It is his intention in due course to submit
the results of those tests to the FDA and to go through the
FDA procedures to secure approval of the izmportation and use
of the pill in this country. I enclose 3 copy of the

TH*
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Honorable Donna E. Shalala 2

statament that Larry made some weeks ago which is self-
explanatory, along with a copy of a statsment by Dr. Louise

er, vho. is vell-known in the tield and is the medical
consultant to Abortion Rights Mobilization.

I also understand that a representative of the
franch company will be visiting or has visited the FOA 4n
the last week or so. obviously, if Roussel were repared to
import their pill, a lot of problems would be avo ded,
including possible patent 1itigation batveen Roussel and the
Chiness. '

1 bring this to your attention in the hopa that it
may be helpful {n vhatever discussions may take place with
the French manufacturer and also so that you will be aware
that there is an alternative route to accomplishing the
objective if Roussal continues its present position.

1 sea you on television with regularity and you
look like you are enjoying it all,as you should.

Kindest personal regards,

gincerely,

gavard! N. Cogtikyan

Enclosures

™ v
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STATEMENT BY LAWRENCE LADER
PRESIDENT, ARM

THIS PILL IN MY HAND IS CHINA"S VERSION oF Rijugs,

Nor women’s Hesun meves |VHE FRENCH ABORTIFACIENT, IT MAY PRADUCE A BRFAXIHRNUGH

Vice Mrag,

€din Togue, Evec. D,

Cwvowses Come |ABLE TO AMERICAN WOMEN.

Ssorelery-Tredsuer
Josaph ¥, Siehaa, PR D.. Aus .

NotY Assee. of Cotholic Laay

Vichs Algxantes, M0,

Fran Avelione

Sisty Coordneny,
N.J Right » Choose
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Soy Chinsled

Aren DeCrow, Former Pres.. NOW

Vangn Fatmaey

Dense D Fupe, Former Nat Bd , NOW
Mgy Oiwnd & Usce

B& Groon, Mom,,

U $ rovee ot Neps, (NY)

Nev. Rubet Mere, Mol
NYS Astypuns Leadirs 07

IN OUR CEASELESS CAMPAIGN TO MAKE AN ARORTION PILL AVA}..

IN ORDER TO CONDUCT THE FIRST RESEARCI 1S1% IN
THE U.S. ON THE CHINESE PILL PEKING UNION MEDICAL i igct,
WHICH SUPERVISES THE CHINESE PROGRAM, HAS GIVEN It i
PERMISSION FOR TESTING. IT HAS ALSO SUPPLIED 1§ Wil wfiTu
ILLS AND ITS KESEARCH STUDIES.

OUR GROUP HAS MDE CONTACTWITH THE FOON AND DRk,
ADMINISTRATION (FDA), WHICH HAS TO APPROVE A NEW RN,
WE WERE ENCOURAGED TO START PRE_CLINICAL TESTING m1 1
CHINESE PILL,

THE FIKS] CRITICAL RESEARCH STEP 1S 10 COMPARF

v

mm"g RU 486 WITH THE CHINESE PILL, ONE OF OUR SCIENTISFS
s s HAS CONPLETED AN ORGANIC CHEMICAL ARALYSIS OF THE 10
s lor @
e X orews [PILLS, AND HAS KEPORTED THAT THE ACTIVE, CHEMICAL
Camoics 1o 9 Froe Choke
o e roe | INGREDIENT 1N BOTH IS INDISTINGUISHABLE.
v ANOTHER SCIENVIST IS CONDUCTING A BLOOI PRUFII)

sorpanuotons bied s
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STUDY IN PRIMATES TO COMPARE THE PHARMOCOLOGIC AXD
METABOLIC CHARACTER OF BOTH PILLS, IT SHOULD BE COMPLLILD
SHORTLY, AND MAY GIVE US FURTHER CORROBORATION THAT RUM
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PILLS ARE EFFECTIVELY THE SAME.
THESE STUDIES witL BE SUBMITTED ORILRELL

[ OUR 1D OR HEW DRUG APPLICATION, 1t hikt | ih
DECIDES THAT THE CHINESE PILL AdD RUugH ARL
IHDISTINGUISHABLE s v+¢ IF CHINESE RESLARCH ALY
AND EXPERTENCE IH THOUSANDS OF PATIENIS 13 (0P RIAIR |
[N SAFETY AND EFFICACY T0 THE 150,000 CASES 1H FRANCL,
SHEDER AND BRITAIN, FURTHER TESTING KLUuiREN BY Tk
EDA WILL BE CONSIDERABLY SHORTCNED.

AS TO THE PATENT ON RU436 HLLD BY TiLRUUSSCL
COMPANY OF FRANCE, OUR LEGAL TEAM HAS ASSUREY Us THA
UNDER THE LAW OF 35 U,S.CODE 271 {2 €% Kb SLAKGAl
TESTING ON THE CHINESE PILL MAY B CAKRILD (1 AS
LONG AS HO COERCIAL PROJUCTION Ady SALL AKL Jr¥t e

WE FORTUNATELY dUN HAVE A FRESIUCN)
SUPPORTING SUCH TESTING. U JANUAKY 22, Pialuemt
CLINTON ORDERED THE SECRETARY OF HEALTH AR it
SERVICES T0 "PROMOTE THE TESTING, LICENSING Al A-
NUFACTURING 1N THE UNITED STATES OF RU436 Ok U1HLR
ANT1-PROGESTINS.

T0 ENSURE OUR TESVING MEETS Tk, HtLst
STANDARDS, Wt HAV: ERLISIED DR, LUUISE YIKEK, PUk
16 YEARS MEDICAL DIKECIOR OF PLANNED PAKENIAUUD
FEDERATIUN UF AMEKIUA, NOW KETIKED, TU SUPLKYINE i,

umIleM'uwuwdmanvnu Sprie Co

Tosonenyt Ui Sed. $03CD
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eonns OF nac1One : WHAT EFFECY WILL THE LHINESE PILL HAVE UA
~es | THE APPROVAL OF AN ABOR1JON PILL FUR THL U. $.7
¢moe wovres. | pLESIOENT CLINTON WANTS 1V, EVERY WOMCN'S GRUUE wAXTS
worw | 17, WE EXPLCI THAI OUR TESTIAG WILL PROVI 10 (s
et e e o | ROUSSEL COMPANY THAT 1T CAN NO LONGER DENY AMcRICAJ
....m.r:.'z: WOMEN ONE OF THE MOST EFFIUIENI AND SAFEST M 1w
e ST | OF BARLY ABUKIIUN, We EXPECE 10 SPUR ROUSSLL 10 MAKE
Begrolary:
sae s wien. 2 0, roee | IMMEDIATE APPLICATION TO THE FDA TO BRING Ritust 11D
m*;_*;;;: THE U.S., UK 10 WURK QUT AN ARRANGEMLNT WIIH ik
CHINESE UFFICIALS OR AN AMERICAN DRUG MANUFACTUKLE

o000 Datosittinss
N&M"M

Con somy. romer ov. | FOR COMMERCIAL PRODUCTION HERE.

atgh, Crwvgy Consulleren Sat.

Soreame oes Wb WILL ACCEM1 NO MORE EVASIONS OR DILAY,
v e v | THE TIME HAS CUME FUR AMERICA 1O HAVE IHE BEST AKIRLID
e © 3oe, #4imm i b wow | PILL AVAILABLE. :
Awe Buvvw A Qe P
oe Govems s | =——[AYRENCE LADERs AUTHOR OF TIC SO0OK ABUSfId,

UV § MHouse ¥ Mepd NV}

e Auensren ooo | 1N 1966, C1TED MANY TTMES )H THE SUPREME COUKI®:

MNVE Reagmus Lesdens v

avween e | onc v WADE, AND OF THE RECENTLY PUBLISHED RU-La.,

Sabone Jesapha, Mem,

~em e woee | | ADER WAS FOUNDING CHAIR OF NATIGHAL ABURIION Kllnls
ot coomms ha a trve Sewe | ACTION | EAGUE (NARAL) FROM 1969 TO 1975, SIWCE Nt
Gemnms i o #ros Gmeme | yp AS BEEN PRESIDENT OF ABORTION RIGHTS MOSILI/A1IGH
oarerer ourme | CARM), AND THE KECIPIENT OF MANY AWARDS INCLUNIAC
rrportosecs sowe w | NOW’S CEK11FICAIE OF DISTINCTION AND THE FEAMINITI

MAJORITY's “FEMINIS) UF THE YRAR® AWARD IR 1uyr,

- R WHG I GEB W e

% wois g Guws A Whsege'p Aapa Ty Logm Alasrvuan 50 Vulsetd 9y &0 ¥ © oty L
Voswacugt wntns Sot 3010
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920733040 _
SOAAD OF DIRIETORS ) STATEMENT UF DR.LOUISE TYRER
Proseent MEDICAL CONSULTANT (U ARM
Lovwpnss Ladut
m:um MY COMMIIMENI 10 WOMEN'S REVRUDULYIVE HEALIH
Voo Pves. STARTED DURING 1HE FIRST 16 YEARS OF MY LJFL wWrilH
Sorberd Boormen
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DIE NEEDLESSLY FKUM UNLUNIRULLABLL LHILY pLAnine i
BOTCHED ABORTIONS. | FOLLOWED THE CALLING OF THL ileARI
YO BECOME AN OB/GYN SPECIALIST, AND HAV DENCATEY

. MY LIFE 10 FUKIHER 16E AVAILABILITY UF BIRTH COANEAR

SERVICES T0 WOMEW OF THE WORLD. AND MOST FAR{ICULARLY

EOR DISADVNATAGED WOMEX.

FKOM 1970 TO 1975 | DIRECIED THE 9IVISI
OF FAMILY PLANNIHG OF THE AMERICAN COLLEGE OF
OBSTETKICIANS AND GYNECOLUGISTS AS THE FIRS) Wi
STAFF PHYSICIAN OF YHAY PRESIIGIUUS ORGANIZAT 10N,
| THEN SERVED FOR 16 YEARS IN THE POSITION O ViCE
PRESIDENT FOR MEDICAL AFFAIRS OF PLANNED PARERIRUOD
FEDERATION UF AMEKICA, AN ORGANIZAIION IRAL YLARLY
PROVIDES REPRUDUCI IVE HEALIH SERVILES 10 NEAKEY
5 MILLION INDIVIDUALS IN THE U.S. | HAVL ALMAYV
INSISTED THAT ACCESS TO BIRTH CONIROL MUSY KL ¢
ACCOMPANIED BY HIGH QUALITY SERVICE, AND THAI JdLY
SCIENTIFICALLY PROVEN SAFE AND EFFECTIVL METHIIS e

PROVIDED,
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ABORTION RIGHTS MOBILIZATION
178 PN Avehwe (Sune 914)

New York, LY, 10019

1872080

IN THIS KESEARCH PROJECT ON THE CHINESE Pn.L, W
RECOGNIZL THA) THE HEALTH OF THE AMCRICAN WOMIW 1§
AT STAKE. WE HAVE ENLISTED THE MOST HIGHLY REVAKIED
SCIENTISTS, AS WELL AS THOSE MOST EXPERIENCED 1ii-THI5
'FIELD OF KESEARCH. N ACCORDNACE WITH SCIENIfI(
STANDAKDS, THEIR NAMES WILL BECOME PUBLIC RECORD WHEN
THEIR STUDIES ARE SUBMITTED IN A FORMAL IND
APPLICATIOR TO THE FDA,

OUR FIRST SCIENTIFIL KESOURCE WAS Tdt S1UultS
CARRIED OUT UNDER THE SUPERVISION OF DR.YU-Minisi¥y/
OF BEIJING MEDICAL COLLEGE, WHO 1S THE LLAUIRG filwcSi
RESEARCHER IN THIS FIELD, SOME RESULIS OF 1iESt 3huplf:
HAVE BEEN PUBLISHED BY INTERNATIONAL JOURNALS Sutst AS
THE JOURNAL OF REPRODUCTIVE MEDECINE. (V.1 WO0.Z, 1.0,

HOWEVER, 1HE MAIN OBJECIIVE IN PRE-CLIRICAL
TESTING 1S YO COMPARE THE CHINESE PILL 10 RU43L. WHICH
HAS ALREADY BEEN PROVEN YO BE SAFE AND EFF JCAC)DUS
IN SOME 150,000 CASES IN FRANCE, BRIJAIN AND St DN,
IF THE ACYIVE INGREDIENT IN BOTH PILLS ARE INDISVINGIA-
SHABLE (AS HAS BEEN SHOWN IN THE FIRST ANALYSIS AD
MAY BE CORRUBORATED 1il THE SECOI® SIUDY 10 BL COMPLEIED
IN THE NEAR FUTURE), WE WILL ASK THE FiA YO APPRIML
THE SIARI OF HUMAN TESTING IN THE U.S. - ;

SINCE 1| WILL BE THE PHYSILIAM IN LHARIE Ur
THE HUMAN TESTING, | WILL INSIST UPON A CAREFUILY

o DA UP RESEARCH PROTOCOL THAT APUREES J0.JIK, ilGHST

Tas woomgn wom Got. 31l
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$12873-2040 . _ :
STANDARDS OF CARE, ALONG WITH DATA COLLECTION AdD

- ANALYSIS. WOMEN TAKING THE PILL WILL BE FULLY 1t Oy
AND CAREFULLY EVALUATED VOLUNTEERS. THLY wiui
BE SCREENED 10 ENSURE THAT THEY MATCH THE CRIIERIA
DETAILEU IN OUR RESEARCH PROTOCOL AND DO HOT HAVE ANY
MEDICAL UONTRA-INDICATIONS SUCH AS HIGH ELOD
PRESSURE, CORONARY HEART DISEASE, HEAVY SHOKIi,
AND THAT THEIR PREGNANCY IS WITHIN THE TIME-LIMDIS
FOR ITS MOST EFFECTIVE USE. ABOVE ALL, | WILL w In
ATTENDANCE TO THE WOMEN VOLUNTEERS, THE. PILL CAUSLS
BLEEDING WHICH 1S USUALLY LITTLE MORE THAR wOKMAL
MENSTRUAL FLOW. THE CYTOTEC OR OTHER PROSIAGLAtIIA

TAKEN TWO DAYS LATER WILL ASSIST WITH COMPLETL ! AIPTY Lt
OF THE UTELRUS, 1 WILL ENSURE THAT IN THE LVEN] OI A Kikt
CASE OF HEAVY BLEEDING, PROMPT AND APPROPRIAT( 1RFAifiiti
IS INSTITUYED TO RESOLVE THE SITUATION. THF
WOMAN WILL BE CHECKED SUBSEQUENTLY YO BE CERAIIN THAT
THE PREGNANCY HAS BEEN TERMINATED.,

IN TillS PRUJECT WE WANT TO BE SURE THAY Vi
CHINESE PILL )S AS SAFE AND EFFECTIVE AS RU4SL Ady)
THEN TO FIND WAYS TO EHSURE U.S. WOMEN ACCESS 1D It
SAME ADVANCED TECHNOLOGY FOR TERMINATING AR TARLY
PREGNANCY AS IS AVAILABLE TO WOMEN IN FRANCE, nKiTAld,
SWEDEN AND CHINA.

Vo nglomers ond Ouwsarmes A Wuman's Kot 10 Lo ADOTON 30 Dedied by B¢ U3, Supreens Cort

Taranmet wndy Suc. $01C9



YHE SECAETARY OF HEALTH ANO HUMAN SERAVICES
WasNOTON, o€. 20308

MAY ~ 7 1968

Mc. B2dward ,l.”Coﬂ:iky‘a

paul, Weiss, rifkind, Wharton & Garrison
1285 Avenuse of. the Amexicas

Mew York, New York 10019-6064

pear Ed:

ohis is in response to your letters regarding the drug RU-486
(mitepristonse). 1 appreciate your sharing the {nformation on
Larxy Lader’'s efforts related to the Chinese version of RU-486
and of his concerns regarding the continued avsilability of

As you may know, president Clinton has directed ms to study the
issues surrounding the availability of RU-486 in the country,
includiag initistives that can be undertaken to promote the ,
arug’s testing and licensing in this country. In addition, the
president directed an ascessuent of whether there is sufficient -
evidence to exclude qualification of RU-486 for importatiom unde?

yood and Drug Administration’s (FPDA) personal use importation
policy. If the asgessment shows that the drug qualifies for .-
importation, the {mport alert would be rescinded. The FDA is an
active participant in this ongoing evaluation.

on Yebruary 24, geniox representatives fxrom ¥DA and Rousssl-Uclaf
met to discuss the scientific and medical issues {involved in the
submission of a marketing application. Although Roussel-Uclaf
asgerted at the meeting that RU-486 should de pade availadble in
the United States, the f£irm empbasized the {mportance of f£inding
a way to achieve that goal without its direct involvement.

yDA is fully prepared to review an investigational new drug or
marketing application for mifepristons (as with any other drug),
if one is submitted, based on established legal and scieptitic
criteria. Thus, if your client wishes to subtait an

version of mifepristone {n the United States, YDA is prepared to
review the application and to provide advice on the extent of
testing that would be required for marketing approval.

.1

g, W oz
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Fage 3 - Mr. Edward B. Costikyan

Thank you ;qain for \_n:itinq. ¢ also appreciate your xind wozds

of encouragement.
| gincerely,

. -

poona B. Shalala

APPEARS THIS WAY
ON ORIGINAL

"
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March 12, 1993

Honorable Donna E. Shalala
Secretary
U.S. Depariment of Health

and Human Services

200 Independence Avenue, S.W,

Room 615F

Washington, D.C. 20201

Dear Donna:

re-
E (o

b 114
QIO;
[ 4

1

*1]

s
gia

LEIRARAN
N
4

A piece of information has come to my atiention which I think I should
bring to yours. The RU 486 treatment requires the use of a drug called Cytotec as
part of the treatment. It is an essential part. Cytotec is manufactured by Searle,
which is a subsidiary of Monsanto.

Larry Lader has been advised that Monsanto has decided to remove
Cytotec from the market. The result of that would be to make RU 486 unusable.

I understand there is legislation which bars removal from the market of
a drug which {s-important for public health purposes. I suggest that Cytotec is such a
drug and, if itfs, that the goverament should be interested in whether or not the

repost of its withdrawal

from happening,

Certsinly, the report is worth inquiry.

MIF 003561

from the market is accurate and take some steps to prevent it

7479
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PAUL, WEISS, RIFKIND. WHARTON 8 CARRISON

Honorable Donna E. Shalala 2

) .‘. -
Sincerely,

Edward N. Costikyan
ENC:cd '

APPEARS THIS WAY
ON ORIGINAL

™°"n
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/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heslth Service

.

Food and Orug Administration
Rockville MO 20857

February 3, 1993

Professor Wolfgang Hilger
President of the Board
Hoechst AG

D-6230 Frankfurt-am-Main 80
GERMANY

Dear Professor Hilqpr:

The Food and Drug Administration contacted Dr. Edouard Sakiz of
Roussel-Uclat in December 1992 to discuss the availability of
nifepristone in the United States for research and marketing.

The purpose of this letter is to inform you directly of our
interest in this important matter. The Food and Drug
Administration wants the opportunity to review a New Drug
Application for RU-486 for termination of early pregnancy. To.
that end, we think that Roussael-Uclaf should submit an r
application as soon as possible., If Roussel-Uclaf thinks that:-
additional research on RU-486 is required, Dr. Sakiz should -
advise us as to what research he thinks is necessary and provide
us with a time frame for conducting such research. We would
appreciate it if you would expedits progress in this regard.

At our February 24, 1993 meeting with Dr. sakiz we plan to
discuss the status of knowledge concerning the safety and
efficacy of the drug, the readiness for a New Drug Application
for this indication, the suitability of a treatment IND as an
interin undertaking, and the identity of the applicant.

We would appreciate hearing your views on this matter, I can be
reached at (301) 443-2410 and wy mailing address is: Room 14-71
Parklawn Building, 5600 Fishers Lane, Rockville, Maryland 20857.

L T

- vid A. Kessler, M.D.
issioner of Food and Drugs

"

cc: Dr. Edouard Sakiz

MIF 003563
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Apel 18, 1993

Dear D, Kesder,

wmmam 14 concerning the meeting you propose an the Rousse!

We are both awary that (he dev: o!RU“&hﬂuﬂddohbwﬂoahumd
Mmuwm which is almost ispossihle 1o resolve 1 8 way that

of our to 1ot be iovalved in the odnoﬁcudRUm&nb o
A&m&m" gmmwn&mﬂﬁ"&ﬂ“" [nieation to make e -

; uhwwmmmmmuwmmm“ -

the FDA dini
E eomidma wﬁ%kv &mm&mummwm

s, b v e iviy 0t a1 Lare romeied sy e b S5 0

mmf‘&m?m&“‘"%’“ oL sl agroement with

Ihmv mg;nu‘“ modn&w%?uﬁ% ApzMOtodmmithonm 10 be
m)“' mmmmunmwm ﬂsﬁmum

’md rapresantative of Hoschst would
Be sstured that I
h‘:f u%mquyndeﬂmMnum
Sincezely youss,

Mk

MIF 003564

Ad0J 3191SS0d 1534



PROF. DR. WOLFGANGQG HILGER 0230 FRANKFURT AM MAIN 80
VORSITAENOGA DES YORSTANDS FOSTTACH 0050

HOECHUST ARTIENOESELLACHAPT TELEFON 96 305-74 20

March 23, 1993

The Secretary of Health and Human Services
Mrs. Donna E..Shalals
Washington, D.C. 30201

U.S.A.

Dear Mrs. Shalala: .
Many thanks for your letter of March 12, 1993, which I have received by fax. -

I would like to describe the present situation in the USA as follows:

Y

Coap

On the request of the Food and Drugs Administration, a meeting with Dr. Edovard
Sakiz, President of Roussel Uclaf has taken place to discuss relevant question on the’
drug RU 486.

In their wide-ranging discussions both sides recognized the complexities of the issue,
involved in any decision to make the drug available in the United States.

The FDA has clearly pointed out that you are very much willing to see RU 486 made
available in the USA. However, the FDA accepts that Roussel Uclaf has no intention
to approach the FDA to obtain marketing licence for the drug. The FDA has
undertaken to approach third parties who are competant and might be interested to
sponsor clinical studics and to market the drug in the USA. Because the drug is
currently available only under very restricted distribution (France, the United
Kingdom and Sweden) it will become necessary that the FDA will issue new
regulation to contro) the use and distribution.

Both sides will.continue their consultations to clarify the many open questions on the
issue. At a Jatef stage a common decision on how to proceed in the USA will be
taken.

Yours sincerely,

Wetgpy Wp.

93~ /820

——*7’5:‘5-37@ ps
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. CITY OF NEW YORK -
COMMUNITY BOAREENO. 6 MANHATTAN

330 Eaet 26k Suree, New York, N.Y, 10010-1997  (212) 6790907  Fux 683:3749

. - . # q-‘
1= XA IR ¢ 2
UM ’
vl Sopent ' peBruary 16, 1993  :ouv.- g ™
Qe - g 2 75
Eles Imbimbe g‘ls':‘ - o)
hk“ '3.5;‘- .o
Cory Dr. Billy E. Jones, MD. P =4
Secand Yice Chalr President :
Ales Chien Health and Hospitals Corporation
Thind Viee Chalr 125 wWorth Street
Arsold Lehmse New York, NY 10013
Tesssw
W Dear Dr. Jones: .
Carel A Papar Enclosed please find a resolution passed at the
Diawies Mavager Comnmunity Board Six Manhattan Full Board Maeting

of February 10, 1993 concerning a moratorium on ’
Roussell-UCLAF pharmaceutical products and
petition to Roussell-UCLAF to begin testing of

RU-486 by the Federal Food and Drug Administration
("FDA").

If there are any questions pertaining to this o

rasolution, pleage contact the Boaxrd office at
(212)679-0907.

Sincerely,
Lou Sepefrsky, air Sherman Hollander, Chair
Community Board 6 "Health, Seniors & Human

Services Committee

c¢c: Hon. Daniel P. Moynihan
o Hon. Alfonse M. D'Amato
___- - Bon. Carolyn Maloney, U.S. Congress
Hon., Charles B. Rangel, U.S. Congress
(Louis W, Sullivan, M.D., Secretary of Health
Paxgaret A. Hamburg, M.D. NYC Dept. of Health
_ Peter Kelly, Beth Isracl Hospital ‘
Pam Brier, Bellevue Hospital
- Martin Begun, NYU Medical Center
‘Mp. Jeffrey Frerichs, Cabrini Medical Center
Mr. James Romer, Hospital for Joint Diseases
Comnunity Boards Citywide

MIF 003566



. CTT'Y OF NEW YORK
COMMUNITY BOARD NO. 6 MANHATTAN

330 Ease 26 Street, New York, N.Y, 10010-1997 (212 679-0907

FEBRUARY 1993

~ MORATORIUM ON ROUSSELL-UCLAP PHARMARCEUTICAL

RR 2 PRODUCTS
AND PETITION TO ROUSSELL-UCLAY TO BEGIN TESTING OF RU-486 BY
THE FEDERAL POOD AND DRUG ADMINISTRATION ("FDA"™)

WHEREAS, RU-486 is a drug that can be used to terminate an
unwanted pregnancy without a surgical procedure and further
shows great promise in the treatment of breast cancer, which
kills 46,000 wozen each year in the United States, including
4,100 in New York State and 1,600 in New York City; and

WHEREAS, some physicians believe that RU-486 can also be
useful in treating meningioma, brain tumors, endometrioses
and Cushing’s syndrome and in assisting in difficult
childbixth; and

NHEREAS, the sole owner and holder of the wanufacturing .
rights to RU-486 is Roussel-Uclaf ("Roussel"), a PFrench oo

COapanx} and ‘ T

WHEREAS, Roussel has refused to apply for Food and Drug
administration ("FPDA") approval to market or conduct
substantial testing and research on RU-486 in the United
States; and

WHEREAS, the New York City Kealth and Hospitals Corporation
("HHC") is a major purchaser of drugs from two 0.8,
companies that are affiliates of companies that own a total
of 89% of Roussel; and

WHRREAS, HHC will purchase from one of these two companies,
Boechst-Roussel, Pharmaceutical of New Jersey, over $1.26
milion $¢n drugs, including Claforanm, DiaBeta, Trental,
Lasix,_Streptase, snd Topicort, over a one-year period; and

WHEREAS, BHC _will purchase from the other company, Rhone-
Poulenc Rorer of Pennsylvania, over $450,000 in drugs,
including - Maalox, Theophylline Anhydrous, Calcitontin,
Triancincofene Acetonide, Desmopressin and
Aluninus/Magnesiua Hydxox, over a one-year pexiod; and

WHEREAS, RU-486 is. currently available to women in France,
England and Sweden and clinical trials of RU-486 are
reportedly being conducted in approximately ten other
countries, including Hungary, Italy, India and Chile; now

THEREFORE BE IT

MIF 003567



RESOLVED, that. Community Board 6 Manhattan condemns the
continued refusal of Roussel to apply to apply to the FDA
for approval to market or conduct substantial testing of RU-
486 in the (.S. as an unwarranted and outrageous deniasl of
accegs to—wolen of this {mportant product and a dangerous
limitation~on medical professionals in their ability to find
new treatment- for a range of life threatening diseases; and

be it furthexr

RESOLVED, that Community Board 6 Manhattan adds its voice to
those of prominent medical and heslth organizatioans in the
U.8., 4ncluding the american Medical Association, the
American College of Obstetricians and Gynacologists, and
American Women’s Medical Association and the National
Alliance of Breast Cancer Organjzations, in supporting the
testing of RU-486 in the U.S.3 and be it further

RESOLVED, that Community Board 6 Manhattan calls upon the

New York City Health and Hospitals Corporation and the NYC
voluntary hospitals to refuse to purchase any and all drugs
from Roussel and Roussel affiliates, for which adequate
substitutes are available, until Roussel takes the steps
necessary to petition the Food and Drug Administration fox
the full marketing and testing of RU-486 in the U.8. and

advises HHC and the NYC voluntary hospitals that it has done

s0; and be it further

RESOLVED, that Community Board 6 Manhattan calls for the
support and comment from the 59 other Coamunity Boaxrds in
adopting a similar resolution that would encourags both
public and voluntary hospitals within their boxders to
institute a similar moratorium.

PASSED: 22 IN FAVOR, 0 OPPOSED, 0 ABSTENTIONS, 0 ABSTENTIONS
FOR CAUSE, 1 PRESENT AND NOZ VOTING
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R TN e st
T v ‘.": >



Tue City oF NEW YORK
OFFICE OF THZ MAVOR
Ngw York, N.Y. 10007

January 22, 1993

The Honorable Donna Shalala
of Health and Huoman Services
1120 Vermont Avenue N.W.

Room 1088
Washington, D.C. 20270

Dear Madam Secforary: ¢ 9
L 4
Imwriﬁnzyoumday.ﬂw%&amdvmwofﬂwmew&dedslmindn
Bg&.ﬂ!&mwﬁthuymumovemwwmnummm*~
’de‘ﬂammwweregdumwmmwmma

m&ug.whinhhmdmivebeadyabomm.kmmnﬂyavaﬂauewwmmh

and has been used by more than 100,000 of them. Yet it respaing voavailable t0
mwhmnaﬁaudespheh:ﬂaﬂmsmukmay also prove useful in combatting other
mmxw.indndinzbminwmon.bruﬂcanw. endometriosis and uterine fibroids.

lnwxemmm.inmwaﬂabnitymbemcedwmcmmhmofﬁnpﬂm
mpmydkmdw,ﬂoechﬂAGolemy.w ¢ what it considers the
dsunting burdle of U.S. anti-choice forces. I have written 10 thé thatrman of the company,
m.wwgmuﬂzu.numgﬁnhewwmeponﬁddimmhwmmd
mmm&awﬁmhanunwnmwofumhwm
hpoucythnboecmiuhm.

Bgtgi&muoed:s’suﬂkmduaarsrdmmwtohhsedm
wmmmmmwdum«dncwmmlwwemuaa action

Mm.wwishtommhdmgav‘mumAmuianwomeawouMMn
dramatic impact upon the thinking of Dr. Hilges.

T
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Madam Secretary

‘Janmary 22, 1993

Page2

" Therefore, T requést that you roverse the curreat posture with reepect 1o RU 486 of the
fmummmmymmmwwhmmmammnmm
inthe US.- _

Amaian"wommdeccweﬁdwdwhvowcesswd:hdmg. I am hopeful that you
will be able to help make it available to them.

Be well and God bless.
Sincerely,
(D%@ﬂ
David N. Dinking -
MAYOR

APPEARS THIS WAY
ON ORIGINAL

P 351874760
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THE SECRETARY OF HMRALTH AND HUMAN BERVICES
WASHINGTON, D.C, 20OV

wy 7198
T .
The Honorable David N. Dinkins el
Mayor of the City of New York 14
office of the Mayor ¥
New York, New York 10007 ]
&

Dear David:

This is in response to your letter regarding the drug RU-486
(mifepristone). I appreclate your wr ting to let me knov of your
concerns related to women in this country not having access to
RU-486 as an alternative to surgical abortions and for other
sedical indications currently under study.

As you may knov, president Clinton has directed me to study the
issues surrounding making RU~486 available in the United states,
including initiataves which can be undertaken to promote the
drug’'s testing and licensing in this country. In addition, the
president directed this Department to assess whether there is
sufficient evidence to exclude gualification of RU-486 for
{mportation under the Food and Drug administration's (FDA)
personal use importation policy. If the assessment shovws that
the drug qualifies fox importation, FDA would rescind the import
alert. The FDA is an active participant in this ongoing
evaluation.

L 2T IO

Y

1 want to assure you that the FDA's import alert provision is not
designed or intended to thwart appropriate research or clinical
trials on a drug. The import restrictions do not prevent
importation of RU-486 or other drugs for research for any
therapeutic use if an approved Investigational New Dxug
Application (IND) exists. FPor example, the National Institutes
of Health has active INDs in which RU-486 is currently being
studied for use in Cushing's disease and certain psychiatric
conditions.

As you may be aware, in an April 20 meeting with senior
representativos.of the FDA, Roussal Uclaf agreed to license the
drug RU-486_for”the population Council, 3 non-profit scientific
and technical organization, fgor distribution in the United States
and to transfer the technoloiy necessary for producing the drug.
The Population council will identity a manufacturer for RU-486 in
the United States market, will begin a clinical trial to test the
drug in this country, and will move as soon as possible to submit
a New Drug Application to FDA. FOA is fully prepared to raeviev a
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vage 2 ~- Mayor Dinkins

marketing application for RU-486, if one is submitted, based on

established legal and sclentific oriteria.

I appreciate he
time to write a

"

MIF 003572

aring your concerns. Thank you for taking the
nd to express your views on this important issua.

Sincerely,

Donna E. Shalala

ponna E. Shalala

APPEARS THIS WAY
ON ORIGINAL
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* Research Institute for Mindanao Culture

XAVIER UNIYERSITY
0.0. Box 24, 9000 Cagayan ds Oro CRy, Pllippines, Tel. 3508

- ) WZO, 1993

Coumissioner David Kessler
Yood and Drug Admimi¥tration

“.3)!1”“0 DnCo -

Dear Coumissioner Kessler:
quoted in the

1 was surprised and chagrined at your advocacy of abortion,
in which you

press for April 16, 1893 (Jackman, Washington Feus Bureau),
stated: “Abortion i3 legal in this country” and thus the drug RU 488 should be
pade available to the Aaerican pudblic.

I believe that your office of its nature depands that the FDA, and
especially its Commissioner, take an objective’ and scientific stance at all
tiwes in regard to the licensing of drugs in the U.S. Your acdvocacy of a
radical, pro-abortion stance has severely shaken my confidence in the [FDA’Ss

objectivity and dispessionate testing.
you should vesign your position in view of the loss of

confidence you have brought upon the whole Food and Drug Administration by
part. [ shall certainly use my

thkis unfortunate lack of discretion upos your
ections to turn out fros office

oun vote as an American citizen, in future el
Nepocratic party incumbents in owr government, and shall exhort all those 1

influvence to do the same. .
Sincerely yours,

[S]

kesearch Associate

I bdelieve

ROTEe YECRN)
- L}
¢

o S
) - E Fr >

- § w M
. 3 ‘é’ m
1 ] o <
| i g 3 m

! ~ |
- _
. ' : 94302155
OEMOSRAPHIC RESEARCH o qaeap it o o+ HEALTH, NUTRITION AND MEDICAL RESEARCK
' uTyY ALUATION RESEAACH

mmwmtmgem _ w&a' moANDlV e
SOCIAL AND ANTHROPOLOGICAL RESEARCH
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. DEPARTMENT OF HEALTH & HUMAN SERVICES § : E \ Pubiic Heafth Service

Food and Drug Administration
: _ Rockvile MD 20857

_:—" ) NIY 23 ,19’3

Research Associate

Mindanao Center for ropulation gtudies
Research Institute £or ¥indanao Culture
zavier University

post Office BDox 24

9000 Cagayan de Oro City, Philippines

Dear

This is in responss to your letter of May 20, 1993, concerning a
statement by Dr. Kessler quoted in the press on the 4drug RU-486
(mifepxistone). The coxplete quots was vabortion is legal im
this country and if there is a safe medical alternative to a
surgical procedure, then it should be available to the American

p\lblic "

As you may kaow, the president hag directed the Secretary of - f '
Health and Human Services to assess initiatives to promote the; ’
testing of RU-486 (mifepristone) and other antiprogestins in t
United States. The Food and Drug Administration (¥DA) is an
active participant in this ongoing evaluation and is prepared to
review a marketing application fox RU-486, if ocne is submitted,
baged on established legal and scientific criteria. Recently,
senior representatives of the YDA and Roussel-Uclaf, the
manufacturer of RU-486, met €O discuss clinical snd aanufacturing
data on the drug that FDA would need in considering a new axrug
application for an abortifacieat indication. At that neeting,
PDA received a strong comaitment from Roussel-Uclaf to continve
to make the drug available for research oan otber potential uses,
such as Cushings Disease and meningioma.

]
{

7DA belisves that if thexe is a safe and effective altermative to
a surgical- abortion, then American women should have the

unity for that safe and effective medical procedure. %0
that end, YDA bas.urged the subaission of a new drug appliication
for RU-486 $n order to have tbe opportunity to determine whether
or not-the-drug is safe and effective for use in the United
states. Until the Agency fully evaluates the scientific data, it
cannot say how puch farthax tegting would be required to pernit a
scientific detexminatioa of whether RU-486 is safe and effective
for marketing in the United gtates as an abortifaciemnt. The
process that I bhave desoribed is a solentific one which, because
abortion is legal in this country, 1is app_z:‘opriltoly applied to

T e vy avten oo
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this drug_for this indication. Dr. Kessler was saying the sane
thing when-he was quoted in the press.

8incerely yours,

R P RE
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‘ .Jgs
™ .. Fo0d ana Drug Admunistration

Rockville MD 20867

January 22, 1993

Edouard Sakiz, M.D.
Presidant, Roussel-Uclaf
102 route de Noisy
F-93230 Romainville

Dear Dr. Sakiz:

This letter is pursuant to my letter to you of December 1S5, 1992,
and confirms my meeting with you and Dr. Andre Ulmann to take
Place as soon as possible. I understand that sometime during the
first 3 days of February may be possibla.

The purpose of the meeting is to discuss possible therapeutic
uses of anti-progestational drugs and, in particular, our
interest in receiving a New Drug Application for approval of
mifepristone for interruption of early pregnancy. Several of my
colleagues will also attend the meeting. :

I am pleased that you and Dr. Ulmann are able to respond to |
invitation to discuss these important issues, My office wil
work with yours in establishing when we shall meet.

rd

Sincerely yours,

avi;’:] Kggzz;r, M.D) h;’
Commissioner of Food and Drugs

4 APPEARS THIS WAY
T ON NRIGINAL
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. g DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heahh Service

Food and Drug Admingiration
Rockville MO 20857

. = . December 14, 1992

Rdouard Sakix, X.D,
President, Roussel-Uclat
102 Route de Noisy
7-93230 Romainville
France

Dear Dr. Miﬂl

In & December 7, 1992, article by william Drosdiak, a Paris
repoxrter for the concerning ths likelihood
of RU-488 beconing available this country for interruption
of pregnancy, You are quoted as gaying that “we [Roussel-
Oclaf] are preparing to see how we can have a clinical trial -
start in the U.S." The same article also quotes me as saying
that the yood and Drug Adminigtration "would welcoms an .
application® for your company’s product.
There may be a misunderstanding regarding Federal Yood, Drug,
and Cosmetic Act requirements for drug approval. We acoept
foreign clinical trials, so long a3 we are able to audit the
data, according to our normal procedures. Agency staff who
will be responsible for reviewing the application report that
based on publicly available information and literature, the
available data may well be sufficient to permit an adequate
roview. In light of existing data, further clinical trials
may not be required.

My colleagues and I would be pleagsed to digcugs this issue
with you further if that would be of belp.

o Sincerely s,

. av;d/l‘. Kassler, ¥.D.
Commissioner of ¥ood and Drugs

"w

Q209093
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4 % DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hesith Service
1}
s

Food and Drug Administration
Rockville MD 20867

January 22, 1993

.

-Andre Ulmann, M.D., Ph.D.

Louise Silvestre, N.D.

Roussel Sante R. et D.

Domaine Therapeutique Endocrinologie
Roussel Uclaf

Romaineville, France

Dear Drs. Ulmann and Silvestre:

The Food and Drug Administration has received a request for
assistance in obtaining a “conpassionatof&:b" for the use of
ng

mifepristone (RU-486) in the treatment o

a patient with recurrent meningioma. I have
spoken td& her physician p:z and have
informed him thax we wo willing to apprOve a single

patient IND fo
drug. Although{ —

1) if you agree to provide the
may be eligible for the

: study, she is unwilling to be

randomized to placebo and is unable to travel to one of the

study centers. In her letter she hints that she may commit -

suicide if her disease continues to progress. Because of

her psychological state, we ask that you give her request

serious consideration. 1In addition, it she does not receive

the drug she plans to make her case to the media. The media

coverage is likely to generate even more requests for the

drug. Someons from the Commissioner’s office is scheduled

to be interviewed about the request on CNN on Tuesday,

January 26, 1993.

e

LY
:

We understand that you are concerned about the number of
requests that you have received for the drug for single
patient INDs for unresectable meningioma. We share your
concern and agree that whenever possible patients should be
encouraged to participate in the ongoing Phase I1II study.
However, for a variaty of reasons, some patients are
unwilling or unable to participate in a study. As long as
accrual tg the Phase III study is not significantly
compromiged, it is our policy to consider individual patient
IND’8s in situations whers there is sufficient reason to
expect benefit and thexe is no satisfactory alternative
therapy. It would be preferable to enter these patients on
a single open Phase II study so that data could be collected
on response and toxicity.

Wwe would be happy to discuss your concerns with you and how
best to handle this situation. My telephone number is

MIF 003579



Page 2
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We look forward to your response.

Sincerely,

/S/

pivision of Oncology and
Pulmonary Drug Products

Center for Drug Evaluation and
Research

Food and Drug Administration

v e

APPEARS THIS WAY
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MIF 003581

'RECORD OF TELEPHONE CONVERSATION

With: ~Andre Ulmann, M.D., Ph.D.
Firm: Roussel Uclaf

Date: January 25, 1993

Drug: mifepristone (RU-486)
Telephone#: 011-33-1-48-91-48-21

Dr. Ulmann called regarding my letter of January 1983.
He asked what we should do regarding °) request
for a compassionate IND for the use of mifepristone in the
treatment of her meningioma. I told him that I was in
gensral agreement with their policy of encouraging all
eligible patients to enroll 21: the{ — phase III study.

However, since s unwilling and is hinting at
suicide, I recommended that approve the xequest. He
agreed to supply the drug for71 — d also for
another patient, ( - )) :
o~ *

We then discussed how the many compassionate requests should
be handled. We agreed that patients should be strongly S
encouraged to enroll in the —— study. However, patiente
who were not eligible for the study or who could not
participate for a very good reason would be considered for
individual INDs. Dr. Ulmann emphasized that physicians
would have to document the reasons that an eligible patient
could not participate. Belief that the drug is effective
and unwillingness to be randomized to placebo would not be
sufficient since patients randomized to placesbo could cross

over to mifepristone at progression.

Dr. Ulmann also expressed concern about the quality of the
data received on the compassionate IND patients. He was.
especially concerned about adverse reaction data. We
discussed the possibility of an open phass Il study. He
stated that they send a protocol with information on the
drug and case report forms to investigators but don’t always
receive completed forms. I told him that we would ask
investigators to send us copies of the forms and could help
if any investigators were delinquent. We agreed to call if

there were any problems.
/S/
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y ROUSSEL UCLAF A\

] uard Sakiz i
go:ti;:-‘ 5“"" o Paris, March 18, 1993

Mrs. Donna E, Shalala

Secretary of the Department of Health
& Human Services

H.H.H. Building - Room 615 F

Washington, D.C. 20201

US.A

Dear Mrs. Shalala,

Tt was very thoughtful of you to send me a copy of your March 12 letter to
Professor Wolfgang Hilger, for which I thank you very much.

The Roussel Uclaf Group and I appreciate your commitment to the expansion of
safe and effective healthcare choices for American women for the terminatfon of
unwanted pregnancy. The comments contained in your letter also reflect President
Clinton’s determination to keep the promises he made throughout bis campaign.

The message delivered to Professor Hilger will greatly contribute to progress further
in order to sort out the complexities of the issues involved in any decision to make
the drug available in the United States.

The meeting held Jast month with Dr. Kessler is already proving very rewarding as
pew steps are going to be considered with the help of Margaret Catley-Carlson, the
President of the Population Council, who bas also assured us of her support wi
regard to getting clinical trials started in the United States.

In view of the clinical studies and the training program which are 1o be undertaken

__because French and US regulations conceming carly termination of pregnancy are

not the same, it will still take some time before RU 486 is made available to
American women. ~

T'will be pleased to keep you informed of any further development.
Your; sincerely,

430 lbeo

33, Boulevard des Invalides 75007 Parh
TeL + 33 (1) 40624428 Pax. + 33 (1)

Posargg 1% 0f & - 01 8 P X al



March 4, 1993

via Pax

Mr. Edouard mt’

President

Laboratories Roussel-Uclaf SA
35 bvd. des Invalides

BP 12007, 75323 Paris

Cedex 07

France

»
>

Dear Mr. Sakis: .

During the past twvo years I have baen in touch vith several
members of your company, our FDA, and responsible members of the
nedical community indicating the willingness of ———

- > to develop and commercialize RU 486 in

Forth America.

Please accept this letter as a firm indication of our interest
in RU 486 and willingness to enter into exclusive licensing
discussions for rights to this druqg in our home markets.

For your bhackground and information I enclose =materials

describing our firm. I am at your digposal regarding a meeting to
coumences discussions with Roussel-Uclatf,

Very simqely yours,
(70

N

~——

"

President

——
RIS

ce; J¥rs. Donna Shalala

e
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May 15, 1992

pavid A. Kessler, M0, Comxissioner
Yood and Drug Administration

1500 Pishers Lane

Rockville, Maryland 20857

RE: The Development and Approval of KNev Contrsceptivas
Dear Dr. Kesalers

The availability of safe and effective contraceptives that are acceptable
to individuals throughout their childbearing years {s an jmportant heslth
care issue. Today U.5. residents have fever contraceptive options than
their peers elsevhere in the vorld and most experts do not expect that
any major {anovation. in contraception mathod will be available in the
U.S. in this century. g

K RT3

LYo
:

Many of the availadble contraceptive pethods are not sufficiently
effective, are apsociated vith ondesirable side effects, of are
undesirable to users. As a result, there are many potentisl
contraceptive users who find these options unacceptable or inadequate.
These individuals {nclude vomen vho do mot want to be sterilized and
(because they ars at high risk of heart disease or stroke) cannot safely
use the oral contraceptive pill; {nsulin-dependent diabetics; breast
feeding womenj and vomen with chronic diseases that precluds the use of
existing contraceptives. MNea vho vish to assume a more sctive zole in
contrsception also bhave few options.

The American Madical Association (AMA) urges the YDA to consider the
spacial health care peeds of Americans who are not adequately served by

existing contraceptive products vhen considering the safety,
effectiveness, risk and benefits of nev contraception drugs and devices.

smﬁm J »‘l’

JsT/njz
6598p
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ROY FOREY

SCIENCE AND PECENOLOGY SECTION
BRITISH EMBASSY
3100 MASSACHUSETTS AVENUE NW
WASHINGTON DC 20008-3600 USA

" PELEPHONE NUMBER FOR ENQUIRIES! 202-898-4588

MESSAGE SENT ON: 31 July 1992

TO: —

g

FDA Oftfice of Health Affairs

LR

FAX NOo3 (301} 443 1209
REF NO: 408 NO OF PAGES: 2

RU-486

You asked about the residency requirement in England in order to get
an abortion using RU-486. :

Treataent under the NHS is available to anyone with permanent
residency in the UK. This includaes both out-patient and in-patient
bhospital treatanent. GPs have discretion to make people wait up to &
year to be registered. However non-residents vho have sufricient
means to pay cansobtain “grivato medical or surgical treatment in the
UK and that includes, & ject to compliance with the requirements of
the 1967 Act, ternination of pregnancy.

It is a requirenent of the Abortion Act (wvhich applies to England,
scotland and ¥ales but not Northern Ireland) that treatment for the
termination of pregnancy pust be carried out in a National Health
serxvice hospital/NHS Trust hospital or a place approved by the
secrstary of gtate for Health. Termination of pregnancy can onl
take place if two registered pedical practitioners are of the op!nion
rormed in good gaith that the tarmination is justitied under one ox
more of the grounds specitied in the Act.
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Use of RU-486 (witegyne) js subject to the provisions of the 1967 Act
to the same extent os abortions performed by any of the methods
currently in useé. This means that both stages of this new troeatment
(:nti-proqesteronc tablets gollowed bY prostaqlandln pessaryt36-40

address at which she vill spend the night agter each part of the
treatunent. She aust return to the care of a doctor near her hone who
has agreed to provide cover following the treatment. Because of this
it is & pepartment requirement that the use of RU-486 in the private
sector should be restricted to resident women (ie those with '

pcrnanont residency) .

1 appreciate this is a complicated ansver to what seens on the
surface a simple question, but these are the facts as they stand.
should you need further clarification please contact me again. .

o
»

o SBncacelay i
Tl T

R H FOREY
science & Technology officer

™"
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\ THE WHITE HOUSE
WAQUINGTON

January 22, 3993

MEKORARDOM FOR ¥HX SECASTANY OF WEALTY AND NONAN SSRVICES
SURTECT: - Inpartation of RU-48¢
1)

In Alart ¢6-47, the Food and Drug Administration ("IDA®)
exl the drug Nifepristine == coxmonly Xnovn as XU-438 we
SRER B S B SRRl
or parsctial use,” a S have
{n appraved fox a-t.dbuem the (200 YOA
rroeoduru ¥anual, zgc & poxt Alext 66-47
sffsctively bans the iuportation ﬂl“ atien of a thl_t
u used h- otber natiounw us & nonsurgicsl means of

i.;:,t‘.‘i""" e ion, the Ton apresrs o e Dosa e e

{on exexption a ve

decision factore than an auumnt of the pouiblo
bealth M ntoty T of the Accordingly, I

direct that you promptly instruct FDA to datsTmine vhether
there 9 -utnc!oas evi mo to vsrrant oxoluiou of zo-uouzr_

t.b- ust of drugs that for the sonal use
rurthmon?u:t s DA coagi:m that m-cu nests

m cr' iteTia for the parsonal use upomtioa oxuvtl
direct that you irmediately take #tous Go reseind TEport

Alert 66-47,
In addition, I direct that you promptly assess initiatives by
vhich the Department of Hoalth and Human Servicus can promota

the testing, licensin z and mutactuzim in tho United states
of RU-486 or other an 1pragnt

You are boroby aumx'lzu and directed to pubunh this
namorandun in the redaxal Regigtar.

U:'{L‘; O i '-YEI“*‘\N..

™"

QA Hood3I -
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DEPARTMENT OF HEAI.T?‘.. HUMAN SERVICES Public Health Service

D -

|
James 8. Boyntomn, Ba?}

* christy & Viener
620 Fifth Avenue

i Food snd Drug Administration
K Rockville MD 20867

V5 April 22, 1994

New York Mew York 10920-2402

Lester 8. Hyman, EsQ

|

Swidler & Berlin, Chartered

3000 K Street, N.W.,

~Suite 300

washington, D.C. 20007-5116

pear Mr. Boynton and Mr. Hyman:
ol

]

As you requested, ed@losod are the Agency’s preliminary comments
on the April 11, 1954, proposed distribution schems for

mifepristone in the United States. As I have mentioned to you..
the quastion as to wkether any residency requirement can be -

imposed needs furthe
on the distribution -

r examination. Moreover, any final comnantg
gscheme must follow the Food and Drug

Administration’s review of the scientific, medical, and other _?
data and iniormatioqlcontainod in a new drug application for thé

drug.

We are heartened by}

AG are close to agre

the fact that you, Roussel Uclaf, and Hoechst
eing on a distribution plan. As the

Secretary noted, however, we expect all issues, aot just the

distribution issue, !

to be concluded by May 15, 199%4.

}
As Commissioner Kesgjler promised in our recent meeting, the Food
and Drug Administrafion stands ready to assist all parties in any

scientific, nedicalf or labeling issues that may arise.

LA

. -

Enclosure ,

MIF 003588

Sincerely yours,
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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Pubiic Health Service

SN Food snd Drug Administration
Rockvile MD 20857

September 14, 1994

Néte to: Seéretary Donna Shalala

We thought you would be interested in the status of RU-486. We
have been told by the Population Council that its pilot studies
on mifepristone (RU-486) will begin this week in Texas and
California. The larger studies (involving 3,100 women) will
begin in 12 to 16 clinics after the investigators from those
clinics meet at the Population Council on October 3-4, 1994, to
review the protocol, informed consent procedures, and other study
issueasn.

The Population Council’s efforts to obtain information ftan
Roussel Uclaf and to manufacture mifepristone are :
I have asked Roussel Uclaf to provide the necessary
satety, effectiveness, and manufacturing data to the Population .
Council. We have also let the Population Council know the
importance of resolving the chemistry and manufacturing issues
early. We will continue working with Roussel Uclaf and the
Population Council in an effort to resolve these ocutstanding

/S|

L AU I

_'- LYo
N '

ce: ____—m

"
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H DEPARTMENT OF HEALTH & HUMAN Sexviced P uHG Mol o Taae
Ly
~— Food and Drug Administration

Rockville MD 20857

October 25, 1994

NOTR TO: -—— T
Exacutive Secretary

P
- mw H e T Mg, i o fe T = TNED AR AT -
.

SUBJECT: RU-486 Update

As we discussed, in response to the Population Council’s
notification that it plans to announce on Thursday the start of
the clinical trials of RU-486 as an abortifacient, we have
prepared a summary that explains these studies and the fact that
they are unrelated to the pethotrexate/misoprostol studies
recently publicized by Dr. Hausknecht (attached at Tab A). I
have also attached at Tab B the press package that we have
received from the Population Council. Later today we will be
sending you a memorandum for the Chief of staff’'s signature to. .
inform . at the White House, and an informatiom
memorandum for the Secretary that will include the fact sheet, ¢
talking points, and Q’s and A’s. That package should be
delivered to you this afternoon.

Please feel free to call ne at (301)443-4094 if you have any
questions.

A

Attachments

Tab A - Sumnary
Tab B - Population Council Press Package

™
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Update on Medical Abortion

on Thursday, October 27, 1994, in New York City, the
pPopulation Council will hold a news conference to announce that
clinical trials of the abortifacient mifepristone (known in Burope
as RU-486) have begun in the United States. The clinical trials
became possible after the Department of Health and Human Services
earlier this year helped arrange a transfer of the drug’s patent
rights to the Population council, a nonprofit research organization
involved in reproductive health and population issues. The
clinical trials will be conducted under a protocol which has been

reviewad and approved by the FDA.

The clinical trials are designed to determine the safety,
effectiveness, acceptablility, and feasibility of using mifepristone
and prostaglandin to induce a medical abortion. Mifepristone works
to interrupt an early pregnancy, and the prostaglandin -- which is
administered 48 hours later -- causes the uterus to contract and
expels the fertilized egg.

The combination of mifepristone and prostaglandin will be
tested in 2100 American women over the age of 18 at more than a
dozen sites around the United States. Clinics were selected on the
pasis of their ability to provide experienced scientific
investigators and high quality abortion services. Trial locations
include hospital-based eclinics, Planned Parenthood and feminist
health center facilities, and free-standing abortion clinics.

The Population Council does not intend to identify the trial
sites, but individual clinics and women may choose to identify
themselves.

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

As part of an agreement reached last year with Rousgel -Uclaf,
the Population Council is conducting the U.S. clinical trials of
mifepristone and has agreed to find a manufacturer for the drug.
The Population Council has also announced its intention to seek
marketing approval from the FDA for mifepristone.

in & related matter, there has been considerable publicity
recently. of another method of medical abortion. The anti-

metabolite drug methotrexate is being clinically tested, in
combination with a prosta landin, as an abortifacient by Dr.
Mitchell Creinin and his colleagues under FDA-approved prococols at
three sites around the U.S. Last week Dr. Creinin published the
results of his most recent study of this drug in the

Amerjcan Medical Association.
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Although the preliminary results are somewhat promising, this
combination has only been studied in approximately 40 women. The
very jimited data to date suggest that this regimen is
significantly less effective than the mifepristone-prostaglandin
combination that is being tested in the Population Council clinical
trials. Dr. Creinin and his colleagues have urged physicians not
to uge this experimental treatment outside of clinical trials.

In the meantime, Dr. Richard Hausknecht, a New York City
obstetrician-gynecologist, has been promoting and using the
mthotrexate-prostaglandin combination in his own private practice.
pr. Hausknecht has granted extensive interviews with major national
newspapers and television programs, and he has distributed detailed
jnformation about his use of these drugs to thirty or forty
physicians around the U.S.

Although the FDA encourages research into medical alternatives
to surgical abortion, the agency has told Dr. Hausknecht of its
regulatory requirement that his study be carried out only under
FDA-approved clinical trials. 'The FDA regards the methotrexate-
prostaglandin combination as experimental and has urged women not
to allow this combination to be used for pregnancy termination
unless the research is being carried out in an FDA-approved
clinical trial. :

FDA is concerned that women understand that this drug regimen
ijs experimental -- not a proven treatment. FDA also believes chat
women deserve the assurance that any clinical research on this drug
combination has been gcrutinized by an Institutional Review Board,
which concerns itself with ethical issues in clinical trials.

The FDA and the Department of Health and Human Services will
continue to support research into medical alternatives to surgical
abortion. The study of mifepristone and prostaglandin being
carried out by the Population Council has been properly designed,
and the FDA is confident that women participating in it will
understand that they are undergoing an experimental procedure. FDA
can offer no such assurances about Dr. Hausknecht’s treatment
regimen using methotrexate and prostaglandin.

-
»
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Briefing Invitation
Revised Draft for _Approval - October 17, 1994

“This /s nedio— Mutatfy_
“® ad Mn\c[a?, affernco
*

o PeTI I 222 24 Media Invnation erkRkEEE

Who: _The Population Council

What: Media Briefing on Mifg:ristone Trials
(Formerly known as RU 486)

When: Thursday, October 27, 1994

8:00 to 8:30 am -- continental breakfast
8130 to 10:00  Am -- briefing

Where: Le Parker Meridien Hotel
118 West 57th Street
Salon Vendome -- 3rd Floor

ssesesesss BY INVITATION ONLY P TEIT L 1
RSVP required

Only media presenting press credentials and this invitation will be
admitted to the October 27 briefing

t#t#t#*t##tt#‘t#‘ttt
 Please note that a mmﬂgphmmm&tsﬂﬂ-ﬂﬂ will also be
_. arranged on October 27 for reporters uponh request

-

-

t?#‘t*t*‘#t*t##..#.t

RSVP to Alicia Cimbora at Burns McClellan for either the press
briefing or the conference call
phone: 212.505-1919
fax: 212-505-1085
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The Population Councll One Dag HammarsKloid Plaza. New York. New York 10017

Statement of Margaret Catley-Carison, President of the Population Council
- Media Briefing — Mifepristone Clinical Trials® —
o October 27, 1994

mwmﬂmmwymucunkdﬁmwmi&p:ism-fmlyuﬂedkv
486~—are under way in the United States. The trials will involve 2100 women at over a dozen
sites around the country. Enrollment of women volunteers has already started. The goal is to
eumenfay.emacy.mpnbmq.aMtcusdbﬂiwdmﬁcdmedicﬂmMng
nmnppﬂcaﬂontaFDAapprovdfotmrkedng. We are making this announcement—which
hmunnlfwacﬁnhduidandnummingdwmncﬂroutinelydoes-becmdm
ewmumumdnwdhhmmtinanupecuofdﬁspmjeamdbmwwemtdwmed\od
wbcdescﬁbedinabalmcedmdsciendﬁcmm.

We will not identify the locations of the studics, to protect the security of the clinics and the
confidentiality of the women who will volunteer for these trials. Individual clinics and women
may choose to identify themselves and talk about their experiences. In selecting the clinics, the
Population Council looked for institutions that could provide scientific investigators with
experience in conducting clinical wials or the ability to work under trial conditions and staff
experienced in providing high quality abortion services. Each potential clinic was inspected by
Council monitors. We also attempted to vary the type of facility, geographic location, and
clientele. We made our sclection from a large group of outstanding clinics.

At the recent population conference in Cairo, the interational community strongly affirmed that
unsafe abortion is a major public health concem and that unwanted pregnancies should be
prevented through expanded and improved family planning services. This is the Population
Council’s position as well. We are a research organization. We do not promote the use of
abortion; we promote the use of contraception. We do not lobby for specific legislation and we
are not abortion advocates. Our program suppodis: prevention of unwanted pregnancy through
development and promotion of new safe, effective contraceptives; prevention of unsafe abortioa,
which is responsible for thousands of maternal deaths and illnesses, particularly in developing
countries; and, because aborton exists and is legal, development of altemative safe methods.

Webeuewmifepdsmhmimpanmscienﬁﬁcadmhwomen'swodncﬁwbakhm
Mifcpristone has been shiown in numerous studies 10 be safe and effective for carly medical
sbortion. Over 150,000 women have uscd the drug safely in Euwrope; over 52,000 Freach womea
have used the same combination ofmifcpriswnemdpmmglmdlnmnisbeingusedinﬂtu.s.
We believe this will provide an equally safe alternative to surgical abortion that womea can use
in the earliest weeks of a pregnancy. Women who have used this regimen report it is similar to
a natural miscasriage. .

Medical abortion eventually will increase womea's access 10 abortion services and give them

Tlephone: (212) 339-0500 Telex: 9102900660 POPCO Facsisile: (212) 155-6032 Cable: POPCOUNCIL NEW YORK
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hmﬂnzdwirmpmdncdveheahhdedﬁons. Womenwﬂlbeabletoobui.nmdial
matm'ofﬁusﬁudmd-cboiceviolemmdmmt We belicve mifepristone
wﬂlnotlcadbanhaundmwdabwﬁom»hhun'thm.wbmithubeen available

since 1989-but it will expand women's options.

American women m'gently.need better access to effective contraceptive methods 10 prevent
unintended pregnancy. Buwbenamdoe:fweaaisismmy.sbcmhvem
to all medically-safe options. mmpuhdmcoundluﬁemmifepﬁmmdplﬁmdy
expmdwomcn'nepmducﬂvechoim. o

omamwkmdum. mmwmuuwusummmmm
wamndmmmcm
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Mifepristone Chronology

nymmmmvmymuunmmummu
wﬁuammmmmmmehomommgm&

MWumwmmuﬂﬂMMuﬂMMh

’dwkadm:mnﬁuinwpmguwmmptommmﬂn:u\emm

wmmmamy.mdm&mlfepﬂmhmedwwws&ﬂww
to RU 486.

meammmwﬁnormmmumm
ummummmmmnmumhmumnm

weeks pregnant.

mPopdmonobmcﬂngDAappmﬂbtestmifepﬁminmUS:dmm
mnﬁxywsmrmwmwiwmuepﬁmamvmmqofm
California.

A WHO-sponsored study in Sweden shows efficacy of 8 combination of mifcpristone
and a prostaglandin. ~

Mﬂbeghswwpponmrﬂlwuherpotmdnmedmlwotmifepmm -

French Health Ministry ummappmﬂofmifcpdmmbimd witha |
prostaglandin for early medical abortion. Responding to months of protests from sinti-
abortion groups, Roussel Uclaf decides 10 suspend marketing mifepristone, but the
French Minisier of Health orders the drug back on the market two days later, calling it
the "moral property of women.” Mifepristone is approved in China, but Roussel
suspends plan for distribution there and in other countries.

Mifepristone becomes available in France. In the US, the FDA places mifepristone on
fts "impon alent” list.

wreptiﬂmisappmedformlnunvnnedmm

Mifepristone is approved for use in Sweden. Anoulpmsuzhrdlnisappromm
use with mifepristone in France.

smu:mmammamuus:o'pmmummnmmm
mmrmﬂnzmu\eUSofmircpﬁmwowmﬁmw&'Apﬁlmmajom
-ﬁmmﬂlbyMPowlaﬁonCouncﬂandWUchfumeFDA.mmm

"saysuwmncmmeCo\mdhomucudiniwuid.ﬁkNDA.sew

manufacturer and distributor. May 27: Swudies in New England Journal of Medicine

. d»weﬂecﬂmsofmirepmanplmmoulmgluﬂhsmtzhﬁmd

Medicine report gives hope that mifepristone can be heipful in fighting discases
nnginzmueas!uncenominwmm Counambbetweenghemnmon
Councl) and Rousse] Uclaf stall.

-more-



»msmundlwlunnmmmaﬂonus:igmmmm

%0 fied medical uses of
mifepristone. enlkmadeuammunedbykep.konwmm
Cinical wials of mifepristons 10 degin in the US. )

mmmt«umm R
A waumwnmwmxmm
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The Population Council One Dag Hammarskjoid Plaza. New York, New York 10017

Other Potential Uses of Mifepristone

muﬁwﬁmﬂﬁfepﬁstou.huthcpomﬁﬂfamhmﬁuawidemgedm
wwmm‘amhwdwimmm.Amdmgwampmpubﬁsbedhlm
bythcm:ﬁmdmdicht.pomﬂdmwbemmﬂeprkwwmimumyw
are difficulties in labor, infestility, endometriosis, uterine fibroids, breast cancer, and cenain
other types of tumors. mﬁeprimnehunotbeeanppmvedbytheFoodnndDmg
Administration for any of these uses. :

Postcoital Contraception -
mwwmmmndmhmuycmm;axwamumm

nﬂfepﬁsmfamzencxuposmiuconumpdon. One of these trials is at the -~
University of California as San Francisco. —

Earlier randomized clinical trials in Scodand showed that mifepristone can be used effectively
as an emergency contraceptive when used within 72 hours of unprotected intercourse. These
studies compared the standard *morning after pill” (a high dose of oral contraceptives) to 600
mg of mifeprisione. None of the 597 women who took mifepristone became pregnant,
whereunincofdxeswwomenwhousedd\esmtdardmethodbecamemmnn ’
Contraception : .
Mifepristone has becn shown to delay endometrial development or block ovulation, depending
oa when during the menstrual cycle it is adminisiered. However, female contraceptive
research with this drug is still in an early stage. Researchers are also investigating the
possibility of using mifeprisione as a male oral coniraceptive. The drug is expected to slow
the motility of sperm; however, it may be years before this drug is studied for this use in
humans. .

Cervical Dilation
Mifeprimwybevﬂmbleinpnpaﬁng_wmnforsmgicalabaﬁons;inpmbydnaﬁng
the cervix. Smdiesindicmthuitisueffecﬁvefo:ﬂxhnseup«taghndins.bntmm
fewer side effects.

Induction of Laboc
Mifewmouehabeeuusedwinducelabouﬁerminmterinedeathohfems.lthabeen
suggeswdthnnﬁfepﬁmnecwldalsobeusefulininducinghbouuheendofd:ethhd
trimester. Argndomizeduialsbowedthatwperccmofmuwivin;nﬁfepﬁsmmt
into spontancous labor, as compared with 25 percent who received a placebo.

Breast Cancer .
Because some tumors in the breast have progestcrone recepiors, rescarchers have begun 0
explaetheeffectofmifepdstoncouthistypeofcam. Early studies suggest that some
womnwithbmﬂcmmympondwmifepdstone.hmmimluws.mifepﬁm
was used in combination with an antiestrogen, of 3 gonadotropin-releasing-hormone agonist.
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