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DEPARTMENT OF HEALTH AND HUMAN SERVICES

MAR (- 1994

The Honorable Thomas J. Bliley, Jr.
Ranking Minority Member

Subcommittee on Health and the Environment
Committee on Energy and Commerce

House of Representatives

Washington, D.C. 20515-4607

Dear Mr. Bliley:

This is in response to your letter dated March 18, 1994, to
Commissioner Kessler, requesting all evidence in the Pood and
Drug Administration’s (FDA)-possession regarding .the. ,Jntent of _
cigarette manufacturers with respect to the presence ot 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 March 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 March 25th hearing.

As Commissioner Kessler indicated 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 youfl,

Diane E. Thompson
Associate Commissioner
for Legislative Affairs
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TTe DISTRICT \IFGINIA

MEMBER (OF:

Nl Congress of the Wnited States
Rouse of Representatioes

AWashington, DE 20515-4607
March 18, 1994

The Honorable David A. Kessler
Commissioner

Food and Drug Administration
5600 Fishers Lane

Room 14-71

Rockville, Maryland 20857

Dear Dr. Kessler:

WASHINGON D€F CE

2241 RAYBURN OFFICE BLILDING
1202} 22%5-2818

DISTRCT OFFICES
SUITE 101
4914 FITZHUGH AVENUE
RICHMONO VA 23230-1534
(804) 771-2809
1<800-438-1793

CULPEPER QFFICE PARK
SUITE 207
763 MADISON ROAD
CULPEPER. VA 22701-3342
{703) 8234960

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 to achieve 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 summary of such "evidence" if it was given
orally to the FDA; and

(b) copies of any and all documents given to the FDaA in
connection 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.

All other "information" or "evidence" brought to the
FDA's attention or otherwise received by the FDA that you
relied on to support the statements made in your February
25 letter to Mr. Ballin regarding the intent of cigarette
manufacturers concerning nicotine*. 1In 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 toc my office no later than March
21, 1994.

Sincerely,

Thomas7.' Bliley, Jr.
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Editorial entitied, "“Development of a Citric Ackd Aerosol as a
Smoking Cessation,” by Edward D. Levin, Jed E. Rose and

Frederique Behn

Article entitied, "Effect of Nicotine, Siver Acetate,
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Counseling on Smoking Cessation,” by E.J. Jensen,
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Industry,” by Patrick Pellerin, CAL /Pfizer, Grasse,
France

The Third Triennial Report to Congress from the
Secretary, Department of Health and Human Services entitied,
“Drug Abuse and Drug Abuse Research®

Article entitied, “Absorption of Nicotine from Various
Sites,” by Janet Travell



Undated

1975

1976

51. Undated

52,

57.

59,

1980

Undated

1982

1982

1983

1983

1983

1963

-4-
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et.

Relapse and Recovery in Drug Abuse, Frank M. Tims, Ph.D., et.
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Cigarette Smoking and Nicotine Addiction, by Neal L. Benowitz, M.D.

Pharmacologic Aspects of cigarette smoking and nicotine addiction, by
Neal L Benowitz, M.D.

Reducing the Health Consequences of Smoking, 25 Years of Progress-a
report of the Surgeon General 1989

Memo regarding the FDA regulation of Tobacco Products as Drugs

Trends in Cigarette Smoking in the United States-The Epidemiology of
Tobacco Use, by Michael C. Fiore, MD, MPH

Tobacco Controi-Policy Research: Strategic Directions

The Most Often Asked Questions About Smoking, Tobacco, and Health
and...The Answers

Nicotine, Smoking, and the Low Tar Programme, edited by Nicholas
Wald et.,

United States Patent-Patent Number:4,830,028

More or Less Nicotine

Cigarette Smoking and Nicotine Addiction, by Neal L. Benowitz, MD
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Nicotine Addiction: Principles and Management, Edited by C. Tracy
Orleans, Ph.D.

1972 Philip Morris Document
Tobacco and Health-PAD Apprcace, by Dr. E. Wakeham

May 6, 1993 Flexibie Effects of Quantified cigarette-smoke delivery on EEG Dimensional
Complexdity, by Walter S. Pritchard, et. ‘

January 21, 1992 Enhancement of Continuous Performance task reaction time by Smoking in
Non-deprived Smokers, by Walter S. Pritchard, et.

1980 In haling habits among smokers of different types of cigarette, by Nicholas J.
Wald, et.

1993 Federal Trade Commission Report
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effects of nicotine: fact or fiction?* by Robert West.

Psychopharmacology, various articies on nicotine and smoking.

Joumal of Consuiting and Clinicgl Psychology, Vol. 61, No. 5, “Nicotine Delivery
Kinetics and Abuse Llability,” by Jack E. Henningfieid and Robert M. Keenan.

Drug and Alcohal Dependence, Vol. 33, "Higher levels of nicotine in arterial than
in venous blood after cigarette smoking,” by Jack E. Henningfield, June M.

Stapieton, Neal L Benowitz, Roger F. Grayson, and Edythe D. London.

TUseAmong Young Peogie." A Report of the Surgeon General,

Letter to David A Kessler, M.D., from Peter W. Carter, M.D., Director, Coalition
on Smoking OR Health, Knox Co., Knoxville Hematology/Oncology Assoclates.

JAMA, “Tobacco Control Report Card Falls Some Federal Entities, Gives All
Tough Future Assignments,” by Charles Marwick.
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JAMA letters to the editor regarding cigarette smoking.

Mayo Clin, Proc,, Vol. 68, Symposium on Intrathoracic Neoplasms.

JAMA, Review, "Actual Causes of Death in the United States,” by J. Michael
McGinnis, J.D., M.P.P., and Willam H. Foege, M.D., M.P.H.

Law and Medicine, “Criteria for Evaluating a Ban on the Advertisement of
Cigarettes,” by Lawrence O. Gostin, J.D., and Allan M. Brandt, Ph.D.

Article entiied, *Prolonged absorption with development of tolerance effects after
cutaneous exposure to nicotine® by Neal L. Benowitz, M.D., Thomas Lake, M.D.,
Kathrym Healey Keller, Pharm.D., and Belie L Lee, Pharm.D.

Article entitled, “Cigarette Brand-Switching: Effects on Smoke Exposure and
Smoking Behavior® by James P. Zacny and Maxine L. Stitzer

Article entitied, "Comparing Tabacco Cigarette Dependence With Other Drug
Dependencies, Greater of Equal ‘Difficuity Quitting’ and 'Urges to Use,’ by Less
'Pleasure’ From Cigarettes” by Lynn T. Kozlowski, Ph.D, Adrian Wilkkinson, DPhil;
Wayne Skinner, MSW; Carl Kent, MSW, Tom Frankiin, MSW; Mariyn Pope

Article entitled, “Clinical Pharmacokinetic of Non-Opiate Abused Drugs® by U.
Busto, R. Bendayan, and E.M. Sellers

Article entitled, "Clinical and pharmacokinetic properties of a transdermal
nicotine patch® by Seamus C. Mulligan, MSc, Joseph G. Masterson, M.D., John
G. Devane, Ph.D., and John G. Kasily, Ph.D.

Article entitied, “Nicotine, Smoking, and the Lower Tar Programme” by Nicholas
Wald and Sir Peter Froggatt

Surgeon Generals Report entitlted, "Reducing the Health Consequences of
Smoking - 25 Years of Progress”

Article entitied, "Sensory Blocade of Smoking Satisfaction” by Jed E. Roses,
Donald P. Tashkin, Alan Ertle, Michael C. Zinser, and Robert Lafer

Article entitied, *Effects of Different Clgarette Smoke Yields on Puffing and
inhalation:; Is the Measurement of inhalation Volumes Relevant for Smoke
Absorption?® by Rico Nil, Roberto Buzzi, and Kari Battig

Articie entitied, "Spontaneous Cigarette Brand Switching: Consequences for
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