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Preface

The Scientific Advisory Committee on Tobacco Product Regulation (SACTob),
established by the World Health Organization, held its first meeting in October 2000.
The committee is composed of national and international scientific experts on product
regulation, smoking cessation and laboratory analysis.  SACTob  advises WHO about
scientifically sound recommendations to Member States addressing the most effective
and evidence-based means to achieve a co-ordinated regulatory framework for tobacco
products.  The work of the committee is based on recent leading edge research on
tobacco product issues and aims to fill the regulatory gaps in tobacco control.

The present recommendation was finalized by SACTob during its Fourth Meeting in
4-6 February 2002 held at Oslo, Norway.
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SACTob Position Statement on Nicotine and Its Regulation
in Tobacco and Non-Tobacco Products.

Background

Over the past two decades a wealth of research findings have pointed to nicotine as the
key pharmacological factor underlying tobacco use.  The 1988 report of the US Surgeon
General identified cigarette smoking as nicotine addiction (1); the Royal College of
Physicians similarly concluded that nicotine is an addictive drug on  par with heroin and
cocaine, and that the primary purpose of smoking tobacco is to deliver a dose of
nicotine rapidly to the brain (2). The Diagnostic and Statistical Manual of Mental
Disorders [D.S.M-IV] classifies nicotine-related disorders into the sub-categories of
dependence [305.10] and withdrawal [292.0] which may develop with the use of all
forms of tobacco (3). The effects of tobacco and nicotine to produce dependence and
withdrawal are also identified by the International Statistical Classification of Diseases
and Related Health Problems [I.C.D-10] as a disease in the category [T 65.2] ‘Toxic
effect of other and unspecified substances’ (4).

While nicotine is acknowledged to be the primary reinforcer of smoking (5,6), and
nicotine-free cigarettes have consistently failed in the marketplace (7), exposure to
nicotine in itself is believed not to be responsible for more than a minor portion of
tobacco related disease (8).  Rather, harmful gases and particulates, which can be
thought of as contaminants of the cigarette as a nicotine delivery device (9), cause the
great majority of smoking related diseases and their specific role in the reinforcing
effects of smoking is not well understood.

Despite their toxicity, tobacco products have enjoyed an unprecedented degree of
freedom from the regulations that apply to food and drug products and to consumer
products generally (10,11). Paradoxically, pure nicotine products designed to aid
smokers trying to quit (12), are subject to stringent regulation and are required to meet
the same standards of safety and product information as any other pharmaceutical
preparation (13,14,15,16).

It is theoretically possible that changes in cigarette design could lower exposure of
smokers to the harmful constituents in smoke, but efforts to do so through so called
“low-yield” cigarettes have failed (2, 17). Smokers self-dose for nicotine, and they
smoke more intensively or smoke more cigarettes per day to obtain the dose that will
give them satisfaction (9, 15, 16, 17, 18). Most so called “low-yield” cigarettes are
designed such that these changes in smoking behaviour return the delivery of nicotine
and other smoke constituents to levels similar to those of so called “full flavour” or
“high –yield” cigarettes (19). Dependence on nicotine is a biological force that drives
such behaviour (1,2,20).
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Proposals for more effective nicotine regulation have ranged from reducing nicotine
availability from cigarettes to the point where they are no longer reinforcing (6,21) to
restricting unwanted particulate and gas phase components while accepting a laissez
faire approach to nicotine (7, 22, 23, 24).  A common thread is the recognition of the
need to level the regulatory playing field, as between consumer and pharmaceutical
nicotine products (14, 25, 26), as well as the need to ensure that the future market for
nicotine does not continue to be dominated by the most contaminated product, the
cigarette (27).

Based on the existing science, SACTob makes the following recommendations:

1. The present situation in which the most toxic form of nicotine delivery is the least
regulated, is unacceptable from a public health perspective.

2. Because nicotine appears to be responsible for a small proportion of tobacco-caused
diseases relative to other tobacco constituents and emissions, there is considerable
scope for developments that reduce the risks experienced by users of tobacco, but
without undermining efforts to prevent initiation to tobacco use and promote
cessation among established users.

3. In the absence of firm contrary data, those responsible for public policy decisions
are justified in using the conservative assumptions that smokers’ preferences for a
nicotine dose are persistent over time and are not influenced by changes in the
product used and that smokers will compensate for reductions in yield to maintain a
relatively consistent dose of nicotine.

4. A broad and comprehensive regulatory framework is required to enable policy
options for controlling nicotine to move forward in ways that minimise the risks.



3

References:

(1) US Department of Health and Human Services. The health consequences of smoking:
nicotine addiction. A Report of the Surgeon General. Washington DC: US Government
Printing Office; 1988.

(2) Royal College of Physicians. Nicotine Addiction in Britain. London: Royal College of
Physicians; 2000.

(3) American Psychiatric Association. Substance-Related Disorders. Diagnostic and
Statistical Manual of Mental Disorders. Washington D.C; Fourth edition 1994: 242-247.

(4) World Health Organization. Injury, Poisoning and certain other consequences of
External Causes. International Statistical Classification of Diseases and Related Health
Problems 1992 ;Volume–I. Chapter XIX: 985.

(5) Balfour DJ. The neurobiology of tobacco dependence: a commentary. Respiration 2002;
69(1): 7-11.

(6) Henningfield J.E, Benowitz N.L, Slade J, Houston T.P, Davis R.M, Deitchman S.
Reducing the addictiveness of cigarettes. Tobacco Control 1998;7: 281-293.

(7) Bates C. Taking the nicotine out of cigarettes- why it is a bad idea. Bulletin of  the
World Health Organization 2000; 78(7) : 944.

(8) Benowitz, N. L., Ed. (1998). Nicotine safety and toxicity. New York, Oxford University
Press.

(9) Stratton, K., P. Shetty, Wallace R, Bondurant S. (Eds). Clearing the Smoke: Assessing
the Science Base for Tobacco Harm Reduction. Washington, D.C., National Academy
Press. 2000.

(10) Slade J, Henningfield J. Tobacco product regulation: context and issues. Food and
Drug Law Journal 1998; 53:43-74.

(11) Bates C, McNeill A, Jarvis M, Gray N. The future of tobacco product regulation and
labelling in Europe: implications for the forthcoming European Union Directive.Tobacco
Control 1999; 8: 225 – 235.

(12) Kunze U, Schoberberger R, Schmeiser- Rieder A, Groman E, Kunze M. Alternative
nicotine delivery systems (ANDS) – public health aspects. Wiener Klinische Wochenschrift
1998 Dec 11; 110 (23) : 811-6.

(13) Page J. Federal regulation of tobacco products and products that treat tobacco
dependence: are the playing fields level? Food and Drug Law Journal 1998; 53:11-42.

(14) McNeill A, Foulds J, Bates C. Regulation of nicotine replacement therapies (NRT): a
critique of current practice. Addiction 2001; 96: 1757-1768.

(15) West R. Addressing regulatory barriers to licensing nicotine products for smoking
reduction. Addiction 2000 Jan; 95 Supple 1: S29-34.



4

(16) Henningfield J.E, Slade J. Tobacco dependence medications : Public health and
regulatory issues. Food and Drug Law Journal. 1998 53, Supple. : 75-114.

(17) National Institutes of Health (2001). Risks associated with smoking cigarettes with low
machine-measured yields of tar and nicotine. Bethesda, MD, Department of Health and
Human Services,  National Institutes of Health, National Cancer Institute.

(18) Hoffman D, Hoffman I, El-Bayoumy K. The less harmful cigarette: a controversial
issue. A tribute to Ernst L. Wynder. Chemical research in toxicology.2001; 14(7) : 767-990.

(19) Jarvis M, Primatesta P, Boreham R, Feyerabend C. Nicotine yield from machine
smoked cigarettes and nicotine intakes in smokers : evidence from a representative
population survey. Journal of the National Cancer Institute 2001 ; 93:134-138.

(20) Djordjevic MV, Hoffman D, Hoffman I. Nicotine regulates smoking patterns.
Preventive Medicine.1997 ; 26(4) : 435-40.

(21) Benowitz  NL, Henningfield JE. Establishing a nicotine threshold for addiction – The
implications for tobacco regulation. New England Journal of Medicine 1994; 331(2): 123-
125.

 (22) Russell MA. Realistic goals for smoking and health. A case for safer smoking. Lancet
,1974;16 ; 1(851):254-8.

(23) Russell MAH. The future of nicotine replacement. British Journal of Addiction 1991;
86(5):653-658.

(24) Bates C. What is the future for the tobacco industry? Tobacco Control 2000;9: 237-
238.

(25) Warner K E, Slade J, Sweanor DT. The emerging market for long-term nicotine
maintenance. JAMA 1997; 278: 1087-1092.

(26) Warner K.E, Peck C.C., Woosley R.L, Henningfield J.E, Slade J. Treatment of tobacco
dependence :innovative regulatory approaches to reduce death and disease, Preface. Food
and Drug Law Journal July 1998 53 Supple. 1-9.

(27) Hurt RD, Robertson CR. Prying open the door to the tobacco industry’s secrets about
nicotine: the Minnesota Tobacco Trial. JAMA 1998; 280(13): 1173-81.


