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DEPARTMENT Of HCALTi+ AND HUMAN SERVICES

MAR;; 1994
●:___

The Honorable Thomas J. Bliley, Jr.
Ranking Minority Ihmber
Subcommittee on Health and the Environment
Committee on Energy and Commerce
House of Representatives
Washington, D.C. 20515-4607

Dear Hr. Bliley:

This is in response to your letter dated March 18, 1994, to
Commissioner Kessler, requesting all evidence in the Food and
Drug Adminikkration’s (-FDA) wpos-semiiion regarding the4@tent of
cigarette manufacturers with respect to the presence of nicotine -
in cigarettes. FDA received your letter late in the afternoon on
March 18. It was not received in this Office until Monday
morning, March 21. We called your office on Monday morning to ;
discuss your request and advise you that it was impossible for .
the agency to meet your deadline of Harch 21. our call was not
returned by your staff until after this office closed Tuesday
evening.

Given the scope of your request, the resources that must be
devoted to identifying, reviewing, and preparing documents for
production, and the extremely short timeframe involved, we are
able to provide only a partial response at this time. Consistent
with the agency~s regulations governing disclosure of
information, we wanted to provide you as Much publicly available
information as possible prior to the Xarch 25th hearing.

As Commissioner Kessler ind~cated to you yesterday, the agency
stands ready to provide all appropriate assistance to you and
your staff on this and any other matters involving FDA. I hope
this information is helpful.

Sincerely yours,

Diane E. ThOmp80n
Associate Commissioner

for Legislative Affairs
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The Honorable David A. Kessler
Commissioner
Food and Drug Administration
5600 Fishers Lane
Room 14-71
Rockville, Maryland 20857

Dear Dr. Kessler:

Your correspondence of February 25, 1994 to Scott D. Ballin,
Chairman of the Coalition on Smoking OR Health, contained
disturbing allegations concerning the intent of cigarette
manufacturers with respect to the role of nicotine in cigarettes.

Specifically, your letter stated, “Evidence brought to our
attention is accumulating that suggests that cigarette
manufacturers may intend that their products contain nicotine to
satisfy an addiction on the part of some of their customers. The
possible inference that cigarette vendors intend t.oachieve drug
effects in some smokers is based on mounting evidence we have
received that: (1) the nicotine ingredient in cigarettes is a
powerfully addictive agent and (2) cigarette vendors control the
levels of nicotine that satisfy this addiction. ”

As these are serious charges likely to be addressed before a
Congressional hearing on March 25, I request that you provide the
following information and documents to my office prior to the
hearing.

(1) All “evidence” in the FDA’s possession “that suggests
that cigarette manufacturers may intend that their
products contain nicotine to satisfy an addiction on the
part of some of their customers,” along with

(a) a written summary of such “evidence” if it was given
orally to the FDA; and

(b) copies of any and all documents given to the FDA in
connection with this allegation; and

(c) the names, addresses and titles of all individuals
and organizations from whom you received evidence in
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connection with this allegation.

(2) All “evidence” in the FDA’s possession that
“manufacturers commonly add nicotine to cigarettes to
deliver specific amounts of nicotine, ” along with

(a) a written summa~ of such “evidence” if it was given

orally to the FDA; and

(b) copies of any and all documents given to the FDA in
comection with this allegation; and

(c) the names, addresses and titles of all individuals
and organizations from whom you received evidence in
connection with this allegation.

(3) All “evidence” in the FDA’s possession supporting your
statement that “There is also evidence discovered in
recent litigation that some of the individuals involved
in the manufacture of cigarettes in the 1970s regarded
their products as nicotine-delivery systems, ” along with

(a) a written summary of such “evidence” if given
orally to the FDA; and

(b) copies of any and all documents given to the FDA in
connection with this matter; and

(c) the names, addresses and titles of all individuals
and organizations from whom you received evidence in
connection with this allegation.

(4) All other “information” or “evidence” brought to the
FDA’s attention or othewise received by the FDA that you
relied on to support the statements made in your February
25 letter to W. Ballin regarding the intent of cigarette
manufacturers concerning nicotine*. In addition, please
indicate whether you received any or all of the
“information” or “evidence” before or after your February
25 letter was released.

Please provide this information to my office no later than March
21, 1994.

Sincerely,
.
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* ~-m - ReWI Card t%ils Some FederaI Entitles, Gives AU
Tough Future ~nments,- by Charles ManMck.
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NeeJL BenowQ M.D.
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by sad ShMman
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Hennlngfidd, Ph.D., and Maxine L Stitzer, Ph.D.
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