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SIXTEENTH LEGISLATURE, 1992
STATE OF HAWAIl _ .

HOUSE CONCURRENT
~ RESOLUTION

URGING THE PRESIDENT AND CONGRESS TO SUPPORT THE AVAILABILITY OF
THE ANTIPROGESTERONE STEROID MIFEPRISTONE, KNOWN AS RU-486,
AND OTHER RELATED AGENTS FOR APPROPRIATE RESEARCH AND
CLINICAL TRIALS IN THE UNITED STATES.

WHEREAS, RU-486, a major new drug, has been in use in
France since 1988, has more recently been approved for use in

Great Britain and is likely to be marketed soon in the _
Scandinavian countries; and

shown to be an effective, safe and non-invasive treatment for %the
termination of early pregnancy; and )

WHEREAS, when prescribed with another drug, RU-486 has be%?
WHEREAS, research continues under the auspices of a task

force of the World Realth Organization on RU-486’s potential for
contraceptive use, and

WHEREAS, RU-486 has also been found to be useful in easing
labor and an effective treatment for Cushing’s syndrome; and

WHEREAS, the medical community has identified RU-486 as a
promising treatment for a number of other conditions, including
some breast and brain cancers, prostate cancer, endometriosis,
ovarian cancer, osteoporosis and AIDS; and

WEEREAS, before RU-486 can be made available for use in the
United Stafes it must be subjected to clinical trials by the

__Federal Drug Administration; and

MIF 0053901

W§§§EA§; the drug’s maker, Roussel-Uclaf, and its parent
company, Bvechst, have indicated that they will not ask to market
the drug in this country because of the perceived political

climate and their fear of a possible boycott of all their other
products; and

WEEREAS, the FDA has given no indication that it will

conduct such tests and in 1989 banned the importation of RU-486
for personal use; and
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WHEREAS,  RU-486 has been used safely over 80,000 times in

France where there has been only one fatality in a high risk
patient; and ’

WHEREAS, the ban not only denies Americans access to an

important drug, it has also caused most American research in this
area to come to a stop; and

WHEREAS, The American Medical Association, the American
Public Health Association, the American College of Obstetricians
and Gynecologists, and the American Association for the
Advancement of Science have formally recognized the importance of

RU-486 and have acted to support the testing of of Ru-486 and
. related agents in the United States; and

WHEREAS, the Hawaii State Legislature, together with the _
above organizations, supports freedom of medical research for
American scientists and decries barriers to access to ptomisi!?
drugs and important new technologies; and il

WEEREAS, political considerations should not stand in thld-
way of the right of American women to have access to the least’
invasive and safest care available in terminating early
pregnancies; now, therefore

BE IT RESOLVED by the House of Representatives of the
Sixteenth legislature of the State of HRawaii, Regular Session of
1992, the Senate concurring, that the Bawaii State lLegislature
urges the President of the United States and the Congress to
rescind the ban imposed by the Food and Drug Administration and
support the use of RU-486 and other related agents for all
appropriate research and, if indicated, clinical trials; and

BE IT FURTHER RESOLVED that certified copies of this
Resolution be transmitted to the Fresident of the United States,
gﬁi Présidént of the United States Senate, the Speaker of the
House of Representatives, -Hawaii’s congressional delegation, to

e manufacturer of RU-48S5, Roussel-UCLAF, 35 Boulevard des
Invalides 76007, Paris France and to the Commissioner of the
federal Food and Drug Administration.

HCR HMIA 92-274
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Senator Robert W. Kasten, Jr.
Senate Officq_Building
Washington, DC 20510

Re: Continuing Ban On Use of RU486 In America
Dear Senator Kasten:

Without going into the issue’ of whether choice in abortion
should be permitted, the reason for which I am writing about RU486
has nothing to do with that. It has a more personal meaning to my
family. As a result of the activity of the anti-abortion forces in
this country, there has been an effective blocking of the
introduction or use of RU486 in this country which has the effect
of also blocking it for things other than abortions. This
development could be tragic for my family. I have a son-in-law who
has developed a bone malady diagnosed as Cushing's disease.—
Frankly, his situation is serious. The doctors are tryin
everything to try to arrest its progress. Maybe something wil
work, maybe not. If nothing works, probably I hate to say it, wq
will lose a son-in-law and my two grandchildren will be fatherlesqu
and my daughter without a husband.

I have read literature that demonstrates RU486 as being
effective in the treatment of Cushing's disease. (See enclosure.)
That being so why should he be caught in the middle of a political
situation poising the antis against the pros. It is intolerable
that anybody should be able to block an efficacious treatment not
only for my son-in-law's disease, but, as I am informed, the
treatment for a number of other conditions including breast cancer.

I am informed that Congressman Ron Wyden of Oregon has
introduced legislation to reverse the FDA's ban on the importation
of RU486 even for purposes of experimental inquiry. To
Representative Sensenbrenner I say take the humanitarian position
and sign on as a sponsor of this bill. To Senators Kohl and Kasten
I say if therxeaisn't already a companion bill in the Senate, please
be a prime mover in seeing that one is introduced and moved
forward.

[

It is—-eeprehensible that zealots should be able to effectuate

the doom of my son-in-law.

—

Very truly yours,

/S

Encl.

MIF 005903
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DEPARTMENT OF HEALTH Aﬁb HUMAN SERVICES

N 091992

The Honorable John Breaux
United States Senate
Washington, D.T. 20510

Dear Senator Breaux~

This is in r€Sponse to your 1nqu1ry of May 12, 1992, on behalf

of ——r - - Loulslana, concerning
RU-486, an abortlfa01ent developed in France.

As you know, RU-486 has not received the Food and Drug

Administration's (FDA) approval for marketing although this
drug is in clinical trials.

Before we will permit testing a drug in humans, the sponsor of

the drug must provide us with information demonstrating that
the drug is reasonably safe to administer to humans. The
sponsor must also provide manufacturing and control data, a
detailed protocol of study, and names and qualifications of
investigators who will be performing the clinical trials.
These requirements were met by the Population Council, New
York, New York.

The Federal Food, Drug, and Cosmetic (FDC) Act, which we

administer, sets forth the criteria for approval of new drugs.

Approval is based on submission of data collected during the

course of an investigation which demonstrates the drug is safe

and effective for the purpose of use.

We appreciate the concerns expressed by —m—— and

respect his personal opinion on this issue. Please assure him
that approval of this, or any product, will only be granted if

the safety and efficacy requirements mandated by law are
satisfied. -

If we can be of any further assistance, please let us know.

Sincerely yours,

/57,

——— aem B

Marc J. Scheineson
Associate Commissioner
- for Legislative Affairs

- -

Enclosure
Constituent's letter
cc: HFW-10(2)

R/D: 2 6/3/92

———

F/T: — 6/3/92 N-r-t

re/t: ——35/5/92
CONG-8002 NO. 9600¢{

\DURGLTR\STOPRU. 486)

OFFICE SURNAME oaTE || oFFIcE SURNAME oaTe || orFicE SURNAME

EIN

.......

*U.S. GPOs 1989-624-40)
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May 3, 1692
Senator John Breaux
U.S. Senate
Washington, D.C. 20510 _
RE: Stop FDA approval of RU486 -

) [ 4

Dear Senator Breaux, %1

I know that you can see through the smoke screen of the RU 486 prl.
It is just another way to kill the unborn child. Please use your -
power and influence to stop the FDA approval of this abortion pill.

A supporter of life,

/S

c—a— &

L K]
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John Breaux
- iouisiana

WASHINGTON CFFICE
Committees:

(202) 224-4623
Commerce, Science, and

CENTRAL LOUISIANA OFFICE
534 MURRAY STREET
Anited States Senate G
Transportation - .
Finance

(318) 473-7370
WASHINGTON, DC 20510-1803
Special Committee on Aging

SoutH Loursiana OffICE:
THE FEDERAL BuILDING
705 JerrersOon STAEET, Room 103
_ - LAFAYETTE, LA 70501
{318) 264-6871

NORTH LOUISIANA OFFICE:
WASHINGTON SQUARE ANNEX BuiLoinG
211 NORTH 3RD STREET, Room 102A

MONROE, LA 71201
{318) 325-3320

New ORLEANS AREA Oﬁ.ncsz
HALE BOGGS FEDERAL BUILDING
May 12, 1992

501 MAGAZINE STREET, SUITE 1005
New ORLEANS, LA 70130
15004} 589-2531

U

Ms. Kay Holcombe

Food & Drug Administration
5600 Fishers Lane, Room 1555
Rockville, Maryland 20857

=
Dear Ms. Holcombe:

I have been contacted by

‘.
regarding his views and concerns about the possible FDA
approval of the RU 486 pill. writes to -
express his opposition to the approval of this drug.

Please investigate the enclosed information sent
to me and provide me with a report on the status of the
approval of the RU 486 pill. Your reply may be

. forwarded to the attention of Denise G. Riemer.

Thank you for your attention and assistance.

Sincerely,
JOHN BREAUX
- a United States Senator
JB:dgr
Enclosure e

— ——

7620
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May 20, 1992

SUUR

Our Reference: F92-16084
Virginia Leitav ™ I\ Your Reference: GC-142-E
Pantoquimica . \P\*\_x
vSocie RPCE ’ T
. Box 21090
1127 Lisboa Codex
PORTUGAL

Dear Ms. leitav:

Reference is made to your Freedom of Infaormation r i1 3,
1992 for a copy of the 1ast inspection report £ Roussel UC "
Compiegne, France. : '

U353

Enclosed is theffequested document aatblf10/31/90.

Certain material has been deleted from the record(s) furnished to you
because a preliminary review of the records indicated that the deleted
information is not required to be publicly disclosed. If, however, fou
desire to review the deleted material, please make an additional requgst
to the following address: }-

. E*

A ——— i ———_

Food and Drug Administration
Freedom of Information Staff, HFI-35
5600 Fishers Lane

Rockville, Maryland 29857

e 3 ey

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

. appeal.

The following charges will be included in a monthly invoice: .
Reproduction $.30; Search $11.50; Review $11.50; Total $23.30. !

The above charges may not reflect final charges for this request.
Please DO NOT send any payment until you receive an invoice from the
Freedom of Information Staff (HFI-35).

-

- a—— —

Sincerely,

—

Policy and Guidance Branch, HFD-323

Division of Manufacturing and Product Quality
Office of Compliance

Center for Drug Evaluation and Research
Telephone: —

MIF 005908
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

- MAY 15 1992

The Honorable Arlen Specter
United States Senator

Federal Building, Suite 2031
Pittsburgh, Pennsylvania 15222

C e -

Dear Senator Specter:

This is An response to your letter of March 12, 1992, on behalf
of P - regarding
the unapproved new drug, RU-486 for the treatment of breast

‘ cancer.

As you may know, RU-486 is a drug that is approved in France
through a limited distribution system for early abortion when
used with one of two prostaglandins also approved in France.
In addition, studies have been conducted on the treatment uses
of this drug for diseases such as breast cancer, Cushing's
syndrome, and other types of cancer.

T

To provide you background information, the Federal Food, Drug, --
and Cosmetic Act (FDC), which the Food and Drug Administration
(FDA) administers, defines a new drug as one not generally
recognized by qualified experts as safe and effective for the
recommended uses. A new drug may not be distributed interstate
(except for clinical study) until we have approved a new drug
application (NDA) containing substantial scientific evidence of
safety and effectiveness for use of the drug as labeled.

\

. < An investigational new drug (IND) application acceptable to the
FDA is required of a sponsor (e.g., a drug manufacturer or a
clinical investigator) to study the safety and effectiveness of
an unapproved new drug. When the sponsor determines that
adequate and well-controlled studies have been performed, which
reflect favorably on a new drug's safety and effectiveness, the
sponsor—them submits that information, together with adequate
information on manufacturing procedures and controls, in a new
drug application to FDA. After a comprehensive review by the
FDA, the NDA sis either approved or not approved; upon approval
the drug™may be marketed.

We are enclosing a_publication, "New Drug Development in the
United States," that describes in more detail the requirements

for new dfug clearance in the United States. /s/
Please be assured that we are committed to facilitating the R
avaj ¥R oEhal _coyld be beneficial.
t SURN DATE || OFFICK |
[FU[LE AT Y /5 AME | DATE [OFFICK] SURNAME | DATE / S/
GOPY S e - TSt

*ULGPC: 1000-0-21 3-082

MIF 005909
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For your information, a number of studies with RU-486 for the
treatment of yarious diseases, including meningiomas, Cushing's
syndrome, Alzheimer's diseases, endometriosis, and breast
cancer are uhderway in the country. FDA officials also have
met with an official of Roussel-Uclaf to discuss the continued
availability of the drug for clinical trials in this country.
They were informed that the company is interest in pursuing
studies in the United States.

We hope the information provided will be helpful. If we can be
of any further assistance, please let us know.

Sincerely yours,

/s

Marc J. Scheineson -

Associate Commissioner
for Legislative Affairs

;“T‘""‘T"

3 Enclosures

Constituent's letter

New Drug Development in
the United States

FDA Testimony

cc: HFW-10(2)

F/D: ~——— :5/3/92

F/T; var:5/11/92

CONG-7310 and No. 8784

¢ emsmee——— DRUGLTRS \ STUDY . RU)

- — »

: APPEARS THIS WAWAY
e ON ORIGINAL. AL

MIF 005910



4RLEN SPECTER
PENNSYLVANIA

STATE QFFICES

D 600 ARCH STREET, Su)TE 3400
PHILADELPHIA, PA 19106
COMMITTEES . 218-597-7200
AGING I : Suite 2031, FEDERAL BUILDING
BANKING United States Senate PirTsaunon PA 15222
JUDICIARY 412-644-3400
APPROPRIATIONS - N - WASHINGTON, DC 20510-3802 O Room 118, Fepenat Builoing
VETERANS' AFFAIRS b ERIE, PA 16501
- 814-453-3010
O 303 HART SENATE BUILDING e 0 Room 1159, FeoeraL BuiLping
WASHINGTON, DC 20510-3802 . HARRISBUAG, PA 17101
202-224-4254 - March 12 ’ 1992 717-782-39851

3 Room 201, PosT Office BLog
. ALLENTOWN, PA 18101
215-434-1444

O Surme 503, Panx PLaza
SCRANTON, PA 18503

717-346-2006
Congressional Liaison D b oa tagn "
Food and Drug Administration 717-826-6265
5600 Fishers Lane

Rockville, Maryland 20857

Dear Gentlemen:

. My office has been contacted by —
regarding the use of RU-486 for the treatment of breast

cancer. I am forwarding to you a copy of the correspondence
that I have received.

Your findings and views, in duplicate form, along with-
the return of the enclosure, will be greatly appreciated.

Please direct your reply to my Assistant, Mrs. Rebecca
M. Hairston, at the following address:

B

Senator Arlen Specter
The Federal Building

Liberty Avenue and Grant Street
Pittsburgh, PA 15222

Thank you for your assistance with the aforementioned
. matter.

Sincerely,

Arlen Speiter

AS/rmh
Enclosure
—e— _ ’ r‘ Lc
= o2 =
- ~. 5 T
SR> I
APPEARS THIS WAY T O
ON ORIGINAL i =

hS

HIT75S
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_ ALICE § LANGTRY, MEMBER COMMITTEES

1760 R MIGHLANDG AOAD
PITTSBURGM, PENNBYLYANIA 18241
PHONE 413 031000 APPROPRIANONS
TRANSPORTATION,
HOUSE POST OFRICE 00X 197 SUBCOMMITTEE CHAIRMAN ON
MAIN CAPITOL SULDING . PUBLIC TRANSPORTANON
HARRISBUAQ, PENNBYLYANIA 171304089

PHONE: (T17) T47.940¢

- ’

- “\%gz, House of Representatives = 4

N COMMONWEALTH OF PENNSYLVANIA QP ’? .

‘\p’.\\{\ HARRISBURG
/\\(‘3'0 March 3, 1992
Qﬁc‘b S r‘r‘ﬂ;
i

2 e

COPY

I am so terribly sorry to read of your sister's death because of breast cancer.

Dear ————

Implicit in your letter is the possibjlity that RU-486 may have saved her life
and may save the lives of other women suffering from bresat cancer. Indeed}
the article you enclosed stated that RU-486 "...might well be effective agains§
breaat cancer."

If this is so surely the testing of this drug as a posaible cure for breast
cancer should be of the highest priority.

The safety and effectiveness of any drug is the responsibility of the Food and
Drug Administration, an agency of the federal government.

Therefore, by copy of this letter, and yours, to Senator Wofford, Senator
Specter and Representative Santorum, [ am requesting that they urge the Food
and Drug Administration to determine i{f RU-486 is a safe and effective
medication for the treatment of breast cancer,

Very trguours,
c——- Alice S. Langtry

Representative
40th Legislative District

ASL/lls T

ce: Senator Specter -
Senator Wofford
Representative Santorum

| APPEARS THIS WAY
ON ORIGINAL

MIF 005912



January 18, 1992

The Honorasble Alice Langtry
1750 North Highland Rd.
Upper St. Clair, PA 15241

Dear Congresswoman Langtry,

on —m— my sister, died of ir
breast cancer. She was only 47 years old. was a Kind
loving, giving person with a wonderful sense of humor. She
loved her family, her friends, her job, and her life. We had so
much fun together from growing up on a Wisconsin dairy farm to
our middle age. I wanted to grow old with her, share stories of
our grandchildren and compare wrinkles., A bright light has gone

from my life and the lives of many who loved ———— We miss
her very much.

A day after was buried, this article appeared in
the Wisconsin State Journat. I am, therefore, askKing you to see
what you can do abcut getting RU-486 to this country. Thousands
of sisters, daughters, granddaughters, aunts, and mothers die
from breast cancer in this country every year. It is toco late
for my sister, but in her memory, l.wmsge you to speak out for
all of our sisters.

Sincerely,

o~ - - ’ /6/

1t
Enc.

FROM TANDAD?PA T O

MIE 005913
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

The,HonorabIe Daniel P. Moynihan APR 1o 1992
United States Senator - o
405 Lexington Avenue

41st Floor

New York, New York 10174

Dear Senator Moynihan:
This is: in response to your letter of Mardh5, 1992, on behalf

of — regarding the unapproved
new drug, RU-486.

As you may know, RU-486 is a drug that is approved in France
through a limited distribution system for early abortion when
used with one of two prostaglandins also approved in France.
In addition, studies have been conducted on the treatment uses
of this drug for diseases such as breast cancer, Cushing's
syndrome, and other types of cancer.

To provide you background information, the Federal Food, Drug,
and Cosmetic Act (FDC), which the Food and Drug Administration
(FDA) administers, defines a new drug as one not generally
recognized by qualified experts as safe and effective for the
recommended uses. A new drug may not be distributed interstate
(except for clinical study) until we have approved a new drug
application (NDA) containing substantial scientific evidence of
safety and effectiveness for use of the drug as labeled.

An investigational new drug (IND) application acceptable to the
FDA is required of a sponsor (e.g., a drug manufacturer or a
clinical investigator) to study the safety and effectiveness of
an unapproved new drug. When the sponsor determines that
adequate and well-controlled studies have been performed, which
reflect favorably on a new drug's safety and effectiveness, the
sponsor tierf submits that information, together with adequate
information on manufacturing procedures and controls, in a new
drug application to FDA. After a comprehensive review by the
FDA, the NDA "is either approved or not approved; upon approval
the drug may be marketed.

We are enclbs1ng a- publication, "New Drug Development in the
United States," that describes in more detail the requirements
for new drug clearance in the United States.

Strictly interpreted the FDC Act prohibits the import and
distribution in interstate commerce of drugs that have not been

I et

appro A { DA EB OSIRNTME CJ"BAIE | SPFICE] O SURNAME TS HASE |

mmﬁll_s: [ Melez

]

|

»U.8.@F0: 1988-0-213-082
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Page 2 - The Honorable Daniel P. Moynihan

patients, many of whom suffer from serious or life-threatening
diseases, FDA:*has, as a matter of enforcement discretion, long
permitted imdividuals to bring into the United States for
personal use limited guantities of drugs sold abroad but not
approved in the United States. 1In exercising this discretion,
however, it is incumbent upon the Agency, in its charge to
protect the public health, to allow the importation of
unapproved drugs only if there is no unreasonable safety risk
and only if the other criteria are met.

With regard to RU-486, a conclusion was reached that use of the
drug posed unacceptable safety risks to the American public.
This is because the intended use of RU-486 makes it likely that
it could be used without supervision by a physician, and that
indiscriminate or unsupervised use could be hazardous to
health. In addition, to be optimally effective, RU-486 must be
used in conjunction with another drug, a prostaglandin, also
not approved in the United States, further complicating the -
safety issue. N
P
Also, because RU-486 is not proposed for treatment of a seriousg
condition for which no alternative treatment exists (one of thej-
criteria set forth in the Pilot Guidance document), yet poses -
safety risks, we do not believe that our import policy can be
appropriately applied to permit the importation of RU-486.
Moreover, publicity regarding the availability of the drug
overseas raised for FDA the possibility that a demand would be
created in this country, which in turn would foster importation
of the drug for commercial use. Thus, we believe that our
decision to restrict the importation of RU-486 is sound public
health policy and is consistent with our policy guidance on the
importation of unapproved drugs.

It is extremely important to point out that this import alert
in no way restricts the importation of this drug for research
purposes to determine its usefulness for diseases such as
Cushing's ;sypdrome and some forms of cancer.

For your information, we are also enclosing a copy of testimony
presented at a hearlng before the House Small Business
Subcommittee on Regulation, Business Opportunities and Energy
on November 19, 1990, which contains additional information on
this complex issue.

Please be .assured that we are committed to maintaining the
scientific integrity of FDA's new drug testing and approval
process carried out under existing law, and I can assure you
that any protocol for research and testing of RU-486 submitted
to FDA will be given a fair review based on the scientific
issues involved.

MIF 005916



Page 3 - The Honorable Daniel P. Moynihan

We hope the information provided will be helpful.

If we can be

of any furthar assistance, please let us know.

ES
2 .

3 Enclosures

Constituent's letter

New Drug Development in
the United States

FDA Testimony

cc: HFW-10(2)

F/D: ———1:3/20/92

F/T; var:4/1/92

CONG-7218 and No. 8688
————— DRUGS\RU486 .MDG)

Sincerely yours,

'9/‘

Marc J. Scheineson

Associate Commissioner
for Legislative Affairs

APPEARS THIS 'WAY

- — -

MIF 005917
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- December 23, 1991

Honorable Daniel Patrick Moynihan
United States Senator

733 Third Avenue

New York, NY 10017

Dear Senator Moynihan:

Why 1is this great country of ours so inappropriately
handling the quest for life-saving new drugs? The F.D.A. seems to
have 1its head stuck in the sand. These are great times we are
living in. The pharmaceutical companies seem to be at the
threshold of victory against such diseases as Aids, breast cancer,

and Alzheimer disease. Yet drugs that may cure these afflictions -

are being denied the public, in some cases for years, until all
exhausting testing has been complete. x

What the F.D.A.’s current policy means is that many o
our people will not be alive when these drugs are finally approved..
for distribution. I can understand the need to protect healthy

people from untested drugs. I cannot understand the withholding of
potential life~-saving new drugs from terminally ill people who are
rapidly approaching death. Give them every opportunity to live,
even if it means they’re being treated by potentially life-saving
drugs that are, as yet, in need of more testing.

A French pharmaceutical company, Roussel-Uclaf, has by-
passed the United States in favor of Canada for widespread testing
of a new drug, R.U.-486. This drug is destined to join the fight
against breast cancer, but because of our own F.D.A.’s overbearing
caution, we are not even getting the drug to test. Toxal is
another new drug that represents a major breakthrough in the

treatment of breast cancer that, as yet, is not available to the
public. -— =~ =

My wife has metastatic breast cancer. She wants to live
as I assume allepeople with her disease do. She needs these drugs
now, not witen-it’s too late. The present policy of the F.D.A. will
doom countless thousands of people. I exhort you to help do some-
thing about it now. _

Verv trulv vourzx(

/5

MIF 005918
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DANIEL P. MOYNIHAN ) 405 LEXINGTON AVENUE
NEW YORX . SUITE 4101

Nnited States Senate

- - WASHINGTON, DC 20610-3201

= March 5, 1992

Dr—Sxark=8—¥oung

Food and Drug Administration
Department of Health and Human Services
Room 14-71, PKLN

200 Independence Avenue, SW
Washington, D.C. 20201

Dear Dr. Young:

The enclosed inquiry is from a constituent of mine,

I would appreciate your careful consideration of these
remarks, and your thoughts on what remedies there may be for
this situation.

Please send me your written response in duplicate along
with the letter from my constituent to:

Senator Daniel P. Moynihan
405 Lexington Avenue

41st Floor
. New York, New York 10174
ATTN: Deborah A. Famighette

Sincerel
\ Do

- — -

o)

Danle; Patrick Moynihan - PG _—
T LB
o e \/IJ -
- - T
@
APPEARS THIS WAY - S
ON CRIGINAL
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

The Honorable Alan J. Dixon

United States Senate

Washington, D.C. 20510

Dear Senator Dixon:

This is in resbonse to your letter of February 6, 1992, on

behalf of . regarding the
unapproved new drug, RU-486.

As you may know, RU-486 is a drug that is approved in France

‘ through a limited distribution system for early abortion when
used with one of two prostaglandins also approved in France.

In addition, studies have been conducted on the treatment uses

of this drug for diseases such as breast cancer, Cushing's N

syndrome, and other types of cancer. : i

To provide you background information, the Federal Food, Drug, i
and Cosmetic Act (FDC), which the Food and Drug Administration
(FDA) administers, defines a new drug as one not generally -
recognized by qualified experts as safe and effective for the
recommended uses. A new drug may not be distributed interstate
(except for clinical study) until we have approved a new drug
application (NDA) containing substantial scientific evidence of
safety and effectiveness for use of the drug as labeled.

An investigational new drug (IND) application acceptable to the

FDA is required of a sponsor (e.g., a drug manufacturer or a
‘ clinical investigator) to study the safety and effectiveness of
an unapproved new drug. When the sponsor determines that
adequate and well-controlled studies have been performed, which
reflect favorably on a new drug's safety and effectiveness, the
sponsor then submits that information, together with adequate
information on manufacturing procedures and controls, in a new
drug applYc&tion to FDA. After a comprehensive review by the
FDA, the NDA is either approved or not approved; upon approval
the drug may .be marketed.

”»

We are entldsing a publication, "New Drug Development in the
United States," that describes in more detail the requirements
for new drug clearance in the United States.

Strictly interpreted, the FDC Act prohibits the import and
distribution in interstate commerce of drugs that have not been
approved by the FDA. However, out of compassion for individual
OFFICE| SURNAME [DATE [JOFFICE] SURNAME DATE || OFFICE] SURNAME DATE / S
BIE [ /S M) 3

*U.8.GF0: 19008-0-213-062
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patients, many of whom suffer from serious or life-threatening
diseases, FDA>has, as a matter of enforcement discretion, long
permitted individuals to bring into the United States for
personal use limited quantities of drugs sold abroad but not
approved in the United States. In exercising this discretion,
however, it is incumbent upon the Agency, in its charge to
protect the public health, to allow the importation of
unapproved drugs only if there is no unreasonable safety risk
and only if the other criteria are met.

With regard to RU-486, a conclusion was reached that use of the
drug posed unacceptable safety risks to the American public.
This is because the intended use of RU-486 makes it likely that
it could be used without supervision by a physician, and that
indiscriminate or unsupervised use could be hazardous to
health. In addition, to be optimally effective, RU-486 must be
used in conjunction with another drug, a prostaglandin, also
not approved in the United States, further complicating the
safety issue. g
Also, because RU-486 is not proposed for treatment of a seriousi
condition for which no alternative treatment exists (one of thef-
criteria set forth in the Pilot Guidance document), yet poses
safety risks, we do not believe that our import policy can be
appropriately applied to permit the importation of RU-486.
Moreover, publicity regarding the availability of the drug
overseas raised for FDA the possibility that a demand would be
created in this country, which in turn would foster importation
of the drug for commercial use. Thus, we believe that our
decision to restrict the importation of RU-486 is sound public
health policy and is consistent with our policy guidance on the
importation of unapproved drugs.

It is extremely important to point out that this import alert
in no way restricts the importation of this drug for research
purposes to determine its usefulness for diseases such as
Cushing'!s_syndrome and some forms of cancer.

For your information, we are also enclosing a copy of testimony
presented at a hearing before the House Small Business
Subcommlt;ee ‘on Regulation, Business Opportunities and Energy
on November 19, 1990, which contains additional information on
this complex issue.

Please be.assured that we are committed to maintaining the
scientific integrity of FDA's new drug testing and approval
process carried out under existing law, and I can assure you
that any protocol for research and testing of RU-486 submitted
to FDA will be given a fair review based on the scientific
issues involved.

MIF 005921
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We hope the information provided will be helpful. If we can be
of any further assistance, please let us know.

x
- .

Sincerely yours,

74

Kay Holcombe

Acting Associate Commissioner
for Legislative Affairs

2 Enclosures

New Drug Development in
the United States

FDA Testimony

cc: HFW-10(2)

F/D: ——— 3/27/92

F/T; var:3/3C/92

CONG-6835 and No. 8268
—___. DRUGS\RU486,MDG)

i e APPEARS THIS 'WAY
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Wnited States Senate s

. . WASHINGTON, DC 20510-1301 92F£8 /9 P |
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.- February 6, 1992 B

Ms. Kay Hocombe

Acting Associate Commissioner
for Legislative Affairs

Food and Drug Administration

Inited States Department of Health
and Human Services

1555 Parklawn Building

5600 Fishers Lane

Rockville, Maryland 20857

Dear Ms. Hocombe: —

Enclosed is a letter I received from my constituent, —
regarding RU486.

T

Because of my desire to be responsive to all communications, ..
I request your response to this matter.

It would be most appreciated if you would forward your
findings directly to the attention of my assistant, Bradley G.
Hunt. Thank you in advance for your assistance.

Kindest personal regards.

Sincerely,
*
e~ e Ala 1XO
»
[ 4
- —
Enclosure
\
“ APPEARS THIS WAY
ON ORIGINAL
A
A\ 4\\"
3 R
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331 HART BUILDING 230 SOUTH DEARBORN 6TH AND MONROE 8787 STATE STREET 105 SouTH 6TH STREET
WASHINGTON, DC CHICAGO, IL SPRINGFIELD, L EAST ST. Lours, IL MOUNT VERNON, (L
20510-1301 60604 62701 62203 62864

MIF 005923



January 2, 1992
o= o2 JA -8 9 Lh
Senator Alan Dixon -
U. S. Senate -

Washington, DC 20510-1301

Dear Senator Dixon:

In the December 29 edition of the Surday Chicago Tribune, on the front page of
the editorial section, there was an article on the drug RU486. According to
this article, this drug has several proven ard potential uses, but is being
withheld from testing for sale in the United States because of pressure from
abortion opponents. As you may know, RU486 has been used in France since 1987
for several purposes, ane of which is to bring about the termination of an
unwanted pregnancy (if taken within the first seven weeks of pregnancy).

According to the Tribune article, the Food and Drug Administration is delaying
processing of the drug for approval for sale in this country. The purpose of
this letter is to request that you use your position as a mamber of Senate to
investigate these charges and, if true, do what you can to get this policy §
changed.

I am a strong advocate of reproductive rights and family planning. I have -
thought long and hard about the abortion issue, and I feel that a woman's
decision whether or not to have an abortion is a decision best left to her and
those she chooses to assist her. The government should not intrude into this
most personal issue, except to allow her the freedam to attain whatever
information she might need to make an informed choice. That is why I hope

that you will be active in support of any efforts to void the recent Supreme
Court decision to deny such iformation to some wamen.

I don't see too much difference in the actions of the Camunist Chinese
government, which is alleged to sametimes force wamen to have abortions, and
an American government which would force a woman to continue a pregnancy
against her will.

Everyone, in eyery nation of the world, should have the right to be left alone
to live aone's life in peace without fear of unreasonable government coercion.

Thank you for your;oonsideratim. I would appreciate a response explaining
your position.dn these matters.

Sincerelv.

/sl
L 1
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The Honorabie Arlen Specter
United States Senator

Suite 9400, Federal Building

600 Arch Street

Philadelphia, Pennsylvania 19106

Dear Senator Specter:
This is in rasponse to your letter of August 21, 1992, on

behalf of i
regarding the 'importation of RU-486 into the United States.

It is extremely important, at the outset, to point out that the
import alert in effect for RU-486 in no way restricts the -
importation of this drug for research purposes to determine its—
usefulness for diseases such as Cushing's syndrome, some forms

of cancer, and the disorders such as those mentioned by {g

Ms. Fisher. Rather, it is intended to restrict the drug's i
importation for personal use for the reasons described below.
Let me begin by providing you with some specific background
information on the Food and Drug Administration (FDA)
procedures relative to unapproved new drugs. RU-486, currently
an unapproved new drug, has not been treated any differently
than any other product in that category. As you may know,
FDA's drug review responsibilities and authority under the
Federal Food, Drug, and Cosmetic Act (FDC Act) are limited to
determinations based on the data and information requirements
mandated by that statute. FDA's regulations 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.
An IND becomes effective within thirty days unless FDA notifies
the sponrsar ©f the investigation that the proposed clinical
trial should not proceed. The grounds for taking the latter
action are that (1) the sponsor has not provided sufficient
information tp evaluate the risks of the drug, (2) the risks to
the subjeets are unreasonable, (3) the investigators are not
qualified, or (4) the information provided to the investigators
is misleadinhg. Certain investigations to determine
effectiveness must also have protocol designs that clearly are
sufficient to meet their stated objectives.

Strictly interpreted, the FDC Act prohibits the importation and
distribution in interstate commerce of drugs that have not been
approved by the FDA. However, out of compassion for individual

omce SURNAME oaTe || ormcs ~ SURNAME oAt | ormcs WANAME | Date
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Page 2 - The Honorable Arlen Specter

patients, many of whom suffer from serious and life-threatening
diseases, FDA, as a matter of enforcement discretion, may
permit individuals to bring into the United States for

personal use limited quantities of drugs sold abroad but not
approved in the United States. 1In exercising this discretion,
it is incumbent upon the Agency, in its charge to protect the
public health, to allow the importation of unapproved drugs
only if there is no unreasonable safety risk and only if the
other criteria are met.

With regard to RU-486, a conclusion was reached that use of the
drug posed unacceptable safety risks. This is because the
intended use of RU-486 makes it likely that potential users
might well not be under the care of a physician; indiscriminate
or unsupervised use could be hazardous to health. 1In addition,
to be optimally effective, RU-486 must be used in conjunction
with another drug, a prostaglandin that also is not approved in
the United States. This further complicates the safety issue.

Furthermore, FDA's procedures specify that importation of an {~
unapproved drug is only appropriate under certain other i
conditions. One of the most significant of these is that the §-
drug is proposed for treatment of a serious condition for which-
no alternative treatment exists. (A copy of the Regulatory
Procedures Manual, Part 9-71, is enclosed.) In addition to its
safety risks, RU-486 also does not satisfy this criterion.

For both of these reasons, we do not believe that the
importation of RU-486 can be permitted under our import policy.
Moreover, the publicity in this country regarding the
availability of the drug overseas raises the clear possibility
that a demand could be created in this country that could
foster importation of the drug for unapproved commercial use.
Thus, we believe that our decision to restrict the importation
of RU-486 is not only consistent with our policy guidance on
the importation of unapproved drugs, but also sound public
health policy.

- am B
For your information, I am enclosing a copy of testimony
presented at ,a hearing before the House Small Business
Subcommitteeron Regulation, Business Opportunities and Energy
on NovemPer- 19, 1990, which contains additional information on
this complex issue.

Please be assured that we are committed to maintaining the

scientific integrity of FDA's new drug testing and approval
process carried out under existing law, and I can assure you

MIF 005926
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that any protocol for research and testing of RU-486 submitted
to FDA will pe given a fair review based on the scientific
issues involved.

T -

If we can be ofiany further assistance, please let us know.

Sincerely yours,

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

3 Enclosures
Regulatory Procedures Manual
FDA Testimony

cc: HFW=-10(2)
(VALARIE\DRUGLTR\RU486NEW.MDG)
F/D: ——:9/14/92

F/T: — .9/17/92

CONG-9106 and No. 10878

: "T'C.’.
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STATE JFF.CES.

§0C ArcH STREET, SUITE 9400
PHILADELPHIA, PA 13106
C_OM-M-IT.'EES: 215-587-7200

AGING : . 0O suie 2031, FeoeraL Bunomng
BANKING d}ﬂmtiﬂ zmﬂtf PITTSBURGH, PA 15222
JUDICIARY 412-644-3400
APPROPRIATIONS O Room 118, FEperaL BuiLping

]

WASHINGTOM

VETERANS' AFFAIRS - ERiE, PA 16501
T 814-453-3010
O 303 HART SENATE BUILDING - I Room 1159, FeperaL BUILDING
WASHINGTON, DC 205 10-3802 ;i?!;m;;;ngb;ﬁ 17101
202-224-4254 - - -
- August 21, 1992 O Room 201, PosT OFFice BLOG.
a2 ALLENTOWN, PA 18101
215-434-1444

O suire 503, Pank Praza
SCRANTON, PA 18503
717-346-2006

Congressional Liaison ' 00 Room 306, 116 S. Main 8T,
Food and Drug Administration WiLkis.BaRRe. PA 18701

5600 Fishers Lane
Rockville, Maryland 20857

Dear Sir/Madame:
My office has been contacted by —0m——————— I an

forwarding to you a copy of the correspondence that I have

received.
Your substantive findings and views, in duplicate form, {
along with the return of the enclosure, will be greatly %ﬁ

appreciated. Please direct your reply to my Assistant, Mary
Clark, at the following address:
Senator Arlen Specter
Suite 9400, Federal Building
‘ 600 Arch Street
Philadelphia, PA 19106

Thank you for your assistance with the aforementioned

matter. .
- —— a— »
. Sincerely,
- E
. ‘f{taﬁ« o v
-  Arlen 8pecter

AS/mc
Enclosure

Moo 108 7§
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SUITE 9400, FEDERAL BUILDING

&ri@ﬂ Sp@g S/i:f “ " PHILADELPHIA, PENNSYLVANIA 15106
U.S. SENATOR PENNSYLVANIA_

Dear TFriend: =

=
e

Thank you for your request that I contact the appropriate Federal
agency for information that might prove helpful. I will be very
glad to be of assistance in this matter.

Under the Privacy Act of 1974, which went into effect in September

2f 1375, I must have WCLtten permission of the individual whose
records will be disclosed. This law was written to protect every
american citizen frcm unauthorized disclosure of personal informaticn
with his or her consent.

.E the person whose file is involved will sign the release form below
ad return it to my Philadelphia office, I will do what I can to
obtain the necessary information.

//‘jincereﬁg}

4

g T 1?
Lz’l’-/* ~ i J” £

Arlen Specter
kkkkhkhkhkhhkhkAdhkhkhhhk kXTI RR kA hkhhkkhk kA XA b A dxhk kA AAX T hhkhkhkhkhhkhkhkk Ak hkhkhk ok ki xx

I grant permission to release information requested in my behalf to
U.S. Senator Arlen Specter.

MAME -

imnuss Z‘

TELEPHONE NUMBER —

)
.J

SGCIAL SECURITY NUMBER

e~ - »

ANY CLAIM OR I.D. NUMBER

TENDERAL AGENCY INVOLVED,

PROBLEM OR ASSIS’I;I;E?‘E-NEEDY‘D/?(/‘V;‘X Cﬁ//év(_é Jla/zﬁ/&éflé;—
(/T%m C/ M’{“'Lﬁé/%ﬁ%
LC"'W}/ A el i, a

ATE .- /) — 57 SIGN "URE . . /6/
' %
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The Honorable John McCain
United States Senator

151 North Centennial Way
Suite 1000

Mesa, Arizona 85201

Dear Senator McCain:

This is in response to your inquiry of August 20, 1992, on
behalf of o
regarding the availability of RU-486 for the treatment of
Mrs. Hausman's metatistic breast cancer.

In order for her to receive RU-486, her physician should
contact the manufacturer, Roussel Uclaf, directly regarding a
supply of the drug. The address is 35, Blvd. Des Invalides,
F-75323 Paris, CEDEX-07, France. If there is an agreement
relative to the supply of the drug, her physician should
contact - Division of Oncology and Pulmonary
Drug Products at —m—m to receive guidance on
submitting the Investigational New Drug application.

If we can be of any further assistance, please contact us.

Sincerely yours,

Marc J. Scheineson
e & Associate Commissioner
Znclases for Legislative Affairs
const. /e

cc: HFW-10(2)

R/D: - /14/92

F/T; ~=9/28/92

~————— DISK\ — .IND)

CONG-9120 and NO. 10892
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QAN 1T oz 13 Avzu~t 17, 17292
Jhe rnonorable John JeZainr
1532 N Zentennial vay
sa, Arizona™—~25201

Jear ' enator !iclaln:
In my quest to nre-erve my life, I nave reached the voint

where I am in reed of assirtance.

—a<tT ¢

riday, =v oncolozi~t and I reacned the conrclu-ion
that the la~t therapy avalilatle for me in the USA to fight meta=-
tatic breact cancer was not working, I have teen fichting this di-ease
since the fall of 1983 and at the »rerent time I ~till feel very
aware of my re<oon~itility %o continue rai~ing three teen-agere and
living, ‘ 3

Znclo~ed 1r an article from the Tribune newsvaner explaining
my reauest., After reading revori~ on *he effectivenecc of RU 485 gn
the treatment of advanced brea~t cancer, I have tecome aware that!it
would behoove me to take it. Rather than treat the drug illegally;
through border-, I tco would like to requect vermis-~ion to u-e it
in the ctate- under my nhy-~ician'~ care a: did the gentleman in
A'lanta,

At -precent, the cancer i= in the bone and soft ticsue and
my health has deteriorated to the point where I have los%t 40O 1lb-
and my ~pine i~ comprec-=ing, making it po~sible to receive a frac-
ture of the ~vine and the pos=~ibtility of ~pinal injury or death.
Therefore, in my prerent ~tate, the feasibility of traveling would
almo=t be out of the que=tion.

%ay‘I‘bGunf on vour cupport to heln? Expediency i~ impor-
tant becau=e of the rapid deterioration of my body.

I can reéched reached at: My addre~<=:
1y doctor i~: ‘(
l
t‘ Sincerely,
—_—

MIF 005931
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Suree 1000

SELECT TCMMITTEE CN INDIAN AFFAIRS

i L\O".‘ME?CE SCIENCE -
o T o Wnited States Senate
ARESA 4Z 5201
v |BC2) B35-8694

SELEC

SPEC AL COMMITTEE ON AGING -
T COGMMITTEE ON POW MIA AFFAIRS

5383 NoATH TETH STREET
Surve 130
PHOENIX, AZ B501 &

. August 20, 1992 (602) 640-2567
... 2151 EAST BROAOWAY

F - SuiTe 170

: TUCSON, AZ BET7 1

6021 670-6334

TELEPHONE FOR HEARING IMPAIRED

Marc Scheineson

Food and Drug Administration 200 2T
Assoc. Commissioner for Legis. Affairs ' '
1555 Parklawn Building

5600 Fishers Lane

Rockville, Maryland 20857

Refer to: 2233840006
I wish to bring to your attention a matter concerning my
constituent, who has encountered a problem with
obtaining RU-486 to cure her cancer. Please investigate the
statements made in the enclosed letter and return the response to
me with the enclosures. MARK ALL CORRESPONDENCE TO:

Attn: Mary Turner
Office of Senator John McCain

151 North Centennial Way
Suite 1000
Mesa, AZ 85201

: 'T-OQV‘.

The assistance you provide my constituent will be most
appreciated. If you should have any questions in the meantime,
you can reach my office at (602) 835-8994. I look forward to

your reply at your earliest convenience.

Sincgrely,

hn McCain
United States Senator

JM/zmt -~ i e
Enclosure

- —— .
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The Honqrabié Bill Sarpalius
House of Representatives
Washington, D.C. 20515

Dear Mr. Sarpalius:
This is in response to your letter of August 19, 1992, on

behalf of - —— , concerning the
unapproved new drug, RU-486.

The Federal Food, Drug, and Cosmetic Act, which the Food and

. Drug Administration (FDA) administers, defines a new drug as
one not generally recognized by qualified experts as safe and
effective for the recommended uses. A new drug may not be
distributed interstate (except for clinical study) until we
have approved a new drug application (NDA) containing
substantial scientific evidence of safety and effectiveness fog.
use of the drug as labeled. i'
An investigational new drug (IND) application acceptable to the.
FDA is required of a sponsor (e.g., a drug manufacturer or a
clinical investigator) to study the safety and effectiveness of
an unapproved new drug. When the sponsor determines that
adequate and well-controlled studies have been performed, which
reflect favorably on a new drug's safety and effectiveness, the
sponsor then submits that information, together with adequate
information on manufacturing procedures and controls, in a new

. drug application to FDA. After a comprehensive review by the
FDA the NDA is either approved or not approved; upon approval

the drug may be marketed.

We are enclosing a publication, "New Drug Development in the
United States," that describes in more detail the requirements
for new drug clearance in the United States.

—— an B
We are unable to predict whether, or when RU-486 will be
approved for marketing. You may be assure that all
important ney drug submissions to FDA are given prompt
attentiaon, so that the public can benefit from new products as
soon as possible.

M
--‘.'.02’3 -
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Page 2 - The Honcrable Bill Sarpalius

We hope thesé& comments are helpful. If we can be of any
further assigtance, please let us know.

=
T -

Sincerely yours,

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

Enclosure
New Drug Development in
the United States

cc: HFW-10(2)

F/D: — :9/18/92
F/T: — 9/18/92
Cong-9114 and No. 10886/

\DRUGLTR\NEWRU . MDG)
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House af Representatives
e e . Washington, B.¢. 20515 08 7
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August 19, 1992

Dr. David A. Kessler
Commissioner

U.S. Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

. Dear Commissioner Kessler:

I am writing to call your attention to a recent comment I
received from a constituent of mine, —
the —

of

As you can see from the enclosed notation of —
phone call to my Washington office, he is disappointed in
the FDA’s slow approval process for new and innovative
drugs. Specifically he cites the lack of FDA approval for
RU-486.

I would appreciate your addressing his concerns
regarding this issue, and I will look forward to hearing
from you so that I can respond to my constituent.

k.
Y
i
-

Thank you for your assistance. If I can be of assistance,
please do not hesitate to let me know.

Sincerely,

ifi' :; -
Bill Sarpala

- am »

BS/eg
Enclosure - 2
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: -
—— - - (g} o
A ~No <
I
- ASTTTTN S AY o m L
N3 IR T == ~
Ul LaidtAL wn
s
=

Ny 108 §¢

MIF 005936



s

MAIL: 36847

TO..:

FROM: —

DATE: 29 JUL 1992
TIME: 04:02PM
SUBJ: OPINION

*

RESPONSE TO LETTER:

SAW A TV PROGRAM ABOUT FDA BEING SO SLOW ABOUT APPROVING
MEDICATIONS IN THE US. THERE IS A BIRTH CONTROL PILL THEY;
DO NOT WANT HERE, BUT IT WOU.D HELP NUMEROUS PEOPLE THAT

ARE ILL. OTHER MEDICATIONS TJAT ARE IN OTHER COUNTRIES
WOULD ALSO BE BENEFICIAL TO AID ILL IN THE US.

NT ~A T TN AR TR AT ITAIEATL. W EY s e v W e e e R Py

| SIRG) —
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The Honeorable Patricia Schroeder Sl \
House of Representatives

Washington, D.C. 20515
Dear Ms. Schroeder:
This is in response to your inquiry of August 10. 1992, on

behalf of regarding the
availability of RU-486 for the treatment of her meningioma.

As discussed with Ms. Wendy Wasserman of your staff, Ms.
Ferris' physician should contact the manufacturer, Roussel

‘ Uclaf, directly regarding a supply of the drug. The address is
35, Blvd. Des Invalides, F-75323 Paris, CEDEX-07, France. If
there is an agreement relative to the supply of the drug, her

physician should contact Division of Oncologx
and Pulmonary Drug Products at to receive 3
guidance on submitting the Investigational New Drug i
application. -

In addition, a study with RU-486 for the treatment of certain
brain tumors, sponsored by the National Institutes of Health
(NIH), is about to begin. Her physician may wish to contact
the NIH at (301) 496-7912 regarding possible participation in
the study.

If we can be of any further assistance, please contact us.

Sincerely yours,

Marc J. Scheineson
Associate Commissioner
— = a for Legislative Affairs

cc: HFW-10(2)

R/D: v:8/25/92

R/T: — +8/25/92

F/T; var:8/26/92

re/t: var:8/27/92 _
" DISK\ —~ .IND)

CONG-8912' and NO. 10653 /S/
FU&E ornca LaypE / | pate § ormcs SURNAME DATR § ormca SURNAME DATE
o Ay.... [ _FRibg ... ISR FUUUR AUUUUN IUTUUURUR .

*U.S. GPO: 1988-116-488
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PATRICIA SCHROEDER ARMED SERVICES COMMITTEE

167 Ontaicr. VIR, COwORAGO CRAIRWOMAN, SUBCOMMITTER ON MILITARY
INSTALLATIONS AND FACILITIES
1209 Mmm:nm Bunome POBT OFFICE AND CIVIL
Wumm:;. ‘m” 308180001 . SERVICE COMMITTEE
-t 431
o s Congress of the Tnited Btates oo,
$800 Emengon STrett M 3 .,
3 . FAMILIES
serrn G0 8523 TBouse of Wepregentatives consnasons, uueus ron
, WOMEN'S | , COSCHAI
Washington, BE 20315-0601

August 10, 1992

U.,S. Food and Drug Administration
Legislative Affairs

5600 Fishers Lane

Rockville, MD 20857

Dear

contacted ocur office laast waek.
She is a meningioma patient, and, with her dector's advice, wants
to participate in RU-486 treatments. -

I do not have her doctor's name, but you can reach at

ig just one of the many pecple around the country in need of RU-
486, I know you will ke akble to help her.

S8incarely,

APPEARS THIS WAY
0N ORIGINAL
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The Honorable Thomas S. Foley
House of Representatives
Washington, D.C. 20515

Dear Mr. Foley:
This is 1in response to your letter of June 1, 1992, on behalf

of . - . regarding the
importation of RU-486 into the United States.

It is extremely important, at the outset, to point out that the
import alert in effect for RU-486 in no way restricts the
importation of this drug for research purposes to determine its
usefulness for diseases such as Cushing's syndrome, some forms
of cancer, and the disorders such as those mentioned by

Ms. Gibson. Rather, it is intended to restrict the drug's
importation for personal use for the reasons described below.

X
kY
i
Let me begin by providing you with some specific background
information on the Food and Drug Administration (FDA) o
procedures relative to unapproved new drugs. RU-486, currently
an unapproved new drug, has not been treated any differently
than any other product in that category. As you may Xknow,
FDA's drug review responsibilities and authority under the
Federal Food, Drug, and Cosmetic Act (FDC Act) are limited to
determinations based on the data and information requirements
mandated by that statute. FDA's regulations 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.
An IND becomes effective within thirty days unless FDA notifies
the sponsor of the investigation that the proposed clinical
trial should not proceed. The grounds for taking the latter
action ar¥ fhat (1) the sponsor has not provided sufficient
information to evaluate the risks of the drug, (2) the risks to
the subjects ,are unreasonable, (3) the investigators are not
qualified, or (4) the information provided to the investigators
is misleading. Certain investigations to determine
effectiveness must also have protocol designs that clearly are
sufficient to meet. their stated objectives.

Strictly interpreted, the FDC Act prohibits the importation and
distribution in interstate commerce of drugs that have not been
approved by the FDA. However, out of compassion for individual

\ 5)
ornca SURMAME 1 oamz § ormcs | SURNAME DATE § ormca UANAME . DATE
h@:!:?'\ ---fs-/.-..- ‘JH’-. (AR X XXX J Secsvodtavasnnrse "eseess aessane IJE XA NN LR R X R LA Y XN
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Page 2 ~ The Honorable Thomas S. Foley

patients, many of whom suffer from serious and life-threatening
diseases, FDA, as a matter of enforcement discretion, may
permit individuals to bring into the United States for

personal use limited quantities of drugs sold abroad but not
approved in the United States. 1In exercising this discretion,
it is incumbent upon the Agency, in its charge to protect the
public health, to allow the importation of unapproved drugs
only if there is no unreasonable safety risk and only if the
other criteria are met.

With regard to RU-486, a conclusion was reached that use of the
drug posed unacceptable safety risks. This is because the
intended use of RU-486 makes it likely that potential users
might well not be under the care of a physician; indiscriminate
or unsupervised use could be hazardous to health. In addition,
to be optimally effective, RU-486 must be used in conjunction
with another drug, a prostaglandin that also is not approved in-
the United States. This further complicates the safety issue.

Furthermore, FDA's procedures specify that importation of an
unapproved drug is only appropriate under certain other
conditions. One of the most significant of these is that the
drug is proposed for treatment of a serious condition for which
no alternative treatment exists. (A copy of the Regulatory
Procedures Manual, Part 9-71, is enclosed.) In addition to its
safety risks, RU-486 also does not satisfy this criterion.

For both of these reasons, we do not believe that the
importation of RU-486 can be permitted under our import policy.
Moreover, the publicity in this country regarding the
availability of the drug overseas raises the clear possibility
that a demand could be created in this country that could
foster importation of the drug for unapproved commercial use.
Thus, we believe that our decision to restrict the importation
of RU-486 is not only consistent with our policy guidance on
the importation of unapproved drugs, but also sound public
health- palisy.

For your information, I am enclosing a copy of testimony
presented at.,a hearing before the House Small Business
Subcommi&tee on Regulation, Business Opportunities and Energy
on November 19, 1990, which contains additional information on
this complex issue.

Please be assured that we are committed to maintaining the

scientific integrity of FDA's new drug testing and approval
process carried out under existing law, and I can assure you

MIF 005941



Page 3 - The Honorable Thomas S. Foley

that any protocel for research and testing of RU-486 submitted
to FDA will be given a fair review based on the scientific
issues involved.

e

If we can be of'any further assistance, please let us know.

Sincerely yours,

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

2 Enclosures
Regulatory Procedures Manual
FDA Testimony

cc: HFW-10(2)
——— \DRUGLTR\RU486NEW.MDG)
F/D: ———— :8/18/92
F/T: var:2/12/92
CONG-8534 and No. 10187

.-r-wwu

e~ - -
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June 1, 1992

Dear Ms. Holcombe:

Please find enclosed a copy of a letter I received from my

constituent,
. As you will note, —————— is concerned about the Food and
Drug Administration's ban on the importation of RU-486. If you

could take note of her comments and address the issues she raises
in her letter, it would be most helpful.

Thank you for your assistance in this matter.

With best wishes.

Sincerely,

Loy f

Thomas S. Foley
Member of Congress

. Ms. Kay M. Holcombe
Commissioner for Legislative Affairs

Food and Drug Administration “ N
Parklawn Building, Room 15-55 B ey
5600 Fishers Lane L =R
Rockville, MD 20857 iy fj
——- s T
TSF:hmd -
Enclosure DU
- - LWy
[ 4 - e -
- ——— W

’ (s ]

{O\Kq

—
S
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ODEPARTMENT OF HEALTH AND HUMAN SERVICES
AR atels
The Honorabte Ran Wyden
Chairman, Subcommittee on Regulation,
Business Opportunities, and Energy

Committee on Small Business

House of Representatives

Washington, D.C. 20515

Dear Mr. Chairman:

As a followup to discussions with your staff, the Food and
- Drug Administration (FDA) is gravely concerned about the

public release of confidential proprietary information in
conjunction with the Subcommittee's July 28, 1992, hearing on
the drug RU-486. The release of this information violates our
fundamental understanding with the Subcommittee concerning the —
Agency's responses to document requests. .
&

On two different occasions, at the request of the i
Subcommittee, FDA provided the Subcommittee with a list of

applications for investigational new drugs (INDs) on file with --
the Agency for studies involving RU-486 -- after the
Subcommittee's May 8, 1992, field hearing on women's health
issues, and more recently in response to your written requests
dated July 22, 1992. In both instances, the information was
transmitted to the Subcommittee with a cover letter
emphasizing the confidential nature of some of the information
provided. As is FDA's practice, we offered to discuss the
matter with your staff in the event you sought the public
release of any of this information. Your staff did not
discuss the public release of the IND list with the Agency:
yet, either at the hearing or subsequent to it, information
from those lists was made publicly available.

FDA's regulations implementing the Freedom of Information Act
are very spgcific with regard to the availability for public
disclosure of information in INDs. 1In fact, the very
existence of an IND is confidential by law unless the sponsor
has publicly Jdisclosed such information. (See 21 CFR 312.130
and 314.430, enclosed for your information.)

FDA takes very seriously its responsibility to protect the
confidentiality of data and information submitted to us.
also take.very seriously our responsibility to provide
Congress with information requested in the conduct of its
oversight of the FDA. It is extremely important that this

We

/S/
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Page 2 - The Honorable Ron Wyden

exchange of information be conducted in an atmosphere of
mutual trust and cooperation. We hope you will honor our
request to preserve the confidentiality of this type of
information when it is transmitted to the Subcommittee in the
future. If there is any uncertainty about whether particular
information should be kept confidential, we encourage and
expect consultation with you or your staff in advance of any
public release of the information. Please notify me
immediately if this understanding is unsatisfactory in any
way.

I appreciate your continued cooperation in addressing this

matter. -
. R
Sincerely yours, ;~
“_
Carol R. Scheman
- Deputy Commissioner
‘for: External Affairs
Enclosures
R/D: 27/29/92
Edited: —:GCF-1:8/4/92
Edited: GCF-1:8/4/92
Edited: . tHF-1:8/4/92
Edited: —— :HFW-1:8/5/92
cc: HF-24
HFW-1
HFW-T0*
GCF-1

APPEARS THIS WAY
ON ORIGINAL
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The Honorable Ron Wyden JUL 28194/
Chairman =~ ' -~ o
Subcommittee on Regulation,

Business Opportunities, and Energy
Committee on Small Business
House of Representatives

Washington, D.C. 20515

¢

Dear Mr. Chairman:.

. This is in response to your letter of July 15, 1992, regarding
the legal validity of the import alert imposed by the Food and
Drug Administration (FDA) on the unapproved new drug RU-486. ..

As you know, after the ruling by the U.S. District Court for

the Eastern District of New York (Judge Sifton), the Court of
Appeals for the Second Circuit issued a stay of that order. a .
The Supreme Court subsequently affirmed that stay. The Agency §
is currently reviewing Judge Sifton's ruling in preparation for-
further court proceedings in the Second Circuit. We will keep --
you informed of additional activities related to this issue.

We appreciate receiving your viewpoint concerning the ruling by
the District Court and your continued interest in this
important public health issue.

I Sincerely yours,

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

cc: HFw-1 *

HFW=-10(2)

HFW-12 /~————
R/D: ———— ©:7/21/92
R/T: — TF/21/92
Edit: .17/21/92
.7/22/92

7/22/92 /55/

——— . 7/23/92
for

!GCF-1:7/24/92

DATE || OFFICE] — SURNAME | DATE J[oFFIcR SURNAME
M _
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MrUORITY MEMBERS

RON WYDEN, OREGON
CHAIRMAN 102d Congress

< RICHARD E. NEAL, MASSACHUSETTS

FLOYD H. FLAKE, NEW YORK WUnited Dtates House of Representatives
ROBERT E. ANDREWS, NEW JERSEY -
H. MARTIN LANCASTER, NORTH CAROLINA Committee on Small 5“5‘“255
ED PASTOR, ARIZONA
- Subcommittee on Regulation,
Busginess Gpportunities, and Energy

2 B-363 Rapburn Bouge Office Building
) Washington, BE 20515-6318

-—

July 15, 1992

Dr. David Kessler, M.D.
Commissioner

U.S. Food and Drug Administration
5600 Flshers Lane

. ey
‘ x\u\.—r- .'4.;¢c, Ltua.].Lc\hu PV X & 0 )

Dear Dr. Kessler:

MINORITY MEMBERS

JAN MEYERS, KANSAS

WM. S. BROOMFIELD, MICHIGAN
DAVE CAMP, MICHIGAN

MELTON D. HANCOCK, MISSOUR!

STEVE JENNING
SUBCOMMITTEE STAFF DIRECTOR
202-225-7797

GRAYDON J. FORRER
SUBCOMMITTEE COUNSEL

JENIFER LOON

MINORITY SUBCOMMITTEE PROFESSIONAL
STAFF MEMBER

202-225-2B6S

"
As you know, this subcommittee has been investigating t
legal validity of the Food and Drug Administration’s 1mport—alerm

regarding the drug, RU 486.

I have just reviewed yesterday’s written decision by Judgéf
Sifton of the U.S. District Court, the Eastern District of New
York, involving a lawsuit against this alert. Rarely have I read

a judicial order more critical of an agency’s action.
Sifton states, "This was a lawsuit waiting to happen."

As Judge

The import alert should be recognized for what it is: an
embarrassing and obnoxious decision that has made many Americans

‘ guestion the agency’s fairness and objectivity.

I recommend that the alert be rescinded immediately.

As you know, I first raised the concerns detailed in Judge

Sifton’s decision nearly 20 months ago. Indeed,

our record of

congressional hearings held in 1990 and 1991, and which resulted in

pendina 19(1]::1;:{-1071 (9 ». g7e nthioh e

o -t \HV‘("HV’\A L\‘v
[

approx1ma€é¢yq70 of my House colleagues, mirrors key points in the

judge’s rullng

Regardlng'ihe efforts by the agency to bend the rules to keep
RU 486, an n - abortifacient drug, out of the United States, Judge

Sifton says:-

"The record before this court reveals a history of
political and bureaucratic timidity mixed with well-
intentioned blundering in dealing with two of the most

charged and significant issues of our time:

aportion."

R

7
(G
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Regarding -the agency’s flaunting of custom and process:

"In the facé of political outcry (from anti-abortion
groups), a retreat was ordered by the FDA, again without
investigation, notice or comment required by law. Now,
a plaintiff has taken advantage of this sink of
illegality to relieve her own understandable anxieties
over employing surgical procedures to end her unwanted
pregnancy. She has imported the abortion drug under a
personal use exception, alleging that the ban on
importation of that drug was illegally promulgated by the
FDA."

Regarding the political considerations which obviously
poisoned the FDA’s decision-making: '

"While the reason given for the ban that ‘{t]he intended
use of such drugs could pose a risk of safety to the
user’ hardly serves to distinguish the drug from other
drugs approved for importation under the personal use
exception where the risks are ‘reasonable’ or not
‘significant,’ it appears much more likely from the
history outlined above that the decision to ban the drug
was based not from any bonafide concern for the safety of
users of the drug, but on political considerations having
no place in FDA decisions on health and safety."

I understand that the judge’s ruling is a narrow one, and that
it does not rescind the import alert in total. Also, I am well
aware that this matter has been appealed to the Supreme Court and
that Sifton may well be overruled. No matter the outcome, however,
or the narrowness of the order, Sifton’s ruling, yesterday, heaps
gasoline on a political fire within your agency. It demonstrates
that your predecessors went to extraordinary lengths in pursuit of
a politici};aggnda and ignored good science.

Dr. Kessler, as you know RU 486 is at the forefront of a
family of new drugs known as antiprogestins. These drugs, while
often having afi abortifacient effect, also may be important new
treatments for a variety of illnesses and debilitating conditions
ranging from Cushing’s syndrome to breast cancer. Testimony before
the subcommittee made clear that an increasing number of drugs from
this category may serve such dual purposes, some of which may be
pelitically controversial. It should not be necessary that the
fate of every one of these drugs must be decided in the U.S.
Supreme Court because your agency ignores fair regulatory process
and good science.

MIF 005948
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It is time for the FDA to demonstrate clearly that these drugs
will be treated 1Iike all other drugs under the law. To do
otherwise will invite the kind of public embarrassment your agency
suffered yesterday.

You have an opportunity to regain the faith of all Americans
and retrieve your agency from yesterday’s debacle by ending this
import alert, today.

No matter what the outcome of the appeal, this subcommittee
will continue its oversight of the FDA’s treatment of RU 486.
Therefore, I request that you reply to this letter within ten
working days.

Should you have any questions concerning this letter, please~_
don’t hesitate to contact me, or Steve Jenning of the subcommittee
staff at (202) 225-7797.

Sincerely,

RON WYDEN
Chairman

T
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

The Honordbie Raon Wyden
Chairman,
Business Opportunities,

House of Representatives
Washington, D.C. 20515

Dear Mr. Chairman:

This is in response to your letter of July 22,
information on the Investigational New Drug (IND) applications
for RU-486 .on file with the Food and Drug Administration.

“Subcommittee on Regulation,
and Energy
Committee On Small Business

Ak,

JUL 24 1992

1992,

requesting

We are enclosing an update of the list provided to you with our

letter of June 12, 1992.

In an effort to comply with the request within the timeframe
requested, we have included only the information that is
currently in our files regarding the status of these

as you requested, we have included
telephone numbers for all of the sponsors.

applications. However,

More precise

information may be obtained by contacting them directly. 1In

addition,

they will be able to provide information about

whether or not they are receiving new shipments of the drug or

using existing supplies,

would not normally submit to their IND file.
discussed with your staff,

since this is information that they
Also,
in lieu of a description of each

as

‘ study, we have included the indication for which the drug is

being studied.

Some of the enclosed information is confidential and is not
releasable to the public under the Freedom of Information Act.
We therefore request that the Subcommittee not publish or

otherwise make public any of this information.

We would be

happy te d&iscuss the confidentiality of this information with

the Subcommittee staff.

. Sincerely yours,
- " Marc J. Scheineson
Associate Commissioner
for Legislative Affairs
Enclosure
EU lE OFFICE synppMf DATE ]| OFFICE SURNAME DATE || OFFICE SURNAME DAt
wvaadl [OF  aka
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RON WYOQDEN, OraaoN
CHAIRMAN 1024 Congress
NCHARD & NEAL, MASSACHUSETTS -

MOYD K FLAKE, NEW YORK
POBERT £, ANDRIWS, NEW JINSTY

~ Wnited fbtates Wouse of Representatives
K WARTIVLAGASTER, oMM CARLIM, Committee on Mmall Business
o Subeommittes on Regulation,
* - ~ Pusiness Opportunities, and Energy
: $-303 Ragburn Wouse ftiee Wuilding
Mashington, BC 20518-6318

July 22, 1992
Dr. David Kessler,

M.D.
Commissioner
U.8., Food and Drug Administration
. 5600 Fishers Lane
Be

.thesda, Maryland 20857

Yia Fax; (301) 443-2367

Dear Dr. Kessler:

Pursuant to our on-going ingquiry into the actions of your
agency involving the Franch drug RU 486, I request the follawing:

-

granted by your agenc to

A conplete 1ist of all investigational new drug (IND)
approvals

Y persons
institutions conducting clinical trials with RU 486,

MINORTY MBVSINS

JAN MEYIRS, KANSAS

WM 8. DROOMPMALD, MICHIAAN
CAVE CAMP, MICHKIAN

MELTON D. RANCOCK, MISSOUM

102207707
QRAYDON L PORAIR
WICOMMNTTES COUNGEL

————

JENPER LOON
NINOATTY GUBCOMMITTLE MROPERSIONAL
STAPE NEMSER
03203009

B N ETNEREL

or

of-business, Thursday.

A brief description of those trials, individually.

Your undarstanding reqgarding the status of those
trials, individually (Is experimentation on-going?

Do
researchers currently have quantities of RU 486, or are
they receiving the drug from the company?).

The nane and tslephone number of a contact person for
each IND.

As I believe this information is readily available, and may
have been recently collated and up-dated by your staff, I request

that your .-rasponse be telefaxed to my subcommittee staff by close-

Their number is (202) 225-895Q.

Should you Eavo any questions regarding this request, please

don’t hesitate to contact me, or Steve Jenning of the subcommittes
staff at (202) 225-7797.

Thank you for youtr assistance in this matter.

Sincerely,

RON WYDEN
Chairman

#,[02_99

AR
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Public Health Service

Food and Drug Administration
Rockville MD 20857

December 15, 1992

Representative Ron Wyden

Chairman

Subcommittee on Regulation,
Business Opportunities, and Energy
House of Representatives

B-363 Rayburn House Office Building
washington, D.C. 20515-6318

Dear Mr. Wyden:

This is in response to your letter of December 10, 1992,
regarding the drug mifepristone (RU-486) manufactured by Roussel-
Oclaf, in which you ask several Qquestions.

You asked first whether the Food and Drug Administration would
consider clinical trials in Burope as adequate evidence of the .
drug’s safety and efficacy for purposes of approval in the United
States for interruption of early pregnancy and whether additiona
human testing might be necesgssary to fulfill United States .
requirements. As with any other drug, the FDA 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
contraceptive (Desogen) based entirely on clinical studies
conducted in the United Kingdom. Other drugs have also been
approved on the basig of foreign trials alone. Agency staff who
will be responsible for reviewing any mifepristone application
report that, based on publicly available information and
literature reports, the available data may well be sufficient to
permit an adequate review. Therefore, further clinical trials
may not be required. However, without an application submitted
to the Agency for review, we cannot give a definitive answer on
this question.

You also ask for an egstimate of the length of time and the costs
involved for a company seeking to obtain approval of mifepristone
in the United States. While we are not.experts on cost issues,
the costs-of_ preparing a new drug application for this product
should not be excessive because much of the necessary information
is already available. The Pharmaceutical Manufacturers
Association, or its member companies, may be able to be more
helpful on-this issue. Based on our current knowledge regarding
the data on the drug’s safety and effectiveness, we estimate that
the review process at the FDA would take approximately four to
six months, which would include the involvement of a public
advisory committee.

MIF 005952



Representative Ron Wyden 2

In response t& your last question, an unresclved issue would be
obtaining accegs in this country to a prostaglandin which, as you
know, under the terms of the foreign approvals, must be taken in
conjunction with mifepristone. In addition, as you are aware,
distributiocni~of mifepristone is closely controlled under the
terms of the foreign approvals. The appropriate distribution
system for mifepristone in this country would also need to be
resolved.

Sincerely yours,

I/

Carol R. Scheman
Deputy Commissioner
for External Affairs

T
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ROSEAT L. ANDREWS, NEW JIRSTY

X MAATIN LANCASTIA, NGHTH CAROLINA Committee on Small Business

1D PASTOR ARIZONA -

SVICOMMITTIE STAPF DwiC TOR
108.389-7797

l Subcommittee on Regulation, GMATDON L Romen
' Business @pportunities, and €nergy suscomITTIL coume
B-363 Raybarn Beuse Ottice Buding UVONTY SURCOMITTEL PROTELSIONAL
Sasbington, BC 205156318 1T winean
200-228-3048
December 10, 1992
Dr. David A. Kessler
Commissioner
U.8. Food and Drug Administration
Room 14-71
5600 Fishers Lane i
Rockville, Maryland 20857
via Fax: (301) 443-3100 48
i
Dear Dr. Kessler, f“

This subcommittee is investigating several issues relating to
the U.S. regulation of, and marketplace opportunities for the
French drug RU 486, manufactured by Roussel Uclaf. Key to this
inquiry 1is the current view of <the U.S. Foed and Drug

Administration regarding the safety and efficacy proofs which will
be reguired should the manufacturer decide to market this drug in
the United States, and the time burden likely to face ths company
should it seek a new drug approval from your agency.

While the agency should not -- and does not =~ intend to in
any waz lessen the normal burden of proof required for any new
drug, in the case (prospectively) of RU 486, we are interested in
whether scientists within the FDA’s new drug approval section have
any views regarding the breadth and quality of experience with this
drug in France, and in other foreign markets.

In this cantext, I have several questions for the agency:

~=- . -To_what extent does the agency deem European
experience with this drug, including more than 100,000
clinical medical cases in France since 1988, as evidence
of the drug’s safsty and efficacy for purposes of
approval in the United States?

.- If European experience with RU 486 is directly
applicable to requirements demanded within the FDA
standard drug approval process, is it possible to attach
some comparative value to that which is already known
about the drug? ' .

2ol
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Specifically, can {cu give a rough estimate as to the
percentage or portion of the usual U.8. drug approval
process, including demands for extensive human testing,
which may already be satisfied by the European
experience?

-- Similarly, can you provide any estimate as tc how
long a U.S. drug approval process would take in light of
the extensive evidence of safety and effectiveness
already available for RU 4867 Perhaps the agency can
peint to the case of another foreign drug used
gxtensively, and safely, overseas prior to the
manufacturer’s application for a U.S. drug approval?

-- Bubcommittee staff have spoken with a number of U.S,
pharmaceutical companies which have an interest in
licensing and distributing RU 486, or a similar drug, in
the U.S. These companies have suggested that U.S.
approval of this drug, for the reasons mentioned above,
would ke relatively swift and inexpensive.

The representative of one firm Interviewed by
subcommittee staff estimated that the total cost would be
well under $5 million ~=- a marked difference from the
average cost of a full-scale, full-phase, drug approval
piaczsn estimated by Tufts Unxvnrsity at more than $200
million. .

While this estimate of the possible cost of taking RU 486
through the U.S. drug approval process obviously is very
speculative, would you say that this forecast still could
be in the ballpark given what we know of the European

- experidnce with RU 486 in terms of safety and

MIF 005956

sffectiveness, and whatever addit;onal. procfs may be
demandldsby the agency?

-= T“Finally, are you aware of any unusual or unique
circumstances involving this drug which could delay,
jeopardize or-otherwise seriously impede its raeview in
the PDA’s drug approval process, should the company come
forward with an application?
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Thank you for your attention to these questiong,
Much appreciate your earliest possible response. shoyld You have
any questions, Please don’t hesitate to contac or Staeve
Jenning of thae Subcommittee stars at (202) 225-7797,

sincorely,

c¢. Congressional Affairs, FDa.

T
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DEPARTMENT OF HEALTH AND HUMAN SERVICES HL{

T DEC301992.

The \Lonorable Connie Mack

United States .Senator

1342 Colonial Boulevard, Suite 27
Fort Myers, Florida 33907

Dear Senator Mack:

This is in repponse to your inquiry of November 24, 1992, on
behalf of — __  __—— __ regarding the availability of
RU-486 for thé& treatment of his daughter's meningioma. We were

--YEF¥y sorry to hear of her illness and can cértainly understand
his personal’ interest in' this unapproved new drugw =

In order for his daughter to receive RU-486, her physician
should contact the manufacturer,<¥g§§§§é_gglgz;vdirectly -
regarding a supply of the drug. € address is 35, Blvd. Des
Invalides, F-75323 Paris, CEDEX-07, France. If there is an {~
agreement relative to the supplv of the drug, her physician "
should contact . Division of Oncology and -

/ Pulmonary Drug Products at to receive guidance ..
/ on submitting the Investigational New Drug application.

In addition, as you know,a study with RU-486 for the treatment
of certain brain tumors, sponsored by the National Institutes
of Health (NIH), is underway. Her physician may wish to
contact the NIH at (301) 496-7912 regarding possible
participation in the study.

If we can be of any further assistance, please contact us.

Sincerely yours, = %

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

- — -

.

Enclosure °*

Constituent's letter N
- OV

cc: HFW-10(2) -~ ;Q’

F/D; ————— 12/22/92

F/T:var:12/29/92

CONG~-10117 and No. 12024

- ——— DISK\ — .IND)

e 230 L ..._r%?ﬁ' ceasasfesscsscaccccscfocccccfboccoccfeccrcaccccccnefeceacd (3-{59

BORPY b o e

*y.8. GPO:1 L988-.i0-400
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November 12,1992 4 %
%, 2
o /
Honorable Connie Mack yy
United States Senator, Florida '%b
517 Hart Senate Office Building

Washington, D.C. 20510
Dear Senator Mack:

I am enclosing a letter which I have written to Senator Alan J.
Dixon, Illinois, a personal friend of mine, concerning my
Daughter, of Tallahassee. :

I am seeking vyour assistance as well as that of Senator Graham

and Senator Dixon, concerning this matter, which is of grav! 

importance to me and the others of my family. i

My Daughter has a brain tumor (meningioma) for which she has hasj
two surgeries and extensive radiation. Neither surgery nor
additional radiation is an alternative we have been told.

My Daughter saw a Congressional hearing concerning the use of
the drug RU-486 as a treatment for this type tumor, and in an on-
going research program in California, it has been shown to have
treated numerous candidates successfully.

After the hearing, which was held Tuesday July 28, 1992,
("HEARING ON THE EFFECT OF FEDERAL BAN UN RU-435 CN MEDICAL
RESEARCH, NEW DRUG DEVELOPMENT, AND PHARMACEUTICAL
MANUFACTURERS"). a Mr. David Grow was assigned an IND Number by
the FDA, allowing him to acquire and use this drug.

My Daughtera received the radiation treatment from
Radiation/Oncologist, Tallahassee. I am told that you
know = personally, and I would be pleased if you could
talk to him, about her case and the efforts we are making to
obtain this._drug for her use.

Senator Dixon has said that he will do everything in his power
to assist us in obtaining the IND Number to allow her to obtain
and use this drug.

Obviously, wWe are quite anxious about her condition, Dr. Bilek
has told her that in the latest MRI, he has seen new growth of
this tumor.

MIF 005959
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Honorable Connie Mack

United States Senator, Florida
November 12, 1992

Page Two -

surgeon, JE Tallahassee, told me after
the last surgery, that he c¢ould not remove all of the tumor
since it was in very close proximity to her right optfric nerva
and the carotid artery, therefore we believe that surgery is not
an option, and since she has had all of the radiation which
——— feels she can have, that also is gone as an option.

It appears that this RU-486 is our only option at this time.
is the Mother of three young children, she is at pfesengA

unemployed, and has no health insurance, her husband allowing it
to lapse after the first surgery, when he lost his business. 31;
o¥ -

is beyond child-bearing age, therefore the abortion feature
this drug would not have any effect. *h

We do hope that you will be able to assist us in this matter.

has told that he would administer the drug for
her, if we are able to obtain it.

Thank vyou very much for any assistance you might be able to give
us in this matter.

Vedg\truly yours
F B

/s
>

-~ — am &

!

4
cc: Frank Bil®k, M.D.
Frank Davis, M.D., F.A.C.S.
Senator.Mack, Ft. Myers Office

MIF 005960



CONNIE MACK
FLORIDA

Anited States Denate

- - WASHINGTON, DC 206 10-0804

= November 24, 1992 L € g
L3 2 o O\
TP u
s
zx @
Associate Commissioner Hugh C. Cannon Eﬁl % é;i
Food and Drug Administration =2 = o
Congressional Liaison Office ) -
Parklavn Building Z )
5600 Fishers Lane «»

Rockville, Maryland 20857
Dear Associate Commissioner Cannon:

Enclosed please find correspondence from

I would appreciate your advising me of your action in this matteg_
and returning the letter with your reply. Please respond to my
Fort Myers Regional Office, located at 1342 Colonial Blvd, Suite

27, Fort Myers, Florida 33907, (813) 275-6252. § 
Thank you for your prompt attention. +
Sinrerely,

(2 Tl

Connie Mack

U.S. Senate
CM/ihg
Enclosure
o APPEARS THIS WAY
' ON ORIGINAL
N

MIF 005961



F"_,E Vil

DEPARTMENT OF HEALTH AND HUMAN SERVICES

The Hohorable Phil Gramm
Unit States.Senate
2323 Bryan, Suite 1500
Dallas, Texas 75201

Dear SenatoJ Gramm:

Thfg is in gesponse to your inquiry of October 16, 1992, on
bghalf of —  regarding

‘and the availability of -486 for the
freatmént of her brain cancer. We were very sorry to hear of
~illness.. = .- T O

In order to explore the possibility of ———— Dbeing-
treated with RU-486, heryphy51c1an should contact the

manufacturer, RO cl directly regarding a supply of. the
drug. The addreéss 1is 35, vd. Des Invalides, F-75323 Paris, {.
CEDEX-07, France. If there is an agreement relative to the "
supply of the drug, her physician should contact -
Division of Oncology and Pulmonary Drug - .
Products at to receive guidance on submitting
the Investigational New Drug application.
In addition, a study with RU-486 for the treatment of certain
brain tumors, sponsored by the National Institutes of Health
(NIH), is about to begin. Her physician may wish to contact
the NIH at (301) 496-7912 regarding possible participation in
the study.
If we can be of any further assistance, please contact us.
‘ Sincerely youfé,
= Marc J. Scheineson
Associate Commissioner
i for Legislative Affairs
Enclosure —
Constituent's letter
cc: HFW-10(2)
F/D; = 11/27/92
F/T:var:12/9/92
DISK' —— .IND)

CONG-9713 and NO. 11558

ormce oars J ormcs. WENAME [ DATR
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BANCROFT, MOUTON & WOLF

A Professional Corporation
ATTORNEYS AT Law
109 WesT FOURTH STREET
- N P. O. Box 1030
= Bic SPrING, TeEXas 79721-1030

G. BEN BANCROFT - s TEL No. (915) 267-2505
Board Cerufied - Civil Trial Latc. September 1, 1992 —_—
Texas Soard of Legal Specializarion FAX No. (915) 263-6782
DREW MOUTON il

Board Certified - Civil Trial Law .
Teaas Board of Lagal Speciaiizanca

TROYCE G. WOLF

Troy Fraser

208 W. 3rd
Big Spring, TX 79720

Re: terminal brain cancer patient

Dear Troy:

has been diagnosed with terminal
brain cancer. have been following the request. of.

a
Atlanta, Georgia man, John David Grow, to receive Congressiongl_

approval for experimental use of the drug RU-486. Within the ladt
couple of weeks, the FDA approved the experimental use of that drjg
in Mr. Grow's case. Representative Ron Wyden, D-Ore., is on the
House subcommittee that has held hearings regarding this drug and
may have had some involvement in receiving special approval for Mr.
Grow to receive it.

feel that situation is very similar to Mr.
Grow's and would like to lay the groundwork for a request somewhere
in the next 30-60 days for the same approval for I would
appreciate it if you would forward my letter to someone with
Senator Phil Gramm's office who could assist me in establishing the
appropriate lines of communication to pursue such a request.

I appreciate your help.

Very truly yours,

- —— aem B

—— .LTR:DM-LTR

DM/3jh

MIF 005963



Phil Gramm
Texas

Hnited States Senate

i MEMORANDUM

Date: _[D_-_/_é-?l ’5(:

1 :lIHd €2 1076
(1313034

Food and Drug Administration
Parklawn Building

5600 Fishers Lane
Rockville, MD 20857

A constituent has sent the enclosed
communication. A response which

addresses his/her concerns would be-—-
appreciated. ’

Please send your response, together jwith
the constituent’s correspondence, to -
the following address: -
Office of Senator Phil Gramm

2323 Bryan, Suite 1500

Dallas, Texas 75201

Attention: Sharon Spencer

1/ 5SE

APPEARS THIS WAY
ON ORIGINAL
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TROY FRASER

- TEXAS HOUSE OF REPRESENTATIVES :
P.O. BOX 2910 = : 208 W. 3JRD
AUSTIN, TEXAS 78768-291Q -_- BIG SPRING, TEXAS 79720
512-463-0688 - 915-263-1307

October 9, 1992 ; -

The Honorable Phil Gramm
- T 2323 Bryan, Suite 1500
Dallas, Texas 75201

Dear Senator Gramm,

I received this attached letter from a local constituent, who is very concerned
about the future of a bright young woman who has been diagnosed with terminal brain cancer.
The family is trying to secure FDA approval of an experimental drug which may help the yours
lady. Could you be of assistance to them in their request? i
-

Thank you for your attention to this matter. -
Sincerely,

Troy Fraser
State Representative
District 69

TF/bk

—— o B

BORDEN, CRANE, CULBERSON, GLASSCOCK, HOWARD, HUDSPETH, JEFF DAVIS,
LOVING, REAGAN, REEVES, UPTON, WARD, AND WINKLER COUNTIES

MIF 005965
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The Honorable Dennls DeConcini
United States Senate
Washington, D.C. 20510

Dear Senator DeConcini
/
This is in response to your inquiry of September 28, 1992, on

behalf of —— concerning the
unapproved new drug, RU-486.

e

It is extremely important, at the outset, to point out that there
are no restrictions on importation of this drug for research
purposes to determine its usefulness for diseases such as
Cushing's syndrome, some forms of cancer, and other disorders.

I would also like to provide you with some specific background ;
information on the Food and Drug Administration's (FDA) -
procedures relative to unapproved new drugs. The Federal Food, i
Drug, and Cosmetic Act, which the FDA administers, defines a newi“
drug as one not generally recognized by qualified experts as safe’
and effective for the recommended uses. A new drug may not be
distributed interstate (except for clinical study) until we have
approved a new drug application (NDA) containing substantial
scientific evidence of safety and effectiveness for use of the
drug as labeled.

An investigational new drug (IND) application acceptable to the
FDA is required of a sponsor (e.g., a drug manufacturer or a
clinical investigator) to study the safety and effectiveness of
an unapproved new drug. When the sponsor determines that
adequate and well-controlled studies have been performed, which
reflect favorably on a new drug's safety and effectiveness, the
sponsor then submits that information, together with adequate
information. on manufacturing procedures and controls, in a new
drug appllcitlon to FDA. After a comprehensive review by the FDA
the NDA is either approved or not approved; upon approval the
drug may be maﬁ?eted.

We are encigéing a publication, "New Drug Development in the
United states," that describes in more detail the regquirements
for new drug clearance in the United States.

We are unable to predict whether, or when RU-486 will be approved
for marketing. You may assure ——————— that all important new
drug submissions to FDA are given prompt attention, so that the
public can benefit from new products as soon as possible.

BILE
GURE

ormnce

SURNAME
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Page 2 - The Honorable Dennis DeConcini

We hope these comments are helpful. If we can be of any further
assistance, please let us know.

-

- - Sincerely yours,

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

2 Enclosures

Constituent's letter

New Drug Development in
the United States

cc: HFW-10(2) )

F/D: —  — .11/4/92 o
F/T: var:11/6/92

Cong-9114 and No. 11377 ~— \DRUGLTR\APPROVE.PIL)

= APPEARS THIS WAY
ON ORIGINAL
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Oear Scenator Dolonotint:

tonanee: coad ol the tooo o use of the Tronct so-called asortior
toailg wsed fur the treatment ol a cancer victim who would otherwise -
Leeoanteocatable. Thiis s o aind gesturs as rar as 1t goes. any should

we ut ailow the mportation of this pi.l so thae many osther cancer {_
sufforers may use the henefios »f suchh a4 wonderf ! ’

1
s

LlsSUoNVe Ty, ‘

'_

i a~are uf the fact that the Foud and Drug Administration has not’_

as ot oapproved thiis drug, and that 1t woeuld take years to ga.n LS

Al Tuval I can ser ne reason why tors approval sheuld not be Jiven Cf%i/
rmediately, uvtilizing the rescarch, devoloprment, and usage o Tioos ’
Irdg i ifrabice, other tlan the Jduicars tnvoived tn oour greedy diug

“

chpaniss, and the- monies rnvervod i thais approval by otne [OA

furcher, tae main atent of this drug woulid be (o alivw s3afe and

aborticans by women and theart the back-alley type of

sbevtions whioeh can casiiy resuelt 1n dangerous infections and aven
-

feath to o the woman. It would put an ond to the controversy o the
Foo-1ufi«rs and the Pro-Choice graoup.

I whole-heartedly support the :mmediate 1:fting of tihve -ban on
.mportation of this very necessary und favorable drug.
e - &

Sinoorely vours, e

™~
N
o
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WASHINGTON OFFICE
328 MART SENATE QFFICE BUILDING
WASHINGTON DC 20810
i202) 224-452!

PHOENIX OFFICE
323 WEST ROCSEVELT 2C-100

DENNIS DECONCINI
ARIZONA
PHOENIX AZ B5003
6021 261-6756

Wnited States Semate

APPROPRIATIONS
TUCSON A2 85719

JUDICIARY
VETERANS' AFFAIRS
INDIAN AFFAIRS N - . WASHINGTON. DC 20
RULES AND ADMINISTRATION N SHINGTON. DC 20510
- (602} 629-6831

EAST VALLEY QFFICE
40 NORTH CENTER STREET z 110

MESA AZ 85211

{602) 261-4998

INTELLIGENCE

1992

COMMISSION ON
SECURITY AND COOPERATION B
IN EUROPE/ CHAIRMAN L,
September 28,

The attached inquiry from:
is respectfully referred to:
The Food and Drug Administration

this matter will be most appreciated. ;'
I-

Sincerely,
/ éElP (f:i;1>c>zr714;

DENNIS DeCONCINI
United States Senator

Your comments regardin

Please reply to:

The Honorable Denais
United States Senate
Washingtom, <b.€. 20510

attention: Ms._Susan D. Scott

Ty ry et oy 8
PIC1UN5 R LARIE W

N T8
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-/ ol:l-urruxur OF HEALTH AND HUMAN SERVICES

The AMHonorable Lloyd Bentsen T \392.
united States Ssemnator 00\ -

961 Federal Building

Austin, Texas 78701

Dear SenatorfBéhtsen:

This is in regponse to your inquiry of September 14, 1992, on
behalf of regarding the
availability 6f_RU-486 for the treatment of a specific type of
brain tumor. We were sorry to hear of his illness and can
certainly understand his personal interest in this unapproved new
drug.

RU-486 is a drug that is approved in France through a limited
distribution system for early abortion when used with one of two
prostagladins also approved in France. 1In addition, studies have
been conducted on the treatment uses of this drug for disease

such as breast cancer, brain tumors, Cushing's syndrome, and

other types of disorders :

In order for him to possibly receive RU-486, as described in the
news article, his physician should contact the manufacturer, {.
Roussel Uclaf, directly regarding a supply of the drug. The "
address is 35, Blvd. Des Invalides, F-75323 Paris, CEDEX-07, -
France. If there is an agreement relative to the supply of the
drug, his physician should contact , Division of
Oncology and Pulmonary Drug Products at to receive
guidance on submitting the Investlgatlonal New Drug application.

In addition, a study with RU-486 for the treatment of certain
brain tumors, sponsored by the National Institutes of Health
(NIH), is about to begin. may wish to have his
physician contact the NIH at (301) 496-7912 to discuss the
possibility of his participation in the study.

We wish him well and hope that this information will be helpful.
If we can be of any further assistance, please let us know.

Sincerely yours,

; Marc .J. Scheineson

- Associate Commissioner
for Legislative Affairs

cc: HFW-10(2)

R/D; ————— :10/%/92

F/T: var:10/15/92

CONG-9364 and No. 11171

* amam——— DRUGLTRS \OTHERUSE. RU)

PILE F=r—=e=

RUIYY VA YN

BOPY Lo

*U.S. GPO: 1988-216-488
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_LLG. 8ENTSEN
TEXAS

COMMITTEES
FINANCE
COMMERCE. SCIENCE. AND TRANSPORTATION

Wnited States Senate

JOINT COMMITTEE ON TAXATION
i WASHINGTON, DC 20510-4301

a8
September 14, 1992 = 2 -
= Th o O
: FANE X
- So %o
- -
‘ L2 S
Dr. David A. Kessler LI
Commissioner -
Food and Drug Administration o
5600 Fishers Lane
Parklawn Building

Rockville, Maryland 20857

Dear Commissioner Kessler:

I recently received the enclosed constituent inquiry, and I would
very much appreciate your providing me with any pertinent
tion you might have regarding the matter.

informa-

Your kind assistance is greatly appreciated.
Sincerely,

«i%/dmzz

Lloyd Bentsen

e el ol

Enclosure
PLEASE REPLY TO:

961 Federal Building
Austin, Texas 78701
ATTN: Patricia Ruiz-Davis

APPEARS THIS WAY
ON ORIGINAL
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They Honorable Donald W. Riegle, Jr.
United States Senate — =
Washington, D.C. 20510

Dear Senator Biegle:

This is in reéponse to your inquiry of August 27, 1992, on
behalf of
regarding RU-486 for the treatment of her aunt.

Although she was not specific regarding her aunt's disease, RU-
486 is being investigated for several types of cancer. Because
certain information on file with the Food and Drug
Administration is confidential and not publicly available -under
the Agency's Freedom of Information Act regulations, we are —
unable to provide her with specific information on these ,
studies. She may, however, have her aunt's physician contact §&.
the manufacturer, Roussel Uclaf, directly about the possibilit§
of her aunt being included on one of the studies. The address'h
is 35 Boulevard Des Invalides, F-75323 Paris, CEDEX-07, France.
may also wish to contact the National Institutes of
Health at (301) 496-7912 for information on studies they may be
sponsoring.

We were very sorry to hear of her aunt's illness and hope this
information will be helpful.

' Sincerely yours,

Marc J. Scheirnieson
Asscciate Commissiocner
for Legislative Affairs
cc: HFW=10(2)
R/D: ——— :9/25/92
R/T: — ,9/25/92
CONG-9231 and No. 11016
( DISK\RU-486.CAN)

- ———l
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MICHIGAN AEGICNAL GFFICES

CENTRAL WAYNE MONRQOE
705 Washington Square Bidg 1155 Brewery Park Biva
109 W Michigan Ave Suite 343

Lansing M( 48911 Detroit M) 48207

13131 226-3188

DONALD W. RIEGLE, JR.

- MICHIGAN
COMMITTEES
BANKING. HOUSING. AND A : $17N377-1713
URBAN AFFAIRS Chatrman nltz tatzs mgtt
FINANCE Sutn 310 Semtur Comer 8
. . entury Conter Bldg 10 Froor
S:Zﬁ:,?orv,?::"ﬁ:s - WASHlNGTON, DC 205 10-2201 352'S Seginaw St 30800 Van Dyke
e Fhnt. M( 48502 Warren Mi 48093
and tha Uninsured {202) 224-4822 1313) 766-511§ (3131 523-9017
Chairman - ‘
- August 27 ' 1992 UPPER PENINSULA WESTEAN
BUDGET Room 323 PO Bidg Suite 716 Feoers! Biag
- 200 W Washington 110 Michigan Ave N W
" Marquette. Mi 43855 Grana Rapuds. Mi 495073
. . {9061 228-7457 {616) 456-2592
LIRS
Telacommunicatiacs NORTHERAN.-LOWER
Device tor the Deast 308 Front Street
5171 377-1899 Travarse City M) 49685
{616) 946-1300

S ——

FDA

5600 Fishers Lane

Rockville, Maryland 20857

Fromer:
Recently, I was contacted by several constituents who expressed
concern about a matter within your agency’s jurisdiction. I am
enclosing a copy of the constituent’'s correspondence for your
I would appreciate your response to the concerns raised in the »
attached letter. Please direct any questions or correspondence tbz
Gary Ewart, of my staff, at Dirksen Senate Office Building, i
D.C. 20510.

Dear Mr.
information.

Washington,
Thank you for your attention to this matter.

4
nald W. Riegle,
DWR/gea
Enclosure
c—— - &
»
—
\O
33
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DEPARTMENT OF HEALTH AND HUMAN/éfgéﬁ/i it

-

;' MAY 25 1993

TheVéonorqb DeConcini
United States Senator

40 North Center, Suite 110
Mesa, Arizona 85201

Dear Senator DeConcini:
This if in response to your inquiry of April 22, 1993, on behalf

of regarding the Investigational New Drug
(IND) application filed for her to be treated with RU-486.

~——————— request to proceed under the IND was denied because
there appeared to be no scientific rationale for the use of RU-
486 in this patient. 1In addition, the indication for the
treatment was unclear. Treatment with mastectomy results in cure
rates of 98-99 percent in patients with intraductal carcinoma of
the breast. There is no evidence that adjuvant therapy with RU-
486 is likely to be beneficial and there are significant risks
associated with chronic use of the drug.

T

The decision by the French manufacturer to license the drug tothe:-
Population Council for distribution in the United States does not
have any bearing on this case.

If we can be of any further assistance, please contact us.

Sincerely,

Jerold R. Mande
Acting Associate Commissioner
“for Legislative Affairs
cc: HFW-10(2)
R/D: .with input from

1 25/12/93

R/T: — 5/12/93

F/T: var:$71%/93 N
cong-11306 and No. 13305 D
(S: \DENIAL.IND) N

[ 4 .~
- f~
~d
EH&E ona pare | omcr SURNAME e

RRNAME DATE | ~

Mas| ;g, s
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DENNIS DECONCINI

ARMZONA

ComMmITTIES
APPROPRIATIONS
JUDICIARY
VETERANS' AFFAIRS
INDIAN AFFAIRS

RULES AND ADMINISTRATION

INTELLIGENCE

COMMISSION ON

SECURITY AND COOPERATION

IN EUROPE/CHAIRMAN

PLEASE DIRECT YOUR RESPONSE

TO THE MESA OFFICE

WASMINGTON OFFMCE
320 HART SENATE OFFICE BUILOING
WASMINGTON DC 20310-0302
{202) 224482

PHOLMX OFIICE
3213 WEST ROOSEVELT SUITE C-100
PHOENIX. AZ 85003-1386
(807 379-8756

Wnited States Senate

WASHINGTON, DC 20510-0302

SOUTHERM ARLTONA OFFICE
2730 EAST BROADWAY SUITE 160
TUCSON, AZ 85716-5340
1802) $70-8831

BASY YALLEY ORSE

40 NORTH CENTER STREET. SUITE 110
MESA. AT 88201
{802} 3794998

April 22, 1993

Food and Drug Administration

Office of Consumer and Legislative Affairs
HFD - 365

5600 Fishers Lane

Rockville, Maryland 20857

Dear Sir or Madam:

Senator DeConcini has been contacted by his constituent,

.

RU-~-486 treatment for

I understand that —— submitted an Investigational New
Drug Application recently and it was denied.

It

and her doctor, regarding

4
i
t

would be greatly appreciated if you would respond to why

this application was denied and what criteria is used in

determining whether a patient is qualified to use RU-486.

Please

note the clipping from the newspaper in where it states that the
French manufacturer has agreed to license the drug to a

populati
comment
patients

I a
matter.

Please
and

on-control group for eventual U.S. distribution.
on how this might effect
in the same situation.

ppreciate your consideration and assistance in this
If you have any questions, please feel free to contact

me at the address below.

PN/g
Enclosur

FF/133204

MIF 005975

- —— - B

Assistant to the Senator
Office of Dennis DeConcini
40 North Center, Suite 110
Mega, Arizona 85201

(602) 379-4998
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DEPARTMENT OF HEALTH AND HUMAN SERvicEs /2" >~
HECC A~

-

The|Hongrable Paul Dayvid.Wellstone
United states Senate

Washington, D.C. 20510
Dear Senator Wellstone:

This is in response to your inquiry of November 2, 1992,
regarding your concern about the Food and Drug Administration's
(FDA) import alert for RU-486.

As you know, President Clinton has asked that FDA determine
whether there is sufficient evidence to warrant exclusion of RU-
486 from qualifying for the personal use importation exemption.

A copy of the memorandum from the President to the Secretary of
Health and Human Services is enclosed for your information. That.
analysis is currently underway. We will inform you as soon as we

have reached a conclusion on this matter. {.
Sincerely yours, {h

Kay Holcombe
Acting Associate Commissioner
for Legislative Affairs

Enclosure
Memorandum:1/22/93
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cc: HFW-10(2)
HF-1 ——
HF-24
GCF~1 —=—

R/D: —..11/23/92
R/T: — :11/23/92 -
Edit: ——:11/23/92
Edit: —:12/3/92
Bdit: — _ :12/7/92
ReT: — :112/7/92

Edit: 77— 12/9/92
ReT: ._:12/15/92

Revised: 1/26/93
ReT: —:1/26/93

Edit: , GCF-1:1/28/93
Init: ———— :2/9/93
ReT: — 2/11/93

Init: . 2/19/93
F/T:var:2/23/93

(S:\ \RU-486. IMP)

CONG-9906 and No. 11773
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THE WHITE HOUSE
- Office of the Press Secretary

For Immgdiate Release January 22, 1993

January 22, 1993

MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES
SUBJECT: Inportation of RU-48¢

In Import Alert 66-47, the Food and Drug Administration ("FDA"Y)
excluded the drug Mifepristine -- commonly known as RU=486 ==~
from the l1ist of drugs that individuals can import into the .
United States for their "personal use," although the drugs have
not yet been approved for distribution by the FDA. (Seg FPA
Regulatory Procedures Manual, Chapter 9-71.) Import Alert 66-:3
effectively bans the importation intec this Nation of a drug thde
is used in other nations as a nonsurgical means of abortion.

I am informed that in excluding RU-486 from the personal use
importation exemption, the FDA appears to have based its
decision on factors other than an assessment of the possible
health and safety risks of the drug. Accordingly, I hereby
direct that you promptly instruct: the FDA to determine whether
there is sufficient evidence te warrant exclusion of RU-486 from
the list of drugs that qualify for the personal use importation
exemption. Furthermore, if the FDA concludes that RU-486 meets
the critaria for the personal use importation exeamption, X
direct that you ilmmedjiataly take steps to rescind Import

Alert 66=47.

In addition, I direct that you promptly assess initiatives by
which the Department of Health and Human Services can promata
the testing, licensing, and manufacturing in the United States
of--RU~486 or other antiprogestins.

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

——

- WILLIAM J. CLINTON

L



CAUL D. WELLSTONE
MINNESOTA

RAnited States Senate

WASHINGTON, DC 20510-2303

. n 8
: X
November 2,-1992 85 D
- "__":-;;‘ -2 m
— ) \
T e 2
. 'jl!:. — _:
David A. Kessler, M.D. = o= <
Commissioner o w Eﬂ
Food and Drug Administration e o -
Room 1471 . o

5600 Fishers Lane
Rockville, MD 20857

Dear Dr. Kessler:

I am quite concerned with the FDA's import alert on Abortifacient

Drugs as it applies to RU486. The import alert, purportedly
issued because "[t]he intended use of such drugs could pose a
risk to the safety of the user", appears to be inconsistent with
FDA’s Regulatory Procedure Manual. That Manual provides in
relevant part that FDA may exercise discretion to allow the
personal shipment of drugs "when the intended use is
appropriately identified, such use is not for treatment of a
serious condition, and the product is not known to represent a
significant health risk"....(emphasis added). So that I may
better understand the actions of FDA in issuing the Import Alert
for abortifacient drugs, please provide the information requested

below.

l. Please explain whether there is a difference between (a)
"a risk to the safety of the user" presented by a drug, the
language used in the Import Alert for abortifacient drugs, and
(b) a "significant health risk" presented by a drug, the language
used in FDA’'s Regulatory Procedure Manual for determining when to
exercise discretion under the personal importation policy. If
so, please describe the difference.

2. -Please identify all drugs in addition to abortifacient
drugs that are currently the subject of an "Import Alert", and
describe in detail the "risk to the safety of the user" presented
by each of thoge drugs that resulted in é€ach such drug being

placed on-an Import Alert.

3. Please identify all drugs for which FDA has exercised
its discretion to allow the drug’s release under the personal
importation policy. Please explain whether there is any "risk to
the safety of the user" presented by any of the identified drugs,
and if so, describe the risk. In addition, please explain
whether there is any "significant health risk," presented by any
such drugs (assuming there is a difference between "a risk to the
safety of the user" and "a significant health risk"), and if so,

describe the risk.
= 973
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As I am presently planning my Labor Committee health policy
work for the coming session, I would appreciate receiving the
requested infQrmation by mid-December if practicable. If you
have any questions or problems meeting this time frame, please
call Alan Schoem of my staff at 202-224-1472.

Sincerely, .-

Pl R edaTmte

Paul David Wellstone
United States Senator

PDW:ahs
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IZAL:L D. WELLSTONE
. MINNESOTA

Anited States Senate

WASHINGTON, DC 20510-2303
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David A. Kessler, M.D. boox <
Commissioner T w i
Food and Drug Administration = o -
Room 1471 - ©

5600 Fishers Lane
Rockville, MD 20857

Dear Dr. Kessler:

I am guite concerned with the FDA’s import alert on Abortifacient
Drugs as it applies to RU486. The import alert, purportedly

issued because "[t]he intended use of such drugs could pose a

risk to the safety of the user", appears to be inconsistent with |
FDA’'s Regulatory Procedure Manual. That Manual provides in {z
relevant part that FDA may exercise discretion to allow the i
personal shipment of drugs "when the intended use is
appropriately identified, such use is not for treatment of a
serious condition, and the product is not known to represent a
significant health risk"....(emphasis added). So that I may
better understand the actions of FDA in issuing the Import Alert
for abortifacient drugs, please provide the information requested

below.

1. Please explain whether there is a difference between (a)
"a risk to the safety of the user" presented by a drug, the
language used in the Import Alert for abortifacient drugs, and
(b) a "significant health risk" presented by a drug, the language
used in FDA’'s Regulatory Procedure Manual for determining when to
exercise discretion under the personal importation policy. If
so, please describe the difference.

2. -Please identify all drugs in addition to abortifacient
drugs that are currently the subject of an "Import Alert", and
describe in detail the "risk to the safety of the user" presented
by each of thosg drugs that resulted in éach such drug being

placed on -as- Import Alert.

3. Please identify all drugs for which FDA has exercised
its discretion to allow the drug’s release under the personal
importation -policy. Please explain whether there is any "risk to
the safety of the user" presented by any of the identified drugs,
and if so, describe the risk. 1In addition, please explain
whether there is any "significant health risk," presented by any
such drugs (assuming there is a difference between "a risk to the
safety of the user" and "a 51gn1flcant health risk"), and if so,

describe the risk.
7= Y973
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As I am presently planning my Labor Committee health policy
work for the coming session, I would appreciate receiving the
requested” information by mid-December if practicable. If you
have any questions or problems meeting this time frame, please
call Alan Schoem of my staff at 202-224-1472.

Sincerely, ._
MQ (y ST~
Paul David Wellstone

United States Senator

PDW:ahs
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s (C DEPARTMENT OF HEALTH & HUMA / Public Health Service
% ’

Food and Drug Administratior
Rockvilie MD 20857

. - TTTTT \\‘
- January 22, 1993

= ————

VIA FACSIMILE
LETTER TO THE EDITOR OF THE SAN FRANCISCO CHRONICLE:

|
Your column by ﬂpverlyWZakarian about RU-486 ("Open Forum,"
1/11/93) reflected a widespread and fundamental misunderstanding
of the policy of the Food and Drug Administration.

The FDA has not obstructed import of the drug for medical
research on its various potential uses. In fact, FDA has
authorized a number of scientific studies of RU-486 to be
conducted in this country under Investigational New Drugs
applications (INDs).

Under the law, FDA is precluded in most cases from publicly
discussing studies in progress under an IND. Your readers shoul
know, however, that the National Institutes of Health, whose .-
studies are public information, is using RU-486 in biochemical
research and is investigating its potential for treatment of
Cushing's disease and other serious conditions. Other RU-486
studies, for ailments that include several kinds of cancer, are
being carried out by non-governmental entities.

All of this research uses RU-486 that has been imported legally
and with FDA's approval under the IND process. The import alert
on RU-486 relates only to illegal attempts to bring the drug into
this country.

The basic obstacle to more widespread availability of RU-486 in
the U.S. is not FDA, but the fact that the French manufacturer
has declined to apply with the agency for the drug's approval.

- - am B

Sincerely,
: S
. Carol R. Scheman

~ Deputy Commissioner for
External Affairs

4300320
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Th onoral

Cha?rman, Subcommittee on Regulation,
Business Opportunity, and Energy

Committee on Small Business

House of Representatives

Washington, D.C. 20515

Dear Mr. Chairman: = -
U Sy

This is in response to your letté¥ of January 14, 1993,
requesting a December 14, 1992, letter from-the-¥Fo and Drug
Administration (FDA) to the President oﬁzgggggsi:ggggz>and any

subsequent reply.
The information requested is enclosed. -

It should be emphasized that this correspondence is considered »
confidential commercial information and is not releasable to theg
public under the Freedom of Information Act and the FDA's -
implementing regulations. We request that the Committee not™ .-
publish or otherwise make public any of the information contained
in these documents. We would, of course, be glad to discuss with
the Committee staff the confidentiality of any specific document.

Sincerely yours,

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs

Enclosures

cc: HFW=1" °
HFW-10(3)
HFW-12 .

[ 4

cc: The Hondrable Jan Meyers
Ranking. Minority
cc: Roger McClung -

A ELS

R/D: :1/15/93
R/T: — 1/15/93

F/T: var:1/19/92
CHRM=-349 and NO. 12294

0000800000000 03000000 2008000000008 ......4

PS5 00000000300BSOS 0000000000000 00 00080 00ancey
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MAJORITY MEMBERS

RON Vy¥DEN, OREGON

CHAIRMAN 102d Congress
RICHARD E. NEAL, MASSACHUSETTS . 3
ELIOT L ENGEL, NEW YORK Wnited States Bouse of Representatives
FLOYD H. FLAKE. NEW YORK - . . ,
ROBERT £, ANDREWS, NEW JERSEY - Committee on Small Business
CALVIN M. DOOLEY, CALIFORNIA
H. MARTIN LANCASTER. NORTH CAROLINA - Subcommitter on Regulation,

Business Opportunities, and Energy
B-363 Rapburn Bouse Sffice Building
- - @ashington, BE 20515

January 14, 1993

Dr. David Kessler, M.D.
Commissioner

The Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Kessler:

MINORITY MEMBERS

JAN MEYERS KANSAS

WM S. BROOMFIELD. MICHIGAN
DAVE CAMP MICHIGAN

MELTON D. HANCOCK, MISSOUR!

STEVE JENNING
SUBCOMMITTEE STAFF DIRECTOR
202-226-7197

JENIFER LOON

MINORITY SUBCOMMITTEE PROFESSIONAL
STAFF MEMBER
202-225-2968

As you are aware, the Subcommittee on Regqulation, Business
Opportunities and Energy has been following the development of th
drug RU-486 with great interest. Recently, the subcommittee ha
been particularly interested in whether or not the manufacturer of
the drug will move to introduce the drug in the U.S. market.

I read with interest the enclosed copy of a January 12, 1993,
editorial in The Wall Street Journal. The editorial mentions a

December 14, 1992, letter from you to the

President of

Roussel/Uclaf, Dr. Edouyard Sakiz, wherein the prospects for

approval of the drug in the U.S. market are discussed.
that the subcommittee be provided with a copy
Sakiz or his

correspondence and any subsequent reply from Dr.
representative.

I request
of this

As always, the subcommittee appreciates your cooperation and
assistance. Should you have any questions regarding this request,
please don't hesitate to contact Graydon Forrer of the subcommittee

staff at (202)225-7797.

Sincerely,

- o W

Chairman

RW/gjf
enclosure

g&?/t ;#:};? \f
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DEPARTMENT OF HEALTH AND uumﬂ‘ STRVICES—

The \Honorable Bob Graham

Unitéd States Senator

Post Office Box 3050
Tallahassee, Florida

Dear Senator Graham:

This is in refponse to your
behalf of — 4
RU-486 for tHe treatment of his daughter's meningioma.

32315

F Fo-

-
-,

£L4hllei]993

inquiry of December 17, 1992, on

—— regarding the availability of

We were

very sorry to hear of her illness and can certainly understand
N o T e kg ) b 1 . b [ . 3
his personal' interest in this ‘unapproved new*drug:: +

In order for his daughter to receive

Invalides,

e RU-486, her physician
should contact the manufacturer, Roussel Uclafy directly
regarding a supply of the drug. The address is 35, Blvd. Des

F-75323 Paris, CEDEX-07, France. If there is an

agreement relative to the supply of the drug, her physician

should contact
Pulmonary Drug Products at

Division of Oncology and

to receive guidance

on submitting the Investigational New Drug application.

j

In addition, as you know, a study with RU-486 for the treatment
iy of certain brain tumors, sponsored by the National Institutes

i "of Health (NIH),

is underway.

Her physician may wish to

contact the NIH at (301) 496-7912 regarding possible
participation in the study.

If we can be of any further assistance, please contact us.

cc:

1

- — - S

.
-

- .

HFW-10(2)

F/D; —— .1/4/93
F/T:var:1/12/93

FILE
BOPY

3} Ce

Sincerely yours,’

e

Marc J. Scheineson
Associate Commissioner
for Legislative Affairs
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Bob Graham
Florida

. United States Senate
) Washington, D.C.

;
5
©

Legislative Affairs

ot =
Food and Drug Administration o —
1555 Parklawn Building Lo =
5600 Fishers Lane 7 o
Rockville, MD 29857 Sm £
28
2 ::
Enclosed is a letter from one of my constituents who hasmconcdz-hs
which come under the jurisdiction of your agency.
I would appreciate your reviewing this situation and providing me
with an appropriate response. Please direct your reply to: {
Pat Grisé g_
Office of Senator Bob Graham
P.O.Box 3050

Tallahassee, FL 32315

904/422-6106 or 422-6100

Your cooperation and assistance are appreciated.

With kind regards,

Sincerely,

R T

United States Senator

Constituent’s Name:

F/RI0F

MIF 005987
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
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The Honorébie Carol Moseley-Braun i
Unitéd States Senate ’ o
Washington, D.C. 20510-1303

Dear Senator Moseley-Braun:

Thank you for your letter regarding President Clinton's request
that this Department assess initiatives to promote the testing,
licensing, and manufacturing in the United States of RU-486 as
well as for the Food and Drug Administration (FDA) to reassess

. whether RU-486 qualifies for importation under FDA's personal
use importation policy.

As you know, FDA is the component of the Public Health Service
responsible for ensuring the safety and effectiveness of drugs -
for marketing in the United States. FDA has been actively .
working with The Population Council, a non-profit scientific § 
and technical organization, the National Institutes of Health
(NIH), and other individuals and organizations in an effort tof;
facilitate the availability of RU-486 and other antiprogestins ..
in the United States.

One result of these efforts has been that Roussel-Uclaf, the
manufacturer of RU-486, has announced that it plans to license
RU-486 to The Population Council to permit the testing of RU-
486 as an abortifacient in this country. <Clinical testing of
‘ the drug inthe United States would allow the collection of
data on the drug, including information on how the drug could
be used properly in this country; it would provide an
opportunity to train doctors in the careful administration of
the drug; and it would give American women who participate in
the clinical trial access to drug. FDA is monitoring the
negotiations between<E§ﬁ§§§f:§gfgf:and The Population Council
in hopes that agreement will b& reached. FDA is committed to
an expeditisus review of these data once they are submitted to
the Agency so that American women can have access to this
alternative to surgical abortion, if it is found to be safe and
effective.
Concerning the importation of RU-486 under FDA's personal use
\ importatiori policy, a number of complex issues need to be
resolved before we can come to any conclusion on this matter.
I want to assure you that I am personally committed to a
thoughtful and thorough consideration of this issue.

FILE e =

MIF 005988
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Page 2 - The Honorable Carol Moseley-Braun

Finally, the-PHS is also exploring the clinical use of RU-486
for several diseases. 1In light of the Hyde amendment, NIH has
funded only limited studies on RU-486, including its potential
use as treatment for endometriosis, uterine fibromas, breast
cancer, meningiomas, Cushing syndrome caused by ectopic
secretion of the hormone ACTH, management of labor, anorexia
nervosa, depression, and as a potential contraceptive.

Meanwhile, other antiprogestational compounds are being
developed. On February 5, 1993, the National Institute of
Child Health and Human Development (NICHD) issued a Program
Announcement calling for applications to conduct antiprogestin
research focusing on their use in reproductive medicine,
including endometriosis, contraception, and induction of labor.
The NICHD is also pursuing the development of an antiprogestin
for use as a post-coital emergency contraceptive.

Again, thank you for writing on this important public health

issue.
%
. a
Sincerely, i
l‘
Donna E. Shalala
Donna E. Shalala
cc: HF-1
HFW-1
HFW-10 (2)
ES/PHS
CcCu

R/D: —— :8/19/93
Edit: — :8/23/93

- '8/24/93

Input from NIH:GGaines (NICHD) :8/26/9
Init.: ———— :8/29/93

Edit: ——+8430/93

Init.: —~————_ :8/30/93

F/T: — :8/30/93

Revised: —— :9/9/93

Edit: —=—ouu_ :9/30/93

ReT: —-10/1/93

F/T:——:10/1/93 (S:\wp\ ‘\clinton.ru4)

Retyped: — :11/5/93 -
Cong. HHS-110 - No. 14450 (913 7063}
0S #08030042

PHS #59158
Clinton.RU4

MIF 005989



The Honorable Sherrod Brown

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Membér, United States
House of Representatives
15561 West High Street

Middlefield, Ohio
Dear Mr.

This ip in response to your inquiry of August 24,

Brown:

44062-9292

of

SEP 29 1993

1993,
regarding the

7

availability of RU-486 for the treatment of his meningioma.

on behalf

In order for him to be treated with RU-486, his physician should
contact the manufacturer, Roussel Uclaf;}directly regarding the
possibility of receiving ‘@ supply of the drug.

35,

Blvd, Des Invalides,
there is an agreement relative to the supply of the drug, !-
physician should contact  {
and Pulmonary Drug Products at ___———00 _ _ to receive guidancef-

F-75323 Paris,

—

CEDEX-07 France.

The address is

If
his

Division of Oncology

on submitting the Investigational New Drug Application.

If we can be of any further assistance,

cC:HFW-10(2)

R/D:

.9/17/93

F/T:vaj:9/22/93: (s:\wp\
Re/T:vaj:9/25/893
CONG #12707

Sincerely,

Jerold R. Mande
Acting Associate Commissioner

please let us know.

for Legislative Affairs

No. 14786 N
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‘- SHERRUD SRUWN
Tac THIATEENTH DISTAICT
. OHIC

COMMITTEE ON ENERGY AND COMMERCE

SUBCOMMITTEE ON CVERSIGHT
AND [NVESTIGATIONS

‘ Congress of the Bnited States
scowmmeonsaio - Jhouge of Repregentatives
Washington, DL 20515

COMMITTEE ON FOREIGN AFFAIRS b
COMMITTEE ON POST OFFICE AND CIVIL SERVICE

August 24, 1993

Department of Health & Human Services
Food and Drug Administration

5600 Fishers Lane

HFW-1 Room 15-05

' Rockville, MD 20857

Attn: Gerald Mande

Dear Mr. Mande:

a copy of his letter to me.

I am concerned with my constituent's situation and want to

- has contacted my office regarding infor-
mation on the drug RU-486. For your information I am enclosing

MNASHINGTON CFFICE
1407 LONGWORTH MOUSE OFFICE BuILDING
WasHINGTON, DC 20515-3514
1202) 225-3401

LORAIN COUNTY DISTRICT QFFICE

5201 Asae Ro
ELvria, OH 44035-1451
(216) 365-5877—FEivyRria
1216) 334-5100—LoRAIN

MEDINA COUNTY DISTRICY OFFICE

MEDINA COUNTY ADMINISTRATION BUILDING
144 NORTH BROADWAY
MEDINA, OH 44256-1902
(216) 722-9262

GEAUGA COUNTY DISTRICT OFFICE

15561 WesT HiGH STrReeT
MIDOLEFIELD, OH 44062-9292
(216)632-5913

: ‘T'.dﬂ'.

be of every possible service to him. I would appreciate whatever
assistance you can provide in looking into this matter and advis-

ing me nf your findings. Please address your response to my

Middlefield district office listed above.

Sincerely,

(SM

SHERROD BROWN
Member of Congress

SB/je
Encl.

——— e B
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DEPARTMENT OF HEALTH AND HUMAN SErvicks

: PP
The Honorable Phil Gramm dU” 23 199
United States Senator
2323 Bryan Street, #1500
Dallas, Texas 75201

Dear Senator Gramm:

This. is in response to your letter of May 21, 1993, on behalf of
regarding the
availability of RU-486 for the treatment of Cushing’s Disease.

The National Institutes of Health (NIH) has been conducting a
study with RU-486 for the treatment of Cushings Disease. _
physician may wish to contact the NIH directly at
about the possibility of her participation in the

study. i
If we can be of further assistance, please let us know. g_
Sincerely,
Jerold R. Mande
Acting Associate Commissioner
for Legislative Affairs
Enclosure

Constituent’s letter

cc: HFW-10(2)
R/D:
F/T:as:6/23/93

6/22/93

Cong. #11I73T *
No. 13761

<
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The Honorable™ Joe -Barton
Member, United States

House of Representatives
303 West Knox Street, Suite 101
Ennis, Texas 75119

Dear Mr. Barton:
This is in response to your inquiry of April 29, 1993, on behalf

of ——— regarding the
availability of RU-486 for the treatment of Cushings Disease.

The National Institutes of Health (NIH) has been conducting a
study with RU-486 for the treatment of Cushings Disease.
physician may wish to contact the NIH directly at~

— about the possibility of her participation in the
study. -
i
If we can he of further assistance, please let us know. i
Sincerely,

Jerold R. Mande
Acting Associate Commissioner
for Legislative Affairs

. Enclosure

Constituent's letter

cc: HFW-10(2)
R/D: e———"/21/93 (per discussion with
F/T:eph:5/24/93 (S:\WP\ -— \RU-486. —

———a= B

Cong. 11426 - No. 13429

Yo

N
gﬂ&E mf b~ :ynlmm- SURNAME
@PW ...........................
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april 21, 1993 -

TO WHOM IT.MAY CONCERN:

I am writing to you in regards to a matter of great importance to
me, MY LIFE. I had a brain tumor removed in October, 1989, My
health improved and for about six months I was feeling much better,
Then my health started deteriorating again. The tumor was located
on my pituitary gland at the base of the brain. The pituitary

is the master gland that controls all the other glands in the
body. The "Medical Experts" believe that either the tumor has
returned or there is scar tissue causing problems. My pituitary
is telling my adrenal glands to overproduce steroid hormones.

I have a condition called Cushings Disease. It causes you to
maintain mass weight, I have become very obese. It causes a pad
of fat to develop between your shoulder blades which looks like

a hunch-back. It causes my face to be red, fat and very round.

I have lost muscle strength in my arms and legs. 1 feel weak

and tired all the time. The weight on my legs has caused me to
have problems in my lower extremities. The tumor also caused
damage to my eyes and I have to wear glasses.

What are they doing for me now? Well, they wanted an MRI of my
head. When I went for this test I was told I would not fit in
the machine, So my doctor ordered a CAT scan which did not give
him a clear picture of the area he wanted to see. He can see
something but he does not know if the tumor has returned or if

it is scar tissue, My doctor then ordered- radiation treatments.
I went for all the consultations before treatments were to begin.
Then I was informed that the table I had to lay on for these
treatments would not hold my weight. 1 believe this is discrimina-
tion of the worst kind. A person can not get proper medical
attention to save their life because of weight limits on tables.

I applied for Social Security Disability, but I was denied these
benefits. 1 appealed, and was awarded benefits in December, 1992,

I also have an 8 year old son who receives benefits. We receive

a total of $805.00 a month which turned out to be barely over

what they consider poverty level, The state took away my medicaid.

I will have medicare benefits starting May 1, 1993. This will cover
most hospital "and doctor visits, but it will not pay for any of my
prescription-drugs. I also now have NO medical insurance for my son.
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My doctor now tells me there is only one drug that can help me,.
It is a drug talled RU-486 and has been labeled the French
Abortion Pill. 1In France the drug has already been tested

and proven to cure some cancers and Cushing Disease like I
have. Thanks to all the anti-abortion activist, they have not
allowed this drug into our country. This drug, RU-486, could
save my life and allow me to watch my son grow up. I do not
think it is fair or constitutional to deny me access to this
drug. I have been sick for 4 years and can't take much more.

I need help in my battle to surviee.

With much gratitude,

/ B
lI !

|
J

-

~— an B

v

- -
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April 29, 1993 '
Office Legislative Affairs

Food and Drug Administration L
5600 Fishers Lane
Room 15-55

Rockville, Maryland 20857

‘ Dear Sir:

Enclosed is information from
RU-486.

o |

~———— " concerning use of drug

I would appreciate any assistance and/or information you could provide
in regard to this matter.

Please direct correspondence pertaining to this ‘
inquiry to my Ennis, Texas district office, 303 West Knox Street, Suite 101, ‘&
Ennis, Texas 75119,

Thank you for your interest and consideration.

Sincerelyy
stpeere

; /v ) //
‘I’ / ;e’ﬁé;QZn ad

// Member of Congress
JB:bt

APPEARS THIS WAY
- ON CRIGINAL

SH 1 3429

ARLINGTON OFFICE:

2C 18 EasT LamaR BOULEVARD. SuiTe 100

ENNIS OFFICE:
ARUINGTON. TX 76006

FORT WORTH OFFICE
303 WEST Knox, SuiTe 104 3509 Muten, Sute 103
Enmis, TX 76119-3942 FoRY WoRrTH. TX 7€107-6811
817-543-1000 iman number for all offices}
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DEPARTMENT OF HEALTH AND HUMAN SERVIiCES

MAY 2 4 1993

The [Honorable Harry Johnston
Member, United States

House of Representatives
1501 Corporate Drive
Suite 250
Boynton, Beach, Florida 33426

Dear Mr. Johnston:
This ig in response to your inquiry of April 26, 1993, on behalf

of _ : . regarding the
availability of RU-486 for the treatment of her cancer.

In order for her to be treated with RU-486, her physician should
contact the manufacturer, 'Roussel Uclaf;-directly regarding the
possibility of receiving a supply of the drug. The address is
35, Blvd, Des Invalides, F-75323 Paris, CEDEX-07 France. If 3
there is an agreement relative to the supply of the drug, her ?'
physician should contact ~ Division of Oncology g
and Pulmonary Drug Products at e nnermnn e O TECE1VE guidance’

on submitting the Investigational New Drug Application.

If we can be of any further assistance, please let us know.

Sincerely,

Jerold R. Mande
Acting Associate Commissioner
for Legislative Affairs

cc: HFW-10(2)
R/D; .:5/11/93
F/T: :5/21/93

CONG-11409 and NO. 13411
(P: ‘\DRUGLTRS\RUIND.AVL) . o
»

o

SURNAME SURNAME DATE

FILE
GOPY
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DEPARTMENT OF HEALTH AND HUMAN SlﬂVlCll

MAY 2 4 193¢

The [HonorabYe Harry Johnston.
Member, United States

House of Representatives
1501 Corporate Drive
Suite 250
Boynton, Beach, Florida 33426

Dear Mr. Johnston:
This ig in response to your inquiry of April 26, 1993, on behalf

of -—. _ , regarding the
availaBility of RU-486 for the treatment of her cancer.

In order for her to be treated with RU-486, her physician should
contact the manufacturer, Roussel Uclaf‘~d1rectly regarding the -
possibility of receiving a supply of the drug. The address is
35, Blvd, Des Invalides, F-75323 Paris, CEDEX-07 France. If § 

there is an agreement relative to the supply of the drug, her i
physician should contact Division of Oncology +
and Pulmonary Drug Products at to receive guidance

on submitting the Investigational New Drug Application.
If we can be of any further assistance, please let us know.

Sincerely,

Jerold R. Mande
Acting Associate Commissioner
for Legislative Affairs

cc: HFW-10(2) .
R/D; :5/11/93
F/T: var:5/21/93

CONG-11409 and NO. 13411

(P: ———“‘,DREGLTRS\RUIND.AVL) 3 o
o APPEARS THIS WAY h
- ON ORIGINAL
FILE — E—
LOPY o RS W0
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HARRY JOHNSTON
CONGRESS OF THE UNITED STATES

- HOUSE OF REPRESENTATIVES
s WASHINGTON., DC 20515-0919
- April 26, 1993
—

A
Ms. Kay Hocombe g o M
Acting Associate Commissioner =2 = [
Legislative Affairs M ~ 7
1555 Parklawn Building S w» i
o o T~

= -

= )

= O

5600 Fishers Lane
Rockville, Maryland 20857

Dear Ms. Hocombe:

IN REPLY PLEASE REFER TO
DOCUMENT NUMBER: 14694-3b

The attached letter was recently received in my office and is

Siate

forwarded to you for your consideration. -

I would appreciate your assistance in this matter, and I
welcome any comments you might be able to provide that would help

me in formulating a response to my constituent's inquiry.
Thank you in advance for your attention to my request.

With warm regards,

- — -

.
HJ:jb
v
L 4
¢ -
‘94 DISTRICT. FLORIDA CCMMITTEES WASHINGTON OFFICE BROWARD COUNTY OFFICE PALM BEACH COQUNTY OFFICE
MAJORITY WHIP-AT-LARGE SUDGET 204 CANNON HOUSE MARGATE CITY HALL 1501 CORPORATE DRIVE
CHIEF OF STAFF FOREIGN AFFAIRS OFFICE BUILDING 5790 MARGATE BOULEVARD SUITE 250
SUZANNE STOLL SUBCOMMITTEES WASHINGTON. DC 20515-0919 MARGATE. FL 33063 BOYNTON BEACH. FL 33426
DISTRICT ADMINISTRATOR AFRICA. CHAIRMAN 202.225-3001 - 305-372-6454 X-378 407-732-4000
DIANE BIRNBAUM INTERNATIONAL ECONOMIC 305-428-4888
PCLICY & TRADE

INTERNATIONAL OPERATIONS
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HARRY JOHNSTON

- CONGRESS OF THE UNITED STATES
) HOUSE OF REPRESENTATIVES
= " WASHINGTON. DC 20515-0919
' : April 26, 1993
—
5 F
& =0
Ms. Kay Hocombe ce o m
Acting Associate Commissioner =32 = D
Legislative Affairs M ~ 7
1555 Parklawn Building 58 @ -z
5600 Fishers Lane = = o
N - Fa
Rockville, Maryland 20857 = & —
Dear Ms. Hocombe: .
IN REPLY PLEASE REFER TO
i

DOCUMENT NUMBER:14694-jb
The attached letter was recently received in my office and 1;

forwarded to you for your consideration.

I would appreciate your assistance in this matter, and I
welcome any comments you might be able to provide that would help
me in formulating a response to my constituent's inquiry.

Thank you in advance for your attention to my request.

With warm regards,

- — o &

HJ:jb
o
[ 4
e
19TH DISTRICT FLORIDA CCMMITTEES WASHINGTON OFFICE BROWARD COUNTY OFFICE PALM BEACH COUNTY OFFICE
MAJORITY WHIP-AT-LARGE BUDGET 204 CANNON HOUSE MARGATE CITY HALL 1501 CORPQRATE DRIVE
CHIEF OF STAFF =OREIGN AFFAIRS OFFICE BUILDING 5790 MARGATE BOULEVARD SUITE 250
SUZANNE STOLL SUBCOMMITTEES WASHINGTON. DC 20515.0918 MARGATE. FL 33063 BOYNTON BEACH. FL 33426
SISTRICT ADMINISTRATOR AFRICA. CHAIRMAN 202-225-300" 305-972-8454 X-378 407-732-4000
TIANE BIRNBAUM INTERNATIONAL ECONCMIC 305-428-4888
POLICY 8 TRAZE

INTERNATIONAL OPERATIONS

MIF 006000



