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sear Senator Helws: ///

This is to let ymu know that we have received your inquiry of
Fehroary 23, 1829, addresced toflommissioner Young, concerning the
e — -~

inportation of Rh-4us,

bt LRSS O .

He have asked our specialists for their review and assistance. ‘e wil)

ger nack in touch with vou as soon as possihle,

Sincarely yours,

Hugh C. Cannon
hssociate Commiscioner

for Legislative Affairs

cc: HFW-10(2) Note to HFD-365 - Please prepare
HFD-365w) —— a response for the signature of

Hugh C. Cannon.
R/D: ——:3/3/89
F/T:crw:3/6/89 —— I--INTERIM)
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“JESSE JELMS

© NORTH CAROLINA

Nnited States Senate

- ’ WASHINGTON, DC 20810

= February 23, 1989

Mr. Frank E. Young, M.D. Ph.D.
Commissioner

Food and Drug Adminstration
5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Young:

It is my understanding that the FDA has issued a new
policy allowing the importation of certain drugs currently
unapproved by the FDA.

Under this new policy, will citizens and companies be
allowed to import RU-4867

Kindest regards.

Sincerely,

%"“"M’“

JESSE HELMS:mjc

v

APPEARS THIS wa
ON ORIGINAL '
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Alnited Hlates Denafe

WASHINGTON. D.C. 20510

= January 11, 1989

Director of Legislative Affairs
Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20857

Dear Sir:

Enclosed is correspondence that I have received from
————— . concerning the lack of birth control options for
women. I would appreciate your expeditious attention to this,
matter. a .

]

Please respond directly to _— However, for f‘

record purposes, please send a copy of your response to Janet -
McCracken of my staff.

Best regards.

Sincerely,

John Glenn

United States Senator
JG/ jmm
Enclosure

~— e &

= APPEARS THIS WAY
ON ORIGINAL
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

L #3055
L R P

Yhe Honorable Rrock Adams

United States Senate ;
¥ashington, N.C. 20510

Dear Senator Adams: FEB 17 1989

This is in response to your letter of January 18, 1989, on behalf of

~ concerning the unapproved new

drug, RU=286—

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
recormmended 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.

: "F'-O Vﬂ

An investigational new drug (IMD) 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 refiect 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 my be marketed.

We are enclosing reprints, “Clinical Testing for Safe and Effective
Drugs® and A Primer On New Drug Development,” that describe in more
detail the requirements for new drug clearance in the United Statas.

He are unableé 40 predict whether, or when, RU486 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.

- T

FH H}E [ OFFICE SURNAME DATE OFFICE SURNAME DATE l] OFFICE SURNAME DATE

GOPY

MIF 005604



Page 2 --The Honorahle Rrack Adams

Ve hope these corments are helpful., If we can be of further service,
please let uys_know,

Sincerely yours,

Hugh €, Cannon
Associate Comaissioner
for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New ., ., .

cc: HFU-10(2) -
R/D:y =~ .2/16/89
F/T:cah:2/17/89( ~— -RU486)

APPEARS THIS WAY
IR 0 ORIGINAL
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BROCK ADAMS COMMITTEES:

WASHINGTON APPROPRIATIONS

LABOR AND HUMAN RESOURCES
. Alnifed Diafes Denafe

RULES AND ADMINISTRATION
WASHINGTON, D.C. 20510

= January 18, 1989

Mr. Hugh C, Cannon

Food & Drug Administration
1555 Parklawn Bldg.

5600 Fishers Lane
Rockville, Maryland 20857

Dear Mr. Cannon:

Enclosed please find a copy of a request from my
constituent,

I would appreciate it if you could address my constituent's
inquiries concerning the potential availability of RU 486 to
U.S. consumers.

Thank you for your attention to this matter. I look forward
to your response.

Sincerely,

BROCK ADAMS
United States Senator

BA/kw
Enclosure

- — am »

v

. APPEARS THIS WAY
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

= ) LR
) . ‘JAN ib ik“g
The/4;norabl Lee. i .
Hous epresentatives

Washington, D.C. 20515
Dear /Mr, Hamiiton:

Thig is in response to your letter of December 21, 1988, 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
recormended 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 application to FDA, After a
comprehensive review by the FDA, the NBA is either approved or not
approved; upon approval the drug may be marketed.

We are enclosing reprints, "Clinical Testing for Safe and Effective
Drugs" and “A Primer On New Drug Development ,” that describe in more
detail the requirements for new drug clearance in the United States.

tle are unable to predict whether, or when, RU-486 will be approved for
marketing:~ “fof 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.
[ 4

 ——

f43=282

: 'Tﬂ Ib"ﬂ‘
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Page 2 - The Honorable Lee H, Hamilton

=
T .

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
for Lagislative Affairs

3 Enclosures _
Constituent's Letter : _
Clinical Testing . . .
A Primer on New ., . .

cc:  HFW-=10(2)
R/D: :12/28/88
F/T:car:12/29/88( —— -RU486, —— '

; -‘r'-d w.

— e APPEARS THIS WAY
ON ORIGINAL
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Nacember 8, 1988
Congressmain Lee H., Hewllten
‘ndiana 9th District
U.S. Hous2 of Repres=antatives
Washington, Do 20815

Concressman Hamilton

.
I would like some information concerning the abortion pill.a’
I want to know wh=at it does, how it will be obtained, variou

sice effects. and whether it will be made legal in the Unite
States.

I apprecia*te the tine being taken to collect thi
information.

5]

Sincerely yours

/S|

MIF 005609
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MIF 005610

Congress of the Hnited States
House of Bepresentatives

Washington, B.¢C.

Sir:

The attached communication is sent for
your consideration. Please investigate the
statements contained therein and forward me

.e necessary information for reply, return-
ing the enclosed correspondence with your
answer. -

Yours truly, .
CONGRESSMAN LEE H. HARILTON
2187 RAYBURN BUILDING §._
WASHINGTON, D.C. 20615".

/?7//” :




1 RNA DATE “ OFFI(; URNAME A FFi
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HB(:] ......................... “i

DEPARTMENT OF HEALTH AND HUMAN SERVICES

The Hono b, Ko R Tar. .

N A2
inamington .01 B AP 43 =t Bl

Dear Senator Riegle:

This is in response to your letter of December 16, 1988, on hehalf of
— , concerning the uynapproved 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 % '
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 application to FDA. After a
comprehensive review by the FDA, the NDA is efther approved or not
approved; upon approval the drug may be marketed.

We are enclosing reprints, “Clinical Testing for Safe and Effective
Drugs® and "A Primer On New Drug Development,” that describe in more
detail the requirements for new drug clearance in the United States.

We are unabTe 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
benefitf{;ggrgeﬁ products as soon as possible.

SURNAME DATE

MIF 005611



Page 2 - The Honorable Donald W. Riegle, Jr.

Me hope thesé Ttomments are helpful, If we can be of further service,
please let us know,

Sincerely yours,

Hugh C. Cannon

Associate Commissioner
for Legislative Affairs

3 Enclosures
Constituent's Letter
Clintcal Testing ., . .
A Primer on New . . .

cc: HFW-10(2)
R/D: :12/28/88
F/T:car:12/29/88 ———-RU486)

; -’rﬂﬂ'-

APPEARS THIS 'WAY
ON ORIGINAL
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Hon. Donald W. Riegle Jr.
SD-105 -
washingtoutD“C. L 20510 Noveinber 28, 1988

Dear Senator Riegle,

currentlv a graduating senior at Eisenhower High
School in Shelby lTownship, T am concerned about the
availibility of abortions in Michigan.

over two hundred thousand women die every vear from votched
abortions, and the government has done little about this
situation. Now that the government {(n Michigan has ended
tax runded abortions, this number will increase greatly.

In an effort to reduce this number, scientists in Euroupe
have discovered a drug that may help many women: RU-486
(Roussel-Uclaf). The pill RU--486 prevents the cells in the
lining of the uterus from getting progesterone, without
which the walls of the uterus break down, preventing the
egg from ever implanting in the uterus. Taking this drug
seems like a quicker, much more effective and less
expensive way to solve the problem of unwanted pregnancy.
The drug also may be used for breast cancer and ectopic
pregnancies.

I would liKe to know why this drug is unaviatable 1n the
U.S.. It is legal in other countries, and there have been
no reported problems as of vet.

Thank vou for taking time to read mv letter and 1 would
appreciate a response.

- — e B

~ Sincerely,

— 7 /

R

MIF 005613
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DONALD W. RIEGLE, JR.-
SMICHIGAN BANKING, HOUSING, AND

COMMITTEES

URBAN AFFAIRS

COMMERCE. SCIENCE. AND

, Mnited States Smate

- WASHINGTON, DC 20510

December 16, 1988

Mr. Hugh C. Cannon

Associate Commissioner

for Legislative Affairs

Food and Drug Administration
1555 Parklawn Building

5600 Fishers Lane

Rockville, MD 20857

Dear Mr. Cannon:

Recently I was contacted by ———————- —~—— who expressed
concern about a matter within your agency's Jjurisdiction. I am
enclosing a copy of the constituent's correspondence for your
information.

I would appreciate your response to the concerns raised in the
attached letter. Please direct any questions or correspondence
to Mr. Eric Phillips of my staff, at SD-182 Dirksen Senate Office
Building, Washington, D.C. 20510. .

Thank you for your attention to this matter.

Sincgtely,

Donald W. i Jr.

DWR/epc

Enclosure

e~ A »

- —

APPEARS THIS wAY
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4/73/88

cah:4/26/88 —— --RU-486)

HFW-10(2)

cc:
(Rl
Q
3
A

_OPY bt S

MIF 005615

DEPARTMENT OF HEALTH AND HUMAN SERVICES . L f

y
The Honérable George DBgrden
‘iouse of Yepresentatives
Yashington, N.C. 20515

Dghr Mr., Darden:

T{ﬁs is in response to your letter of April 11, 1988, on behalf of
S S e } - — _ concerning RU-486,
afortTfacient developed in France.

As you know, RU=-486 has not received the Food and Drug Administration's
(FPA) approval for marketing although this drug is in clinical trials.

Refore we will permit testinyg a drug in humans, the sponsor of the -drug
rwst 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 g
and qualifications of investigators who will be performing the clinical i
trials, These requirements were met by the Population Council, }-
Mew York, Mew York,

The Federal Food, Drug, and Cosmetic 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 ————— Please assure him
that approval of this, or any product, will only be granted f the
safety and efficacy requirements mandated by law are satisfied.

I[f we can be of any further assistance, please let us know.

Sincerely yours,

e~ - »
{ S
. " Hugh C. Cannon “;\
- Associate Commissioner ~
CTTE = for Legislative Affairs ™~
Enclosure
Constituent's Lettar ‘§4;‘

\5\‘UxY
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" GEOAGE (BUDDY) DARDEN whsHGron orrice
.‘1YH DISTRICT, GEQRGIA P330 LONGWORTH BUILDING
WASHINGTON. DC 20515
COMMITTEES: - 1202) 225-2931

13
ARMED SERVICES
<

SUBCOMMITTEES i@ﬂngrtsg Df th Mﬂitkh étateg QISTRICT OFFICES

376 POWDER SPRINGS STREET
RESEARCH AND DEVELOPMENT

4 MARIETTA, GA 30064
READINESS _— %0“52 Uf Representat‘beg TELEPHONE {404} 422-4480
INTERIOR AND INSULAR AFFAIRS = .o 4 301 FEDERAL BUILDING
SV : wasblngtﬂﬂ, BL 20515 ROME, GA 3016
SUBCOMMITTEES: ; TELEPHONE: (404) 291-7777
ENERGY AND ENVIRONMENT 125 SOUTH MAIN STREET
PUBLIC LANDS ) April 11, 1988 LAFAYETTE, GA 30728

NATIONAL PARKS AND RECREATION TELEPHONE: (404) 638-7042

Mr. Frank E. Young
Commissioner of Food and Drugs
Food and Drug Administration
5600 Fishers Lane

@ rockville, Maryland 20857

Dear Mr. Young: gz

Enclosed is a communication from one of my constituents within ¥~
the area of your authority. Because of my desire to be responsive to-
all inquiries, your assistance is requested. T would appreciate your
looking into this matter and providing me with a report so that I may
further respond to my constituent.

Your findings and views, in duplicate form, along with the return
of the enclosure will be greatly appreciated. Please direct your
response to the attention of Amy Holley.

Sincerely,

eorge (Buddy) Darden
Member of Congress

c e~ - -

GBD:alh
Enclosure

L )
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DEPARTMENT OF HEALTH AND HUMAN SERV](ET N S e F“_E
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i APR 2§ 988

T&e Hono;éble Alfonse M Jl&&gﬁ:l“‘
‘‘Inited States Senator

3¢4 Federal Building

10¢ State Street

Rochester, Hew York 14614

Deadr Senator D'Amato:

Tﬁi5/is in response to vour letter of March 15, 1985, on hehalf of
, concerning the

mnapgproved new druy, RU-486,

The Federal Food, Drug, and Coswetic nil, wnicn the Food and Drug
Administration (FD'a) administers, defines a new drug as one not
generally recognized hv qualified experts as safe and effective for the
recomendnd uses., A rew drug may not he distributed interstate (except
for clinical study) until we have approved a new drug application (MNDA)

containinu suhstantial scientific evidence of safety and effectiveness
for use of the drug as labeled,

An investigational new arug (IND) application acceptable to the FOA 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 heen performec, 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 he marketed,

We are enclosing reprints, "Clinical Testing for Safe anc FEffective
Nrugs” and "A Primer On Hew Orug Development," that describe in more
detail the requirements for new drug clearance in the United States.
—— e B

We are unable to predict whether, or when, RU486 will be approved for
marketing. You may assure ———————— that all important new
drug submissjons to FDA are given prompt attention, so that the pudblic
can bengafit from new products as soon as possible,

. -i,n-u e

E U [L E OFFICE SU% DATE OFFICE SURNAME DATE OFFICE SURNAME

BOPY o S - L
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Page 2 - The Honorahle Alfonse M, D'Amato

We hope these comments are helpful. 1f we can be of further service,
please let us know,

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
for Legislative Affairs

3 Enclosures
Constituent's Ltr
Clinfcal Testing . . .
A Primer on New , . .

cc: HFW-10(2)
R/D: :4/20/88
F/T:cah:4/27/88¢

-RU48BE)

o APPEARS THIS WAY
T ON ORIGINAL
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March 3,1988
Alfonse M. D'Amato ~
U.S. Senator h
304 Federal Building =
Rochester, New Yark 14614

Dear Senator D’Am_ato: ‘

I have consistently supported Kour election, and am now am writing to you to enlist your
help regarding women’s health care.

An article appeared in the Albany TIMES-UNION under the headline "ABORTION DRUG
BLOCKED BY FEARS OF RIGHT-TO-LIFERS" on Monday, February 22, 1988

The article says the drug, RU486, when combined with prostaglandin,is safer than surgical
abortion; in fact, it so effective that it will eliminate the need for surgical abortion in the
first trimester. It is expected to be approved for sale in France and China in March, and is
expected to be marketed within a year in Sweden, the Netherlands and England.

Experts also say it may have a use in other situations, such as in widening the birth canal,
which would enable many women to avoid Caesarian sections. It may also be useful in
treating some forms of breast cancer as well as endometriosis, a leading cause of infertiffty.

: . i
However, Hoechst-Roussell Pharmaceuticals,Inc., of Somerville, New Jersey, which holdsghe
rights to rights to market the drug in the United States, has declined to ask for FDA
approval. The reason givenissimple: economic survival.

The National Right to Life and other anti-choice groups have threatened to boycott any
company that introduces RU486 or any other abortion-inducing drug. Dr. Richard Glasgow,
Education Director of National Right to Life, has said that NRL would organize a massive
boycott of all the products of any company which did so, unless the drug was "the only one
available for the treatment of a life threatening iliness."

Because of these anti-choice people, women are being denied a safer, less expensive way to
exercise their hard-won legal right to abortion. Indeed, experts predict that RU486 would
eliminate abortion clinics, allowing first trimester abortions to be done by a woman's own
gynecologist in the privacy of a routine visit.

| urge you to take whatever steps you can to see that this is treated as a health issue, not a
moral or politicalong. We can not continue to jeopardize the lives and rights of women, in
order to satisfy the beliefs of one special interest group.

Thank you for your myjch-needed support in this important matter.

—

Sincerely,

MIF 005620



March 18, 1988

. RAlnited Dlates Denale

304 Federal Building
. 100 State Street
s Rochester, NY 14614

Respectfully referred to:

Food & Drug Administrat;§h
5600 Fishers Lane

Rockville, MD 20852 (/ MAt 28 1983

To: Director
Re:

Because of the desire of this office to be
responsive to all inquiries and communicatgsps,
your consideration of the attached is ' {

requested. Your findings and views, in

duplicate form, along with return of the
enclosure, will be appreciated by

Form #2
APPEARS THIS WAY
ON ORIGINAL

MIF 005621
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DEPARTMENT OF HEALTH AND HUMAN SERVICES T

AF. 7 TR

f" ‘ SEP 22 1388

The Honorable Frank R. Lautenberg.
United Statés Senate
Washington, D.C. 20510

Dear Senator Lautenberg:

This iq/in response to your letter of August 3, 1989, on behalf
of —mm— 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 fox.
use of the drug as labeled. %

An investigational new drug (IND) application acceptable to thi‘
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
adeqguate and well-controlled stucies 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

- — —
It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health;—=<and other research institutions across the country

carry out programs to identify, develop and test drugs. It is

FDA's responsibility to review and analyze the results ot the

testing to determine if a drug is safe and effective for :
widespread marketing for use by the general public NAN

§ /S/ S

SURNAME
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New . . .

CC:HFW-10(2)
R/D: ~—~—— :8/30/89:vaj:9/15/89 -
F/T:vaj:9/15/89: (val:rud86.mdqg)

\ R

(FREARS THIS "NAY
§ 0N ORIGINAL
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+ - FARANK R.LAUTENBERG COMMTTRE
NEW JERSEY BUDGET

commrTTER: commTTEL:

APPROPRIATIONS ENVIRONMENT AND PUBLIC WORKS

o RAnited States Senate scomms

SUPERFUND, OCEAN AND WATER

TRANSPORTATION, CHAIRMAN
- - WASHINGTON, DC 20510 PROTECTION. CHAIRMAN
COMMERCE, JUSTICE. STATE AND JUDICIARY - ENVIRONMENTAL PROTECTION
DEFENSE WATER RESOURCES, TRANSPORTATION
- AND INFRASTRUCTURE
FOREIGN OPERATIONS -
VA, HUD AND INDEPENDENT AGENCIES . MELSINKI COMMISSION
=

- ) August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

. I am enclosing a copy of a letter I have received
from

Please provide any information you might have

regarding this issue in order that I might be able to 'y
regspond to my constituent’s inquiry. Please return the 3
enclosed correspondence with your report and mark the {_
envelope to the attention of Tom Dosh. 1
With best wishes,
Sincerely,
o W
FRL:tdb
Enclosure
——— - »
- APPEARS THIS WAY
ON ORIGINAL
REPLY TO:
O 717 HART SENATE OFFICE BUILDING O Ong GATEWAY Cinven Suite 1810 O Turee COOPER PLAZA
WasHINGTON, DC 20610 Newarx, New Jersey 07102 Surte 408 SouTH
{202) 2244744 {201) 648-3030 Camoen, New JERsEY 08103

(809) 767-83863
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Alnited Diates Denafe

< WASHINGTON. D.C. 20510

- May 25, 1989

Director of Legislative Affairs
Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20857

Dear Sir:

Enclosed is correspondence that I have received from
~——————————— concerning the drug RU 486. I would
appreciate your expeditious attention to this matter.

(3
P
1
Please respond directly to Ms. Barnhart. However, for -
record purposes, please send a copy of your response to Janet
McCracken of my staff.

Best regards.

Sincerely,

John Glenn
United States Senator

JG/jm
Enclosure

~——— e B

o
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DEPARTMENT OF HEALTH AND HUMAN SERVICES [0 iy

ire Hrororatie Gante U, fesce)! )

Honer T TenTatentativey

r~ oy

v&ﬁwinytnn, RSN CEREE I

MAY 23 1989

uear e, rascelt:

This is in response to your inquiry of April 24, 19049, on pehalf of
sevarel of voie constituents, concerning the nnapproved new arusg,

SRR P

The Feaersl toud, Yirug, and Onsaetic Act, which the Fooo and i'ruy
Administration (FUk) 2aninisters, defines a now drug as one not
generelly recognized by gualified experts as safe ann effective Tor the
recomniended uses, A new druy may not bhe distributed interstate (except
for clinical study) until we have approved 2 new drug application (hod)
coptaining substantial scientific aviderce nf satety and effectiverness
tfer use of the drug as 1sbelnd,

En dinvestigyational new druy (IHD) application acceptable to the FDA is
recquired of o sponsor (e.4., @ druyg nanufacturer or a clinical
investigator) to study the safety and effectiveness of an tmapproved
new druc.  then the sponsor determines that adequate and well-
controlled studies have been performed, which reflect favorahly nn a
new drug's safety ana offectiveness, the sponsor then submits that
intormarion, together with adequate intformation on manufacturing
proceduras and controls, in a new drug applicatien to FRA, Bfter a
compretiensive review by the FDEA, the NDA {s either approved or not
approved; upon approval the drug may be marketed, ’

vie are enclosing reprints, “Clinical Testing for Safe and Fffective
Drugs® and "A brimer &n Hew Drug Development,” that describe in more
detail the requirements for new drug clearance in the United States,

We are unable to predict whether, or when, RU-4&6 will be approved for
marketing, You may assure your constituents that all important new
drug submissions to FDA are given prompt attention, so that the public
can benefit trom new products as soon as possible,

He nope these comments are helptul, If we can be of further service,
please let us know,

Sinceraly vours,

Hugh €, Cannon
7 fnclosures Associate Commissioner
Clinical Testing o o . for Legisliative Affairs
A Frimer on New , , s

v

y
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DEPARTMENT OF HEALTH AND HUMAN SERVICES -~ - - ~ . --
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. | “ SEP221988 ~

The Honofable Frank R. Lautenberg
United States. Senate
Washington, D.C. 20510

Dear Senator Lautenberg:

This ig/in response to your letter of August 3, 1989, on behalf
of o—— 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‘fot_
i

use of the drug as labeled.

An investigational new drug (IND) application acceptable to thgj
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 keen performed, which
reflect favorably on a new drug's safety and effectiveness, the
f 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 reprints, "“Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

It is also important to point out that FDA does not actually do
the clinica)l testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health;—~anmd other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

FOLE
GOPY

MIF 005627
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
‘ for Legislative Affairs

2 Enclosures

Clinical Testing . . .

A Primer on New . . . gl
cc:HFW-10(2) [
R/D: :8/30/89:vaj:9/15/89 ff

F/T:vaj:9/15/89: (val:ru486.mdq)
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The}Honof&ble Frank R. Lautenberg
Unite ates- Senate

Washington, D.C. 20510

Dear Senator Lautenberg:

This iy'in response to your letter of August 3, 1989, 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 thgt
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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

It is also important to point out that FDA does not actually do

the clinical testing of drugs before they are marketed.

Pharmaceuti®al manufacturers, the National Institutes of

Health, armi other research institutions across the country

carry out programs to identify, develop and test drugs. It is

FDA's responsibility to review and analyze the results of the

testing to determine if a drug is safe and effective for Qj\
widespread marketing for use by the general public. ’

/S/ 1
E[l &E SURNAME ct [ sumiare ry \J[C::
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Caﬁnon
Associate Commissioner
for Legislative Affairs

2 Enclosures —
Clinical Testing . . .
A Primer on New . . .

cc:HFW-10(2)
R/D: :8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdg)
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< : 8EP 22 1586

The ‘Honorable Frank R. Lautenberg
United States-Senate ) o
Washington, D.C. 20510

Dear Senator Lautenberg:

This ig in response to your letter of August 3, 1989, 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 thit
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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutifal manufacturers, the National Institutes of (}\
Health, ‘and other research institutions across the country ‘
carry out programs to identify, develop and test drugs. It is ~
FDA's responsibility to review and analyze the results of the ~
testing to determine if a drug is safe and effective for SN
widespread marketing for use by the general public. ‘

| /S/ ~
EILE e ——
BOPY
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
‘ Associate Commissioner
for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New . . .

CC:HFW-10(2)
R/D: :8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdqg)

o APPEARS THIS WAY
= ON ORIGINAL
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" FRARK R. LAUTENBERG coumme:
* NEW JERSEY BUDGET

COMMITTEE: CommITTIL:

APPROPRIATIONS ENVIRONMENT AND PUBLIC WORKS

e Anited States Senate s

SUPERFUND, OCEAN AND WATER
TRANSPORTATION, CHAIRMAN .

WASHINGTON, DC 20510 PROTECTION, CHAIRMAN

COMMERCE, JUSTICE. STATE AND JUDICIARY T ENVIRONMENTAL PROTECTION
DEFENSE WATER RESOURCES, TRANSPORTATION
. AND INFRASTRUCTURE
FOREIGN OPERATIONS -

VA, HUD AND INDEPENDENT AGENCIES - HELSINKI COMMISSION

August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

. I am enclosing a copy of a letter I have received
from -—

Please provide ary information you might have
regarding this issue in order that I might be able to
respond to my constituent’s inquiry. Please return the
enclosed correspondence with your report and mark the
envelope to the attention of Tom Dosh.

With best wishes,

Sincerely,
o £
FRL:tdb
Enclosure
o~ a— -
-
T APPEARS THIS WAY
ON ORIGINAL
REPLY TO:
O 717 Hant Senate Ornck Builoine O One GaTsway Cenvin Surme 1510 O THRee COOPER PLAZA
WaswuingTon, DC 20610 Newanx, New Jirsxy 07102 Surre 408 SouTk
(202) 2244744 (201) 648-3030 Campen, New Jersey 08103

(609) 767-6383

MIF 005633
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Thejng_@_i@.limuu;enbe;g
United States. Senate

Washington, D.C. 20510
Dear Senator Lautenberg:
This g in response to your letter of August 3, 1989, 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 fom
use of the drug as labeled. 2

An 1nvestlgat10na1 new drug (IND) application acceptable to thg'
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

. DA, the NDA is either approved or not approved; upon approval

the drug may be marketed.

We are enclosing reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health;—=and other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

DATE

3

FOLE
LOPY
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Page 2 - The Honorable Frank R. Lautenberg

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
attentior,~ so that the public can benefit from new product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New . . .

CC:HFW-10(2)

R/D: ~——~—— :8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdqg)
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FRANK R. LAUTENBERG comMITTEE

NEW JERSEY BUBGET  °
COMMITTEE. COMMITTEE.
APPROPRIATIONS ., ENVIRONMENT AND PUBLIC WORKS
o Wnited States Senate ncowurts
SUPERFUND, OCEAN AND WATER
TRANSPORTATION, CHAIRMAN . WASHINGTON, DC 20610 PROTECTION, CHAIRMAN
COMMERCE, JUSTICE, STATE AND JUDICIARY _ ENVIRONMENTAL PROTECTION
DEFENSE - WATER RESOURCES. TRANSPORTATION
. " AND INFRASTRUCTURE
FOREIGN OPERATIONS -
VA, HUD AND INDEPENDENT AGENCIES N HELSINKI COMMISSION
T . August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

. I am enclosing a copy of a letter I have received
from —

Please provide any information you might have
regarding this issue in order that I might be able to
respond to my constituent’s inquiry. Please return the
enclosed correspondence with your report and mark the
envelope to the attention of Tom Dosh.

With best wishes,

Sincerely,
° i
FRL:tdb
Enclosure
e
— APPEARS THIS WAY
ON ORIGINAL

REPLY TO:
O 717 HArT SENATE OFFICE BUILDING O Ong Gateway Centen Sunre 1810 D THree COOPER PLAZA

WaSHINGTON, OC 20610 Newak, New Jsassy 07102 e, Niw Jensev 08103
(202) 2244744 (201 3 (609) 767-5363

MIF 005636



DEPARTMENT OF HEALTH AND HUMAN SERVICES - -
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- s - SEP221389 -

The Eonefaﬁle Frank R. Lautenberg
United States Seénate o

Washington, D.C. 20510

Dear Senator Lautenberg:

This iﬁ/;n response to your letter of August 3, 1989, 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 fosA
i

use of the drug as labeled.

An investigational new drug (IND) application acceptable to thgt
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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the Uni}ed States.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health, -amd other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

EILE
BOPY
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
‘ for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New . .

cc:HFW=-10(2)
R/D: ;8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdg)
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FRANK R. LAUTENBERG commnTes.
NEW JERSEY BUDGET

COMMITTEE:

ENVIRONMENT AND PUBLIC WORKS

iy Hrited States Senate

SUPERFUND, OCEAN AND WATER

CTOMMITTEE:

TRANSPORTATION, CHAIRMAN
- . WASHINGTON, DC 20510 PROTECTION, CHAIRMAN
COMMERCE, JUSTICE. STATE AND JUDICIARY - ENVIRONMENTAL PROTECTION
DEFENSE WATER RESOURCES, TRANSPOATATION

- AND INFRASTRUCTURE
FOREIGN OPERATIONS -

VA, HUD AND INDEPENDENT AGENCIES HELSINKI COMMISSION

August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

‘ I am enclosing a copy of a letter I have received
from ——

Please provide any information ycu might have
regarding this issue in order that I might be able to
respond to my constituent’s inquiry. Please return the
enclosed correspondence with your report and mark the
envelope to the attention of Tom Dosh.

With best wishes,

Sincerely,
® ¢
FRL:tdb
Enclosure
e~ - &
—__ APPEARS THIS WAY
' ON ORIGINAL
REPLY TO:
O 717 HarT Senate Orrice BuiLove O Ows GaTeway Cenven Suite 1510 O Turee Cooren PLaza
WasningTon, DC 20610 Newanx, New Jensey 07102 Suire 408 Soutw
(202) 2244744 (201) 648-3030 CAmDEN, New JErsEY 08103

(608) 757-6363
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The\HonofHﬁle Frank R, Lautenherg
United Stateés Senate
Washington, D.C. 20510

Dear Sengtor Lautenberg:
This is/in response to your letter of August 3, 1989, on behalf

of concerning

theurfapproved 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

use of the drug as labeled.

substantial scientific evidence of. safety and effectiveness'fog.
i

An investigational new drug (IND) application acceptable to thgf

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 perforued, 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the QniEed States.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceuti®al manufacturers, the National Institutes of
Health, amd other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

SURNAME
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Page 2 - The Honorable Frank R. Lautenberg

We are unabie 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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
. Associate Commissioner
for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New . . .

cc:HFW-10(2)
R/D: 8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdg)
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FRANK R. LAUTENBERG

NEW JERSEY

COMMITTER:

APPROPRIATIONS

SUBCOMMITTEES:
TRANSPORTATION, CHAIRMAN _
COMMERCE, JUSTICE, STATE AND JUDICWRY T

DEFENSE

FOREIGN OPERATIONS

Anited States Senate

WASHINGTON, DC 20610

VA, HUD AND INDEPENDENT AGENCIES -

August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

from

Please provide any information you might have
regarding this issue in order that I might be able to
respond to my constituent’s inquiry.
enclosed correspondence with your report and mark the

envelope to the attention of Tom Dosh.

With best wishes,

Sincerely,

i

FRL:tdb
Enclosure
— APPEARS THIS way
- ON ORIGINAL
REPLY TO:
3 717 HART SENATE OFRICE BUILDING 0 Ont GATEWAY CEnTER Suite 1810
WasmingTon, DC 20610 Newank, New Jensey 07 102
(202) 224-4744 (201) 648-3030

MIF 005642

Please return the

COMMITTER:

BUDGET

COMMITTSE:

ENVIRONMENT AND PUBLIC WORKS

BUBCOMMITTEES:
SUPERFUND, OCEAN AND WATER
PROTECTION, CHAIRMAN
ENVIRONMENTAL PROTECTION

WATER RESOURCES. TRANSPORTATION
. AND INFRASTRUCTURE

HELSINKI COMMISSION

I am enclosing a copy of a letter I have received

O Tunes COOPER PLAZA

SuITe 408 SoutH

CAMDEN, NEw JERSEY 08103
(609) 767-6383
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DEPARTMENT OF HEALTH AND HUMAN SEK\FCES VA

; = - SEP221983
The. Honorable Frank R. Lautenberg
United States.Senate
Washington, D.C. 20510

Dear Senator Lautenberg:
This i#fin response to your letter of August 3, 1989, 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 fox
use of the drug as labeled. 2

An investigational new drug (IND) application acceptable to tht’
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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

- —— o
It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health;=amd other research institutions across the country
carry out programs to identify, develop and test drugs. fIt is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

~-
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
‘ for Legislative Affairs

2 Enclosures .
Clinical Testing . . .
A Primer on New . .

CcCc:HFW-10(2)
R/D: ——————__ .8/30/89:vaij:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdq)
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- August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

‘ I am enclosing a copy of a letter I have received
from

Please provide any information you might have
regarding this issue in order that I might be able to
respond to my constituent’s inquiry. Please return the
enclosed correspondence with your report and mark the
envelope to the attention of Tom Dosh.

With best wishes,

Sincerely,
o W
FRL:tdb
Enclosure
. - -
-
' APPEARS THIS WAY
- CN ORIGINAL
REPLY TO:
O 717 HaART SENATE OFRICE BUiLDING QO Ows GAaTEwAY Cantar Suite 1510 O Tunee COOPER PLAZA
WasHingTon, DC 20510 Newark, New Jirsey 07 102 Suire 408 SouTH
(202) 2244744 1201) 648-3030 Camoen, New Jensey 08103

(608) 787-6363
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The /Honofable Frank R. Lautenberg
United States- Senate
Washington, D.C. 20510

Dear Senator Lautenberg:
This iA/in response to your letter of August 3, 1989, 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 gualified 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

use of the drug as labeled.

substantial scientific evidence of. safety and effectiveness’fo!_
i

An investigational new drug (IND) application acceptable to thgf

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
N sponsor then submits that information, together with adequate
7\\ 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.
—— e-m B

It is also important to point out that FDA does not actually do
the clinical] testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health,amd other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.
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Page 2 - The Honorable Frank R. Lautenberg

We are unable to predict whether, or when RU-486 will be
approved for marketing. You may assure that
all 1mportant new drug submissions to FDA are given prompt

attentionf,~ so that the public can benefit from new product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
for Legislative Affairs

2 Enclosures _
Clinical Testing . . .
A Primer on New . . .

CC:HFW=-10(2)
R/D: —~———— :8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:rud486.mdq)
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COMMITTIE: COMMITTEER:
APPROPRIATIONS " 5 % ENVIRONMENT AND PUBLIC WORKS
I I t! || t t t BUSCOMMITTEES:
suscoMmmTIES: “l a zs mg z SUPERFUND, OCEAN AND WATER
TRANSPORTATION, CHAIRMAN _ . WASHINGTON, DC 20610 PROTECTION, CHAIRMAN
COMMERCE. JUSTICE, STATE AND JUDICIARY - ENVIRONMENTAL PROTECTION

DEFENSE WATER RESOURCES, TRANSPORTATION

- . AND INFRASTRUCTURE
FOREIGN OPERATIONS -

VA, HUD AND INDEPENDENT AGENCIES - HELSINKI COMMISSION

August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

. I am enclosing a copy of a letter I have received
from —

Please provide any information you might have
regarding this issue in order that I might be able to
respond to my constituent’s inquiry. Please return the
enclosed correspondence with your report and mark the
envelope to the attention of Tom Dosh.

With best wishes,

Sincerely,
® ‘“‘/{ /2
FRL:tdb
Enclosure
. - -
U APFEARS THIS WAY
ON ORIGINAL
REPLY TO:
O 717 Hart SEnATE OFrict BuilDine O Ows GATEWAY Canter Surrs 1510 O Tuaee CoOPER PLAZA
WASHINGTON, DC 20510 Newank, Niw Jeasgy 07102 SuITE 408 South
(202) 2244744 (201) 848-3030 Camptn, NEW JERSEY 08103

(609) 767-5363
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The/%o r
United States- Senate
Washington, D.C. 20510

utenber

Dear Senator Lautenberg:

7
This iﬁfin response to your letter of August 3, 1989, 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 fot,
use of the drug as labeled. i'

An investigational new drug (IND) application acceptable to thgj
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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutifal manufacturers, the National Institutes of
Health, and other research institutions across the country
carry out programs to identify, develop and test drugs. .It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for

widespread marketing for use by the general public.

SURNAME

FILE
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Page 2 - The Honorable Frank R. Lautenberg

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

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
. for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New . . .

CC:HFW-10(2)
R/D: —————:8/30/89:vaj:9/15/89
F/T:vaj:9/15/89: (val:ru486.mdg)
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FRANK R. LAUTENBERG
NEW JERSEY

COMMITTIE:
APPROPRIATIONS
BUSCOMMITTERS:
TRANSPORTATION, CHAIRMAN
COMMERGE, JUSTICE. STATE AND JUDICIARY
DEFENSE
FOREIGN OPERATIONS
VA, HUD AND INDEPENDENT AGENCIES

Anited States Senate

WASHINGTON, DC 20610

August 3, 1989

Office of the Commissioner
The Food and Drug Administration

Parklawn Building
5600 Fishers Lane

Rockville, New Jersey 20857

pear Commissioner:

. I am enclosing a copy of a letter I have

from

COMMMTEL:

BUDGET
[2 TR
ENVIRONMENT AND PUBLIC WORKS

SUBLOWMMITTEES:
SUPERFUND, OCEAN AND WATER
PROTECTION, CHAIAMAN
ENVIRONMENTAL PROTECTION

WATER RESOURCES, TRANSPORTATION
AND INFRASTRUCTURE

HELSINKI COMMISSION

received

1

Please provide any information you might have

regarding this issue in order that I might be able to
respond to my constituent’s inquiry.
enclosed correspondence with your report and mark the

envelope to the attention of Tom Dosh.

With best wishes,

FRL:tdb
Enclosure

e~ an &

REPLY TO:

O 717 HART SENATE OPRICE BUILDING
WasHingTON, DC 20810
(202) 224-4744

MIF 005651
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Thef2%22£5b10~trank R. Lautenberg
United States Senate

Washington, D.C. 20510

Dear Senator Lautenberg:

This 15/1n response to your letter of August 3, 1989, on behalf
of — _concerning the unapproved new drug,

RU-486.
,r»/“".——‘—_—

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 fot
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 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the_United States.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaggptléal manufacturers, the National Institutes of
Health, and other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

/S/

FOLE
LOPY

MIF 005652
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Page 2 - The Honorable Frank R. Lautenberg

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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
. for Legislative Affairs

2 Enclosures
Clinical Testing . . .
A Primer on New .

CC:HFW-10(2)
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COMMITTEE: COMMITTEE:

APPROPRIATIONS ENVIRONMENT AND PUBLIC WORKS

o Rnited States Senate smcowura

SUPERFUND. OCEAN AND WATER
TRANSPORTATION, CHAIRMAN _

- WASHINGTON, DC 20510 PROTECTION. CHAIRMAN
COMMERCE, JUSTICE. STATE AND JUDICIARY < ENVIRONMENTAL PROTECTION
DEFENSE WATER RESOURCES, TRANSPORTATION
- AND INFRASTRUCTURE
FOREIGN OPERATIONS -

VA, HUD AND INDEPENDENT AGENCIES - HELSINKI COMMISSION

August 3, 1989

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

‘. I am enclosing a copy of a letter I have received
from —

Please provide any information you might have
regarding this issue in order that I might be able to

3
respond to my constituent’s inquiry. Please return the %'
enclosed correspondence with your report and mark the -
envelope to the attention of Tom Dosh. a

With best wishes,
Sincerely,
(] W
FRL:tdb
Enclosure
e = »
> -
= APPEARS THIS WAY
ON QRIGINAL
REPLY TO:
O 717 HART SENATE OFeiCE BULDING O Ong Gateway Cenvem Surre 1510 O THnee Cooren PLaza
WASHINGTON, DC 20610 NEwARK, NEw JersEy 07102 SuITE 408 SouTw
{202) 2244744 {201) 846-3030 CAMDEN, New JERSEY 08 103

{609) 767-5363
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TheHonofable Frank R. Lautenber
United States Senate /;
Washington, D.C. 20510
Dear Sengtor Lautenberg:
. ,i
This i%&in response to your letter of August 3, 1989, on behalf

of — —= concerning
the Unapproved new drug, Rl-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 thﬁf
FDA is reguired 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United States.

- —— - S
It is also important to point out that FDA does not actually do
the clinica]l testing of drugs before they are marketed.
Pharmaceutieal manufacturers, the National Institutes of
Health;<=and other research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.

/S/

MIF 005655
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Page 2 - The Honorable Frank R. Lautenberg

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

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

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
‘ for Legislative Affairs

2 Enclosures _
Clinical Testing . .
A Primer on New . . .

cc:HFW-10(2)
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.. FRANK R. LAUTENBERG
NEW JERSEY

CoMMITTRE:

APPROPRIATIONS

SUBCOMMITTRES:
TRANSPORTATION, CHAIRMAN _
COMMERCE, JUSTICE, STATE AND JUDICIARY
DEFENSE
FOREIGN OPERATIONS
VA, HUD AND INDEPENDENT AGENCIES

Wnited States denate

WASHINGTON, DC 20610

August 3, 1989

Office of the Commissioner
The Food and Drug Administration

Parklawn Building
5600 Fishers Lane
Rockville, New Jersey

Dear Commissiconex:

20857

I am enclosing a copy of a letter I have

from —

COMMTTEE:

BUDGET

COMMNTER:

ENVIRONMENT AND PUBLIC WORKS

SUBCOMMITTELS:
SUPERFUND, OCEAN AND WATER
PROTECTION. CHAIRMAN
ENVIRONMENTAL PROTECTION

WATER RESOURCES, TRANSPORTATION
. AND INFRASTRUCTURE

HELSINKI COMMISSION

received

Please provide any information you might have

regarding this issue in order that I might be able to
respond to my constituent’s inquiry.
enclosed correspondence with your report and mark the

envelope to the attention of Tom Dosh.

With best wishes,

FRL:tdb
Enclosure

- —— - B

REPLY TO:

O 717 HART SENATE OFFICE BUILDING
WAsNINGTON, DC 208 10
(202) 224-4744

MIF 005657

Sincerely,

i
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. | SEP 221388
The Honordble Bob Stump |

House of Representatives
Washington, D.C. 20515

Dear Mr. Stump:
This is in resggnse to your letter of August 3, 1989, on behalf

of of —
concerning the unapproved néw drug, RU-486.

The Federal Food, Drug, and Cosmetic Act, which the Foocd and
‘ Drug Administration (FDA) administers, defines a new drug as
one not generally recognized by qualified experts as safe and
effective for the Yecommended 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 thi,
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 adeguate
i information on manufacturing procedures and controls, in a new
A 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe in more detail the requirements for new drug clearance
in the United states.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutifal manufacturers, the National Institutes of
Health, afnd other research institutions across the country

carry out programs to identify, develop and test drugs. "It is

FDA's responsibility to review and analyze the results of the KS
testing to determine if a drug is safe and effective for -
widespread marketing for use by the general public. ~

/S/ T

OFFICE SURNAME_ DATE J§ OFFIC SURNAME DATE || ofFicE |V surnane DA /S/{
T - vam 72 i e I ——
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Page 2 - The Honorable Bob Stump

We are unabie 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 product as
soon as possible.

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

Sincerely yours,

Hugh C. Cannon
. Associate Commissioner
- for Legislative Affairs

3 Enclosures o
Constituents Ltr
Clinical Testing . . .
A Primer on New . . .
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Congressman Bob Stump
211 Cannon House Office Building
Washington, DC. 20515

Dear Congressman Stump:

We urge you to oppose any attempts to restrict the Food and Drug
@  Administration from further testing of the drug RU-486, the drug which has the
potential for providing an alternative to surgical abortion.

Although we do not agree with your position on surgical abortion, we
respect your views about it. We believe that RU-436 may be an acceptabls
alternative for many of the opponents of legal abortion, and a reasonablg
compromise for most of the persons on both sides of the volatile abortion issué,

which, as you well know, threatens to tear this country apart during the coming
months and years.

We strongly believe that RU-486 should be fully tested by the FD.A. without
political intervention.

@  Respectruity,

MIF 005660



MIF 005661

- — e B

- e~

Qongress of the nited States
House of Representatives
Hnshington, B.0. 20515

o

August 3 1989

Congressional Liaison

REF:
attached correspondence
Sir:

The attached communication is sent for
sour consideration. Plea;e investigate the
statements contained therein and forward
me the necessary information for reply,
returning the enclosed corresponc&nge with
your answer. i

Yours truly,

BOB STUMP, M.C.
Third District, Arizona

PLEASE RETURN TO:
211 Cannon House Office Bldg.

Washington, D.C. 20515 '
ATTN: D. Dunn MS?

TRACER
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The Honorable Sam Nunn
United States. Senator
Suite 1700

75 Spring Street, S.W.
Atlanta, Georgia 30303

Dear Senator Nunn:

This is in response to your letter of August 15, 1989, on
behalf of : —
concerning thid& unapproved new drug, RU-486.

A —TTT——

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 i~
have approved a new drug application (NDA) containing )
substantial scientific evidence of safety and effectiveness fo*b

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 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 reprints, "Clinical Testing for Safe and
Effective Drugs" and "A Primer on New Drug Development," that
describe~ift more detail the requirements for new drug clearance
in the United States.

It is also ¥mportant to point out that FDA does not actually do
the clirtrical testing of drugs before they are marketed.
Pharmaceutical manufacturers, the National Institutes of
Health, and other_ research institutions across the country
carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for
widespread marketing for use by the general public.
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Page 2 - The Honorable Sam Nunn

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 product as
soon as possible.

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

Sincerely yours,

‘ Hugh C. Cannon

Associate Commissioner
for Legislative Affairs

2 Enclosures
Clinical Testing . .
A Primer on New .
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- August 15, 1989

Mr. Hugh C. Cannon

Associate Commissioner for Legislative Affairs
Congressional Liaison Office

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

Dear Mr. Cannon:

I recently received the enclosed constituent inquiry.
Because of my desire to be responsive to all inquiries, I would
appreciate your looking into this matter and providing me with a
report so that I may further respond to my constituent.

Your kind assistance is greatly appreciated.

Sincerely,

"”Qégiiﬂwf\\ ;‘\thmhqﬁ,

Sam Nunn

Enclosure
SN/1kj

PLEASE REPLY TO:

75 Spring Street, S.W.
Suite 17Q0_- o -
Atlanta, Ga. 30303
Attn: Laura Johnson

‘
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The Honofable Lloyd Bentsen '

United States Senator
961 Federal Building
Austin, Texas 78701

Dear Senator Bentsen:

/l -
This is in response to your inquiry of August 14, 1989, on
behalf of —= concerning

-y -

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 g,
the drug is reasonably safe to administer to humans. The i-
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 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

i\ investigation which demonstrates the drug is safe and effective
" for the purpose of use.

T

T —————as.

We appreciate the concerns expressed by —————————— Please
assure her 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 de of any further assistance, please let us know.

Sincerely yours,

— A
=
. Hugh C. Cannon X
Associate Commissioner N
g for Legislative Affairs j*\!
Enclosure /<S>/ ‘\*;‘
onstituent's Ltr - . </1?
{F ﬂ [L OFFICE SURNAME SURNAME DATE SURNAME DATE /

radl  [S/...
RORY b
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Honorable Senator Benson . ;09"]’ S T

U.S. Senate -
Washington, D.€. 20510

Dear Senator Benson:

. There are reports that the FDA is planning to bring the drug
RU 486, commonly known as the abortion drug, into the United States
without proper studies. Please Sir , DON'T ALLOW THIS.

I have been a nurse anesthetist for 35 years, and I keep abreast
of the types of drugs that are put upon the market.
Again I plead with you not to let down your vigil, of doing
what is best for our people's health. This drug has so many
bad features it will be a real problem for us all.

Sincerelv, <

//! 4
S s
/ / -

: 'T'-l WT.'

——— .-~ B
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COMMITTEES:

‘®OVD BENTSEN
TEXAS ‘ FINANCE
COMMERCE, SCIENCE, AND TRANSPORTATION

Wnited States Senate

JOINT COMMITTEE ON TAXATION
T ) WASHINGTON, DC 20510

August 14, 1989

Dr. Frank E. Young
Commissioner

Food and Drug Administration
Parklawn Building

Rockville, Maryland 20857

Dear Commissioner Young:

I recently received the enclosed constituent inquiry, and I would

' very much appreciate your providing me with any pertinent informa-
tion you might have regarding the matter. :

Your kind assistance is greatly appreciated.

Sincerely,

.

EnclostYre

PLEASE REPLY TO:

‘ 961 Federal Building
Austin, Texas 78701
ATTN: Tony Knutson

e~ o -
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May 5, 1989
April 17, 1989
referral date
June 6, 1989

June 9, 1989

March 31, 1989

May 24, 1989

May 2, 1989

April 10, 1986
May 2, 1986
August 13, 1986
June 6, 1989

No Date

September 29, 1986

August- &, =1986

August 13, 4986

—

October 7, 1986

May 6, 1987
April 4, 1987
April 13, 1987
May 5, 1987

MIF 005668

Ru-486 Documents as Reqgquested
by Weiss March 1990

Letter from Rep. Dornan, re: RU-486
status (2 Pages)

Draft letter -Commis/ to
Senator Helms (9 Pages)

Import Alert (1 Page)

Letter Young/Rep. Dornan, response to
5/5/89 letter (6 Pages)

clearance record, Alert,
{10 Pages)

Draft -—r— — 1tr
to Dornan (9 Pages) '

[ §
s
Letter Helms/FYoung, response to 2/23/%2
ltr. (6 Pages) 3

Letter /Humphrey (14 Pages)
Letter /Humphrey, signed (2 Pages)
Letter Dornan, .. __ (4 Pages)

Import Alert (2 Pages)

Customs Regulations 19 CFR 12.40
(4 Pages)

Confidential Memo, IND's for RU-486,
by

Clearance form and 1ltr. Dornan; ———
(1 Page) and (2 Pages)

Letter Dornan; ——_ |2 Pages)

Options Memo - — with
FAX covers (2 Pages)

———— resp. to Lautenberg (1 Page)

1] " (1 page)
Letter Lautenberg/Commissioner (1 Page)
Draft 1tr. Cannon resp. Lautenberg

(2 Pages)



July 23, 1987 Letter/Cover JCWilke NRLC/FYoung,
= followup to meeting, Letter

= ) /FDA:6/24/87 (4 Pages)

March 31, 1989 Handwritten memos, ———_ drafting
alert (7 Pages)

January 12, 1990 Letter __—'Hamilton (New Republic)

June 1989 Import Alert 66-42 (2 Pages)

February 23, 1990 Memo Benson re:Ru-486 (2 Pages)

June 6, 1989 Import Alert 66-47 (2 Pages)

March 31, 1989 Clearance Record, re: import alerf

(4 Pages)

No Date Example of various responses to Ru-486
inquiries (8 Pages)

No Date Tracking info and notes (5 Pages)

February 2, 1990 S Fax, draft congressional
(12 pages)

February 21, 1990 Note } (1 Page)

February 22, 1990 Interoffic Memo ; —— (1 Page)

February 13, 1986 Letter Humphrey/ (3 Pages)

May 2, 1986 Letter Humphrey/ (3 Pages)

June 12, 1987 Memo /FDA (4 Pages)

- — . &
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March 3

October 6,

December zq;'19q9

Deceber

August

August

No Date

May 31,

No Date

April 7

No Date

October

July 20, 1989

October

October

July 14,1989

October

May 2,

MIF 005670

11,

29,

1986

1989

1989

1, 1969

1, 1988

1989

, 1989

17,

13,

11,

12,

- -

1988

1989

1989

1989

1989

[ 4

Clearance Record, — __— (4 Pages)
Fax request — / (7 Pages)

Memo —— / , request for info.
on import policy (4 Pages)

Regulatory Procedures Manual, coverage
of Persocnal Importations (8 Pages)

Memo ~ ° /RFDD's and DD's, re:
guidance for responding to quest. on
personal import policy (5 Pages)

Import Alert: Unapproved new drugs
(5 Pages)

Desperation-Drugs-Hope-Quakery

{4 Pages) _
Letter . / re: pilot guidance
(2 Pages) ;
Draft letter ° / J&

guide (2 Pages)

Letter / re: policy guidance
for unapproved drugs (2 Pages)

Memo of Telecon, between _ o/

Letter / ({ 2 Pages)

Letter . / (2 Pages)

Letter / (2 Pages)

Letter / (2 Pages)

Letter /

Letter request for info. Ru-486
Young/. (cover and page)

Letter Helms/Young re: Ru-486 and
the import of it w/policy guidelines
(16 pages)



various Dates

Sent over by. Blumberg

July 31, 1987
September 12

Septembe 11, 1986

December 16, 1986

January 6, 1987

May 18, 1987

June 17, 1987

July 13, 1987

July 31, 1987
December 5, 1988

October 12, 1988

November 10, 1988

- - -

Novermber 7, 1988

»
October 24, .1988

September 26, 1988 _

December 28, 1987

September 23, 1987

MIF 005671

Draft re: Import alert 66-47, handwritten
notes, Ltr. 1/19/90 Benson/Dingell,

Ltr. Nelson/ y Import Alert
66-B13, Import Alert 6/6/89, Import Alert
66-47, Draft alert 56008H, clerance record
5/31/89, Draft alert 56008H, Import alert
bulletin 66-B13 (22 page)

Letter Bentsen/Cannon re: Ru-486, clinical
study, w/ draft, and inc. (7 Pages)

Fax Transmission v ;
Dornan/ (3 Pages)

Fax Transmissioner /

Radio TV Reports, Inc. re: Abortion pill
(7 Pages)

Executive Correspondence, Wh response to
constituent re: pornography and Ru-486a
Ltr. o (7 Pages) ;
Washington Drug Ltr. (2 Pages) f?

Ltr. Humphrey/Cannon re: investigationl
drugs

Washington Drug Ltr.

Ltr. Bentsen/Cannon response to consituent
re: Ru-486 w/inc (4 Pages)

Ltr. Humphrey/Cannon re:abortifacient
potential

Congressional record 815633

Interim ltr. #10-142 Humphrey/Cannon
(2 Pages)

Newsletter Vol. 30, No. 44 (6 Pages)
Ltr. Young/Humphrey (2 pages)
Improt Alert 66-Bl3

Ltr. Humphrey/Cannon Re: Warning labels
for drugs w/ abort. potentil

Ltr. Cochran/Cannon w/inc (4 Pages)



September 2, 1987
August 24, 1987 .

December 12,-1989

November 3bn1989
September 21, 1989
February 28, 1986
May 6, 1987

July 25, 1986
October 31, 1989
October 17, 1989

September 1989
Septembr 1989

June 15, 1989
June 6,1989

April 7, 1989
February 17, 1%89
Jan. 23-2, 1989

January 13, 1989

September 11
July 31,~198%
June 6, 1986 »
May 13, 1986
April 30, 1986
April 17, 1986

aApril 2, 1986

MIF 005672

Ltr. Boschwitz/Cannon w/inc (5 Pages)
Interim ltr. Humphrey/Cannon

Note to w/attachments, fax
] w/reply material (6 Pages)

Ltr. Thurmond/Cannon w/inc (4 Pages)
Ltr. Bentsen/Cannon w/inc (4 Pages)
Ltr. Humphrey/Cannon w/inc (3 Pages)
Ltr. Lautenberg/Cannon w/inc (3 Pages)
Ltr. Quayle/Cannon (2 Pages)

Ltr. Doty/Cannon w/icn (3 Pages)
Remark page

Commissioner's briefing book table of

contents
t

Chronolgy of contacts w/Humphr :
" " Update on RU486 and beast canc

Ltr. Hamilton/Cannon w/inc (5 Pages) B
Improt Alert 66-47 (2 Pages)

Ltr. Cooper/Cannon w/inc (3 Pages)

Ltr. Farrell/Cannonw/inc (4 Pages)

Ssummary Cong. Activities

Ltr. Riegle/Cannon w/inc (4 Pages)
Ltr. Hamilton/Cannon w/inc (4 Pages)

PH8S Correspondence sheet

The American Colege of OB/GYN report
(14 Pages)

Ltr. Proxmire/Cannon (2 Pages)
Ltr. Lautenberg/Cannon (2 Pages)
Ltr. Gramm/Cannon (2 Pages)

Ltr. {Humphrey

Fax Transmission
(cover and 2 Pages)



February 28, 1986 Ltr. Humphrey/Cannon w/inc and draft

: (9 Pages)
February 28,_1986 Ltr. humphrey/Cannon w/inc and draft
= (9 Pages)
No Date - Coverage mail importations in personal

baggae (2 Pages)

[N
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AR MAR 02 1990

b

-—

| .-
The%Honorable Ron Wyden
Chairman; € on Regulation,

Business Opportunities, and Energy
Committee on Small Business
House of Representatives
Washington, D.C. 20515

Dear Mr. Wyden:
This is in response to your February 28, 1990 letter to

Acting Commissioner Benson, requesting documents related
. to RU-486.

Enclosed are the documents identified by your staff on their
visit to our office on February 27. Responses to the -
additional requests for information noted in your letter will
be forwarded separately. ' i‘

Some of the enclosed documents contain confidential informati
and, as such, are not releasable to the public under the Food ' _
and Drug Administration's Freedom of Information regulation.
Therefore, we request that the Subcommittee not publish or
otherwise make public any of the information contained in the
enclosed documents. We would be glad to discuss with the
Subcommittee staff the confidentiality of any specific

document.
' Sincerely yours,
Hugh C. Cannon
Associate Commissioner
for Legislative Affairs
Enclcésurfes®

Documents requested

R ‘45990 N

cc: HFW-10%2)° ES NC-
> S e —— &

R/D: —— :2/28/90 Q\%

F/T: var:3/1/90 - R

SURNAME

FILE  pe=g—pe—

@@@W I DA
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"MAJONTY MEwpERS ——
RON WYDEN, OrREGON WM, §, n&muo. MICHIGAN

CHAIRMAN 1018t Congress JoeL HerEy. Cowomo
ELIOT L ENGEL NEW YORK  ~ - . . STEVE JENNING
Mo vsINA ~ nited ﬁtqtcs Wousge of Representatives SorcommTe ST Gmecron

_ Committee on Small Busginesy "
>~ ~ Business Opportunities, and Cnergy Torainater
B-363 Rayburn Tpouse Stfice Building
Waspington, BE 20513

February 28, 1990

James A. Benson

Acting Commissioner

U.S. Food and Drug Administration
5600 Fishers Lane

Rockville, MD 208857

Dear Mr. Benson:

I would appreciate you sending the documents which my staff
requested earlier today, when they visited your Rockville officos.g_

In addition, I would like the following information, which waf;
not accessible to my staff at that time: ]

1) A 1list of any and all abortifacients which have been approved by
the FDA. B _,. ‘ )

2) Copies of all correspondence from your field offices regarding RU
486.

3) Copies of all correspondence between the FDA and U.S. Customs
regarding RU 486.

Your prompt attention to this matter is deeply appreciated.
With warm regards,
Sincerely,

T Bon Wydary

s RON WYDEN
- Chairman

- ——

RW/gab

cc: Hugh C. Cannon

APPEARS THIS WAY
ON ORIGINAL
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' ‘ '{»"‘QN WYDEN ENERGY ANO COMMERCE COMMITTEE

Orecon SUBCOMMITYEES
HEALTH AND THE ENVIRONMENT
30 Disrmicy TELECOMMUNICATIONS AND FINANCE
OVERBIGHT AND INVESTIOATIONS
i‘:i::;:l;cﬂtgg:; : SMALL BUSINEBS COMMITTEE
o ety the Wnited States o
o zivss - Congress of the Wnite oy N
SO0 NE MULTNOMAN, SuiTe 250 BUSINESS OPPORTUNITHE AND ENERGY
PoATLAND. ouns Ies
(503:;301?2.3?032 z ,H z nf Rzp mtﬁtihts SELECT COMMITTER ON AGING
. - : HEALTH AND LONG-TEAM CARE
2 o % 1
February 27, 1990 suscommTR
CO-CHAIAMA,

N,
FORESTRY 2000 TASK FORCE

James A. Benson

Acting Commissioner

U.S. Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Mr. Benson:

. I would appreciate you sending the documents which my staff
regquested earlier today, when they visited your Rockville offices.

In addition, I would like the following information, which was
not accessible to my staff at that time: : ‘

1) A list of any and all abortifacients which have been approved bﬁ
the FDA.

2) Copies of all correspondence from your field offices rcgardxng RU
486.

3) Copies of all correspondence between the FDA and U.S. Customs
regarding RU 486.

Your prompt attention to this matter is deeply appreciated.

‘ With warm regards,
ﬂyji;;}g Sincerely,
y RON WYDEN
-‘.P.X\ Member of Congress
RW/gab’ -

cec: Hugh C:—cannon \iiésif}fj\

THIS STATIONERY PRINTED ON PAPER MADE OF RECYCLED FIRERS
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TheJHonorable Gordon_J. Humphrey. .
Unitéd States Senate

Washington, D.C. 20510

MAR 02 1530

This is in further response to your letter of November 29,
1989, regarding the development of the drug, RU-486.

Dear Senator Humphrey:

Although we wish to be fully responsive to your inquiries
regarding Investigational New Drug (IND) applications, we are
. prevented by provisions of Title 21, Code of Federal
Requlations (21 CFR) from revealing confidential commercial and
trade secret information to the public, including Members of

Congress (21 CFR 4.87 and 314.430). With that restriction in -
mind, we are providing you with as much information as
possible.

According to our regulations, we can neither confirm no deny
the existence of an IND unless it is sponsored by a Federal .-
agency or has been previously acknowledged by the sponsor.
Therefore, we can confirm that the Population Council has an
active Investigational New Drug application to'§fﬁH§'the use of
RU-486 as an abortifacient, but we are not permitted to comment
on the status of any investigations under that IND. We regret
that we cannot respond to your question as to whether a
pharmaceutical company has applied for an IND for RU-486.

Regarding your question about the possibility of approval of a

New Drug Application (NDA) based on foreign studies, we have

the following comments. Our regulations do permit approval of

NDAs based solely on foreign studies if those studies meet the

following conditions: (a) the data are applicable to the U.S.

population and U.S. medical practice, (b) the studies have been

performad by clinical investigators of recognized competence,

and (c) the validity of the data can be confirmed (21 CFR 314.

106[b}) .

The FDAqis:ﬁot funding any research on RU-486; we have no

information on funding activities of other Federal agencies.

The FDA routinely coordinates all of its import activities with

the United State§ Custom Service. We have alerted our field : r\

personnel as to the status of RU-486, most recently in 1989 \_;
=

)
S\
WO\ Z‘/»S/\Q

OFFIC SURNAME ) ]
ED[LE 33 AINAME ATE I orrice SURNAME pate J| ofrice SURNAME DATE

7/ SV V/ARNE77:Z NS USSR NS OSSN AN i
@@PV ...................................................... Y IO A
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Page 2 - The Honorable Gordon J. Humphrey

when FDA issued an Import Alert (copy enclosed) which
specifically prohibits the private importation of RU-486 into
the United States. Commercial importation of RU-486 has never

been alldwed.

We hope this is helpful to you.
assistance, please let us know.

Enclosure
Importation Alert

cc: HFW-10(2)
HFD-365
HFD-500

HFD-510 (Uterine Acting Agents)

HFD-510 ————
R/D: HFD-510: —:1/5/90

concur: 1/5/90
Revised: 2/1/90
Init: 11/29/90

21/9/90

—_— :2/5/90
’ R/T: var:2/6/90

F/T: var:2/16/90
CRTL #12-045

- — o B

MIF 005678

If we can be of any further

Sincerely yours,

Hugh C. Cannon
Associate Commissioner
for Legislative Affairs

APPEARS THIS WAY
ON ORIGINAL



GORDON .b. HUMPHREY comdrees
NEW HAMPSHIRE JUDICIARY

FOREIGN RELATIONS

631 HART SENATE OFFICE BUILDING
(202) 224-2841 ENVIRONMENT AND PUBLIC

Anited States Senate

FAX NUMBER

NEW HAMPSHIRE TOLL FREE NUMBER _
1-800-352-3714

MIF 005679

- WASHINGTON, DC 20610

- Novemker 29, 1989

Dr. Frank E. Young

Commissioner

Fcod and Drug Administration

5600 Fishers Lane, Rockville, MD 20857

Dear Dr. Young:

I appreciated the opportunity to meet with you last
aonill teyarding RU~-486. As you know, I have peen greatly
concerned about the development of this product for use as an
abortifacient in this country.

I would like to follow-up on our meeting with several
more specific questions. I am particularly interested in the
status of the Population Council's application for the
testing of RU-486 as well as the implications for which it isa’.
being studied. 1 would also like information on the
hospital study, especially the name of §
the holder of the application under which the study is being --
conducted, the status of the study and the purpose of the
study.

With regard to these above mentioned studies, have any
adverse events been observed? As I understand it, malformed
babies have been reported in 15 to 20 percent of the cases,
women have experienced significant changes in their blood
flow rate and RU-486 can, in fact, be life-threatening to
both the woman and the fetus.

In addition to these studies, has any pharmaceutical
company applied for an Investigational New Drug Application?
Would data ifirom foreign stuaies be aaequate ror approval ot
RU-486 in the U.S. or would studies have to include data from
studies wn this country? Further, is the Federal government
funding any research on RU-486 abroad?

Finally, what is the FDA doing to assure that RU-486 is
not-being imported into the U.S.? Does the FDA coordinate
with U.S. Customs in this area?

I thank you for your cooperation.

Owg Erslz Squant 187 Mam STmest
Comcono, NK 03301 SEaUmN, NH 03570
(603) 228-0483 {803) 762-2600
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

P

The’ gonoréhig Ted Weiss

Chairman, Subcommittee “6n Human Resources
and Intergovernmental Relations

Committee on Government_ggsfatlons

House of Representatives
Washington, D.C. 20515

Dear Mr. Weiss:

This is in further response to your letter of March 8, 1990,
requesting documents related to RU-486.—

The additional enclosed documents have been located in our
files.

In accordance with the Departmental policy relative to the
disclosure of patient identifying information, the enclosed i
documents have been purged of such information. However, the §
names of the physicians or other health providers have remaine§=
unpurged. Even so, we would like to emphasize our concern for -
the privacy of phy51c1ans or other health care providers who
have reported adverse drug reactions.

Some of the enclosed documents contain confidential information
and, as such, are not releasable to the public under the Food
and Drug Administration's Freedom of Information regulations.
Therefore, we request that the Subcommittee not publish or
otherwise make public any of the information contained in the
enclosed documents. We would be glad to discuss with the
Subcommittee staff the confidentiality of any specific
document. ; \‘ﬁ)

Sincerely yours, \,\‘ 3
[ Y ?\
Hugh C. Cannon
- Associate Commissioner
= for Legislative Affairs
Enclosures °

cc: Wayne Cimmons
Minority Staff Member -

cc: HFW-10(2)

SURNAME DaTE || officE SURNAME DATE

---------------------------

*0.S. GPC: 1989-613-669 -
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R/D: — :3/30/90
F/T: var:4/2/90
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RU 486 DOCUMENT as REQUESTED
by WEISS MARCH 1990

IND(ab *~  Vol. 5.1 Tablets Population Council
IND _ . Vol. 1.1 Tablets Population Council
IND Vol. 2.1 Tablets Population Council
IND Vol. 1.1 Tablets & IM —

IND Vol. 1.1 Tablets ——r—

IND Vol. 1.1 Tablets

IND Vol. 1.1 Tablets Population Council
IND Vol. 2.1 Tablets Population Council
IND Vol. 3.1 Tablets Population Council
IND Vol. 3.2 Tablets Population Council
IND Vol. 4.1 Tablets Population Council
IND Vol. 1.1 Tablets ——

IND Vol. 1.1 Tablets

IND Vol. 1.1 Tablets

IND Vol. 1.1 Tablets —
IND Vol. 1.1 Tablets

IND Vol. 1.1 Tablets —

IND = Vol. 1.1 Tablets

IND J Vol. 1.1 Tablets —

APPEARS THIS WAY
ON ORIGINAL
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March 21, 19§0

No Date st

No Date

March 21, 1990
February 17, 1990

February 21, 1990
February 21, 1990
June 6, 1987

No Date

September 26, 1986
Various

February 27, 1989

May 28, 1987
July 31, 1986

April 20, 1982

- e

MIF 005683

Page 2

Routing Slip —m——

RU-486

Example ltr. Correspodent;:

Example ltr. Correspodent; RU-486

Routing Slip RU~486 (3 Pages)

Washington Post "Politics and RU-486"

Note —
(14 Pages)

RU-486 Import Alert

Note —————— Import Policy:
Unapproved drugs (4 Pages)

Note Commissioner Young/ -
Briefing Package for meeting w/
(8 Pages)

Adress List for Ru-486 INDs

INDs for RU486 Mifepristone
Example 1ltrs,/response RU-486

Pre-IND RU-486 PPH Memorandum of meeting

Ltr. /Response '"HFN-1 and

HFN-800

The American College of Obstericians and
Gynecologist

Washington Post clipping

APPEARS THIS WAY
ON ORIGINAL
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’ ML WAL, XEW YOAK, CRAIRMAN NEHARD X AAMEY, TEXAS

ﬁ{*ﬁ?ﬁﬁ ONE HUNORED FIRST CONGRESS o s honen
~ Congress of the Wnited States
Rouse of Representatives

HUMAN RESOURCES AND
= INTERGOVERNMENTAL RELATIONS SUSCOMMITTES

- oF THE
© COMMITTEE ON GOVERNMENT OPERATIONS
RAYBUAN HOVSE OFMCE BUILDING, AOOM 8-373
WASHINGTON, DG 20816

{203) 2253048
FAX NO. 228-2383

March 8, 18%0

James S. Benson, Acting Commissioner
. Foed and Drug Administration -
5600 Fishers Lane -
Rockville, Maryland 20857

Dear Mr. Benson:

I alad il

As part of the subcommittee's ongoing review of the
Fedsral role in contraceptive development and availability,

I am writing to requast the following information regarding
RU 486:

All docunents, including, but not limited to lstters,
menmoranda, articles, internal or draft documents, minutes of
meetings, and notes froem conversations. This request
includes hard copies of any information that is maintained in
eledtronic or other non-paper formats.

. Thank you in advance for your cooperation, I would
appreciate receiving these materials by March 23, 1%%0. If

you have any questions about this request, please contact Dr.
Diana Zuckerman of the subcommittee sataff.

- Sin .r‘:lj, .
. é( (AT
e ED WEISS
- Chairman

TW:DZ
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DEPARTMENT OF HEALTH AND HUMAN S

\

The Honorabte Ron Wyden
Chairman, Subcommittee on Regulation,

Business Opportunities, and Energy
Committee on Small Business

Dear Mr.

This is in further response to your February 28,
for documents related to RU-486.

As you requested, we have enclosed a list of the Food and Drug

Wyden:

House of Representatives

Washington, D.C. 20515

<

P
7 <

AN

\

VICES

N

.

BOR 75 15om

199

0 request

Administration's (FDA) Approved Uterine-Acting Drugs

(abortifacients).

We have also included copies of FDA advisory

committee meetings in 1978 and 1980 which contains discussions
of estrogen for post-coital contraception; a May 1973 FDA Drug & -

Bulletin discussing post-coital contraceptive use of DES; and a
January 1975 Federal Register notice about labeling of DES for

that use. We have not been able to identify any correspondence’™

or other documents from the field or between FDA and United
States Customs regarding RU-486.

1
-

For your information, we have also enclosed a Memorandum to the
Assistant Secretary of Health from the Acting Commissioner
regarding RU-486 dated March 10,

- —— - »

1990.

Sincerely yours,

Hugh C.

Cannon

Associate Commissioner
for Legislative Affairs

Enc;osures
T e
_— V\\ <
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cc: Anthony Powell
Ranking Minority Staff Member

cc:all ———
HFW-10(2)
HFW-1
HFW-2
HFD-365

R/D: —— . :3/24/90
F/T: var:4/2/90
WYDENREQ.MDG)

DOC-#3
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MALQAITY MEMBERS

-RON WYDEN, OREGON
CHAIRMAN
ELIOT L. ENGEL, NEW YORK

JIM OLIN, VIRGINIA
MICHAEL R. MCNULTY, NEW YORK ~

1018t Congress

Wnited States Bouse of Representatives
Committee on Hmall Buginess

Subcommittee on Regulation,
= Business Gpportunities, and Energy

- ] B-363 Rapburn Bouse Sffice Building
Washington, BL 20515

February 28, 1990

James A. Benson

Acting Commissioner

U.S. Food and Drug Administration
5600 Fishers Lane

Rockville, MD

20857

‘ Dear Mr. Benson:

MINORITY MEMBERS

WM. S. BROOMFIELD, MICHIGAN
MELTON D. HANCQCK, MISSOURI
JOEL HEFLEY, COLORADQ

STEVE JENNING
SUBCOMMITTEE STAFF DIRECTOR
202-225-7797

. ANDREW POWELL
MINORITY SUBCOMMITTEE PROFESSIONAL
STAFF MEMBER
202-225-6135

I would appreciate you sending the documents which my staff
requested earlier today, when they visited your Rockville offices.

4 . . . . . &
In addition, I would like the following information, which wass .
not accessible to my staff at that time:

f_

1) A list of any and all abortifacients which have been approved by-

the FDA.

2) Copies of all correspondence from your field offices regarding RU

486.

3) Copies of all correspondence between the FDA and U.S.

regarding RU 486.

Customs

Your prompt attention to this matter is deeply appreciated.

With warm regards,

- - D

RW/gab

Sincerely,

. RON WYDEN
Chairman

cc: Hugh C. Cannon

B Wyderw
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MODEL LETTER FOR USE IN GENERAL MAIL IMPORTATIONS

- Exhibit X9-74-1
T~ (LETTERHEAD)

A mail shipment of an article from a foreign country addressed to you is being
detained at the U.S. Post Office. A1l products of this kind must meet the
requiremants of the Federal, Food, Drug, and Cosmetic Act or other laws
enforced by the U.S. Food and Drug Administration. These laws are designed to
protect you from, among other things, unsafe or misrepresented foods, drugs,
btologics, cosmetics, devices, and other articles. The product addressed to
you does not appear to comply with the law. ’

Please read the enclosed Notice of Detention and Hearing carsfully since it
explains why FDA beliaves that the product sent to you is in violation. The
Notice does not in any manner accuse you of violating any law.

If you have a8 good reason to believe that the product does comply with the law —

and wish to discuss 1t with us, you may come personally to this office or write

to us within the time 1imit shown on the Notice. ' {-_
' i

If you do not wish to claim this shipment, you may disregard the Notice and the §-

shipment will be returned to the sender without cost to you. The shipment will .-
be returned automatically if we do not hear from you within the time 1imit

shown on the Notics,
Sincerely yours,

Enclosure:

- —— .- B

T APPEARS THIS WAY
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April 26, 1990

——
FOI Services,."l'nc._ Our Reference: F90-7903
12315 Wilkins Avenue Your Reference: 85104

Rockville, MD 20852

Dear Requester: A_f {nf

Reference is made to your Freedom of Information request of March 1,
1990 for a copy of the current Quality Assurance Profile (QAP) and the
Establishment Inspection Report (EIR) for the most recent inspection of
Roussel UCLAF, Compeigne, France.

Enclosed is a copy of the most recent EIR dated 4/14-15/86.

You will receive a separate response to your request for the QAP because
it has been assigned to another agency office.

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

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

Rockville, Maryland 29857

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 a monthly invoice:
Reproduction $.60; Search $5.00; Review $5.00; Total $10.60.

The above_gharyges 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).

” Sincerely,

——

i
Policy and Guidance Branch, HFD-323
Division of Manufacturing and Product Quality
Office of Compliance
Center for Drug Evaluation and Research
Telephone:

MIF 005689
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CEPARTMENT OF HEALTH AND HUMAN SER\AJES 7 ' ‘

. ro4 -~
S MAY 171950
The/Honqggﬁle Howell Heflin
United States Senate
Washington, D.C. 20510

i

Dear Senator Heflin:

This is{in response to your letter of April 19, 1990, 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 i
substantial scientific evidence of safety and effectiveness fok .
use of the drug as labeled. gh

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

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
attentidiy, 5o that the public can benefit from new products as
soon as possible.

Gecccseccrsccsfecescefaceccns

1)
SURNAME DATE OFFICE SURNAME oarv
- 1

AR R L R R R R WIS JAr

.
------- “oscenfaccnce tcosnsgoevsens




Page 2 - The HongQrable Howell Heflin

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

=
Py

Sincerely your$

Hugh C. Cannon
Associate Commissioner
for Legislative Affairs

2 Enclosures

Constituent's letter

New Drug Development in
the United States

cc: HFW-10(2) _

F/D: :5/9/90
F/T: var:5/11/90
CONG-594

————— \DRUGS\NEWRU.MDG)
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Senator Howell Heflin =
United States Senate =]
Washington, D. C. 20510 &3

Dear Senator Heflin,

The obvious solution to the seriously divisive
abortion issue is to make the medication RU 486
available to the American public. I urge you

3440

9

Mz

-
v

N ERTTINEE]

and the Congress of the United States to everything

possible to make this drug available to all women
in this country and around the world.

Sincerely,

/4

—— e B



OWELL HEFLIN
ALABAMA

COMMITTEE ON AGRICULTURE,
NUTRITION, AND FORESTRY
COMMITTEE ON ENERGY AND
NATURAL RESOURCES

Nnited States Denate

STATE OFFICES:

u}

355 FEDERAL BUILDING
1800 FIFTH AVENUE NORTH
BIRMINGHAM, AL 35203
{205) 731-1500

113 ST. JOSEPH STREET
437 U.S. COURTHOUSE

3 WASHINGTON, DC 20510-0101 MoBiILE, AL 36602

(205) 432-7715

COMMITTEE ON THE JUDICIARY
SELECT COMMITTEE ON ETHICS -

O 728 SENATE HART BUILDING - 15 LEE SYREET
WasHINGTON, OC 20510-0101 - MONTGOMERY, AL 36104
(202) 224-4124 > . {206) 265-9507

O 105 MaIN STREET
P.O. Box 228

O FeoeraL CountHoOUsE, B-29

Tuscumela, AL 35674

{205) 381-7060

April 19, 1990

Hugh C. Cannon

Assoc. Commissioner for Legis. Affairs

Food and Drug Administration

U.S. Department of Health and Human Services
. 5600 Fishers Lane

Rockville, Maryland 20857

Dear Mr. Cannon:

I have been contacted by one of my constituents,
—_— describing his proposal to resolve the
abortion issue. A copy of his correspondence is attached
for your reference.

I would be most appreciative if you would provide me
with information on this matter in order that I may share it
with my constituent.

With kindest regards, I am

. Sincerely,

ofell Hefli
HH/1lw
- — - -

Enclosure(s)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES ~

. - AUG % 9 1990

The Honorable Frank R. Lautenberg
United States Senate
Washington, D.C. 20510

Dear Senator Lautenberg:
This is in ngéonse to your letter of August 16, 1990, on

behalf of
concerning th& uhapproved 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 8
substantial scientific evidence of safety and effectiveness fox%
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 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.

It is also important to point out that FDA does not actually do
the clinical testing of drugs before they are marketed.
Pharmaceutical manufacturers, the National Institutes of
Health,"aNd“other research institutions across the country

carry out programs to identify, develop and test drugs. It is
FDA's responsibility to review and analyze the results of the
testing to determine if a drug is safe and effective for ,
widespréad marketing for use by the general public.

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

OFFICE SURNAME SURNAME DATE " OFFICE SURNAME DA

wadh S/ 8
qg[jﬂqu .....................
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Page 2 - The Honorable Frank R. Lautenberg

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.

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

Sincerely yours,

Hugh C. Cannon
' Associate Commissioner
for Legislative Affairs
2 Enclosures
Constituent's letter
New Drug Development in
the United States

cc: HFW-10(2)

R/D: :8/27/90
R/T: var:8/28/90

F/D: ————— :8/28/90
Init: :8/29/90
F/T: var:8/29/90
CONG-1759

{ ——— DRUGS\NEWRU.MDG)
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APPEARS THIS WAY
ON ORIGINAL

o —

MIF 005696



e e |

July 13, 1330

Sen. Frank Lautenberg
717 Hart Senate Off. Bldg.
Washington, DC 20510
Dear Senator Lautenberg:
RU-486 1s safe, effective and Legal in
France. Please advocate its testing and

potential distribution in the U. S. The more

options there are o choose from, the pet=-or

LA wEoan for 1ol e
Since2relv vours,
1/_ -
/.
R
e~ -
-
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CLOENERGY 1FWS ZINTERIOR INJHEALTH LSTATE
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FRANK R. LAUTENBERG commITTEE

NEW JERSEY BUDGET
COMMITTEE. COMMITTEE:
APPROPRIATIONS . ENVIRONMENT AND PUBLIC WORKS
Hnited States Senate
SUBCOMMITTEES.
- . - SUPERFUND, OCEAN AND WATER
TRANSPORTATION, CHAIRMAN : - WASHINGTON, DC 20510 PROTECTION, CHAIRMAN
COMMERCE, JUSTICE, STATE AND JUDICIARY ENVIRONMENTAL PROTECTION
DEFENSE - WATER RESQURCES. TRANSPORTATION
- AND INFRASTRUCTURE
FOREIGN OPERATIONS
VA. HUD AND INOEPENDENT AGENCIES - August 16, 1990 HELSINKI COMMISSION

Office of the Commissioner

The Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, New Jersey 20857

Dear Commissioner:

‘ I am enclosing a copy of a letter I have received
from

Please provide any information you might have —
regarding this issue in order that I might be able to

respond to my constituent’s inquiry. Please return the '3
enclosed correspondence with your report and mark the 3‘
envelope to the attention of Tom Dosh. .
With best wishes, -
Si rely,
v
® FRL: tdb
Enclosure
cn A &
-
T APPEARS THIS WAY
ON ORIGINAL
REPLY TO:
O 717 HART SENATE OFFICE BUILDING 0 ONE GATEWAY CENTER SUITE 1510 O THREe COOPER PLAZA
WasHingTON, DC 20510 NewaRk, NEw JERSEY 07102 SuITe 408 SOUTH

(202) 224-4744 {201) 645-3030 CamoeN, NEW JERSEY 08103
. {608) 767-5353

MIF 005698
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S DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
e Mo
e Memorandum
5 B /Q (s L7
ate August 10, -1990 ‘
From Acting Cofimissioner of Food and Drugs
Subject RU-486 Import Alert
To

Assistant Secretary for Health

At the "dry run" for the Secretary's briefing on contraceptives
on August 2, you requested a memorandum explaining FDA's import
alert on the French abortifacient drug RU-486. The following
paragraphs deal with FDA's import policy in general and our RU-
486 policy in particular.

Strictly interpreted, the Federal Food, Drug and Cosmetic Act -
prohibits the import of any product that is unapproved for use 12
this country. However, in response to requests from desperately
ill patients and their representatives, FDA has for many years i
exercised its discretion to allow the importation of small

amounts of drugs and other products for personal use, provided -
they do not pose significant or unreasonable safety risks and are
not commercialized.

The RU-486 import alert, which was initiated last summer, was
based on a conclusion that the RU-486 regimen (which includes a
prostaglandin that is also unapproved in this country) could
present an unreasonable safety risk because its intended use
makes it likely that it would be used without supervision by a
physician, and that indiscriminate or unsupervised use could be
hazardous to health.

In addition, because RU-486 is not proposed for treatment of a
serious (life threatening) condition, yet poses a safety risk,
FDA did not regard the drug as a proper candidate for importation
under the Aggncy s personal importation policy. Moreover, the
publicity in this country regarding the availability of the drug
overseas raised for FDA the p0551b111ty that a demand would be
created in this country which in turn would foster importation of
the drug for cdhmerc1al reasons.
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Page 2 - Assistant Secretary for Health

We believe that because of these concerns, the import alert for
this drug should be continued, except in circumstances where an
approved IND*is in effect. This is consistent with the

memoranda we sent you on April 24 and May 29 on this subject, and
with the discussion at our meeting with you on June 11.

I hope this information is helpful. Let me know if you have any
further questions.

@'/\ James S. Benson
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