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The Honorable Donald S. Clark
Secretary
Federal Trade Commission
600 Pennsylvania Avenue, N.W.
Washington, D.C. 20580

Re: Recent Developments : The Role of Smokeless Tobacco as a Reduced
Risk Alternative to Cigarette Smoking

Dear Secretary Clark:

I am writing on behalf of U.S. Smokeless Tobacco Company ("USSTC") to
submit new information regarding the acceptability of communicating in advertising that
smokeless tobacco products are considered to be a significantly reduced risk alternative
as compared to cigarette smoking, and that for smokers who do not quit and do not use
medicinal nicotine products, a growing number of researchers advocate switching to
smokeless tobacco products.

In August 2002, USSTC withdrew its February 5, 2002 Request for Advisory
Opinion so that it would have the opportunity to provide the Commission with additional
information from the proceedings of two upcoming scientific conferences: the 3 rd

International Conference on Smokeless Tobacco: Advancing Science & Protecting
Public Health, in Stockholm, Sweden; and the 4 th European Conference of the Society for
Research on Nicotine and Tobacco: Improving Knowledge and Treatments of Nicotine
Addiction, in Santander, Spain. In addition, several scientific articles and reports have
been published since August that are relevant to a discussion of tobacco harm reduction,
and specifically the role of smokeless tobacco in a comprehensive public health program.
Two such publications are expected to have a major impact on the tobacco harm
reduction debate. Attached is a discussion of significant new information from the
scientific conferences, as well as these additional reports and other recent publications.
We have also attached copies of the referenced materials.
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USSTC continues to believe that a public forum would facilitate further
discussion of these important issues and help to inform the public about tobacco harm
reduction options. USSTC would be pleased to participate in any such forum.

We respectfully request that this letter and the attachments be placed on the public
record relating to USSTC's Request for Advisory Opinion. Please feel free to contact me
at (202) 508-6025, or Dana Rosenfeld at (202) 508-6032, if you have any questions
concerning these matters.

cc:

J. Howard Beales, III, Director, Bureau of Consumer Protection
C. Lee Peeler, Deputy Director, Bureau of Consumer Protection
Joseph Mulholland, Bureau of Economics
Mary Engle, Associate Director, Division of Advertising Practices
Thomas Pahl, Assistant Director, Division of Advertising Practices
Michael Ostheimer, Division of Advertising Practices

Daniel C. Schwartz

Attachment

Chairman Timothy J. Muris
Commissioner Sheila F. Anthony
Commissioner Orson Swindle
Commissioner Mozelle W. Thompson
Commissioner Thomas B. Leary
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May 9, 2003 

Review of Significant New Information  
From Recent Scientific Conferences and Publications Relevant to  

USSTC’s February 5, 2002 Request for Guidance from the Federal Trade Commission 

I. Introduction 

On February 5, 2002, U.S. Smokeless Tobacco Company (“USSTC”) filed a request for 

an Advisory Opinion with the Federal Trade Commission (“FTC”) seeking guidance regarding 

the acceptability of communicating in advertising that smokeless tobacco products are a 

significantly reduced risk alternative as compared to cigarette smoking.  USSTC urged the FTC 

to hold a workshop, or similar public forum, to facilitate public discussion of tobacco harm 

reduction benefits and the appropriateness of cross-category comparative risk statements in 

tobacco advertising.  Reacting to USSTC’s request, a substantial number of comments were filed 

with the FTC from the public health, public policy and academic communities.  During the same 

time period, forums and discussions on the subject were held by academic and public policy 

groups in several cities.   

In anticipation of two scientific conferences scheduled for September 2002 in Stockholm, 

Sweden, and October 2002 in Santander, Spain, USSTC temporarily withdrew its request on 

August 12, 2002, so that USSTC could provide to the FTC additional information from those 

conferences.   

As expected, the Stockholm and Santander conferences produced important new 

information relevant to USSTC’s request.  More meaningfully, however, two significant 

publications have appeared over the past few months which will have a major impact on the 

public debate regarding smokeless tobacco in the context of tobacco harm reduction.  Those 

publications are a report from London’s Royal College of Physicians entitled “Protecting 

Smokers, Saving Lives,” and a white paper prepared by a group of tobacco and health 
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researchers and public health advocates from the United Kingdom, Sweden and Austria entitled 

European Union policy on smokeless tobacco.  A statement in favour of evidence-based 

regulation for public health.  Also, a World Health Organization–related scientific advisory 

committee issued a set of recommendations relating to smokeless tobacco products in the context 

of tobacco harm reduction.  Finally, several additional scientific publications have appeared that 

are relevant to USSTC’s request.   

Significant new information from the above-referenced scientific conferences and 

publications is reviewed below and copies of relevant materials are attached. 

II. The Stockholm Conference 

The 3rd International Conference on Smokeless Tobacco:  Advancing Science & 

Protecting Public Health was held in Stockholm, Sweden from September 22 through September 

25, 2002.  The Conference was sponsored, in part, by the Centers for Disease Control and 

Prevention, the National Cancer Institute, and the National Institute on Drug Abuse.  

Presentations were made by medical professionals, scientists and public health officials who 

provided participants with their perspectives on smokeless tobacco and health issues, including 

tobacco harm reduction.  The official agenda from the Conference is attached at Tab A. 

Among the presentations of particular interest were those by Professor Lynn Kozlowski 

of the Department of Biobehavioral Health at Pennsylvania State University, Dr. Lars M. 

Ramström, Director of Stockholm’s Institute for Tobacco Studies, and Professor Dorothy 

Hatsukami of the Tobacco Use Research Center at the University of Minnesota. 
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A. Ethical Issues in Using Smokeless Tobacco As a Substitute for Cigarettes; 
Presentation by Professor Lynn T. Kozlowski 

Professor Kozlowski’s conference abstract noted his concern over ethical conflicts in the 

public health community.  Specifically, he pointed to the tension generated by scientists’ “ethical 

standards to not be deceptive in their representation of research findings,” the “well-established 

human right for individuals to be provided honest health-relevant information,” and 

“paternalistic concerns to protect the public from increased use of smokeless tobacco products, 

even though they are less dangerous than cigarettes to individuals.”  Professor Kozlowski warned 

that “[d]eception has arisen in claims that smokeless tobacco is just as dangerous as cigarettes 

(which is not true) . . . .” 

The main portion of Professor Kozlowski’s presentation involved a fictional conversation 

between “a physician and member of a leading smoking policy committee” and “a scientist with 

interest in human rights ethics.”  A transcript of the conversation was made available by 

Professor Kozlowski at the conference.  It is entitled “First Tell the Truth: A dialogue on human 

rights, deception, and the use of smokeless tobacco as a substitute for cigarettes.”  A copy of the 

transcript is attached at Tab B, together with a revised version of the transcript which was 

recently published in Tobacco Control.1  Professor Kozlowski’s conference abstract, which is 

also attached as part of Tab B, states in part: 

Deception has arisen in claims that smokeless tobacco is just as 
dangerous as cigarettes (which is not true), offered in part to 
reduce potential, causal gateway effects, whereby youth start with 
smokeless products and switch to cigarettes.  Public health ethics 
holds that clear and convincing public health risks are needed to 
override individual rights to honest information.  Given the much 
reduced health risks from smokeless tobacco products in 
comparison with cigarettes in the United States and Sweden, it is 
doubtful that the public health is jeopardized by promoting these 

                                                 
1  Kozlowski LT.  First, tell the truth: a dialogue on human rights, deception, and the use of smokeless tobacco as a substitute 
for cigarettes.  Tob Control 2003 12: 34-36. 
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products or nicotine replacement products as substitutes for 
cigarettes in adult smokers.  Deception in public health 
communications should be required to meet the same ethical 
standards as deception in research.  That is, it should not be done, 
no matter how well intended, if these four conditions cannot be 
met: (a) the deception causes no more than minimal harm, (b) 
rights are not violated, (c) there are no alternatives that are not 
deceptive, and (d) debriefing is done.” 

B. Snus as a Substitution for Smoking – The Swedish Experience; Presentation by 
Dr. Lars M. Ramström 

Dr. Ramström reported on a recent nationwide survey of a representative sample of 6,700 

adults in Sweden sponsored by the Swedish National Institute of Public Health.  According to the 

press summary of Dr. Ramström’s presentation, the survey “has made it possible to study more 

in depth than before to what extent and in which ways snus (the particular kind of oral snuff 

manufactured and used in Sweden) serves as a substitution for smoking.”2  Copies of Dr. 

Ramström’s press summary and conference abstract are attached at Tab C. 

Dr. Ramström reports the following in his press summary: 

• Prevalence of daily smoking among adult males in Sweden was 20% in 1996 and 
is now 15%, while the prevalence of daily use of snus among adult males was 
15% in 1996 and is now 20%. 

• “Primary snus users have lower rate of starting daily smoking.”  In support of this 
conclusion, Dr. Ramström cites survey data indicating that “[i]n males the overall 
rate of onset of daily smoking is 40%.  In the rather small subgroup of males 
(14% of all) who have started daily snus use without previous daily smoking 
(primary snus users), the rate of onset of daily smoking was just half as large, 
20%.  This finding suggests that snus use does keep down rather than promote 
start of daily smoking.” 

• “Smoking cessation rates are higher among those (males and females) with a 
history of daily snus use.”  In support of this conclusion, Dr. Ramström cites 
survey data indicating that “[a]mong Ever Daily Smokers the overall rate of 
quitting smoking completely is 59% for males and 49% for females.  Among 
those ‘with a history of daily use of snus’ 71% (same for males and females) have 
quit smoking completely.”  

                                                 
2 Ramstrom L.  Press summary.  Snus as a substitution for smoking – the Swedish Experience.  September 25, 2002. 
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• “Among males snus is the most commonly used and most effective smoking 
cessation aid.”  In support of this conclusion, Dr. Ramström cites survey data 
indicating that “76% of male Ever Daily Smokers have made at least one attempt 
to quit smoking.  Around 40% of the ‘triers’ report that at their latest attempt they 
have used some kind of smoking cessation aid.  36% of these males have used 
nicotine gum, 20% nicotine patch and 55% have used snus as a smoking cessation 
aid.  No other kind of cessation aid has been used by as much as 10%.3  The 
proportion of those who have succeeded to quit smoking completely is 50% for 
gum users, 34% for patch users, 65% for snus users.” 

C. Smokeless Tobacco as Cesssation for Smoking; Presentation by Professor 
Dorothy Hatsukami 

Copies of Professor Hatsukami’s conference abstract and presentation slides are attached 

at Tab D.  Professor Hatsukami’s abstract states, in part: 

Smokeless tobacco (ST) can be used in several ways as a potential 
harm reduction tool for cigarette smokers.  These tools include ST 
use as a method of cessation, as a means to reduce the number of 
cigarettes smoked, and as a product to be used in situations where 
smoking is prohibited.  The impact of using ST in these ways is 
relatively unknown.  The toxicity of the product itself varies by 
brand of smokeless tobacco and across countries.  Of the existing 
studies, comparisons of consequences between cigarettes and 
smokeless tobacco show that cigarette smoking produces more 
negative health effects, is likely to have a higher addiction 
potential and more severe withdrawal, and leads to higher rate of 
relapse than ST use (Hatsukami & Severson, 1999).  Differences in 
the characteristics of ST users vs. cigarette smokers may account 
for some of the propensity for nicotine addiction as well as 
inability to sustain abstinence.  Nonetheless, in general, when 
examining the actual user of the products, there is less potential 
harm associated with smokeless tobacco compared to cigarette 
smoking.  Thus, superficially the use of ST as a cessation tool does 
not seem unreasonable. 

                                                 
3  Dr. Ramström noted that the total exceeds 100% because some smokers used more than one aid. 
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III. The Santander Conference 

The 4th European Conference of the Society for Research on Nicotine and Tobacco: 

Improving Knowledge And Treatments of Nicotine Addiction was held in Santander, Spain from 

October 3 through October 5, 2002.  This Conference also involved presentations by medical 

professiona ls, scientists and public health officials who discussed current research involving 

nicotine, tobacco cessation and prevention efforts and tobacco harm reduction.  The official 

agenda from this Conference is attached at Tab E. 

Of particular note was the presentation by Clive Bates, the former Director of the UK 

Action on Smoking and Health, entitled “Harm Reduction and Smokeless Tobacco.”  A copy of 

his presentation slides is attached at Tab F. 

Among the points made or conclusions drawn by Clive Bates during his presentation, 

were the following: 

• “The type of tobacco (nicotine) used can and should be a factor in controlling 
health impact on the individual and the population.”  (Original emphasis) 

• “The smokeless tobacco used in U.S. and Scandinavia is one to two orders of 
magnitude less hazardous than cigarettes.” 

• “Smokeless tobacco is a credible alternative system for nicotine administration.  It 
has several advantages over the current generation of NRT [nicotine replacement 
therapies].” 

• “Snus is an important factor in the low smoking prevalence in Sweden.  It is used 
for cessation and as an alternative to smoking.”  He cited data from a 2001 survey 
commissioned by the Swedish Cancer Society reporting that, among 1,000 ex-
smokers, 33% used snus as a smoking cessation aid, compared to 17% who used 
nicotine replacement therapies. 

• He also presented data from another 2001 Swedish survey which contradicts the 
‘gateway’ hypothesis.  The survey indicated that among Swedish men who were 
daily cigarette smokers, only 11% started with smokeless tobacco, while 48% of 
daily smokeless tobacco consumers started with cigarettes.  Among daily users of 
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both smokeless tobacco and cigarettes (3% of the study population), only 23% 
started with smokeless tobacco.   

IV.  Royal College of Physicians Report 

In December 2002, the Royal College of Physicians (“RCP”) issued a landmark report 

entitled Protecting Smokers, Saving Lives,4 which assessed various issues relating to future 

tobacco regulation in the United Kingdom.5  A copy of the Report is attached at Tab G.  The 

RCP is England’s oldest medical institution; among its main functions is to advise the 

government, the public and the medical profession on health care issues. 

The 2002 RCP Report recognized that tobacco harm reduction must be an essential 

element of any tobacco regulation program: 

A tobacco and nicotine regulatory authority should have a clear 
objective: 

…to reduce the overall burden of tobacco-related disease by 
contributing to a reduction in smoking prevalence and by 
regulating to reduce the harm caused to continuing nicotine 
users.”  (Original emphasis) 

The 2002 RCP Report also recognized that smokeless tobacco would be a key component 

of any tobacco harm reduction strategy: 

Smokeless Tobacco: 

As a way of using nicotine, the consumption of non-combustible 
tobacco is of the order of 10-1,000 times less hazardous than 
smoking, depending on the product.  Some manufacturers want to 
market smokeless tobacco as a ‘harm reduction’ option for nicotine 
users, and they may find support for that in the public health 
community. 

                                                 
4  Tobacco Advisory Group of the Royal College of Physicians.  Protecting smokers, saving lives .  Royal College of 
Physicians of London, 2002. 
5  The issuance of the RCP’s 2002 Report does not mark the first time that the RCP has led the way on tobacco and health 
issues.  In March 1962, the RCP issued a report on smoking and health which concluded that cigarette smoking caused lung 
cancer.  Shortly after the issuance of that report, the U.S. Surgeon General, Dr. Luther L. Terry, established the Surgeon 
General’s Advisory Committee on Smoking and Health to produce a similar report for the United States.  That report was 
released in January 1964 and is generally referred to as the 1964 Surgeon General’s Report.  Its conclusions were similar to those 
of the 1962 RCP Report. 
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V. White Paper on European Union Smokeless Tobacco Policy 

In February 2003, a group of tobacco and health researchers and public health advocates 

from the United Kingdom, Sweden and Austria published a white paper entitled European Union 

policy on smokeless tobacco.  A statement in favour of evidence-based regulation for public 

health.6  A copy of the white paper is attached at Tab H.  The authors recommend that the 

current European Union ban of smokeless tobacco be replaced with a regulatory program based 

on the recognition that smokeless tobacco is substantially less harmful than cigarette smoking 

and could play a significant role in tobacco harm reduction.  The group summarized the “public 

health case” favoring smokeless tobacco as follows: 

We believe that the partial ban applied to some forms of smokeless 
tobacco in the European Union should be replaced by regulation of 
the toxicity of all smokeless tobacco.  We hold this view for public 
health reasons: smokeless tobacco is substantially less harmful 
than smoking and evidence from Sweden suggests it is used as a 
substitute for smoking and for smoking cessation.  To the extent 
there is a ‘gateway’ it appears not to lead to smoking, but away 
from it and is an important reason why Sweden has the lowest rates 
of tobacco-related disease in Europe.  We think it is wrong to deny 
other Europeans this option for risk-reduction and that the current 
ban violates rights of smokers to control their own risks.  For 
smokers that are addicted to nicotine and cannot or will not stop, it 
is important that they can take advantage of much less hazardous 
forms of nicotine and tobacco – the alternative being to ‘quit or 
die’ … and many die.  (Original emphasis) 

Among other points made in the white paper are the following: 

However, for oral tobacco to play a role in harm reduction it is not 
necessary to show that it does not cause cancer – it just needs to be 
substantially less hazardous than smoking.  Even allowing for 
cautious assumptions about the health impact, snus – and other oral 
tobaccos – are a very substantially less dangerous way to use 
tobacco than cigarettes.  Smokeless tobaccos are not associated 
with major lung diseases, including COPD and lung cancer, which 
account for more than half of smoking-related deaths in Europe.  If 

                                                 
6  Bates C, Fagerstrom K, Jarvis M, Kunze M, McNeill A, Ramstrom L.  European Union policy on smokeless 
tobacco.  A statement in favour of evidence-based regulation for public health.  February 2003. 
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there is a CVD risk, which is not yet clear, it appears to be a 
substantially lower CVD risk than for smoking.  Smokeless 
tobacco also produces no environmental tobacco smoke (ETS) and 
therefore eliminates an important source of disease in non-smokers 
and children.  These are very substantial benefits in reduced risk to 
anyone that switches from smoking to smokeless tobacco and we 
believe the public health community has a moral obligation to 
explore this strategy.  It is likewise ethically wrong to actively 
deny users the option to reduce their risk in this way. 

*   *   * 

The risk to the user arising from use of a smokeless tobacco 
product varies by product and is to some extent uncertain – notably 
in the area of heart disease (though at worst the heart disease 
impact appears to be substantially less than smoking).  However, 
we are confident that the evidence base suggests that it is 
reasonable to formulate the overall relative risk as follows:  on 
average Scandinavian or American smokeless tobaccos are at least 
90% less hazardous than cigarette smoking.  In a spectrum of risk, 
snus is much closer to NRT [nicotine replacement therapy] than it 
is to cigarette smoking.  (Original emphasis) 

VI. WHO Scientific Advisory Committee Recommendation 

In February 2003, the World Health Organization–related Scientific Advisory Committee 

on Tobacco Product Regulation (“SAC”) voiced a dissenting view on the use of smokeless 

tobacco as a means of tobacco harm reduction when it issued a document entitled 

Recommendation on Smokeless Tobacco Products7 (the “SAC Recommendation”).  A copy of 

the SAC Recommendation is attached at Tab I.  It is interesting to note that, unlike the authors of 

the RCP report and the European Union white paper discussed above, the authors of the SAC 

Recommendation do not identify themselves in their publication.   

The SAC Recommendation acknowledges that “[t]here is an ongoing debate in the public 

health community about the potential for smokeless tobacco, especia lly snus manufactured in 

                                                 
7  WHO Scientific Advisory Committee on Tobacco Product Regulation.  SACTob Recommendation on Smokeless Tobacco 
Products.  World Health Organization, Geneva, 2003. 
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Sweden, to be used as a substitute for smoking as part of a harm reduction strategy.”  The SAC 

recommendation goes on to state that “[t]his is being advocated by some on the premise that the 

range of health conditions potentially caused by smokeless tobacco is smaller than that caused by 

smoked tobacco.”  Although it never disputes the view that smokeless tobacco products used in 

the United States and Sweden involve substantially less risk of adverse health effects than 

cigarette smoking, the SAC Recommendation states that: 

There are several reasons that argue against endorsing the use of 
smokeless tobacco products for the purpose of harm reduction.  They are 
as follows: 

Benefits have not been demonstrated 

• Smokeless tobacco products have not been shown to be more 
effective smoking cessation aids than other cessation strategies 

• It has not been shown that people substitute smokeless tobacco for 
smoking or that they will not relapse to smoking 

• Smoking prevalence has not been shown to be decreased by 
substitution of smokeless tobacco for smoking 

Potential for harm exists 

• Promoting smokeless tobacco products may encourage individuals 
to adopt smokeless tobacco use in addition to continuing smoking 

• Use of smokeless tobacco products has been reported to increase 
the chances of subsequent initiation of smoking  

• People who may have quit tobacco use altogether will not do so  

• Children who might not have started smoking may start smokeless 
tobacco use 

• Health effects from the use of smokeless tobacco products remain 
unclear, and the potential for long term harm cannot be ruled out 

• All smokeless tobacco products are addictive 
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These assertions are either contradicted by empirical data, are totally unsupported, or (in 

the case of the last two points made under the heading “Potential for harm exists”), even if 

accepted as accurate, they do not negate the conclusion supported by a growing body of 

scientific literature that smokeless tobacco use involves substantially less risk of adverse health 

effects than cigarette smoking.   

With respect to the three assertions made under the caption “Benefits have not been 

demonstrated,” each of these points is refuted by empirical evidence, including the survey data 

from Sweden presented by Dr. Lars Ramström at the Stockholm Conference which is discussed 

above.  That data provide evidence that smokeless tobacco products have been shown to be more 

effective smoking cessation aids than medicinal nicotine products, that Swedish adults have 

substituted smokeless tobacco for cigarette smoking and have not relapsed to smoking, and that 

smoking prevalence in Sweden decreased as a result of the substitution of smokeless tobacco for 

cigarette smoking.  Additional empirical evidence refuting these assertions is contained in Clive 

Bates’ Santander Conference presentation referenced above, and in the recent publications by 

Rodu, et al. and Ault and Ekelund discussed below.  With respect to the first four assertions 

made under the caption “Potential for harm exists,” these are the type of statements that Clive 

Bates has stated amount to “what ifs” about possible unintended consequences that “are a 

possibility – but easily overstated” (see slides from Clive Bates’ presentation at the Santander 

Conference in Tab F). 

Two of the actual “recommendations” contained in the SAC Recommendation require 

comment.  They are as follows: 

1. Current evidence does not indicate that use of any 
smokeless tobacco is free of health risks.  Therefore, any 
such health claim is presently untenable and should not be 
permitted. 
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2. There is no evidence to recommend that any smokeless 
tobacco product should be used as part of a harm reduction 
strategy.  Marketing of smokeless tobacco products with 
harm reduction claims should not be permitted unless 
validated by an independent regulatory authority on review 
of evidence to be submitted by the manufacturer. 

The first “recommendation” obfuscates the real issue.  Neither USSTC, nor any member 

of the public health community, seeks to assert that the use of smokeless tobacco is “safe.”  As 

Professor Kozlowski stated at the 8th Annual Meeting of the Society for Research on Nicotine 

and Tobacco in February 2002, “it’s a nonsequitor to say ‘the truth is that smokeless tobacco use 

is connected with all sorts of problems.’  To charge a safer product is ‘not safe’ evades the 

question.  The question is, ‘how much safer is it?’” 

As to the second “recommendation,” the assertion that “there is no evidence to 

recommend that any smokeless tobacco product should be used as part of a harm reduction 

strategy” is belied by the substantial number of scientific publications referenced in USSTC’s 

February 5, 2002 submission and in subsequent submissions.  As to the need for “an independent 

regulatory authority” to validate harm reduction cla ims relating to smokeless tobacco products, 

USSTC addressed that issue in its submission to the FTC dated July 26, 2002 (see pp. 8-9).  In 

short, the FTC has the authority to deal with this issue. 

VII. Other Significant Scientific Publications  

In addition to the scientific conference presentations and publications discussed above, 

four other significant scientific publications have appeared recently that are relevant to USSTC’s 

request.  Those publications are summarized below. 

Drs. Richard W. Ault and Robert B. Ekelund, Jr., economists from Auburn University, 

published an analysis in 2002 of the personal costs and benefits of smoking cessation entitled 
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The Personal Economics of Smoking Cessation.8  A copy of their article is attached at Tab J.  

The authors assessed the costs and benefits of six “smoking cessation techniques”:  self-help, 

behavioral modification, nicotine gum, nicotine patches, Zyban (an anti-depressant medication) 

and smokeless tobacco.  Among the conclusions reached by Drs. Ault and Ekelund, were the 

following: 

The central conclusion is that beyond any health benefits, peace of 
mind, or greater quality of life, it pays to quit smoking!  This is true 
whether benefits are considered in the short run or in the long run.  
Manifestly, an enormous effort has been undertaken to reduce 
smoking in the United States.  The U.S. Surgeon General’s 
extensive report Reducing Tobacco Use (2000) is symptomatic of 
this effort among public health officials.  The report, which 
presents its own estimates of quit rates (2000: Table 4.3: 114) from 
a multiplicity of studies (Fiore et al., 2000), suggests that the war 
on smoking has not been won, especially with hard-core cases. 

*   *   * 

As noted in this study, smokeless tobacco shows a high quit rate 
(bested only by Zyban in Table 2) and a high net benefit vis-à-vis 
other techniques both in the short and in longer runs.  For heavily 
addicted smokers, moreover, it is not clear that further progress 
will be made with more standard techniques.  For these and other 
smokers, smokeless tobacco should clearly be considered as a 
viable alternative.  The failure to present smokeless tobacco and 
long-term use of nicotine replacement therapies as alternatives to 
smoking comes from a fear of recommending any therapy that has 
any harmful health consequences.  However, there is no logic for 
arguing against a therapy that results in a net reduction in harm and 
economic costs. 

Rodu, et al., published a paper in late 2002 entitled Impact of smokeless tobacco use on 

smoking in northern Sweden,9 in which they examined the prevalence and interaction of cigarette 

smoking and smokeless tobacco use in northern Sweden.  A copy of the paper is attached at Tab 

K.  Rodu, et al. analyzed data on a cohort of approximately 6,000 men and women, aged 25 to 

                                                 
8  Ault RW, Ekelund RB.  The personal economics of smoking cessation.  J Family Consumer Sci 2002; 94: 41-49. 
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64, in northern Sweden derived from population surveys conducted in 1986, 1990, 1994 and 

1999.  The authors reported the following results and conclusions: 

Results.  Amongst men ever-tobacco use was stable in all survey 
years at about 65%, but the prevalence of smoking declined from 
23% in 1986 to 14% in 1999, whilst snus use increased from 22% 
to 30%.  In women the prevalence of smoking was more stable in 
the first three surveys (~27%) but was 22% in 1999, when snus use 
was 6%.  In all years men showed higher prevalence of ex-
smoking than women.  A dominant factor was a history of snus 
(PR = 6.18.  CI = 4.96-7.70), which was more prevalent at younger 
ages. Conclusions .  The recent transition from smoking to snus use 
amongst men, and incipiently amongst women, in northern Sweden 
is remarkable and relevant to the global discussion on strategies to 
reduce smoking. 

Also in late 2002, Dr. K. Michael Cummings of the Roswell Park Cancer Institute 

published an analysis entitled Programs and policies to discourage the use of tobacco 

products.10  A copy of the paper is attached at Tab L.  One conclusion reached by Dr. Cummings 

is that the regulation of “nicotine delivery products” on the basis of comparative health risk 

would lead to a rapid reduction in the health toll caused by cigarette smoking: 

Up to now, government policies have actually hindered the 
development and marketing of less harmful alternatives to 
conventional cigarettes (Warner et al., 1997; Jha et al., 2000).  If 
all nicotine products were regulated on the basis of their risk of 
causing health problems, nicotine medications would be the least 
regulated while cigarettes would be the most heavily regulated. 
Ironically, just the opposite has occurred with nicotine medications 
carefully regulated by governments while cigarettes have escaped 
regulatory control (Warner et al., 1997; Sweanor, 2000; Stratton, et 
al., 2001).  Developing a rational basis for regulating nicotine 
delivery products on the basis of harm would appear to hold great 
promise for achieving a rapid reduction in the health toll caused by 
cigarettes (Kozlowski et al., 2001). 

                                                                                                                                                             
9  Rodu B, Stegmayr B, Nasic S, Asplund K.  Impact of smokeless tobacco use on smoking in northern Sweden. J Intern Med 
2002; 252: 398-404. 
10  Cummings KM.  Programs and policies to discourage the use of tobacco products.  Oncogene 2002; 21: 7349-7364. 



 15 

With respect to smokeless tobacco in the context of tobacco harm reduction,  

Dr. Cummings had the following to say: 

Amazingly, many smokers don’t perceive much difference in 
health risk between smokeless tobacco products, nicotine 
medications and cigarettes (Cummings, 2002).  Yet if all nicotine 
products were put on a risk continuum the actual difference 
between smokeless and nicotine medications would be seen as 
pretty minor compared to the difference in disease risk between 
smoked and smokeless products.  Until smokers are given enough 
information to allow them to chose [sic] products because of lower 
health risks, then the status quo will likely remain (Wilkenfeld et 
al., 2000; Cummings 2002c). 

Finally, in its July 26, 2002 submission to the FTC, USSTC provided a copy of a 

commentary by Professor Kozlowski, which was then “in press,” entitled Harm reduction, public 

health and human rights:  Smokers have a right to be informed of significant harm reduction 

options.11  That commentary has now appeared in published form in Nicotine and Tobacco 

Research, and a copy is attached at Tab M. 

                                                 
11  Kozlowski LT.  Harm reduction, public health, and human rights: Smokers have a right to be informed of significant harm 
reduction options.  Nicotine and Tobacco Res 2002; 4 Suppl 2: 55-60. 
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VIII. Conclusion 

The scientific conference presentations and publications summarized above provide 

significant additional support for the conclusions reached in Attachment A to USSTC’s February 

5, 2002 request for an advisory opinion.  In particular: 

1. Smokeless tobacco products have a significant and legitimate role to play in a 

public health strategy aimed at tobacco harm reduction. 

2. There is considerable agreement in the scientific community that the use of 

smokeless tobacco involves significantly less risk of adverse health effects than 

cigarette smoking. 

3. There is growing support in the public health community for including smokeless 

tobacco as a component of a comprehensive tobacco harm reduction strategy by 

encouraging those cigarette smokers who do not quit and do not use medicinal 

nicotine products to switch to smokeless tobacco products. 



 
 

Tab A 



1

September 22-25, 2002

3rd International Conference on Smokeless Tobacco
Advancing Science & Protecting Public Health

Agenda
 (Subject to Change)

Sunday, September 22, 2002

1300 hrs (1:00 p.m.) Registration Auditorium Foyer

1400 hrs (2:00 p.m.) Exhibit Session Setup Gallerian

Poster Session Setup Platon-Sokrates

1800 hrs (6:00 p.m.) Informal Icebreaker Social Panorama

Sponsored by: Centre for Tobacco Prevention
GlaxoSmithKline
Novartis
Pharmacia

Hans Gilljam
Centre for Tobacco Prevention
Stockholm, Sweden

Sponsoring Organization Exhibits/Materials Display Gallerian
(open for viewing for the duration of the conference)
Centers for Disease Control and Prevention
FDI World Dental Federation
GlaxoSmithKline
National Cancer Institute
National Institute on Drug Abuse
Novartis
Oral Health America
Pharmacia
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Monday, September 23, 2002

0730 hrs (7:30 a.m.) Registration Desk Auditorium Foyer

0830 hrs (8:30 a.m.) Opening Remarks Auditorium

Samira Asma
Centers for Disease Control and Prevention
Atlanta, Georgia, USA

Hans Gilljam
Centre for Tobacco Prevention
Stockholm, Sweden

Scott Leischow
National Cancer Institute
Bethesda, Maryland, USA

Keynote Address
Gunnar Ägren
Director General
Swedish National Institute of Public Health
Stockholm, Sweden

Outline of the Conference
Cathy Backinger
National Cancer Institute
Bethesda, Maryland, USA

Michelle Roland
Centers for Disease Control and Prevention
Atlanta, Georgia, USA

0930 hrs (9:30 a.m.) Break

1000 hrs (10:00 a.m.) Global Perspective of Smokeless Tobacco Use Auditorium

Moderator:

Prakash Gupta
Tata Institute of Fundamental Research
Mumbai, Maharashtra, India

European Experience

Seppo Wickholm
Centre for Tobacco Prevention
Stockholm, Sweden

Africa and the Middle East

Ahmed E.O. Ogwell
Oral and Craniofacial Research Associates
Nairobi, Kenya

Asia and the Pacific

Mihir N. Shah
Government Dental College and Hospital
Gujarat State, India

Americas

Ricardo Granero
ASCARDIO
Barquisimeto, Venezuela
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Alaska and the Arctic Region

To Be Determined

Migrant Populations

Shahid Anwar
Leeds Dental Institute
Leeds, England

Discussant:

Saman Warnakulasuriya
King’s College London
London, England

1200 hrs (12:00 noon) Lunch Buffet Panorama

Poster Session Platon-Sokrates
(1200 – 1245 presentations; 1245 – 1330 viewing only)

1330 hrs (1:30 p.m.) Smokeless Tobacco Addictions Auditorium

Moderator:

Karl-Olov Fagerström
Fagerström Consulting AB
Smokers Information Centre
Helsingborg, Sweden

Dynamics of Nicotine Addictions

Jack Henningfield
Pinney Associates
Bethesda, Maryland, USA

Addiction at the Micro Level

Torgny Svensson
Karolinska Institutet
Stockholm, Sweden

“Snus” Uptake In Youths: Trajectories and Determinants

Maria Rosaria Galanti
Centre for Tobacco Prevention
Stockholm, Sweden

Behavioral “Toxicology” of Chronic Nicotine:
Consequences of Nicotine-Induced Behavioral Disinhibition

Bo Söderpalm
Göteborg University
Göteborg, Sweden

Discussant:

William Corrigall
National Institute on Drug Abuse
Bethesda, Maryland, USA

Monday, September 23, 2002 (continued)



4

1500 hrs (3:00 p.m.) Break Auditorium Foyer

1530 hrs (3:30 p.m.) Health Effects of Smokeless Tobacco Use Auditorium

Session Sponsored by: The Swedish Heart Lung Foundation

Moderator:

Newell Johnson
GKT Dental Institute
London, England

Neoplasms and Cancer

Olof Nyren
Karolinska Institutet
Stockholm, Sweden

Cardiovascular Health Effects of Smokeless Tobacco Use

Gunilla Bolinder
Karolinska Hospital
Stockholm, Sweden

Pregnancy and Reproductive Outcomes

Prakash Gupta
Tata Institute of Fundamental Research
Mumbai, Maharashtra, India

Oral Health Effects of Smokeless Tobacco Use

Maria Teresa Canto
National Institute of Dental and
Craniofacial Research
Bethesda, Maryland, USA

Moist Snuff Use and Risk of Type 2 Diabetes

Claes-Göran Östenson
Karolinska Hospital
Stockholm, Sweden

Discussant:

Deborah Winn
National Cancer Institute
Bethesda, Maryland, USA

1700 hrs (5:00 p.m.) Recess

1800 hrs (6:00 p.m.) Evening Event Auditorium
Stockholm City Hall Reception and Dinner

Björn Klinge
Karolinska Institutet
Huddinge, Sweden

Hosted by: City of Stockholm
Stockholm County Council

Monday, September 23, 2002 (continued)
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Tuesday, September 24, 2002

0730 hrs (7:30 a.m.) Registration Desk Auditorium Foyer

0830 hrs (8:30 a.m.) Worldwide Marketing of Smokeless Tobacco Auditorium

Michelle Roland
Centers for Disease Control and Prevention
Atlanta, Georgia, USA

Industry Marketing and Public Perceptions
Moderator:

Örjan Åkerberg
Region Västra Götaland
Mariestad, Sweden

Swedish Snus

Paul Nordgren
Swedish National Institute of Public Health
Stockholm, Sweden

Smokeless Tobacco Marketing and Public Perception In India

Surendra Shastri
Tata Memorial Hospital
Mumbai, India

A Safer Form of Arsenic?
The Dynamic Marketing History of Smokeless Tobacco

Alan Blum
Center for the Study of Tobacco and Society
University of Alabama
Tuscaloosa, Alabama, USA

Traditional Products Versus Tobacco Industry Products

Ali M. Idris
Toombak and Smoking Research Centre
Khartoum, Sudan

Discussant:

Gregory Connolly
Massachusetts Department of Public Health
Boston, Massachusetts, USA

1000 hrs (10:00 a.m.) Break Auditorium Foyer

1030 hrs (10:30 a.m.) Concurrent Sessions

I. Smokeless Tobacco Surveillance Auditorium

Moderator:

Terry Pechacek
Centers for Disease Control and Prevention
Atlanta, Georgia, USA

1. Global Youth Tobacco Surveillance–Office on Smoking
and Health, Centers for Disease Control and Prevention

Wick Warren
Centers for Disease Control and Prevention
Atlanta, Georgia, USA



6

2. School Students: Global Youth Tobacco Survey

Ricardo Granero
ASCARDIO
Barquisimeto, Venezuela

3. Youth Tobacco Surveillance of Northeastern
States of India, 2001

Dhirendra Sinha
School of Preventative Oncology
Patna, India

4. Smoking Prevalence and Tobacco/Swedish “Snus”
Sales in Sweden, Norway, Denmark, and Finland,
1970 to 2000

Brian Wicklin
Statistical Bureau, VECA
Hässelby-Stockholm, Sweden

5. A Prospective Longitudinal Study of Tobacco Habits
Among Ice-Hockey Playing Boys

Margot Rolandsson
Karlstad University
Karlstad, Sweden

6. Patterns of Tobacco Use in Northern Sweden: Interaction
Between Smoking and Snus Use in Northern Sweden

Brad Rodu
University of Alabama at Birmingham
Birmingham, Alabama, USA

II. Health Effects Platon

Moderator:

Anja Ainamo
University of Helsinki
Helsinki, Finland

1. Epstein-Barr and Human Papilloma Virus in Snuff-Induced
Lesions of the Oral Mucosa

Lars Sand
Uppsala Adademiska Sjukhus
Uppsala, Sweden

2. Snuff-Induced Cancer in Sweden

Jan M. Hirsch
Uppsala University and Public Dental Health
Uppsala, Sweden

Tuesday, September 24, 2002 (continued)
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3. Habit of Chewing or Smokeless Tobacco Habits in
Pakistan and Associated Oral Lesions

Rehana Maher
Sinah Post-Graduate Medical Centre
Karachi, Pakistan

4. Lung Cancer in Europe: The Polish and Swedish Experiences

Witold Zatonski
The Maria Sklodowska-Curie Memorial
Cancer Center and Institute of Oncology
Warsaw, Poland

5. How One Smokeless Tobacco Manufacturer Designed
Their Products To Cause Addiction Among Youth

Gregory Connolly
Massachusetts Department of Public Health
Boston, Massachusetts, USA

III. Interventions/Health Promotion Sokrates

Moderator:

Karl-Olov Fagerström
Fagerström Consulting AB
Smokers Information Center
Helsingborg, Sweden

1. Sports Venues as a Tool for Spit Tobacco Education
and Public Awareness

Paul Turner
National Spit Tobacco Education Program
Oral Health America
Chicago, Illinois, USA

2. Smokeless Tobacco and Children In India:
Prevention Through Entertainment

Padmini Somani
Salaam Bombay Foundation
Nariman Point, Mumbai, India

3. Tobacco Knowledge–Smoking and Snuff Cessation:
A Part of the New Curriculum in Dental Hygienist Education,
at The Karolinska Institutet

Birgitta Söder
Karolinska Institutet
Huddinge, Sweden

4. Intervention in Smokeless Tobacco Use
Among the Rural Indian Population

Mira Aghi
Independent Consultant
New Delhi, India

Tuesday, September 24, 2002 (continued)
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5. Tobacco Use–Economic Consequences on
Vulnerable Populations

Shoba John
CPAA, King George V Memorial
Mumbai, Maharashtra, India

6. A Snuff-Dipping Cessation Program for Snuff Dippers
With Long and Extensive Snuff Exposure

Mats Wallström
Göteborg University
Göteborg, Sweden

1200 hrs (12:00 noon) Lunch Buffet Panorama

Exhibits and Poster Session Displays (viewing only) Gallerian

1330 hrs (1:30 p.m.) Regional and Global Policy Interventions Auditorium

Moderator:

Anja Ainamo
University of Helsinki
Helsinki, Finland

European Legislation and Smokeless Tobacco
Kari Paaso
Commission Europeenne
Plateau de Kirchberg, Luxembourg

The Irish Legislative Precedent

Cathy Backinger
National Cancer Institute
Bethesda, Maryland, USA

(Presenting for Bernard McCartan, Trinity College, Dublin, Ireland)

Framework Convention on Tobacco Control (FCTC)

Vera Luiza da Costa e Silva
World Health Organization
Geneva, Switzerland

Regulatory Issues – Who Gets To Call The Shots: The Case of
the United States Smokeless Tobacco Company and the
Federal Trade Commission

Judith Wilkenfeld
Campaign for Tobacco-Free Kids
Washington, D.C., USA

Discussant:

Mitch Zeller
Consultant
Olney, Maryland, USA

1500 hrs (3:00 p.m.) Break Auditorium Foyer

1530 hrs (3:30 p.m.) Smokeless Tobacco Cessation Auditorium

Moderator:

Margaret Walsh
University of California, San Francisco
San Francisco, California, USA

Tuesday, September 24, 2002 (continued)
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Economic Interventions

Ayda Yurekli
World Bank
Washington, D.C., USA

Pharmacotherapy

Elbert D. Glover
West Virginia University School of Medicine
Morgantown, West Virginia, USA

Smokeless Tobacco Cessation for Adults: A Review and Research Agenda

Herbert Severson
Oregon Research Institute
Eugene, Oregon, USA

Youth Cessation

Aira Lahtinen
Finnish Dental Association
Espoo, Finland

Telephone Interventions: Snus Not A Significant Contributor to
Abstinence from Smoking Amongst Quit-Line Callers in Sweden

Asgeir R. Helgason
Centre for Tobacco Prevention
Stockholm, Sweden

Discussant:

Jon O. Ebbert
Mayo Clinic
Rochester, Minnesota, USA

1700 hrs (5:00 p.m.) Recess

1800 hrs (6:00 p.m.) Evening Events Auditorium
Stockholm Tobacco and Match Museum Tour and
Dinner at the Vasa Museum

Sponsored by: Centre for Tobacco Prevention
GlaxoSmithKline
Novartis
Pharmacia

Tuesday, September 24, 2002 (continued)
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Wednesday, September 25, 2002

0730 hrs (7:30 a.m.) Registration Desk Auditorium Foyer

0830 hrs (8:30 a.m.) Smokeless Tobacco Products Chemistry Auditorium
and Constituents
Moderator:

Mirjana Djordjevic
National Cancer Institute
Bethesda, Maryland, USA

Overview

Mirjana Djordjevic
National Cancer Institute
Bethesda, Maryland, USA

Toombak and Snus

Ali Idris
Toombak and Smoking Research Center
Khartoum, Sudan

Smokeless Tobacco Prevalence Among School Personnel in India

Prakash Gupta
Tata Institute of Fundamental Research
Mumbai, Maharashtra, India

New Smokeless Tobacco Products

Gregory Connolly
Massachusetts Department of Public Health
Boston, Massachusetts, USA

Carcinogenicity of Smokeless Tobacco

Joseph Guttenplan
New York University Dental and Medical Schools
New York, New York, USA

Discussant:
Scott Tomar
University of Florida College of Dentistry
Gainesville, Florida, USA

1000 hrs (10:00 a.m.) Break Auditorium Foyer

1030 hrs (10:30 a.m.) Reducing Risk/Harm? Science, Ethics, Auditorium
and Public Health
Moderator:

Harri Vainio
International Agency for Research on Cancer
Lyon, France

Swedish Snus and U.S. Moist Snuff: Oral Health Effects
Scott Tomar
University of Florida College of Dentistry
Gainesville, Florida, USA

Swedish Snus and U.S. Smokeless Tobacco Relationship to Cancer

Deborah Winn
National Cancer Institute
Bethesda, Maryland, USA
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Smokeless Tobacco in Harm Reduction Strategies

Clive Bates
Action on Smoking and Health
London, England

Smokeless Tobacco as a Substitute for Cigarettes

Gregory Connolly
Massachusetts Department of Public Health
Boston, Massachusetts, USA

Ethical Issues in Using Smokeless Tobacco as a Substitute for Cigarettes

Lynn Kozlowski
Penn State University
University Park, Pennsylvania, USA

Snus as a Substitution for Smoking: The Swedish Experience

Lars Ramström
Institute for Tobacco Studies
Stockholm, Sweden

Smokeless Tobacco as Cessation for Smoking

Dorothy Hatsukami
University of Minnesota
Minneapolis, Minnesota, USA

1200 hrs (12:00 noon) Lunch (on your own) (See venues)

1330 hrs (1:30 p.m.) Discussants’ Responses to Reducing Auditorium
Risk/Harm Presentations
Moderator:

Scott Leischow
National Cancer Institute
Bethesda, Maryland, USA

Discussants:

Gunilla Bolinder
Karolinska Hospital
Stockholm, Sweden

Prakash Gupta
Tata Institute of Fundamental Research
Mumbai, Maharashtra, India

David Sweanor
Non-Smokers’ Rights Association
Ottawa, Ontario, Canada

Wednesday, September 25, 2002 (continued)
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1500 hrs (3:00 p.m.) Where Do We Go From Here? Developing a
Research Agenda

Moderator:

Hans Gilljam
Centre for Tobacco Prevention
Stockholm, Sweden

Smokeless Tobacco Use and Terminology

Ali Idris
Toombak and Smoking Research Center
Khartoum, Sudan

Smokeless Tobacco Health Effects

Maria Teresa Canto
National Institute of Dental and
Craniofacial Research
Bethesda, Maryland, USA

Smokeless Tobacco Cessation Methods

Karl-Olov Fagerström
Fagerström Consulting AB
Smokers Information Center
Helsingborg, Sweden

Smokeless Tobacco and Risk/Harm Reduction Strategies

Dorothy Hatsukami
University of Minnesota
Minneapolis, Minnesota, USA

Smokeless Tobacco and Public Health Measures

Robert Mecklenburg
Consultant
Potomac, Maryland, USA

Smokeless Tobacco Chemistry and Constituents

Scott Tomar
University of Florida College of Dentistry
Gainesville, Florida, USA

Smokeless Tobacco Surveillance and Epidemiology

Witold Zatonski
The Maria Sklodowska-Curie Memorial Cancer
Centre and Institute of Oncology
Warsaw, Poland

1645 hrs (4:45 p.m.) Closing Remarks
Robert Mecklenburg
Consultant
Potomac, Maryland, USA

1715 hrs (5:15 p.m.) Next Steps for the 12th WCTOH
Cathy Backinger
National Cancer Institute
Bethesda, Maryland, USA

1730 hrs (5:30 p.m.) Adjournment

Wednesday, September 25, 2002 (continued)
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SPECIAL COMMUNICATION

First, tell the truth: a dialogue on human rights,
deception, and the use of smokeless tobacco as a
substitute for cigarettes
L T Kozlowski
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

Tobacco Control 2003;12:34–36

The use of smokeless tobacco as a substitute for
cigarettes raises many scientific and ethical issues, as
the fictitious discussion below reveals
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

Cast: Dr Acton—a physician and member of
a leading smoking policy committee; Dr
Wright—a scientist with interest in human

rights ethics (both characters are fictitious and do
not represent any individuals, living or dead).

Setting: Private room at a conference. These
two colleagues have been allies for many years.
Today they have been arguing in public. The argu-
ment starts up again.

Dr A: You don’t know what you’re doing. You
need to stop.

Dr W: You’re too secure in your opinions of
what should and shouldn’t be done.

Dr A: You don’t understand how your position
can be used against us.

Dr W: Science without scientific integrity is
propaganda—public relations. You’re so caught
up in trying to be a “policy” hero that you forget
your scientific roots. We must never censor or
manipulate results. In your policy world, scien-
tists are dishonest when they don’t conform to
the prevailing policy.

Dr A: Science is not our only context. Far from
it . . .Don’t imagine that any part of the tobacco
industry is committed to public science or fair
play with us or their victims. The tobacco industry
as a whole are paid killers. They know there is no
such thing as a safe tobacco product that will sell
well. Their secret documents—the ones we have
seen—show an industry that is no friend of the
public health.

Dr W: I’ll say openly to anyone—you, the press,
a consumer, a legislative committee—that (a)
smokeless tobacco products in the US and
Sweden are safer than cigarettes to individual
users and (b) smokeless could be used to substi-
tute for cigarettes in smokers who won’t other-
wise quit.

Dr A: I will say openly that the Surgeon Gen-
eral has determined that “smokeless tobacco is
not a safe alternative to cigarettes”. That’s our
message. No tobacco products are safe. Smokeless
tobacco is not a safe product, and the companies
have not generally done all they might do to
reduce toxins.

Dr W: A big Volvo sedan is not a “safe alterna-

tive” to a small sports car, but it is “safer”. A

product can be both safer and not safe. Smokeless

does not cause lung cancer or other lung disease

(emphysema). Smokeless is certainly at least 60%
less deadly than cigarettes and could be 90–99%
less deadly than cigarettes.

Dr A: Smokeless causes deadly oral cancer. I
have seen a young man’s whole jaw lost to cancer.
His complete lower face a shrivelled monstrosity.
You don’t forget that. You don’t recommend a
product that can do that.

Dr W: Which “product” are you talking
about—cigarettes or smokeless? User for user,
cigarettes cause even more, deadly oral disease
than does smokeless. Public policy should care
more for the deaths of the many than for the
tragic images of the few.

Dr A: Smokeless is not a safe product! It is
addictive! Their intent is not harm reduction.
They build smokeless products so that users can
progress to stronger and stronger hits of nicotine.
As a physician, my professional ethics say “do no
harm”. DO NO HARM! As a physician, I could
never recommend that someone expose them-
selves to carcinogens.

Dr W: “Do no harm” is a public relations
slogan, not an ethical principle. As a physician,
you prescribe drugs that kill with their side
effects—liver toxicity, GI bleeding.

Dr A: Anti-tobacco lawyers would be lining up
to sue us, if we made health claims for any
dangerous tobacco products. I could get sued! You
won’t catch me advocating the use of a dangerous
product.

Dr W: Advocating a dangerous product? My
statement about smokeless being safer than ciga-
rettes is not “advocating” smokeless for harm
reduction. You could have many reasons to be
against substituting smokeless for cigarettes—
but one reason should not be because the product
doesn’t reduce risk to individual users.

Dr A: You come off sounding like you’re in bed
with the industry. These peddlers of addiction
and death love your human rights rhetoric. It’s
damn naive to wave the banner of personal
autonomy, cry out for human rights to honest
information and for human rights to “informed
consent”. We are on a battlefield with a vile,
unscrupulous enemy. Your ethical rhetoric is
unethical and will kill people.

Dr W: Who likes or dislikes an idea has nothing
to do with its truth value. If smokeless is safer
than cigarettes (and it is), our policy should con-
sider that, rather than deny it.

Dr A: If I accept that smokeless may be less
dangerous to individuals, then you should also
accept that smokeless can be more dangerous to
society as a whole. If more people start using a less
dangerous product, this product can be worse for

. . . . . . . . . . . . . . . . . . . . . . .
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public health . . . We can restrict human rights (quarantine an
individual), to protect the public health.

Dr W: But just how big are these risks? . . .the “risk/use
equilibrium” shows that once risk is reduced greatly, it is far-
fetched to suppose that the numbers of users can ever increase
so much that there will be net public health loss. Your
knee-jerk concern that there might be greater overall harm is a
primitive and partial kind of policy assessment. Effect-size
does matter! Another reason to be honest about estimating
levels of risk. To defeat individual rights, there must be clear
and convincing danger to society. A far-fetched, implausible risk
is not “clear and convincing evidence”.

Dr A: You talk about “informed consent” and “right to
information”. But what about the young. Children become
nicotine addicted before the age of consent. Children need our
special protection—surely “paternalism” is not a bad word
when protecting children. Smokeless is a gateway drug.
Smokeless is a known gateway to cigarettes. If we don’t say
smokeless is just as dangerous as cigarettes, we are not doing
all that we can to stop kids from using smokeless.

Dr W: Lying about levels of risk to scare kids in health
communication is still lying, no matter how worthy your
intent. The federal rules against deception in research should
also apply to public health messages.

Dr A: You can be such a goody-goody. Federal rules against
deception? What are you on about? Do you expect that health
educators or physicians—when they tell a caring lie—should
go to the Institutional Review Board to get permission?

Dr W: Even a “caring lie” robs individuals of autonomy,
steals from them the opportunity to choose. The US
government says that deception in research is not allowed
unless four conditions can be met. First, the deception should
not add risk.

Dr A: Add risk? How does trying to scare kids away from
smokeless add to anyone’s risk?

Dr W: Some kids are into high risk activities. For these kids,
your lie removes a reason to not become a smoker! You don’t
know if the lie “does no harm”.

Dr A: I believe that if we don’t tell kids that smokeless is
just as dangerous as cigarettes, they will take up smokeless
and the gateway effect will move them on to cigarettes. Imag-
ine the righteous complaints from parents if the public health
movement doesn’t do all it can to protect our children.

Dr W: The scientific evidence for a true causal gateway
effect is slight. About 3 in 4 of those who use smokeless can-
not be “gateway users”, in that they either never go beyond
smokeless to cigarettes or they started using cigarettes before
they started using smokeless.

Dr A: How can you propose we practise science outside of
the formal sanctions of science based governmental regula-
tion? Our drug regulatory systems have helped create modern
pharmaceutical products that must have years of testing—at
the manufacturer’s expense—before they can be sold. And
they are subject to post-marketing surveillance and strict con-
trols.

Dr W: A scientist should not first look at what answers the
regulatory authorities prefer to see, before making judgments.

Dr A: Approved, tested, and pure medicinal nicotine prod-
ucts might be used for cigarette harm reduction. But we need
strong governmental drug regulation to protect the public of
all ages, before advocating use of smokeless.

Dr W: Yes, we do need strong regulations to see smokeless
products—with required minimum toxicity—marketed in
ways that might best benefit the public health.

Dr A: It is not “free choice” or “informed consent” or “per-
sonal autonomy” when nicotine addicts are duped by slick
ads, product placements, sponsorships, and promotional
tricks. These smokeless ads won’t care if you quit smoking.
They will promote the use of smokeless when it is
inconvenient to smoke. They will target children, not just the
50 year old smoker.

Dr W: You don’t have to lie about the basic facts, to be
against unethical marketing practices! Being deceptive and
evasive about the facts is a twisted way for scientists to try to
deal with unethical marketing. Marketing practices need to be
controlled.

Dr A: Can you show me one scrap of scientific evidence that
smokeless tobacco products can even substitute effectively for
cigarettes? I can think of only one limited study—and that
was industry funded.

Dr W: I don’t expect that you would support NIH funding
for such a project . . . Do you really believe that studies are
needed to show that traditional smokeless tobacco products
can substitute for cigarettes? Smokeless users say so. The phe-
nomenon of nicotine addiction says so. There are many
“cases”—workplaces—where smokeless has been used when
cigarettes cannot be. If cigarettes can substitute for smokeless
in your gateway model, why not vice versa?

Dr A: You call for human rights. I call for scientific evidence.
We need effective, science based, governmental drug regula-
tion or I am not going to say one positive word about any
tobacco products. We don’t even know if consumers will really
use these products as we would intend.

Dr W: You are so sanctimonious about governmental regu-
lation . . .when cigarettes—by far the deadliest tobacco
product—are free from proper governmental regulation.

Dr A: I believe governmental regulation is required.
Dr W: I do too, . . .but I see no connection between this

belief and the reluctance to be honest about what is known.
Your insistence on governmental regulation may represent a
utopian solution—it may never happen—not effective regula-
tion!

Dr A: If we permit smokeless to be promoted as a substitute
for cigarettes, some smokers will use it to keep on smoking
and avoid quitting—they will use smokeless to cope with
smoking restrictions at work.

Dr W: Even we public-health-loving advocates should have
limits on how much we control others! If an adult smoker
chooses to use smokeless, or for that matter, medicinal
nicotine, as a bridging product, to cope with restrictions, that
is their business—their decision. You want to ban Viagra too,
if you learned it contributed to philandering and marriage
break-up?

Dr A: “Choice” is not a word to be used for addicts. You are
sabotaging the policies that most of your closest colleagues
have been working toward. You can carefully speak a scientific
truth and the companies will grab a fragment of what you say
and squeeze it to their advantage. Be careful where your “sci-
entific assessments” and your “scientific integrity” take you,
because you can be sure that it will be at most one small step
forward, and, more likely, several big steps back.

Dr W: I hope these principles will have small, constructive
effects on the dialogue. That we will move closer to true
science based policy and that human rights will be respected.

Imagine a smoking patient with a long standing relation-
ship with a physician. They have tried everything—even tried
medicinal nicotine as a substitute. This adult patient has a
right to know that a switch to smokeless tobacco might help
him stop smoking completely and could reduce disease risks
substantially. I think the ethical physician should be able to
discuss smokeless as an option. And I don’t think he should
fear that the army of anti-tobacco litigators will swoop down
on him—because to inform that smokeless is much less
deadly than smoking is honest, health relevant information.

Dr A: You don’t get it. You are sabotaging the policies that
most of your closest colleagues support.

Dr W: How about instead of “First, do no harm” you try,
“First, tell the truth”. Just who do you think you are, to be
deciding so much for so many? Who do you think you are?
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PRESS SUMMARY 
 

3rd International Conference on Smokeless Tobacco 
Session September 25, 2002, 10.30 - 12.00 
 

Snus as a Substitution for Smoking  - the Swedish Experience 
 

By Lars M Ramstrom 
Institute for Tobacco Studies, ITS, and, Research Group for Society and Information Studies, FSI 
Stockholm, Sweden 
 
A current survey (sponsored by the Swedish National Institute of Public Health) of a nation-wide 
representative sample of around 6,700 people in Sweden has made it possible to study more in depth than 
before to what extent and in which ways snus (the particular kind of oral snuff manufactured and used in 
Sweden) serves as a substitution for smoking. 
 
Swedish males have an internationally record low prevalence of smoking 
 

The following data show an overall picture of the current trends:  
- Prevalence of daily smoking among adult males (age 16-79) was 20 % in 1996 and is now 15 % 
- Prevalence of daily use of snus among adult males (age 16-79) was 15 % in 1996 and is now 20 %. 
- Prevalence of daily smoking among adult females (age 16-79) was 19 % in 1996 and is now 19 % 
- Prevalence of daily use of snus among adult females (age 16-79) was 2 % in1996 and is now 2 %. 
 

While the above prevalence data suggest the possibility that snus use does to some extent replace 
smoking, more in-depth research is needed. Therefore the current study has looked specifically into two 
aspects, initiation of smoking and cessation of smoking. 
 
Primary snus users have lower rate of starting daily smoking 
 

A unique feature of the current study is that it has identified which started first, daily smoking or daily 
snus use. This has made it possible to calculate the rate of onset of daily smoking according to the 
presence or absence of previous daily snus use. In males the overall rate of onset of daily smoking is 
40 %. In the rather small subgroup of males (14 % of all) who have started daily snus use without 
previous daily smoking (primary snus users), the rate of onset of daily smoking was just half as large, 
20 %. This finding suggests that snus use does keep down rather than promote start of daily smoking.  
 
Smoking cessation rates are higher among those (males and females) with a history of daily snus use 
 

Among Ever Daily Smokers the overall rate of quitting smoking completely is 59 % for males and 49 % 
for females. Among those "with a  history of daily use of snus" 71 % (same for males and females) have 
quit smoking completely. Among those "without a history of daily use of snus" the rate of quitting 
smoking completely is 54 % for males and 51 % for females. Thus, it is interesting to notice that females 
are equally good at quitting smoking as males when compared under equal conditions. 
 
Among males snus is the most commonly used and most effective smoking cessation aid 
 

76 % of male Ever Daily Smokers have made at least one attempt to quit smoking. Around 40 % of the 
"triers" report that at their latest attempt they have used some kind of smoking cessation aid. 36 % of 
these males have used nicotine gum, 20 % nicotine patch and 55 % have used snus as smoking cessation 
aid. No other kind of cessation aid has been used by as much as 10 %. The proportion of those who have 
succeeded to quit smoking completely is 50 % for gum users, 34 % for patch users, 65 % for snus users. 
 
Summary conclusion 
 

The low smoking rates in Sweden are obviously the result of a large number of efforts during a long 
time. For example, Sweden was the first country in the world to establish permanent governmental 
funding of tobacco education. The above data do, however, suggest that the use of snus as a substitution 
for smoking is actually one of  the factors that have contributed to the current favourable situation in 
Sweden with low smoking rates and accordingly low rates of tobacco-related diseases. 
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4th European Conference of the S.R.N.T.
Santander (Spain), October 3-5, 2002

THURSDAY, 3rd  October

16:00 h – Secretariat: Distribution of Congress Documentation & New Registrations

17:00 h – 18:30 h - Global Network International Research Symposium (Room A)

Chairperson: Ovide F. Pomerleau

Speakers: Sameer Malhotra

Lenora C. Fernandez

João Carlos Dias Da Silva

Samer Jabbour

Objetive: This symposium features presentations by four recipients of SRNT Global Network Travel Awards who will

describe their own nicotine or tobacco-control research or review the state of such research in their country or region.

18:30 h - Opening Ceremony(*)  (Paraninfo Room)

19:00 h - Opening Conference: A discourse on cigarrette smoking(*)  (Paraninfo Room)

Chairperson: Karl O. Fagerström

Speaker: Ovide F. Pomerleau

Objective: The main objective of this conference is to give an overview of the various aspects of scientific research in

smoking.

    FRIDAY, 4th October

09:00 h –11:00 h - Round Table Discussion:

Looking for the best treatment for each smoker(*)  (Paraninfo Room)

Chairperson: Eva Kralikova

Speakers: Karl O. Fagerström What diagnostic characteristics should we look for in smokers?

Robert West Nicotine Replacement Therapy

Martin Jarvis Bupropion

Peter Hajek Behavioural therapy

Objective: To give some practical information about when and where, to whom and how to use the different

pharmacological treatments of smoking.

11:00 h –11:30 h – Coffee Break – Commercial Exhibition

11:30 h –12:30 h - Debate: Harm Reduction(*)  (Paraninfo Room)

Chairperson: Carlos A. Jiménez-Ruiz

Speakers: Pros: Philip Tønnesen

Cons: Richard Hurt

The chair will make a short introduction of the issue. Then each discussant will argue his position, followed by

general discussion.
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4th European Conference of the S.R.N.T.
Santander (Spain), October 3-5, 2002

12:30 h –14:00 h - Lunch

Poster Session I

14:15 h –15:15 h - Oral Presentations (Paraninfo Room)

EFFECTS OF SMOKING EXPOSURE ON SMOKING RELAPSE
Maxine L. Stitzer, Ph.D. and Laura M. Juliano, Ph.D.
Johns Hopkins University School of Medicine, Baltimore, USA

GENERAL PRACTITIONERS’ VIEWS ON THE PROVISION OF NICOTINE REPLACEMENT THERAPY AND BUPROPION
Andy McEwen MSc, BA and Robert West PhD, BSc
St. George’s Hospital Medical School, London, U.K.

PATTERNS OF EARLY SMOKING ONSET
Elizabeth McMillan-Davey MEd, Jennifer O’Loughlin PhD, Jill Tarasuk MSc, Garbis Meshefedjian MSc and Joseph DiFranza MD
Direction de santé publique de Montréal-Centre, Montreal, Canada

CHARACTERISATION OF GENETIC VARIATION IN THE HUMAN DOPAMINE TRANSPORTER GENE AND ITS RELEVANCE TO
SMOKING BEHAVIOUR
Elaine Johnstone PhD, Louisa Draper, Emma York BA, Robyn Jacob BSc, Siân Griffiths BSc, Mike Murphy MSc, Robert Walton MD
Cancer Research UK General Practice Research Group, Oxford, UK

CESSATION RATES IN A PLACEBO-CONTROLLED TRIAL OF NICOTINE GUM FOR SMOKING REDUCTION
Poul Wennike MD, Tobias Danielsson BSc, Björn Landfeldt MA, Ake Westin MSc and Philip Tønnesen MD
Dept. of Pulm. Medicine, Gentofte University Hospital, Copenhagen, Denmark
Pharmacia AB, Consumer Healthcare, Helsingborg, Sweden

A RE-ASSESSMENT OF CYP2A6 AND RISK FOR SMOKING
R.F. Tyndale PhD, E. Hoffmann MSc, B. Xu MD, C. Xu MD PhD, Y.S. Rao MSc, S. Goodz MSc and E.M. Sellers MD PhD
CAMH and Department of Pharmacology, University of Toronto, Toronto, Canada

15:15 h –17:15 h - Round Table Discussion.- Anti-smoking Activities in Europe  (Room A)

Chairperson: Peter Anderson

Speakers: Joan R. Villalbí Prevention activities: the role of NGOs

Esteve Saltó The role of  local and regional governments

Enrique Gil Legislative action on tobacco/nicotine in the EU

Objective: To provide an outline  of current tobacco control activities

15:15 h –17:15 h - Round Table Discussion: Vulnerability to tobacco dependence(*)  (Paraninfo Room)

Chairperson: Andrew Johnston

Speakers: Michael Murphy Genetics, nicotine addiction and quitting smoking

Allan C.  Collins Genetics underlying psychopharmacological responses to nicotine

David Balfour Strain differences in mesoaccumbens dopamine responses to nicotine

Martin Jarvis Socio-economic influences on tobacco dependence

Lirio Covey The role of psychopathology in nicotine dependence

Objective: To provide an outline of innate and acquired factors affecting tobacco dependence.

17:15 h –17:30 h – Coffee Break – Commercial Exhibition

(Magdalena Palace)
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4th European Conference of the S.R.N.T.
Santander (Spain), October 3-5, 2002

17:30 h –19:00 h - Round table discussion: Preventing and treating relapse(*)  (Room B)

Chairperson: Gay Sutherland

Speakers: José Ignacio de Granda-Orive Relapsing as a learning process

Elisardo Becoña Psycho-social relapse prevention

Andrew Johnston Pharmacologic relapse prevention

Objective: To provide practical information on relapse and relapse-prevention

17:30 h –19:00 h - Round Table Discussion: Smoking cessation in special populations(*)  (Room A)

Chairperson: Agneta Nordberg

Speakers: Peter Hajek Treating pregnant smokers

Pedro J. Romero Treating smokers with CVD

Karen Slama Treating adolescents and children smokers

Objective: To provide practical information on approaches to special populations

17:30 h –19:00 h - Symposium: Basic research on nicotine (Paraninfo Room)

Chairperson: Fernando Rodríguez de Fonseca

Speakers: Rafael Maldonado Involvement of the endogenous opioid system in nicotine-induced
antinociception, rewarding effects and dependence

Liana Fattore Baclofen as a putative candidate in the pharmacotherapy of nicotine abuse:
Pre-clinical behavioural and biochemical evidence

Athina Markou Group II metabotropic and AMPA/kainate ionotropic glutamate receptors
regulate the deficit in brain reward function associated with nicotine withdrawal

Sakire Pogun Sex differences in the central action of nicotine

Objetive: To review recent advances in the central effects and mechanisms of action of nicotine.

 SATURDAY, 5th October

09:00 h –11:00 h - Round table discussion:

Pharmacological treatments for smokers: What´s new?(*) (Paraninfo Room)

Chairperson: Carlos A. Jiménez-Ruiz

Speakers: Gay Sutherland Characteristics of an ideal pharmacological treatment for smokers

Lirio Covey Antidepressants

Torgny H. Svensson Development and potential utility of nicotine vaccines

Rodrigo Cordoba-García Minimal intervention plus pharmacological treatment

Objective: To give an overview of recent research on pharmacological tools for tobacco dependence.

11:00 h –11:30 h – Coffee Break – Commercial Exhibition
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4th European Conference of the S.R.N.T.
Santander (Spain), October 3-5, 2002

11:30 h –12:30 h -Debate: Higher doses of NRT? (*)  (Paraninfo Room)

Chairperson: Stefano Nardini

Speakers: Pros: Lowell Dale

                 Cons: F. Javier Ayesta

Objective: To review evidence related to the efficacy of higher doses of nicotine for treating smokers.

12:30 h –14:00 h - Lunch

Poster Session II

14:00 h –15:00 h - Members Meeting  (Paraninfo Room)

15:00 h –15:15 h – Coffee Break – Commercial Exhibition

15:15 h –17:15 h - Round Table Discussion: Smoke-free tobacco with special

emphasis on the Swedish product “snus”     (Room A)

Chairperson: Ann McNeill

Speakers: Freddie Lewin Swedish non-smoking tobacco (snus), cancer and cardiovascular disease

Lars  Ramströn Patterns of  use: A gate leading to smoking, or a way to give up?

Clive Bates How should smoke-free tobacco be regulated?

Objective: To give an overview of smoke-free tobacco

15:15 h –17:15 h - Symposium: Brain imaging of nicotine/smoking(*)    (Paraninfo Room)

Chairperson: Edythe D. London

Speakers: Arthur L. Brody Regional brain metabolic changes associated with cue-elicited cigarrette craving

Jed E. Rose Nicotinic influences on functional brain systems: PET studies with smokers

Elliot A. Stein Effects of Nicotine on Brain Attention Mechanisms

Alexey G. Mukhin In vivo imaging of nicotinic receptors in human brain with SPECT and PET

Objective : To present functional brain imaging studies of responses to cigarette craving and nicotine, along with

recent advances in the examination of nicotine receptors in the human brain in vivo.

17:15 h – Conclusions(*)   (Paraninfo Room)

Coordinated by Scott Leischow

(*) Simultaneous translation English-Spanish will be available at these sessions.

(Magdalena Palace)
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Action on Smoking and Health

ash.
Baseline

• Extremely bad… 
– 5.6 Trillion cigarettes per year
– 1.1 billion smokers and rising @ 

80,000/day
– 4 million deaths/year 
– Rising to 10 million/year in 2020s
– 1 billion deaths predicted for 21st

Century



Action on Smoking and Health

ash.
“Harm reduction” products

• ‘Lights’
• Modified cigarettes
• Novel smoking devices
• Smokeless tobacco
• Medicinal nicotine
• Other nicotine sources



Action on Smoking and Health

ash.
Harm reduction behaviours

• Temporary abstinence
• Smoking reduction
• Switching
• Alternative nicotine use
• Cessation



Action on Smoking and Health

ash.
Proposition 1

The type of tobacco (nicotine) The type of tobacco (nicotine) 
used can used can and shouldand should be a be a 
factor in controlling health factor in controlling health 
impact on the individual and impact on the individual and 
the population. the population. 



Action on Smoking and Health

ash.
Harm caused to 46 million 

users
• Smoking

Cancer – 151,000
Circulation – 180,000
Respiratory – 85,000
Other – 3,000
ETS – 50,000*

• Adapted from Rodu (1995) & 
*CalEPA (1999)

• Smokeless
6,000 (may be 

less…)
0 – ? uncertain
0
0
0 
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ash.
Snuff and CHD

• Smoking increases the risk of myocardial 
infarction, sudden death, stroke and peripheral 
artery disease of the legs by 2-4 times.

• Whether or not snuff use is associated with an 
increased risk of myocardial infarction and 
sudden death is still controversial. If there is an 
excess risk, it is very much smaller than for 
smoking.

Asplund K. Review of Smokeless and CHD risk for ASH(UK) Sept 2002 
(unpublished)
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ash.
How much harm reduction?

Scale of harm - working assumptions 
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Action on Smoking and Health

ash.
Proposition 2

The smokeless tobacco used in The smokeless tobacco used in 
US and Scandinavia is one to US and Scandinavia is one to 
two orders of magnitude less two orders of magnitude less 
hazardous than cigaretteshazardous than cigarettes
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ash.
Nicotine delivery



Action on Smoking and Health

ash.
Viable alternative?

• “Snuff may well be a satisfactory and 
acceptable substitute for cigarette 
smoking. In addition to its capacity to 
deliver nicotine, snuff could provide 
many other components of the smoking 
habit, such as ..sensorimotor rituals…

Russell et al (1980) Lancet i: 474-5  
A new age for snuff?
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ash.
Nicotine uptake
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Nicotine uptake from a single cigarette 
or pinch of snuff in regular users

Russell et al BMJ 1981
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ash.
Nicotine dose

Peak plasma nicotine concentrations from 
cigarettes and snuff from normal daily use

 Plasma 
Nicotine 
(ng/ml) 

British cigarette smokers 36.7 
British nasal snuffers 36.1 
Swedish cigarette smokers 36.7 
Swedish oral snuffers 36.6 

 

 



Action on Smoking and Health

ash.
Proposition 3

Smokeless tobacco is a Smokeless tobacco is a 
credible alternative system for credible alternative system for 
nicotine administration. nicotine administration. 

It has several advantages over It has several advantages over 
the current generation of NRT the current generation of NRT 
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ash.
Sweden

• Similar tobacco
consumption to Denmark, 
Norway

• Lowest smoking
prevalence in Europe

• Lowest tobacco-related 
mortality in Europe

• Rate of reduction in male 
prevalence = 1% per year
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Changing Swedish market
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Adapted from Fagerstrom KO,  Schildt WB, Snus a smoke-free tobacco 
product, paper at 5th German nicotine conference May 2002.

Actual tonnage of 
tobacco based on:  
1 cigarette = 0.65g
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Adapted from Fagerstrom KO,  Schildt WB, Snus a smoke-free tobacco 
product, paper at 5th German nicotine conference May 2002.
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1 cigarette = 0.65g
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ash.
Switching

48%52%17%Snuffers

Started on 
smoking

Started 
on snus

Prevalence
(daily use)

Swedish 
men (age 
16-75)
Poll mid-
2001

TEMO (polling) 2002. Svenska folkets 
tobaksvanor 2001. For Swedish Match
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Switching

48%52%17%Snuffers

89%11%11%12%Smokers

Started on 
smoking

Started 
on snus

Prevalence
(daily use)

Swedish 
men (age 
16-75)
Poll mid-
2001

TEMO (polling) 2002. Svenska folkets 
tobaksvanor 2001. For Swedish Match
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ash.
Switching

48%52%17%Snuffers

65%23%3%Mixed*

89%11%11%12%Smokers

Started on 
smoking

Started 
on snus

Prevalence
(daily use)

Swedish 
men (age 
16-75)
Poll mid-
2001

* Mixed users starting      
on both = 12%

TEMO (polling) 2002. Svenska folkets 
tobaksvanor 2001. For Swedish Match
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ash.
Use in smoking cessation

None
50%

Snus
33%

NRT
17%

TEMO (polling for 
Pharmacia and Swedish 
Cancer Society) 2001

1000 Swedish ex-
smokers reporting 
use in smoking 
cessation…
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ash.
Swedish snus

• Much less harmful than smoking (>90%)
• Displacing smoking at population level 
• Used in cessation, like ‘super-NRT’
• Public health value in Sweden

– Banned in EU
– Scorned in US
– Feared in developing countries

But…. moral imperative for public health moral imperative for public health 
community to be opencommunity to be open--minded and minded and 
explore…explore…



Action on Smoking and Health

ash.
Proposition 4

SnusSnus is an important factor in is an important factor in 
the low smoking prevalence in the low smoking prevalence in 
Sweden.Sweden.

It is used for cessation and as It is used for cessation and as 
an alternative to smoking.an alternative to smoking.



Action on Smoking and Health

ash.
Unintended consequences

• “What if young people start, people don’t 
quit, gateway to smoking, adults restart, hidden health effects, 
the new ‘lights ...”

• “What if things stay as they are?”

• How do we weigh fear of unintended 
consequences and failure to realise
potential benefits?
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ash.
The new ‘lights’…?

“[Ariva] has the same harm as any other 
tobacco product” 
(American Cancer Society, Dallas – 3 January 2002)



Action on Smoking and Health

ash.
The new ‘lights’…?

“[Ariva] has the same harm as any other 
tobacco product” 
(American Cancer Society, Dallas – 3 January 2002)

• Lights
– Misleading claims by manufacturers
– No reduction in risk

• Smokeless tobacco
– Misleading claims by health advocates
– Substantial reduction in risk



Action on Smoking and Health

ash.
Gateway to smoking…

• No clear evidence anywhere
– If anything Swedish data suggests gate 

is an exit rather than an entry
• Evidence difficult to gather…

– Would smokeless starters have smoked 
anyway?

– Should see elevated smoking 
prevalence

• Why doesn’t Big Tobacco sell it?



Action on Smoking and Health

ash.
It isn’t safe…

• “Tobacco in any form is not safe to allow non 
cigarette users to try it and get addicted. In 
my mind that is what the ban is about.” (British 
academic)

• But for addicted cigarette users 10-100 times 
safer

• Population harm unlikely to increase
• Gateway effect unproven and unlikely
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• Argument
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environments drive 
cessation

2. Smokers no longer 
affected by withdrawal

3. Propensity to quit 
reduced

4. Smokeless keeps 
smokers smoking so 
very dangerous
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ash.
Smoke-free areas 

• Argument
1. Smoke-free 

environments drive 
cessation

2. Smokers no longer 
affected by withdrawal

3. Propensity to quit 
reduced

4. Smokeless keeps 
smokers smoking so 
very dangerous

• But…
– Contribution of 

smoke-free policies 
varies

– Mechanism unknown -
may be 
denormalisation of 
smoke

– Mixed use low (3% 
men) in Sweden

– Legitimacy of coercive 
strategies…
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ash.
Primary reason for using snus

30%

Other
reason

44%

To smoke 
less

26%
Mixed users
(3% men)

Because I 
can’t 

smoke on 
certain 

occasions

% of those 
giving a 
reason

TEMO (polling) 2002. Svenska folkets 
tobaksvanor 2001. For Swedish Match



Action on Smoking and Health

ash.
Proposition 5

Unintended consequences are Unintended consequences are 
a possibility a possibility –– but easily but easily 
overstated.overstated.

The EU ban and public health The EU ban and public health 
hostility to smokeless may also hostility to smokeless may also 
have unintended consequenceshave unintended consequences
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ash.
Market or regulation

• Nothing should happen without full 
regulation…

• But that has favoured the cigarette 
makers…

• Is there a workable mix of regulation and 
liberalisation?
– Toxicology
– Marketing claims
– Sell-by date
– Labelling
– Price
– Other forms of promotion / restraint
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ash.
Gothiatek standard

SM policyPesticides
1.5 mg/kgChromium
2.25 mg/kgNickel
0.25 mg/kgArsenic
1.0 mg/kgLead
0.5 mg/kgCadmium
10 �g/kgBaP
5 �g/kgNDMA
5 mg/kgTSNA
3.5 mg/kgNitrite
LimitComponent

Based on 50% water content –
multiply by 2 for limit in dry matter



Action on Smoking and Health

ash.
Proposition 6

An regulatory framework for An regulatory framework for 
smokeless tobacco could smokeless tobacco could 
realiserealise health benefits from health benefits from 
reduced smoking and manage reduced smoking and manage 
risks of unintended risks of unintended 
consequencesconsequences
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ash.
Propositions

1. The type of tobacco product used matters
2. Smokeless can be much less dangerous
3. Smokeless tobacco is a credible alternative to 

smoking
4. Swedish ‘snus’ has played an important role in 

reducing disease
5. There may be unintended consequences, but 

there are also consequences from the ‘do-
nothing’ approach 

6. There are many options for regulation and 
‘promotion’ of smokeless tobacco



Action on Smoking and Health

ash.
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Royal College of Physicians

 

Online Publications : Books : 

Protecting smokers, saving lives

Tobacco Advisory Group of the
Royal College of Physicians

You can download the particular parts of the document which are of interest to you.

 Full Document (39 pages, 301k)

You will need Adobe Acrobat to read these documents. If you do not have it, a free reader is 
available from the Adobe Acrobat web site http://www.acrobat.com 

. 

 

This page last updated on December 9, 2002

Home | Regions | College | Calendar | Publications | Venue | News 
Links | Site map | Search | Contact us 

All material copyright 1999-2003 Royal College of Physicians

 

http://www.rcplondon.ac.uk/pubs/books/protsmokers/index.asp [5/8/03 12:22:33 PM]

http://www.rcplondon.ac.uk/general/gen_contact.htm
http://www.rcplondon.ac.uk/general/gen_search.htm
http://www.rcplondon.ac.uk/general/gen_sitemap.htm
http://www.rcplondon.ac.uk/college/registration/accessprivatearea.htm
http://www.rcplondon.ac.uk/general/gen_links.htm
http://www.rcplondon.ac.uk/news/index.asp
http://www.rcplondon.ac.uk/venue/index.html
http://www.rcplondon.ac.uk/pubs/index.html
http://www.rcplondon.ac.uk/calendar/index.html
http://www.rcplondon.ac.uk/college/index.html
http://www.rcplondon.ac.uk/regions/index.html
http://www.rcplondon.ac.uk/index.asp
http://www.rcplondon.ac.uk/pubs/online_home.htm
http://www.rcplondon.ac.uk/pubs/books/index.htm
http://www.rcplondon.ac.uk/pubs/books/protsmokers/ProtSmokers.pdf
http://www.acrobat.com/
http://www.rcplondon.ac.uk/index.asp
http://www.rcplondon.ac.uk/regions/index.html
http://www.rcplondon.ac.uk/college/index.html
http://www.rcplondon.ac.uk/calendar/index.html
http://www.rcplondon.ac.uk/pubs/index.html
http://www.rcplondon.ac.uk/venue/index.html
http://www.rcplondon.ac.uk/news/index.asp
http://www.rcplondon.ac.uk/general/gen_links.htm
http://www.rcplondon.ac.uk/general/gen_sitemap.htm
http://www.rcplondon.ac.uk/general/gen_search.htm
http://www.rcplondon.ac.uk/general/gen_contact.htm


Copyright © 2002 Royal College of Physicians of London 

ISBN 1 86016 177 4

Royal College of Physicians of London

11 St Andrews Place, London NW1 4LE

Registered Charity No 210508

Text edited and designed by the Publications Unit of the Royal College of Physicians 

Typeset by Dan-Set Graphics, Telford, Shropshire

Printed in Great Britain by Sarum ColourView Group, Salisbury, Wiltshire



❚ iii

Contents

Members of the Tobacco Advisory Group iv

1. Introduction 1

2. The case for a tobacco and nicotine regulatory authority 2

3. Forthcoming regulatory issues in tobacco policy 4

4. Views of Parliament and Government responses 8

5. Resources for tobacco: Department of Health ‘regulatory’ staff 11

6. Regulating tobacco at the European level 13

7. Comparison: The Office of Tobacco Control, Ireland 14

8. Comparison: The Food Standards Agency 17

9. Comparison: The Medicines Control Agency 21

10. Options for a Tobacco and Nicotine Regulatory Authority 24

11. Conclusion 28

Appendix 1: Legal Q&A on a Tobacco and Nicotine Regulatory Authority 30

Appendix 2: Review of European Union tobacco regulation 37



Clive Bates
Director, Action on Smoking and Health

John Britton (Chairman)

Professor of Epidemiology, University of Nottingham

Ian Campbell
Consultant Chest Physician, Llandough Hospital

Tim Coleman
Senior Lecturer in General Practice, University of Nottingham

Linda Cuthbertson
Press and PR Manager, Royal College of Physicians

Richard Edwards
Senior Lecturer in Public Health, University of Manchester

Christine Godfrey
Professor of Health Economics, University of York

Konrad Jamrozik
Professor of Primary Care Epidemiology, Imperial College of Science, 

Technology and Medicine

Martin Jarvis
Professor of Health Psychology, University College London

Ann McNeill
Honorary Senior Lecturer, St George’s Hospital Medical School

Dawn Milner
Tobacco Control Consultant

Ashley Woodcock
Professor of Respiratory Medicine, University of Manchester

Additional background information was supplied by Professor Geraint Howells

Members of the Tobacco Advisory Group 
of the Royal College of Physicians

iv ❚



1.1 Tobacco is a uniquely dangerous consumer product, killing 120,000 people per year in the UK

and 4 million worldwide when used as intended by the manufacturer. Cigarettes are highly

addictive, and are the most toxic and carcinogenic means of delivering nicotine. They are also

heavily promoted and widely available. 

1.2 In February 2000, the Royal College of Physicians’ Tobacco Advisory Group published an

extensive, authoritative account of the role of nicotine in British society, Nicotine addiction in

Britain. The final two recommendations of that report were:

14. Tobacco products in Britain should therefore be regulated either by the Medicines Control

Agency or by a nicotine regulatory authority similar in concept to the Food Standards Agency.

15. We recommend that an independent expert committee should be established to examine the

institutional options for nicotine regulation, and to report to the Secretary of State for Health on

the appropriate future regulation of nicotine products and the management and prevention of

nicotine addiction in Britain. 

1.3 In June of 2000, the Commons Health Select Committee examined the issue in detail and

arrived at a similar conclusion, endorsing the recommendation of the College and adding:

189. […] It seems to us entirely illogical that treatments for nicotine replacement therapy are

subject to stringent regulation whereas the infinitely more deadly tobacco products they are

designed to supersede escape any fundamental regulation. So we believe a Tobacco Regulatory

Authority should be introduced.

1.4 The purpose of this report is to take those recommendations forward and to encourage the

government to address the strategic issue of how it should regulate the tobacco industry and

tobacco and other nicotine products. This report considers the regulatory challenges that lie

ahead and are already evident, and examines various institutional and legal structures for

regulation, based on three models. These are the Irish Office of Tobacco Control, the Medicines

Control Agency (MCA) and the Food Standards Agency (FSA). 

1.5 The report examines the options for regulation at European level (the stated preference of the

Government) and the options available in UK law to create the necessary regulatory capacity.
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2.1 This document argues that considerably more regulatory capacity for tobacco is required and

justified in order to protect public health in the UK. The impact of tobacco on British society

is quite unprecedented – consider eight aspects:

1 The scale of the impacts of tobacco use. 10 million users are addicted to nicotine, and

tobacco-related disease kills 120,000 per year (one fifth of all deaths). It is responsible for one

third of cancer, one seventh of cardiovascular disease and most chronic lung disease in

adults. Tobacco is the single largest cause of social inequalities in health and aggravates

poverty among poor smokers. There are multiple impacts on non-smokers and children

exposed to tobacco smoke. There are pronounced economic impacts on the public sector

(especially the NHS) and on productivity in the economy. It is the largest cause of fires with

fatal injury and creates the single largest source of litter.

2 The challenges of developments in the tobacco market. Tobacco companies are designing

products which claim reduced risk or other benefits, and smokeless tobacco producers are

seeking to exploit very large reductions in risk compared to smoking. At the same time, novel

nicotine products are coming to market that could greatly reduce harm, but face regulatory

barriers far greater than cigarettes – the most harmful means of delivering nicotine. 

3 The complexity of the policy responses. The policy responses require skilled programme

management in order to spend money and expend resources wisely. Some may be

scientifically complex, such as regulating the chemistry of smoke and tobacco products.

Some policies are highly contentious, such as banning tobacco advertising, raising taxes and

securing smoke-free areas. Some responses may give rise to unintended consequences, for

example some youth initiatives may encourage smoking. In the area of smoking cessation,

strict regulatory systems for pharmaceutical nicotine clash with the much weaker regime for

tobacco, causing perverse outcomes that harm smokers.

4 The current regulatory imbalances. At present, nicotine replacement therapies are

strictly controlled under medicines regulation, and oral tobacco is banned completely under

European Union (EU) law – yet both represent much less hazardous ways of administering

nicotine than cigarettes and both may be used for smoking cessation. However, cigarettes are

subject only to the most cursory regulation and restrictions. This perverse regulatory

imbalance favours the most deadly means of delivering nicotine.

5 The strength of the commercial interests. The UK industry is highly profitable, achieving

profit margins of about 40% on turnover after deduction of duty. There are three FTSE 100

companies and major multinationals such as Philip Morris and Japan Tobacco International

are involved at UK, EU and international level. 
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6 The money involved. Tax revenue raised from this sector is £9.3 billion per year in duties

and VAT. This exceeds the monies committed in the tobacco white paper, Smoking Kills, by

250 times. Closer regulation of this industry in the interests of consumers is a modest return

to those who pay their tobacco taxation. The whole enterprise should be funded by levies on

the tobacco industry at no net cost to the public purse.

7 Precedents from other areas of policy. The government benefits from considerable

regulatory capacity in the area of food and pharmaceuticals. Other governments are

establishing reasonable regulatory capacity for tobacco.

8 The ‘pitiful’ resources currently devoted to regulating tobacco. No other area of public

health policy has such large stakes in health, welfare and the economy, combined with such a

complex and contentious policy environment and such large sums of money involved.

Against this background, the Health Select Committee described the regulatory capacity for

tobacco within government as ‘pitiful’ and at EU level ‘utterly derisory’.
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3.1 The following are examples of issues that already arise or are likely to arise in the regulation of

tobacco products over the next few years.

The emergence of reduced-risk tobacco products

3.2 Manufacturers have already introduced products in the United States that they claim offer

smokers reduced risks. Products include those making false, implied claims, such as ‘lights’;

products with certain carcinogens or other toxins selectively reduced; novel technologies such

as heating rather than burning tobacco; and smokeless tobacco products to be chewed or

sucked. In each case there are marketing claims made and applications suggested.

3.3 These present multiple challenges for regulators.

■ What reduction in risk does the product achieve and how is this measured? The ISO

tar yield measurements are of no use. 

■ What happens when some risks increase and others decrease?

■ What claim may be made for the reduced risk, and who will give approval or regulate

such claims? 

■ At what level of reduced risk would the authorities be negligent in not allowing

consumers to be informed about products that do them less harm?

■ How should claims that are true but may be misunderstood or understood

disproportionately (‘reduced cancer risk’) be dealt with?

■ How should relevant consumer information reach the consumer in a situation where

advertising is prohibited?

■ How should the market testing of such products be handled?

■ What should government policy be in this treacherous area of public health?

The scope for reducing harm caused by mainstream cigarettes

3.4 There are technologies and techniques available that may reduce the harm caused by smoking

by reducing hazardous chemicals in the smoke: what scope is there to impose technical

performance standards on tobacco product manufacturers – what legal basis could be used?

How would such standards be set and monitored? 
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Smokeless tobacco

3.5 As a way of using nicotine, the consumption of non-combustible tobacco is of the order of

10–1,000 times less hazardous than smoking, depending on the product. Some manufacturers

want to market smokeless tobacco as a ‘harm reduction’ option for nicotine users, and they

may find support for that in the public health community. 

3.6 This raises many questions.

■ Should the ban on oral tobacco (EU Directive 2001/37/EC article 8) be lifted and

what kind of regulatory regime should replace it? 

■ Can product ‘purity’ standards be used to reduce the toxins in smokeless tobacco?

■ What claims could be made about the relative health risk of smokeless tobacco and

smoking and how should these be communicated? 

■ How can the use of smokeless products as a ‘starter’ product for young smokers be

minimised?

■ How can the risk of unintended consequences (eg reduced cessation) be minimised?

■ How would the government and EU respond to a successful legal challenge to the EU

ban on oral tobacco?

■ How should ‘smokers’ rights’ to have access to products that do them much less

harm be reconciled with possible negative consequences at the population level?

■ What options are there to ‘promote’ smokeless tobacco as a much safer alternative to

smoking, without promoting tobacco use per se?

Pharmaceutical regulation of nicotine products: the level playing field

3.7 There may be ‘harm reduction’ indications for pharmaceutical nicotine, which involve long-

term use or use during temporary abstinence from smoking. There are pharmaceutical

products in the pipeline that may be branded more like tobacco products with a view to

appealing to smokers. How is it possible to avoid letting the far more onerous pharmaceutical

regulation keep such products from the market, while the almost non-existent regulation of

tobacco allows cigarettes to be widely available with minimal safety restrictions or warnings?

Use of pure nicotine as a consumer alternative to smoking

3.8 There may be a generation of nicotine products that are offered outside the conventional

pharmaceutical and medical framework as consumer products. One company has placed

nicotine water on the market and another wished to offer a nicotine gum packaged and

branded as an alterative to smoking. Such developments offer the potential for competition

with cigarettes with much lower health impacts, but may also create new population risks. 

Forthcoming regulatory issues in tobacco policy ■ 5



Legal challenges

3.9 The tobacco industry has shown that it will challenge any meaningful public health measure

on tobacco. Even if the measure cannot be overturned, the effect is to delay implementation,

to tie up official time and to ‘chill’ the government’s determination to regulate in this area. All

of which means that legislation must be as robust as possible, offer a proper public health

benefit and be robustly defended. The legal challenges to tobacco product regulation threaten

a precipitous destruction of the government’s policy on consumer protection for tobacco

products. 

3.10 This raises several questions:

■ Why was legislation which in places is at variance with best available scientific

knowledge written in the first place? For example, the Royal College of Physicians’

February 2000 report, Nicotine Addiction in Britain, illustrated how tar-yield

reductions offer little benefit to contemporary smokers. 

■ What scientific and public health capacity is available to work with lawyers to defend

against legal challenges brought by the tobacco industry?

■ How can UK regulation be made consistent with EU law and international trade

agreements, while still achieving its aim of protecting public health, and who will

gather the evidence? 

■ Are the trade-related treaties – World Trade Organisation (WTO) agreements, Trade-

Related Aspects of International Property Rights (TRIPS) and the EU single market –

adequately framed to protect health? Should the UK press for a public health article

in the EU treaty?

Warnings on packaging 

3.11 The UK will have to decide if it wants to include pictorial warnings on packs following the

Commission’s specification of how such warnings might be used. A regulatory committee will

be established with the power to modify the warnings specified in EU Directive 2001/37/EC,

but what are the appropriate warnings for the UK and how would these be determined?

Additives and design features

3.12 The regulation of additives is wholly inadequate in the UK and EU. How can a proper public

health assessment be made of the impact of individual tobacco additives and what sort of

approval process would be needed? What more could be done to force the introduction of fire-

safe cigarettes?

Successor directive

3.13 EU Directive 2001/37/EC contains provisions for a review to be completed by 2004, with new

proposals to follow if necessary. How will the UK government address the many areas that will

be covered by the review and provide good scientific advice to the Commission?
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Research agenda

3.14 Tobacco companies clearly know a great deal more about tobacco products than their

regulators. What funds can be justified for research into tobacco products and how should

these be spent?

Other areas of tobacco policy

3.15 The items listed above reflect just one aspect of tobacco policy – the regulation of the product

and its packaging. There is also government regulatory involvement in a number of other areas

of the tobacco market.1

■ Advertising, sponsorship and promotion – monitoring, enforcement, and legislative
development. The Tobacco Advertising and Promotion Bill allows for modification

of the legislation in response to changes in technology and marketing practices. 

■ Smoking in the workplace and public places. The Health and Safety at Work Act

places obligations on employers to protect the health, safety and welfare of

employees. How should the scientific evidence on passive smoking be reconciled

with the requirements on employers to do what is reasonably practicable to offer

protection to workers? 

■ NHS treatment of tobacco dependence. There are several areas in which the

Government defines policy and regulation of smoking cessation. 

■ Taxation and economic effects. There is a strong case to gather and analyse much

greater data on the impact of tax policy both in shifting patterns of consumption and

any unintended consequences. 

Knowledge and experience

3.16 In addition to regulation and enforcement, there is a need for authoritative scientific,

economic and public health advice and research to inform policy and regulation. Programmes

with substantial funding, such as the national tobacco education campaign, also need to draw

on best available knowledge of what works and programme experience from elsewhere. 
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4.1 After an extensive review of the history of tobacco regulation in the UK and the role played by

the tobacco industry, the Commons Health Select Committee made the following observations

and recommendations:

189. The final conclusion of the RCP in its Report Nicotine Addiction in Britain was that ‘an

independent expert committee should be established to examine the institutional options for

nicotine regulation, and to report to the Secretary of State for Health on the appropriate future

regulation of nicotine products and the management and prevention of nicotine addiction in

Britain’. We concur. It seems to us entirely illogical that treatments for nicotine replacement

therapy are subject to stringent regulation whereas the infinitely more deadly tobacco products

they are designed to supersede escape any fundamental regulation. So we believe a Tobacco

Regulatory Authority should be introduced. 

190. We have, throughout our report, indicated areas for which we think a Tobacco Regulatory

Authority (TRA) could take responsibility. It could look at all aspects of the marketing of tobacco,

the product itself and the nature of its health risks and developments in respect of ‘safer’

cigarettes. […]

191. Consequently we would envisage the creation of a TRA with its own scientists, completely

independent of the tobacco companies. When considering its function we should like to stress that

we do not believe that the TRA could, for example, seek the elimination of nicotine from

cigarettes. Its policies would have to recognize the realities of a global market for tobacco products,

where any attempt to exclude nicotine – which would in our view be tantamount to prohibition

of cigarettes, in that nicotine is, in the words of the RCP, the ‘unique selling point’ of cigarettes –

would be likely to be counter-productive. The proposed TRA could, however, examine nicotine:tar

ratios to determine how these could be optimised to minimise exposure to toxins.

192. The TRA would, as we have stated, be the ideal objective judge of which additives and

flavourings should or should not be permitted to be added to tobacco products, having as its test

the overall impact on public health. The TRA could consider the marketing of tobacco products,

looking at areas of promotion going beyond advertising into issues such as point of sale displays. 

194. In a research capacity, the TRA could examine, and offer definitive statements, on the

current scientific consensus as to the dangers of smoking, and could examine the most effective

ways of persuading people to quit or never to start. 

195. Assuming there is a will on the part of Government to tackle nicotine addiction in the very

fundamental way that we propose, the question remains where should a TRA be located? One

possibility would be for the UK to have its own TRA, in a way analogous to the Food Standards

Agency or Medicines Control Agency; another would be for a TRA to be located in Europe, the

source of much of what currently passes for tobacco regulation. […]

198. Turning to the question of how the TRA should operate we think it vital that such a body

should be very well resourced to deal with the huge scientific and legal resources of the tobacco
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companies. We think that a proportion of tobacco duty should be hypothecated to finance the

regulatory authority. In oral evidence the DoH told us that, to analyse and understand the

technical composition of cigarettes, it relied on a scientific adviser, Professor Frank Fairweather,

who worked one day a week, another scientific advisor working two days a week, and Mr Tim

Baxter who worked full time. Mr Baxter explained that, as head of the Tobacco Research Unit, he

had access to a technical advisory group via the Scientific Committee on Tobacco and Health.

Finally the DoH provided over £500,000 a year to the Laboratory of the Government Chemist to

test tar and nicotine ratings. Mr Baxter recognized there were many calls on the Department’s

resources, but he admitted that it would be ‘very nice’ to have more resources since his team were

‘highly stretched’. When we put our concerns on this matter to the Secretary of State he agreed that

the tobacco team in the Department was ‘quite small’, but he contended that its work was

supplemented by, for example, the professionals working in Health Action Zones and the Scientific

Committee on Tobacco and Health. This latter body he described as ‘a very useful organisation’.

199. We would have more faith in the Secretary of State’s assessment of the added benefit of

SCOTH had that organization not been in abeyance for almost two years. We regard the current

staff resources devoted to tobacco control, especially in the area of scientific knowledge and advice,

to be pitifully weak. Irrespective of whether the Secretary of State accepts our recommendation that

root and branch reform is needed in terms of a TRA, we would expect to see a major increase in

resources, met out of the enormous income the tobacco companies pay in duties to the Treasury. 

200. If UK staff resources are pitiful, those in the EU are utterly derisory. As the Secretary of State

informed us, and as we saw for ourselves in Brussels, in Europe ‘there is just one official dealing

with tobacco’, Mr John Ryan. In fact the situation is graver still, in that tobacco forms only one half

of Mr Ryan’s portfolio. We met Mr Ryan on our visit to Brussels and were extremely impressed by

his knowledge and commitment. But we do not see how the Health Commissioner can deliver his

objective of reducing tobacco consumption with such scant resources. We recommend that the

Secretary of State makes immediate and urgent representations in Brussels to create a far more

substantial unit to combat the enormous resources of the tobacco industry. We believe that

European policy is already hugely compromised by the CAP subsidy, and that unless appropriate

resources go into tobacco control European action in this sphere will lack credibility. 2

4.2 The government’s response dealt with these recommendations in a cursory manner:

The Government agrees with the Select Committee that tobacco products need to be regulated

more effectively than at present. We believe that much of this regulation will be most effective if it

is done at the European level, which is why we continue to argue strongly for tighter regulation

and greater openness in negotiations with our European partners. The Draft European Directive

on the manufacture, presentation and sale of tobacco products requires much greater openness,

something which the UK has argued for strongly in Europe. Once adopted, we will be

implementing the Directive.3

4.3 However, there is little sign of effective regulation at the European level, and indeed such

regulation may not even be possible without a change to the EU Treaties. At present the treaties
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emphasise the operation of the single market and do not allow regulation by qualified majority

for health protection. In our view, it would be unduly constraining to require regulation of

tobacco to fit within the single market provisions of the treaty – see the discussion in Appendix 2.

4.4 Evidently dissatisfied, the Health Select Committee raised the matter again in its report on

public health:

248. We would welcome a clear statement of principle by the Government on the desirability of

a Tobacco Regulatory Authority. We feel that our report was one of the most comprehensive

analyses of the tobacco industry ever undertaken in the UK, had access to documentation that

had hitherto been concealed, and got very much to the heart of the behaviour of the tobacco

companies. We would like the Government unequivocally to support our recommendation and –

when parliamentary time permits – introduce appropriate legislation to support it.4

4.5 In its response, the Government offered a more open-minded view than its previous response

to the Committee’s report:

The Government agrees that there is a need for tighter regulation of tobacco products, and more

information about the additives used in them and their effect upon health.

It also agrees that there is a need for greater control of the contents of tobacco products and more

information about the effects on health of the various ingredients. However, the Government is

not convinced that all existing legislative powers have been fully applied and is considering how

these might be used to regulate tobacco products more effectively. Wide-ranging powers exist

under the Consumer Protection Act 1987 to ensure the safety of consumer goods, and the

Government will not hesitate to use these, if necessary, to ensure that changes are made to tobacco

products so as to reduce the harm these cause. That said, it is not in principle opposed to the idea

of a Tobacco Regulatory Authority, should existing mechanisms prove inadequate, and will keep

this whole area under review. 

The Government continues to believe that work in this area will be most effective at a European

level and good progress is being made. The Directive of the European Parliament and Council on

the manufacture, presentation and sale of tobacco products (2001/37/EC) came into force on 18

July 2001. This Directive will require Member States to collect thorough details of the contents of

tobacco products on the market and to submit these to the European Commission, which in turn

will be required to draw up a report on its application. The Directive requires that the

Commission will be assisted by the necessary scientific and technical expertise.5
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5.1 A key criticism made by the Health Select Committee was that government resources devoted

to regulating tobacco were ‘pitiful’ at UK level and ‘utterly derisory’ at EU level. However, since

the publication of the Committee’s report, the position has not improved and may actually

have deteriorated. There has also been a rapid turnover of key staff, leading to loss of continuity

and experience. 

■ At the Department of Health branch head level (civil service grade 5), there have

been four senior officials in the last five years.

■ At the team leader level (grade 6 or 7) there have been three complete changes of

staff in five years. In the most recent change, the team leader has assumed wider

responsibilities. 

■ The science and medical capacity was regarded as inadequate at the time of the

Health Committee report in 2000, and has since been reduced. An experienced full-

time medical officer has been replaced by a part-timer new to the field.

■ The Department was previously able to draw on a pool of experience and expertise at

the Health Education Authority – there was a team of ten professionals in 1999, but

there are now only two part-time staff devoted to tobacco at its successor, the Health

Development Agency. Though there have been some compensating increases in

resources in the Department’s communications and policy units, the government has

lost a substantial body of expertise.

■ The Scientific Committee on Tobacco and Health relies on voluntary and unpaid

participation by established scientists in the field. After its 1998 report, it was in

abeyance for more than two years. The Committee was reformed in late 2000 and has

since met approximately quarterly. The Committee itself has registered concerns

about its own level of resources, time commitment and expertise in relation to the

scale of scientific challenges which lead to problems in its effective functioning. 

■ The Health Committee spoke highly of the experienced Commission official, Mr

John Ryan. Mr Ryan has since been moved. The European Commission does have a

slightly larger team now, but comprised of less experienced officials. It also has

greater demands on its time due to legal actions by tobacco companies.

5.2 This is not intended to be a criticism of civil service career structures. However, it does suggest

that the government needs an institutional solution to the problem of regulating tobacco that

may be in some way separate from the Department of Health’s Cancer and CVD Prevention

branch. This would be similar to the approach taken towards regulating drugs and food,

whereby external agencies exercise statutory powers and advise the Secretary of State on the use

of his powers.
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The Royal College of Physicians’ view

5.3 The Royal College of Physicians urges the government to act on its commitment to tighter

regulation and at least to follow the recommendation of the College’s 2000 report Nicotine

addiction in Britain:

We recommend that an independent expert committee should be established to examine the

institutional options for nicotine regulation, and to report to the Secretary of State for Health on

the appropriate future regulation of nicotine products and the management and prevention of

nicotine addiction in Britain.6

5.4 The College maintains that the regulation of tobacco and conduct of tobacco policy needs to

be addressed at an institutional level – and that this means creating a permanently staffed

agency with adequate responsibility and authority to create a proper regulatory environment

for tobacco.
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6.1 The Government has argued that tobacco should be regulated at the European level and that

any regulatory agency needs to be established at the EU level. There are a number of reasons

why this is an insufficient response to the challenge.

■ The institutions do not exist at EU level and the government has done little to press

for them to be established. The tobacco product directive 2001/37/EC establishes a

regulatory committee to deal with three narrow areas of regulation and requires that

the Commission takes appropriate scientific advice in reviewing the effect of the

directive. However, this does not amount to a proper regulatory authority.

■ The government is ultimately responsible to the British electorate for positions

adopted in the EU, and needs to place British interests to the fore while EU

regulation and legislation is made. Where the regulatory capacity is weak at EU level

and in other member states, the UK should not find itself agreeing with weak or

inappropriate measures (as happened with 2001/37/EC) simply because it has, as

stated by the Health Select Committee, ‘pitiful’ resources devoted to the issue.

■ The competence of the EU to regulate for public health is at best ambiguous and the

EU regulations in place governing tobacco are primarily to ensure the operation of

the single market and compliance with trade agreements. The government therefore

has the scope (and obligation) to introduce tobacco regulation for public health and

consumer protection purposes as UK legislation or regulation – this has been the

case for the advertising legislation. This will remain the case as long as the EU

treaties (eg article 152) do not allow negotiation of binding directives or regulations

at EU level for public health reasons. 

■ Enforcement and operation of EU laws are the responsibility of member states and

there are many issues that arise at national level in the practical implementation of

EU regulation.

■ In the case of food and pharmaceuticals, the regulatory agencies are at both national

and EU level, with very substantial agencies (the FSA and MCA respectively) in the

UK. A similar structure should apply to tobacco.

■ Regulation of tobacco at EU level has not been a conspicuous success so far (see

Appendix 2 for a discussion of the limitations of tobacco regulation at EU level).

This is mainly because tobacco legislation in this arena has been formulated under

single market articles of the EU Treaties rather than as health legislation. Any

regulatory body would also be formulated in the same way. Thus its dominant pre-

occupation would be operation of the single market rather than public health.
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7.1 In Ireland, new tobacco control legislation completed its passage on 27 March 2002. Part of the

bill was to establish the Office of Tobacco Control (OTC). The legislation gives the following

functions to the Office at section 10:

10.–(1) The general functions of the Office shall be to – 

(a) advise the Minister in relation to the formulation, and assist him or her in the

implementation, of policies and objectives of the Government concerning the control and

regulation of the manufacturing, sale, marketing and smoking of tobacco products, 

(b) consult with such national or international bodies or agencies having a knowledge or

expertise in the field of smoking prevention for the purpose of identifying measures designed to

eliminate, reduce the incidence of, or discourage smoking,

(c) make such recommendations to the Minister as it deems appropriate in relation to measures

that the Office considers should be taken in order to reduce or eliminate smoking or its effects in

the State,

(d) undertake, sponsor or commission, or provide financial or other assistance for, research aimed at

identifying measures that when adopted are likely to reduce the incidence of smoking or its effects,

(e) prepare and publish, in such manner as it thinks fit, reports on any research undertaken,

sponsored or commissioned, or for which financial or other assistance was given, under

paragraph (d),

(f) furnish advice to the Minister, whenever he or she so requests, on matters relating to the

control and regulation of the manufacture, importation, sale or supply of tobacco products and

on measures to reduce, eliminate or discourage smoking,

(g) provide, and where appropriate exchange with the Garda Siochana and the Revenue

Commissioners, information relating to the control and regulation of the manufacture, sale,

supply, importation and distribution of tobacco products,

(h) prepare and implement a plan for the coordination nationally of the activities of the Office

and of health boards in relation to this Act and the cooperation of the Office and the health

boards in the performance of their functions under this Act,

(i) furnish advice to the Minister, whenever he or she so requests, on matters relating to –

(i) strategies employed by manufacturers, importers, distributors or retailers of tobacco

products in the marketing, sale or promotion of such products,

(ii) technology used in the manufacture, production or marketing of tobacco products,

(iii) any innovations on the part of manufacturers, importers, distributors or retailers of

tobacco products relating to the manufacture, production or marketing of those products,
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(j) coordinate and implement a programme for the inspection of all premises in which tobacco

products are manufactured, stored, subjected to any process or sold by retail, and all premises to

which the public have access, either as of right or with the permission of the occupier or person in

charge of the premises concerned, for the purposes of ensuring that there is compliance with the

provisions of this Act,

(k) collect or disseminate such information as may reasonably be necessary for the effective

performance of its functions,

(l) furnish, whenever the Office considers it appropriate or is so requested by the Minister, advice

or information to a Minister of the Government (including the Minister) in relation to any

matter connected with its functions.7

7.2 The role of the Board is described in section 12 of the Act:

12.–(1) The Office shall consist of the following members, that is to say, a chairperson and

11 ordinary members.

(2) The members of the Office shall be appointed by the Minister.

(3) The chairperson of the Office shall hold office for a period of 5 years from the date of his or

her appointment.

(4) An ordinary member of the Office shall hold office for such period not exceeding 5 years as the

Minister may determine when appointing him or her.

(5) A member of the Office whose term of office expires by the effluxion of time shall be eligible

for reappointment to the Office.
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7.3 The role of the Tobacco Free Council is described in section 22 of the Act:

22.–(1) The Office shall establish a body to be known as the Tobacco Free Council (hereafter in

this section referred to as the ‘Council’).

(2) The Council shall make themselves available to be consulted by the Office in relation to the

performance by the Office of functions (of such a class as may be determined by the Office, with

the consent of the Minister) and may give advice or an opinion to the Office regarding any matter

(of such a class as may, with the consent of the Minister, be determined by the Office) falling to be

decided by the Office or the performance by it of such functions.

Budget

7.4 The OTC is part of a comprehensive programme outlined for Ireland, Towards a Tobacco-Free

Society.8 The programme was budgeted at IR£20 million per year (UK£15.6 million) of which

IR£600,000 was allocated to the OTC and IR£100,000 to the Tobacco Free Council. The final

budget has yet to be settled (in July 2002).

7.5 The population of Ireland is 3.8 million, compared to 56 million for the UK. There are about

7,000 tobacco-related deaths per year in Ireland, compared to 120,000 for the UK. If Britain

spent equivalent in per capita terms to Ireland’s OTC and Tobacco Free Council, the budget

would be £8.8 million. 

16 ■ Comparison: The Office of Tobacco Control, Ireland

8. Tobacco-Free Policy Review Group. Towards a tobacco free society. Dublin: DoH, 2000.



8.1 The Food Standards Agency is an independent food safety watchdog set up by the Food

Standards Act 1999 to protect the public’s health and consumer interests in relation to food. The

Act sets out the Agency’s main objective of protecting public health in relation to food and the

functions that it will assume in pursuit of that aim, and gives the Agency the powers necessary to

enable it to act in the consumer’s interest at any stage in the food production and supply chain.

The Act provides for the Agency’s main organisational and accountability arrangements. In

addition, it provides powers to establish a scheme for the notification of the results of tests for

foodborne diseases.

What are the FSA’s aims?

8.2 Between 2001 and 2006, the Agency’s aims as stated on its web site are to: 

■ reduce foodborne illness by 20% by improving food safety right through the food

chain (it is estimated by the FSA that there could be up to 4.5 million cases of food

poisoning every year in the UK);

■ help people to eat more healthily;

■ promote honest and informative labelling to help consumers; 

■ promote best practice within the food industry; 

■ improve the enforcement of food law; 

■ earn people’s trust by what it does and how it does it.

How is the FSA structured?

8.3 The Agency is led by a board that has been appointed to act in the public interest and not to

represent particular sectors. Board members have a wide range of relevant skills and

experience. The UK headquarters are in London, but the Agency also has national offices in

Scotland, Wales and Northern Ireland. The Meat Hygiene Service is an executive agency of the

FSA. The FSA is accountable to Parliament through health ministers, and to the devolved

administrations in Scotland, Wales and Northern Ireland for its activities within their areas.

The FSA’s responsibilities

8.4 The work of the FSA involves food safety across the whole of the food chain, including:

■ food contaminants (defining tolerable levels, risk management and policy);

■ food additives, contact materials, and novel foods (including safety assessment and

surveillance);
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■ microbiological safety and food hygiene (including providing advice on the

management of food borne outbreaks and prevention of food borne illness);

■ inspection and enforcement action to protect consumers;

■ local authority enforcement (developing policy, and auditing and improving

enforcement);

■ pesticides, veterinary medicines and animal feed (assessing food safety implications);

■ food labelling and standards (developing policy, improving consumer choice and

representing the UK in the EU);

■ nutrition (providing advice and guidance on the nutritional composition of food,

and providing information on a healthy, balanced diet, so as to promote and protect

public health).

The FSA’s powers and accountability

8.5 Although the FSA is a Government agency, it works at ‘arm’s length’ from Government because

it does not report to a specific minister and is free to publish any advice it issues. The FSA is

accountable to Parliament through health ministers, and to the devolved administrations in

Scotland, Wales and Northern Ireland for its activities within their areas.

8.6 The powers and function of the FSA are defined in the Food Standards Act 1999:

■ The Food Standards Agency (sections 1–5), concerns the establishment of the FSA, its

main objective and its main organisational arrangements including the establishment

of advisory committees (more detailed provisions are contained in Schedules 1 and 2).

■ General functions in relation to food (sections 6–8), confers on the FSA

responsibility for developing food policy and advising Ministers and other public

authorities, for advising consumers and other interested parties and for keeping

abreast of developments relevant to its remit.

■ General functions in relation to animal feedingstuffs (section 9), supplements the

FSA’s functions in relation to animal feed.

■ Observations with a view to acquiring information (sections 10–11), gives the FSA

functions in relation to surveillance and provides powers to enable it to carry them

out.

■ Monitoring of enforcement action (sections 12–16), gives the FSA a function of

monitoring food and feedingstuffs law enforcement and provides powers to enable it

to carry it out.

■ Other functions of the Agency (sections 17–21), describes the Secretary of State and

the devolved authorities’ powers to delegate the making of emergency orders to the

FSA, and the FSA’s power to publish its advice.
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■ General provisions relating to the functions of the Agency (sections 22–25),

concerns certain considerations which the FSA must observe in carrying out its

functions, provides for directions by ministers and the devolved authorities should

the FSA fail to perform its duties, and allows for modification of enactments to allow

disclosure of information to the FSA and publication by it.

■ Miscellaneous provisions (sections 26–35), sets out the functions no longer to be

exercised by the Minister of Agriculture, Fisheries and Food, and the Department of

Agriculture for Northern Ireland, and makes various provisions for consultation with

other parts of Government or the devolved administrations on aspects of food safety. 

■ Final provisions (sections 36–43).

European dimension

8.7 There is considerable EU regulation in the area of food and food safety, currently managed by

the European Commission and several scientific and regulatory committees.9,10,11 The mission

of the Directorate General for Health and Consumer Protection (known as the ‘DG Sanco’) is

to implement the responsibilities entrusted to it by the treaty and derived legislation so as to

ensure that a high level of human health and consumer protection is attained throughout the

EU. DG Sanco also has prime regulatory responsibility for tobacco.

8.8 In January 2002, the EU agreed to establish the European Food Safety Authority (EFSA).12 The

measures introduced will reinforce existing consumer protection and should help re-establish

consumer confidence in the food chain in Europe. The EFSA is an intrinsic part of a more

strategic approach to food safety issues across the EU.

Budget

8.9 The net cost of the Westminster funded FSA (ie excluding Wales, Northern Ireland and

Scotland) in 2000/1 was £83.7 million. The FSA also raises substantial funds (£48 million)

through charges for the meat hygiene service. General food hygiene inspection is outside the

remit of the FSA and is undertaken by the local authority’s environmental health officers. 
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8.10 The FSA divides up its expenditure according to the aims set by Government and Parliament.13

Table 1. FSA expenditure and income divided by aim.

Aim Expense Income Net
(thousands (thousands (thousands
of pounds) of pounds) of pounds)

Aim 1: Measurably improve public confindence 23,434 (397) 23,037
in the national food safety and standards arrangements

Aim 2: Reduce foodborne illness by 20% over the next 5 years 38,910 (2,305) 36,605
including reducing salmonella in UK produced chickens on 
retail sale by at least 50% by the end of 2004/2005

Aim 3: To protect consumers through improved food safety 69,447 (45,346) 24,101
and standards

Total 131,791 (48,048) 83,743
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9.1 The MCA’s primary objective is to safeguard public health by ensuring that all medicines on

the UK market meet appropriate standards of safety, quality and efficacy. Safety aspects cover

potential or actual harmful effects; quality relates to development and manufacture; and

efficacy is a measure of the beneficial effect of the medicine on patients. The MCA achieves its

objectives through:

■ a system of licensing before the marketing of medicines; 

■ monitoring medicines and acting on safety concerns after they have been placed on

the market;

■ checking standards of pharmaceutical manufacture and wholesaling; 

■ enforcement of requirements; 

■ responsibility for medicines control policy; 

■ representing UK pharmaceutical regulatory interests internationally; 

■ publishing quality standards for drug substances through the British Pharmacopoeia. 

History

9.2 The MCA was established in April 1989, taking over the duties of the Medicines Division of the

Department of Health. It became an executive agency of the Department in July 1991 and was

established as a trading fund on 1st April 1993 by the Medicines Control Agency Trading Fund

Order 1993. 

9.3 Effectively, a function previously managed within the Department of Health was moved out to

become a separate and separately accountable body with autonomous funding. This could be

a useful model for a tobacco and nicotine regulatory authority.

Advisory committees

9.4 There are several advisory committees that interact with the MCA. These are established under

the Medicines Act 1968 or related regulations and many have functions that could find parallels

in the regulation of tobacco.

■ Medicines Commission. Twenty three members meet five times per year, to advise

the Secretary of State on the application of the Medicines Act 1968. The Medicines

Commission also advises on setting up other committees under the Act.
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■ Committee on the Safety of Medicines (CSM). This body provides advice on

licensing of medicines to the Licensing Authority in conjunction with the MCA. The

CSM is comprised of 34 members who are appointed by the UK’s health ministers.

Members include pharmacists, pharmacologists, toxicologists and physicians from a

wide range of disciplines working in general practice, hospitals and universities

across the UK. It also includes two lay members. The Committee meets fortnightly

(except in August) and its secretariat is provided by the staff of the MCA.

■ The Advisory Board on the Registration of Homoeopathic Products (ABRHP) gives

advice with respect to safety and quality in relation to any homoeopathic medicinal

product for human use. 

■ Independent review Panel for Advertising. The Medicines (Advertising and

Monitoring of Advertising) Amendment Regulations 1999 came into force on 5 April

of that year and complete the implementation of EU Directive 92/28/EEC.

Regulation 13 and the Schedule contain a procedure for a review of the Health

Minister’s preliminary decision on whether an advertisement complies with the

Medicines (Advertising) Regulations 1994, as amended (‘the Regulations’). 

■ Veterinary Products Committee (VPC). The VPC was established in 1970 under

Section 4 of the Medicines Act 1968. Its terms of reference are to give advice with

respect to safety, quality and efficacy in relation to the veterinary use of any

substance.

European dimension

9.5 The control of medicines in the UK is primarily through the system of licensing and

conditional exemptions from licensing laid down in EC legislation, the Medicines Act 1968 and

in relevant subordinate legislation. Controls on medicines under the Medicines Act matched

or in some cases exceeded those of existing European Directives and the UK played a major

part in the development and revision of the EEC Directives in this area. European Community

(EC) legislation now takes precedence over the Medicines Act, its Instruments and Orders,

which are amended from time to time to align with new EC requirements.

9.6 The MCA plays an active role in negotiations and discussions in Europe and continues to

represent the UK at key European meetings, such as Heads of National Regulatory Agencies, the

Pharmaceutical Committee and the Committee for Proprietary Medicinal Products (CPMP). In

addition, towards the end of 2000 the draft EU directive on good clinical practice and clinical

trials reached a critical stage in its progress through the European legislative procedure. 

9.7 The MCA continues to contribute to issues on which wider Department of Health and other

government departments are in the lead. This has notably included the review of the General

Product Safety Directive (that is the responsibility of the Department of Trade and Industry). 

9.8 There is also a body operating at EU level; the European Agency for the Evaluation of

Medicinal Products (EMEA), which is based in London. This body supervises the operation of

the ‘mutual recognition procedure’ for authorisation of medicines, co-ordinates research,

directly authorises biotechnology products and operates a pharmacovigilance network
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throughout Europe. EMEA cooperates closely with the MCA – the current Chairman is

Dr Keith Jones, who is also Chief Executive of the MCA. The MCA is one of the ‘competent

authorities’ recognised by EMEA. 

Budget

9.9 The budget for the MCA for 2000/1 was £38.4 million and it employed 436 people. The MCA

raises its funds by charging for licensing and inspections (£18.3 million) and services

(£12.4 million). 

9.10 The budget for EMEA is EUR 65.9 million for 2001 (£40 million), and roughly equivalent to

the budget for the UK regulator.
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Objective

10.1 A tobacco and nicotine regulatory authority should have a clear objective:

… to reduce the overall burden of tobacco-related disease by contributing to a reduction in

smoking prevalence and by regulating to reduce the harm caused to continuing nicotine users. 

Organisational form

10.2 There are several potential models that could be used:

■ Move existing functions to a new agency. This approach was used with the

formation of the Medicines Control Agency which advises the Secretary of State on

the exercise of powers that were defined in earlier legislation.

■ Introduce new enabling legislation and powers to create a new agency. This was how

the Food Standards Agency was formed. The FSA has an independent role and

powers conferred by its own legislation, the Food Standards Act, 1999. Tobacco could

conceivably be included within the definition of food used in the Act (see

Appendix 1).

■ Add tobacco regulation to the mandate of an existing body, amending its enabling
legislation if necessary. This could be the FSA or the MCA – or possibly a split

between both. 

■ Re-examination of existing legislation to create specific powers to regulate tobacco.
For example, the Consumer Protection Act 1987 or the newly adopted General

Product Safety Regulations could be used to create a framework for tobacco

regulation. The new agency could be created to advise the competent authorities

defined in that legislation on the exercise of the relevant powers. The use of

consumer protection legislation is discussed in question and answer form in

Appendix 1.

Funding

10.3 Funding should, as far as possible, be raised from charges to the regulated industry – tobacco

manufacturers, wholesalers, importers and exporters as appropriate. The MCA is entirely

funded from external income, the FSA receives about 36% of its total funds from inspections

and the Environment Agency earns 38% of its income from fees and levies.14
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Mandate for a tobacco and nicotine regulatory authority

10.4 The mandate of a tobacco and nicotine regulatory agency could be as follows:

Product regulation and consumer protection

■ enforcing legislation in place – in concert with local enforcement agencies;

■ establishing standards for novel tobacco or nicotine products;

■ taking test cases on behalf of the Secretary of State where there is ambiguity or

contention;

■ managing disclosure of additives and publishing of public data;

■ managing testing and disclosure of toxicity data for smoke and ingredients;

■ formulating proposals for regulation of constituents of tobacco products and smoke;

■ representing ministers on EU regulatory committees;

■ conducting market surveillance;

■ advising on warnings and consumer protection information required on packs;

■ advising Secretary of State on risk communication to the public;

■ challenging misleading risk communication;

■ evaluating, approving or challenging health claims, whether explicit or implicit;

Non-tobacco nicotine products

■ to advise the medicines ‘licensing authority’ (ie ministers) on the public health

consequences of licensing particular non-tobacco nicotine products for sale in the

UK. The authority would strike a ‘concordat’ with the MCA over their respective

responsibilities. 

Research and evidence clearing house

10.5 There is a clear need to have some continuity and experience with the science, law, economics

and other policy aspects of tobacco. The authority could ‘own’ and develop expertise in this

field on behalf of the government. For example, it could take responsibility for the following:

■ Secretariat for Scientific Committee on Tobacco and Health;

■ research and monitoring of wider tobacco control policies;

■ gathering data on trends in tobacco use

– prevalence and consumption

– brand data 

– tobacco related disease trends 

– use of smuggled or budget cigarettes and switching to hand-rolling tobacco 
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– impact of new products

– impact of policy measures, including primary and secondary prevention

intervention

– passive smoking exposure and indicators of responses.

10.6 Other functions that could be included in the mandate of a nicotine and tobacco regulatory

authority are:

Marketing activity

■ control and supervision of marketing activities of tobacco companies;

■ enforcement of advertising legislation;

■ developing regulations in response to technology developments;

■ acting as a source of pressure for voluntary restraints on use of tobacco in films,

magazines etc;

■ contracting effective mass-media advertising campaigns and organising an education

campaign;

Counter-marketing

■ collating evidence and advise on campaign strategy;

■ possibly ‘owning’ the campaign;

■ commissioning evaluation;

Smoking cessation

■ developing, disseminatimg, promoting and auditing implementation of best practice;

■ offering support infrastructure;

■ developing economic analysis and monitoring economic impacts;

■ commissioning evaluation;

Passive smoking

■ implementing the Approved Code of Practice on passive smoking at work;

■ monitoring impact of voluntary agreements; and

■ proposing legislation where necessary.

Economic and trade regulation

10.7 The UK tobacco industry is a duopoly and its two main companies earn super-normal profits.

A large share of the UK cigarette market is also lost to contraband and counterfeit, and

measures such as fiscal markings have been introduced to tackle these. There are a number of
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economic and trade-related issues that could be managed by a tobacco regulator, including:

■ smuggling;

■ under-age sales;

■ illegal sales;

■ vending machines; and

■ budget brands and price ranges in the marketplace.
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11.1 Having considered the issues discussed in this report, the College draws the following

conclusions.

1. There are numerous and formidable regulatory challenges in the field of tobacco and

nicotine. The approach taken to these challenges will be an important factor in

determining the burden of disease caused by tobacco and nicotine use in the future.

2. The current almost-entirely unregulated position enjoyed by tobacco products and

tobacco manufacturers should not be allowed to continue. Detailed consideration by

Parliament concluded that some regulatory authority was essential to control and

contain the tobacco industry and the harm caused by tobacco. The College has

already argued the case for a Tobacco and Nicotine Regulatory Authority.

3. The Government has not strengthened its regulatory capacity since the Health Select

Committee’s report. The scientific capacity has actually been reduced. The practice of

leaving tobacco policy and programme implementation to career civil servants who

will often stay in post for less than two years will not be adequate to match the

regulatory challenges posed by the evolving tobacco market. 

4. The harm done by tobacco and nicotine use is to some extent controllable by

influencing the design, blending and ingredients of tobacco products. Tobacco

manufacturers will introduce new products with the aim of capturing a niche market

for smokers concerned about health. Some smokeless tobacco products and

pharmaceutical nicotine may offer substantial reductions in harm compared to

smoking. Regulators cannot afford to ignore such developments – which are both

public health threats and opportunities.

5. The regulatory arrangements for nicotine products apply the toughest controls to the

least hazardous forms of delivery and apply minimal controls to cigarettes, the most

hazardous form. A new authority should reconfigure this system so as to give the

best outcome for public health.

6. We believe that the Government should act on the recommendations of the Health

Select Committee and earlier advice of the College and establish a regulatory

function for tobacco and nicotine outside the Department of Health. The function of

a ‘tobacco and nicotine regulatory authority’ would be to advise the Secretary of

State on how to exercise his regulatory powers, and to assume any responsibilities

allocated to it in legislation.

7. Institutional precedents – notably the FSA – already exist. The FSA receives very

substantial funding (£83 million p.a.) as well as fee income, yet the impact of food

safety on public health is considerably less than the impact of tobacco. 
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8. Existing consumer protection legislation is available to give an authority the powers

to act on behalf of ministers. Food and medicine regulation could also be applied to

tobacco. However, the over-riding importance of tobacco in public health means that

the Government should develop whatever legislation proves necessary at a later stage.

9. The body should be entirely funded by fees levied on the regulated industry – as is

the case with the MCA and to some extent the FSA and Environment Agency. The

authority should be established at national level without delay, with a European

agency developed later. This is the approach adopted with food: the UK’s Food

Standards Agency has preceded the emerging European Food Safety Agency. 
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Given the existing and planned legislation, and experience of consumer protection measures,
in the UK, what more could be done to regulate tobacco products, and how could an entity
with the functions of the Tobacco and Nicotine Regulatory Authority be created? 

Whilst it might be possible to apply the Medicines Act 1968 and Food Safety Act 1990 to

tobacco, the Consumer Protection Act 1987 seems a more obvious and less contentious route

to regulation. So long as the matter governs safety, that Act has fairly broad regulation-making

powers, which should be broad enough to fulfil most European obligations. However, it might

seem strange for a tobacco and nicotine regulatory authority to have to use the Consumer

Protection Act (CPA) 1987 for tobacco when most of its uses are in relation to consumer

products regulated by the Department of Trade and Industry, rather than public health

matters. Specific tobacco legislation would be a more desirable basis for developing regulation

in this area and would remove any doubt. 

What new legislation would we need to achieve the aim of having a tobacco and nicotine
regulatory authority with the mandate set out in the Commons Health Select Committee
report and by the Royal College of Physicians?

There would need to be primary legislation establishing a tobacco and nicotine regulatory

authority. Existing powers of secondary legislation might be able to be invoked by this

authority recommending action to the relevant ministries, but equally it might be more

desirable to create a new enabling power. The authority’s role may well be simply one of

supervising enforcement authorities. Such powers could be outlined in the legislation

establishing the authority. If it were thought desirable for the authority to have enforcement

powers itself these would have to be specified.

What obligations do the CPA 1987, and General Product Safety Regulations 1994 place on
tobacco and nicotine manufacturers or vendors? Is there any existing body responsible for
enforcing such obligations? 

Obligations on manufacturers and vendors

The CPA 1987 Part II, s. 10, makes it an offence for a person to supply or undertake steps

preparatory to the supply of defective consumer goods. Unfortunately the definition of

consumer goods excluded tobacco from its scope (s. 10(7)(f)). Tobacco was defined as

including any tobacco product within the meaning of the Tobacco Products Duty Act 1979 and

any article or substance containing tobacco and intended for oral or nasal use.

In 1992 the EC adopted Directive 92/59/EC on general product safety, which also included a

general safety requirement. This was implemented by the General Product Safety Regulations
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S.I. 1994/2328, which, whilst not formally repealing s.10, disapplied it in most contexts. The

important point for this discussion is that the definition of ‘product’ under these regulations

is broader than the definition of consumer goods under the CPA 1987. Of most significance is

the fact that tobacco is no longer excluded. The definition covers ‘any product intended for

consumers or likely to be used by consumers’ (reg. 2(1)) and tobacco products seem to fall

squarely within this definition. Thus there would seem to be no need to pass any measure to

bring tobacco within the CPA’s general safety requirement since this has effectively been done

by the 1994 regulations.

Product safety

The main obligation is placed on producers only to place on the market products that are safe

(reg.7). A safe product is,

any product, which under normal or reasonably foreseeable conditions of use, including duration,

does not present any risk or only the minimum risks compatible with the product’s use,

considered as acceptable and consistent with a high level of protection for the safety and health of

persons, taking into account in particular – 

a) the characteristics of the product, including its composition, packaging, instructions for

assembly and maintenance;

b) the effect on other products, where it is reasonably foreseeable that it will be used with other

products.

Whilst this would not seem to provide the means to condemn tobacco products as a class, given

that the risk only has to be the minimum compatible with the product’s use, nevertheless the

risk must be an acceptable one consistent with a high level of protection. The wording of the

definition seems rather strict: ‘does not present any risk or only minimum risks compatible

with product’s use’. 

The question of what constitutes minimum risk is a thorny one. There have been recent

product innovations that may reduce risk, but it is extremely difficult to measure with

confidence. There is also the problem that it may be possible to make genuinely ‘safer’ products

but such products may differ so much from the existing product line that consumers would not

find them acceptable. 

Warnings

As packaging can be taken into account it might be possible to argue that inadequate warnings

render a product unsafe, but this is unlikely, especially given the statutory prescriptions on

warnings. Although one might find a court reluctant to condemn a product which complies

with regulations this is not an automatic defence. Reg. 10(1) merely provides that where a

product conforms to specific rules of UK law laying down health and safety requirements there

shall be a presumption that the product is safe, until the contrary is proved. However,

reg. 10(2) states assessment of conformity with the general safety requirement will take into

account (in what is not expressly stated to be a hierarchy, but probably should be treated as

such):
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(i) UK voluntary standards giving effect to a European standard; 

(ii) Community technical specifications and then if none of them exist; 

(iii) UK standards, codes of good practice or the state of art and technology and finally; 

(iv) the safety which consumers may reasonably expect.

The general safety requirement found in reg. 7 is fleshed out for producers in reg. 8. These may

be of some use in connection with tobacco. Reg. 8(1)(a) concerns risks which are not

immediately obvious without adequate warnings. Consumers must be provided with relevant

information to enable them to assess inherent risks and to take precautions against them. Thus

this would seem to require tobacco manufacturers to have clean hands as regards disclosing

potential dangers. Of course it may not always be possible to take precautions against inherent

risks, save by not using the product, but disclosure of risks would seem to be adequate. 

Research into risks

Reg. 8(b) is also of interest because it requires producers to adopt measures commensurate

with the characteristics of their products to enable them to be informed of the risks the

products might present. This is normally seen as requiring a strategy to be in place to learn

about problems presented by the product in the market place. However, this can also be read

as requiring the industry to have a research strategy adequate to learn more about the risks

posed by its products. One problem with reg. 8 is that there is no specific offence for breaching

it, the offence is for breach of reg. 7, the general safety requirement. It might of course be

possible to argue that failure to undertake the activities required by reg. 8 would make the

product less safe than it otherwise might be and therefore constitute evidence of a breach of the

general safety requirement, but this is by no means self-evident, especially where the problem

is lack of a strategy to be informed of risks.

Under reg. 9 distributors are under an obligation to act with due care to ensure compliance

with the general safety requirement. In particular reg. 9(a) requires that they shall not supply

products they know or should have presumed to be dangerous. Reg. 9(b) requires that within

the limit of their activities they participate in the monitoring of products, particularly by

passing on information and co-operating in action taken to avoid those risks. Breach of reg.

9(a) is an offence.

Enforcement powers

The 1994 Regulations share the same enforcement powers as the CPA 1987 (reg. 11). Some of

these are granted to the Secretary of State and are exercised by the Consumer Safety Unit of the

Department of Trade and Industry. In practice these powers are used very sparingly.

Prohibition notices can be served on individuals by the Secretary of State to prevent them from

supplying the goods specified in the notice (s. 13(1)(a)). They are used for rogue products and

only a handful of such notices have been issued. A notice to warn issued by the Secretary of

State can require a person to publish a warning about goods considered to be unsafe (s.

13(1)(b)). This power has never been used and is unlikely to be used as the procedures are very

cumbersome.
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The majority of enforcement action is taken by trading standards officers at the local level.

Their main weapon is the suspension notice (s. 14) which can prohibit a person from taking a

variety of measures related to the sale of the product for a period of up to six months. They can

also apply to the magistrates’ court for a forfeiture order (s. 16). A major impediment to the

effective use of these powers is the requirement that authorities pay compensation if it turns

out their suspicions were not well founded (s. 14(7)).

What are the powers to regulate tobacco and nicotine available in the CPA 1987
and General Product Safety Regulations 1994?

The CPA 1987 provides specific enabling powers to permit the enactment of safety regulations.

These powers are broader than that act’s general safety requirement, for it applies to all goods

rather than just consumer goods, and whilst some products are excluded these do not include

tobacco. One of the exclusions does relate to controlled drugs and licensed medicinal products

(s. 11(7)(d)) and so if tobacco or nicotine was deemed to fall under the medicinal products

regime the regulation making powers in the CPA 1987 would not be available.

The regulation making power in s. 11(1) of CPA 1987 is very broad and covers securing that

the goods are safe, preventing products from falling into the hands of persons for whom they

would be unsafe, and making sure that appropriate information is, and inappropriate

information is not, provided. The section is thus very wide-ranging and would seem to be

broad enough to do many of the things one might wish to do, ie ban constituents/toxins/

additives or demand reductions in them, set upper limits to emissions, demand product

modifications, demand that cigarettes meet common performance standard on constituents or

by-products, demand changes to cigarette paper/filter etc. To this extent the advice of the

Government solicitor seems correct. S. 11(1) is developed in s. 11(2) where certain specific

provisions that safety regulations may contain are listed. It should be borne in mind that this

list is expressly stated to be without prejudice to subsection (1), but that the overall objective

listed in s.11(1) must guide the content of the regulations, ie safety must be to the fore. One

might imagine some debate as to whether, for example, passive smoking was a safety or a

discomfort issue. 

There does not seem to be any express power which would require the licensing of manufacturers

and importers. The rules on approvals seem to relate to the goods rather than the person

controlling them. Indeed the overarching power in s. 11(1) seems to be related to the goods, and

so controls on who can deal in the goods might well be deemed to fall outside its scope.

The safety regulations themselves cannot provide that any contravention of them will be an

offence (s. 11(4)), but s. 12 provides for various offences against safety regulations.

What are the implications of the exemption of tobacco from the consumer safety part of
the CPA 1987 at s. 10(7)(f) – and, by extension, what would be the implications and
feasibility of amending the Act to remove this?

The exemption of tobacco in s. 10(7)(f) of the CPA 1987 would seem to be of little relevance

now. It had the effect of not making the general safety requirement in s. 10 applicable to
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tobacco, but this has now been superseded by general safety requirements in the General

Product Safety Regulations, which do not exclude tobacco. The other powers in the CPA 1987

relating to safety refer to ‘goods’, which has a broader meaning than ‘consumer goods’ and

would include tobacco, unless tobacco was deemed to be a licensed medicinal product.

What are the implications of the section 3(c) (application and revocation) of the
1994 regulations? Given that tobacco is to be regulated under the new tobacco
product directive (and previously under 90/239/EEC on tar yields, and 89/622/EEC
and 43/92/EC on labelling) would the directive mean these regulations did not
apply to tobacco?

The relationship between the general safety requirement and specific sectoral directives is

problematic. The best approach from a consumer protection point would be to have both

sectoral rules and the general safety requirement apply. This is clearly not the approach of the

General Product Safety Directive. At the other extreme one might wish the general safety rules

to be disapplied whenever there were any sectoral safety rules in directives that were intended

to be total harmonisation directives dealing with all safety aspects. Slightly less extreme would

be to argue that if sectoral rules covered safety then the general product safety directive only

applied as regards its post-marketing notification obligations. In fact the United Kingdom

seems to have adopted the sensible approach of retaining the controls afforded by the general

safety requirement whenever the specialist legislation does not cover a specific aspect of safety.

This seems to be the effect of the Regulations, for although reg. 3(c) excludes any product for

which there are specific community rules, this exclusion only applies where the specific

provisions govern all safety aspects of the product. Furthermore reg. 4 makes it clear that the

regulations do apply where the product is subject to Community law provisions in so far as

those provisions do not make specific provision governing an aspect of the safety of the product.

However, the matter is not entirely free of ambiguity. There may still be some situations where

producers may try to argue that all safety aspects are covered by the Community law and the

authorities are then forced to show that some novel or distinct aspect has not been included in

the specific EC law, even if it had been intended to be a total harmonisation directive. 

It should be noted that the General Product Safety Directive is in the process of being revised.

There has not been time to make a detailed study of the proposed changes, but of interest is the

fact that one issue to be reformed is the relationship between sectoral legislation and the

general safety requirement. The procedure for assessing conformity is also to be reworked with

it being likely that a greater role will be given to standards implementing European standards.

Going beyond the issue of exclusion from the general safety requirement where sectoral

directives exist, it should be noted that there is a more general issue concerning the relationship

between EC internal market law and domestic law. As confirmed by the tobacco advertising

decision internal market law is an area of exclusive Community competence. This means that,

at least once the Community has enacted laws in this area, member states cannot regulate,

except as provided for by EC laws. This is an important issue, which may prevent national

activity in areas such as tobacco products that have been regulated at the EC level and needs

exploring in more detail. In particular art. 13(2) of the Tobacco Products Directive needs

consideration because it does seem to permit member states to keep or introduce more
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stringent rules, but only in so far as they do not prejudice the rules laid down in the Directive.

The scope this gives member states to derogate from the directive needs to be assessed.

What are the powers to regulate tobacco and nicotine available in the Medicines Act 1968?

If tobacco (or nicotine) fall within the definition of a ‘medicinal product’ then they would be

subjected to the licensing regime of the Medicines Act 1968. To fall within this definition they

would have to fulfil a ‘medicinal purpose’ and the most relevant test would seem to be that

found in s. 130(2)(e) of ‘otherwise preventing or interfering with the normal operation of a

physiological function, whether permanently or temporarily, and whether by way of

terminating, reducing or postponing, or increasing or accelerating, the operation of that

function or in any other way’.

There does not seem to be any express exclusion for tobacco. In deciding whether tobacco

products fall within this definition some assistance might be gleaned from the US Supreme

Court case of Food and Drug Administration v Brown & Williamson where the Food and Drug

Administration (FDA) was denied authority. Some aspects of this case turn upon particular US

issues. Under the US legislation ‘drugs’ are defined to include ‘articles (other than food)

intended to affect the structure or any function of the body’ and a ‘device’ is ‘an instrument,

apparatus, implement, machine, contrivance … or other similar or related article… intended

to affect the structure or any function of the body’. The FDA considered nicotine a drug, and

cigarettes and smokeless tobacco products ‘drug delivery devices’. The issue of intent does not

seem to be a factor in the UK. Moreover the majority in Supreme Court were clearly influenced

by the FDA having previously denied authority and Congress having created a special regime

to regulate tobacco products. However, what is perhaps of most interest is the view of the

majority that because of the need for any approved drug device to have a ‘reasonable assurance

of safety and effectiveness’ the result would have to be a ban and that it could not have been

intended to give a regulatory agency the power to ban a product which is so central to

American society. The FDA and the minority argued that they would have power to take less

drastic steps than banning the product, particularly as they could take into account the harm

caused from the sudden withdrawal of the product. 

The wording of the UK Medicines Act 1968 would appear to be more favourable to tobacco

regulation. The concepts of ‘safety’, ‘quality’ and ‘efficacy’ that underpin the regulation of

medicine are not easily applied to tobacco, and these are stated to be the three factors the

licensing authority shall take into consideration. However, they are simply that – factors to be

taken into consideration. It seems quite striking that in the US there was little dispute that

nicotine and tobacco products fell within the literal interpretation of drug or device. Thus it

would seem to be feasible to argue that tobacco products should be regulated under the

medicines regime. Indeed the irony has been noted that whilst tobacco is not regulated in such

a manner, many of the products (nicotine replacement treatment) used to treat the effects of

nicotine addiction do have to go through the medicine licensing process. However, one

suspects there will also be a deal of popular resistance to tobacco being equated with a drug and

it must also be recognised that tobacco would then fall outside the regulation-making powers

of the CPA 1987 (s. 11(7)(d)). Furthermore one might wonder whether a licensing regime was

an adequate means of implementing Community obligations. This matter would have to be

looked into further if this avenue was to be seriously explored.
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What are the powers to regulate tobacco and nicotine under the Food Safety Act 1990?

The Food Safety Act 1990 might cover tobacco products. There is certainly no express

exclusion for tobacco (again there is an exclusion for licensed medicinal products, unless

excepted by Ministerial order). Food is said to include ‘articles and substances of no nutritional

value which are used for human consumption’ (s. 1(1)(b)). It would seem that tobacco

products fall within the definition of articles or substances (s. 53(1)). The only debate might

be whether they are consumed. If this was seen as being a crucial point then more research

could be undertaken. 

There are wide ranging regulation-making powers under s. 16 and schedule 1 of the 1990 Act.

These include regulation on composition, governing processes and treatment in the

preparation of food, regulating the labelling, marking, presentation and advertising. There is

also a general power for regulations to secure that food complies with food safety

requirements, the interests of public health or to protect or promote the interests of consumers.

S. 25 also allows the minister to require persons to furnish specified information about the

food.

Could the new tobacco product directive be introduced as regulations under the CPA s. 11? 

The tar yield (90/239/EEC) and labelling (89/622/EEC etc) directives are implemented in

regulations under the CPA, and the new directive 2001/37/EC is a consolidation of these

directives with a few new but related provisions. It will be obvious from the above that there

would seem to be a sufficient basis in s. 11 of CPA 1987 to use this to implement most safety

measures relating to tobacco. However a future project might take the directive and assess

whether every provision can be validly adopted on this basis. The preference would clearly be

for specific enabling powers geared to tobacco and supervised by a tobacco and nicotine

regulatory authority.

For products other than tobacco, what kind of institutional arrangements have
been used to enforce the CPA 1987 and GPS Regulations 1994?

As outlined above the main enforcement authorities are the local government trading

standards departments. Central government, through the Consumer Safety Unit of the

Department of Trade and Industry, does have some enforcement powers but uses these

infrequently and tends to act more as a supervisory body, handling data collection and the

development of any regulations or standards.
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Product regulation and consumer protection

Though the 1989 labelling directive (89/622/EEC) was welcomed at the time, it normalised

warning labels that are too small, with weak messages using contrasting colours that can be

almost impossible to read. Although a member state can impose more substantial warnings on

its domestic manufacturers, it cannot block the import of products conforming to this

directive. 

The 1992 update to labelling directive (92/41/EC) provided new warnings and banned oral

tobacco outside Sweden. This form of tobacco is substantially lower risk than cigarettes and is

one reason why there is a lower cancer rate in Sweden. 

The 1990 ‘tar’ directive (90/239/EEC) wrote into law and established as a legitimate public

health measure the strategy of reducing tar yields – and lending credibility to the concept of

light and mild branding. This approach is now discredited in public health terms – however,

this mistake was perpetuated in Article 3 and 5 of 2001/37/EC (the new directive superseding

90/239/EEC).

The new tobacco product directive (2001/37/EC) contains some good provisions (larger and

bolder warning labels, ingredients disclosure, removal of misleading branding, review and

update provisions) and some bad provisions (tar reduction, labelling with tar yield numbers).

This is subject to challenge by tobacco companies (see British American Tobacco release,

24 August 2001).

Tobacco advertising

The 1989 ‘Television without frontiers’ directive (89/552/EEC) banned advertising on TV but

did not deal with the dominant form of TV advertising – televised sponsored events. The 1998

tobacco advertising directive (98/43/EC) was struck down by the European Court of Justice in

October 2000 on account of its legal base (Case C-376/98) – the court argued that the Directive

must contribute to ‘eliminating appreciable distortions of competition’ and ‘eliminating

obstacles to the free movement of goods and to the freedom to provide services’. The Court

found the directive failed these tests.

In 2001, the Commission proposed a new advertising directive (COM/2001/0283 final) and

this is formulated to act within the Commission’s conservative view of the narrow boundaries

of EU competence established by the treaty as interpreted by the European Court of Justice.

The directive covers four areas of cross-border advertising (printed publications, Internet,

radio and sponsorship), but does not include indirect advertising and will be easily

circumvented by modern promotional techniques or moving promotional activity – such as
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sports sponsorship – outside the EU. The German government has already threatened to

challenge this directive if it has the effect of banning tobacco advertising in newspapers whose

main circulation is within Germany.

Tobacco subsidies and public health funding

The European Union provides almost R1 billion to tobacco farmers through the Common

Agricultural Policy (98/2848/EC). In contrast, expenditure on tobacco and public health is

about 2-3% of this – the ‘Europe Against Cancer’ programme (see 646/96/EC) and the Tobacco

Fund (see Regulation 2000/1648/EC which elaborates the operation of the fund established in

Article 13 of 92/2075/EC – the tobacco subsidy regime). 

Excise duties

The EU has applied limits governing the structure of tobacco duties (see directives 92/79/EEC

on cigarettes, 92/80/EEC on products other than cigarettes and 95/59/EC). These may have had

some effect in raising minimum duties, but their prime purpose is to stop the use of the excise

tax system acting as a protectionist barrier to trade. A new proposal to restructure and raise

minimum excise duties (COM/2001/0133 final) has been proposed by the Commission. 

Weakness of health and consumer protection in the treaty

The fundamental weakness in EU tobacco policy is that the treaty article on public health (art.

152) does not allow binding EU legislation – directives or regulations. Public health legislation

on tobacco has been shoehorned in as ‘single market’ legislation under art. 95. Consumer

protection legislation is similarly constrained: art. 153 on consumer protection requires the use

of art. 95 on the single market. 

Dominance of free trade

Art. 95 of the treaty establishes the single market and does require ‘a high level of health and

consumer protection’. However, the ECJ emphasised that the primary purpose must be to

remove barriers to trade.

A particular concern is the possible use of treaty provisions on the free movement of goods and

services (art. 28) to undo national public health legislation. For example, national advertising

legislation could be challenged as a barrier to entry. 

Art. 30 allows a public health defence but the burden of proof is on the public health authority

to show the measure is ‘proportionate’; ‘such prohibitions or restrictions shall not, however,

constitute a means of arbitrary discrimination or a disguised restriction on trade between

Member States’.

This is not hypothetical – there are developments in this area:

■ Complaints to the Commission about the French ‘Loi Evan’ and other national

legislation.
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■ Swedish alcohol case (Case C-405/98) (a challenge to Sweden’s ban on alcohol

legislation). This appears to leave the matter to the Swedish courts to decide if the

ban is justified in health terms.

■ A potential Commission challenge to UK Customs over border controls designed to

stop cross-Channel bootlegging. This could open the way for increased bootlegging

and make the UK’s tax policy harder to defend. 

International negotiating positions: the EU forces the lowest common denominator

The position of the EU in the Framework Convention on Tobacco Control (FCTC)

negotiations has been obstructive. For two reasons, the EU tends to drag its position down to

the level of the least progressive member state. First, the member states must negotiate

common EU positions where there is EU legislation in force. In the FCTC the EU has simply

put forward positions that are already agreed within the EU, though it could agree more

progressive positions if member states could agree them. Second, art. 300 of the treaty requires

co-ordinated positions, even where there is no Community competence. In both cases, the EU

negotiators have been drawn down to a position acceptable to the least progressive country –

Germany.
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Summary 
1. Public health case. We believe that the partial ban applied to some forms of smokeless 

tobacco in the European Union should be replaced by regulation of the toxicity of all smokeless 
tobacco.  We hold this view for public health reasons:  smokeless tobacco is substantially less 
harmful than smoking and evidence from Sweden suggests it is used as a substitute for 
smoking and for smoking cessation. To the extent there is a ‘gateway’ it appears not to lead to 
smoking, but away from it and is an important reason why Sweden has the lowest rates of 
tobacco-related disease in Europe.  We think it is wrong to deny other Europeans this option for 
risk-reduction and that the current ban violates rights of smokers to control their own risks.  For 
smokers that are addicted to nicotine and cannot or will not stop, it is important that they can 
take advantage of much less hazardous forms of nicotine and tobacco – the alternative being to 
“quit or die”… and many die.  While nicotine replacement therapies (NRT) may have a role in 
harm reduction, tobacco-based harm-reduction options may reach more smokers and in a 
different, market-based, way.  Chewing tobacco is not banned or regulated in the European 
Union but is often highly toxic, and our proposal would be likely to remove more products from 
the market than it permitted.  

 
2. Regulatory options. We believe that the European Union policy on smokeless tobacco should 

adapt to new scientific knowledge and that the European Commission should bring forward 
proposals to amend or replace Article 8 of directive 2001/37/EC with a new regulatory 
framework.  Canada has developed testing regimes for tobacco constituents and these could 
be readily adapted to the European situation.   A review of EU policy in this area is required no 
later than December 2004, and we believe the Commission should expedite the part of its 
review that deals with harm reduction and regulation of tobacco products other than cigarettes 
so as to reconsider its policy on smokeless tobacco.   We held this view before Swedish Match 
brought its legal proceedings to challenge EU legislation and we will continue to hold these 
view if its action fails. 

Public health arguments 
3. Purpose of tobacco control. The ultimate purpose of tobacco control campaigning and 

organisations should be clearly stated: in our view it is to reduce the burden of disease and 
death, mostly from cancer, cardio-vascular disease and lung disease, arising from tobacco use.  
The aim is not in itself to campaign against tobacco.  Because of the dominance of the cigarette 
market, in most situations those two strategies coincide.  However, there may be some 
situations where they conflict – where this is the case, we give priority to reducing disease.  
Such a case arises where two conditions are met:  

a)   Where the use of a tobacco product is substantially less hazardous than cigarettes; 

b)   Where that tobacco product may substitute for cigarette use or facilitate increased 
smoking cessation at individual and population level.   

 
This is the situation with oral tobacco products, such as ‘snus’, a form of oral tobacco widely 
used in Sweden and to a lesser extent in some other North European countries.  New products 
are also emerging on the US market, which may also be targeted in this way.  For this reason, 
there is a strategic question about how the tobacco control community should respond to such 
products.  This is brought into a sharper focus in the European Union because of legal 
challenges to EU regulation in this area, and a commitment to review policy by the end of 2004.  

 
4. Position of addicted smokers. It is also important that we are realistic about the situation of 

many tobacco users.  Tobacco-delivered nicotine is powerfully addictive and many users 
cannot or will not give up.  Though addiction is a type of disease in its own right, the aspiration 
to tackle both the addiction and the physical harm by complete tobacco cessation may only 
work for a subset of users. The attempt to tackle both addiction and harm, may end in tackling 
neither.   For some, for example those with certain mental health conditions, there may be 
therapeutic benefits derived from nicotine or tobacco.  For others, it is poverty and the ubiquity 
of tobacco in their communities that create a powerful barrier to individual cessation.  We also 
know that the strength of addiction (as measured by nicotine intake) can increase with poverty.  
There are over 1.2 billion tobacco users world wide – increasing at about 80,000 per day.  In 
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the European Union there are almost 100 million smokers, and smoking kills 550,000 EU 
citizens per year.  We believe it is essential that every option be considered for reducing this 
toll.  That includes harm reduction and product regulation strategies based on reducing the 
damage done to people that continue to use tobacco or nicotine for whatever reason. 

  
5. Harm caused by smokeless tobacco. Smokeless tobacco is not harmless. For example, 

smokeless tobacco products used on the Indian sub-continent and some products in the United 
States cause oral cancer. In India, smokeless tobacco is a major cause of oral cancer. But the 
evidence shows that any link between smokeless tobacco in the form of Swedish snus and oral 
cancer is not established1 2.  The largest review, Nilson (1998)3, concluded that although:  

 
…20% of all grown-up Swedish males use moist snuff, it has not been possible to 
detect any significant increase in the incidence of cancer of the oral cavity or pharynx - 
the prevalence of which by international standards remains low in this country.” 

 
There are other health effects that arise in the oral cavity – such as lesions and gingivitis – and 
a cancer risk from products other than Swedish snus must be anticipated. Smokeless tobacco 
may also be associated with cardiovascular disease, though the evidence is contradictory and 
far from clear. A literature review commissioned by ASH4, concluded:  
 

Smoking increases the risk of myocardial infarction, sudden death, stroke and 
peripheral artery disease of the legs by 2-4 times. Whether or not snuff use is 
associated with an increased risk of myocardial infarction and sudden death is still 
controversial. If there is an excess risk, it is very much smaller than for smoking. For 
stroke or peripheral artery disease, there is no scientific information on possible risks of 
snuff use. 

 
However, for oral tobacco to play a role in harm reduction it is not necessary to show that it 
does not cause cancer – it just needs to be substantially less hazardous than smoking.  Even 
allowing for cautious assumptions about the health impact, snus – and other oral tobaccos - are 
a very substantially less dangerous way to use tobacco than cigarettes. Smokeless tobaccos 
are not associated with major lung diseases, including COPD and lung cancer, which account 
for more than half of smoking-related deaths in Europe.  If there is a CVD risk, which is not yet 
clear, it appears to be a substantially lower CVD risk than for smoking. Smokeless tobacco also 
produces no environmental tobacco smoke (ETS) and therefore eliminates an important source 
of disease in non-smokers and children.  These are very substantial benefits in reduced risk to 
anyone that switches from smoking to smokeless tobacco and we believe the pubic health 
community has a moral obligation to explore this strategy.  It is likewise ethically wrong to 
actively deny users the option to reduce their risk in this way.   

 
6. Addictiveness and nicotine delivery. Smokeless tobacco use is an effective delivery system 

for nicotine and is therefore addictive.  Addictiveness is in itself a bad characteristic compared 
to not using the product at all.  However, it is the nicotine delivery characteristics of smokeless 
tobacco that make it both addictive and a viable alternative to cigarette use for many users – it 
is capable of delivering a satisfactory nicotine dose.  Smokeless tobacco use does not match 
the arterial nicotine ‘bolus’ (sharp spike) delivered by smoking, but still creates a peak venous 
blood-nicotine level that exceeds all NRT products (including the nasal spray) and is similar to 
smoking.  The fact that it more closely matches the nicotine delivery profile of smoking may be 
one reason why users find it more effective that NRT as an alternative to smoking.   

 
7. Risks to users. The risk to the user arising from use of a smokeless tobacco product varies by 

product and is to some extent uncertain  - notably in the area of heart disease (though at worst 
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oral cancer in a Swedish case-control study.  Int J Cancer 1998;77:341-6. 
2  Lewin F, Norell SE, Johansson H, Gustavsson P, Wennerberg J, Biörklund A, et al.  Smoking tobacco, oral snuff, and 

alcohol in the etiology of squamous cell carcinoma of the head and neck. A population-based case-referent study in 
Sweden.  Cancer 1998;82:1367-75. 

3  Nilsson R.  A qualitative and quantitative risk assessment of snuff dipping.  Regul Toxicol Pharmacol 1998;28:1-16 
4  Asplund, K.  Snuffing, smoking and the risk for heart disease and other vascular diseases. Department of Medicine, 

University Hospital, Umeå, Sweden, 2002 [PDF] 
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the heart disease impact appears to be substantially less than smoking).  However, we are 
confident that the evidence base suggests that it is reasonable to formulate the overall relative 
risk as follows: on average Scandinavian or American smokeless tobaccos are at least 90% 
less hazardous than cigarette smoking.  In a spectrum of risk, snus is much closer to NRT than 
it is to cigarette smoking.   Further, the actual risk can be controlled through regulation - for 
example by setting maximum thresholds for specific carcinogens or other toxins such as heavy 
metals.  These data were not readily available at the time the ban was originally implemented in 
the early 1990s and therefore justify consideration of a change of approach in response to new 
knowledge. 

 
8. Risks associated with banning smokeless tobacco.  It might be argued that removing a ban 

on a product with known dangers, however low, can only increase risks.  This is not the case 
because bans on smokeless tobacco also carry risks. It is quite possible that a ban on 
smokeless tobacco would mean more tobacco users use cigarettes because the opportunities 
to switch to or start on smokeless tobacco are denied.   To the extent that the ban promotes 
cigarette use, it carries risks.  There is no evidence to show that the status quo in European 
Union policy represents an optimum public health outcome or that the policy does not increase 
tobacco-related harm. 

 
9. Evidence from Sweden.  Evidence from Sweden suggests snus plays a positive public health 

role as a substitute for smoking and as an aid to smoking cessation. It is impossible to be 
definitive about this, because it is impossible to run a controlled trial on a whole nation.  
However, consider the following: 
• Sweden has the lowest levels of tobacco-related mortality in the developed world by some 

distance – approximately half the tobacco related mortality of the rest of the EU5.  

• Sweden has the lowest male smoking prevalence in Europe (16% daily) and low female (c. 
22%) prevalence. 

• However, it has comparable male tobacco prevalence and total consumption to neighbours 
Norway and Denmark  - suggesting the big difference is in the type of tobacco used, rather 
than overall propensity to use tobacco or consume nicotine. 

• About half of tobacco in Sweden is now consumed as snus - this share has steadily grown 
since 1970s. 

• 33% of ex-smokers report use of snus - almost twice the number that report use of a 
pharmaceutical treatment (17%).  Among males who have used a single aid to stop daily 
smoking, and succeeded to do so, some 70% had used snus and some 30% had used 
some kind of NRT. 

• There are far more ex-smokers among snus users, than ex-snus users among smokers - a 
substantial population study has been conducted by Lars Ramstrom with funding from the 
National Institute of Public Health in Sweden and the data has been presented at 
conferences and is in the public domain, though not yet published6. A published study by 
Rodu also showed similar results7.   

• It is possible – though difficult to test – that snus use has contributed to ‘denormalisation’ of 
smoking and to the unacceptability of ETS.  This may be a factor in low rates of smoking 
among women (who do not use snus very much) and acceptability of smoke-free places.  

 
10. Reasons for low rates of tobacco mortality in Sweden.  An important explanation for the low 

rates of tobacco-related mortality in Sweden is the contribution made by the high use of 
smokeless tobacco.  It is difficult to conclude anything other than a positive public health role for 
snus in Sweden, though there remains doubt over the magnitude of the effect. There are no 
other convincing explanations for low smoking prevalence in Sweden, combined with relative 

                                                      
5  Peto R. et al.  Mortality from smoking in developed countries 1950-2000.  Oxford. 1994. 
6  Ramström LM, Snus, the Swedish oral smokefree tobacco - patterns of use: a gate leading to smoking or a way out. 

Paper presented at the 4th European Conference of Society for Research on Nicotine and Tobacco, Santander, 
October 5, 2002. 

7  Rodu B et al. Impact of smokeless tobacco use on smoking in northern Sweden, Journal of Internal Medicine, 
2002:252 398-404. 
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high tobacco use.  The population data from Sweden is much clearer now than when the ban 
was introduced and again justifies a reconsideration of policy at the European level.  

 
11. Human and consumer rights. There is an emerging literature on the 'human rights' dimension 

to this problem, stressing the right of smokers to good information and the choice of risk 
reduction strategies8. Through the ban, the EU is actively preventing smokers having access to 
a product at least 90% less dangerous than cigarettes, but that is clearly an effective substitute 
for at least some people (and for many people in Sweden).  It is important to consider where 
the EU draws its moral (and legal) authority to make such ‘life-or-death’ choices on behalf of its 
citizens - especially as, on the basis of Swedish evidence, it appears to be making the wrong 
choices. 

 
12. How would smokeless tobacco be used outside Sweden? There is legitimate doubt about 

whether snus or similar would be used in the same way in other member states as in Sweden, 
or to the same extent.  However, that is unknowable in advance and the ban explicitly rules it 
out.  By banning we know how it will be used – either not at all, or on a black market.   We 
cannot really know what would happen until it is available, marketed and a suitable regulatory 
regime and tax structure in place  - these are all variables that would affect its use. What we do 
know is that it has the potential to be used to reduce harm.  If it looked as though there was an 
emerging overall negative impact (unlikely in our view) policy drivers such as taxation and 
modifications of the product standards could be used to trim demand.  Even if a small number – 
relative to Sweden – used it, there may still be a considerable public health gain.  An important 
area for further research is how consumers might respond to the introduction of new tobacco 
products that are positioned as less hazardous than cigarettes. 

 
13. Gateway effects.  There is concern that smokeless tobacco will function as a lead-in to 

smoking for people that would not otherwise smoke.  Such ‘gateway effects’ are always 
contentious, and they are hard to demonstrate for the simple reason that we do not know what 
smokeless users would have done in the absence of smokeless tobacco - they may have 
simply moved straight to smoking.  Gateways can act in the opposite direction too – they can 
be ‘exits’ rather than ‘entrances’.  Smokers may move to smokeless tobacco or use smokeless 
tobacco to quit, where they would otherwise have continued to smoke.  Starters on smokeless 
tobacco may continue as smokeless users but otherwise have started with cigarettes, so that 
smokeless tobacco is a diversion from smoking.   In both the US and Sweden, most smokeless 
tobacco use cannot be a gateway to smoking, either because smokeless users never started 
smoking or because they started smoking first.  For the minority who started using smokeless 
before cigarettes they may or may not have had their smoking caused by smokeless use. 

 
14. Exit or entrance gateway? Understanding the order in which tobacco users take up different 

products is an important and necessary factor in establishing a gateway effect and whether the 
gateway is an exit from or entrance to smoking, but it is not in itself sufficient to establish a 
gateway from smokeless to cigarettes. The basic problem is that it is difficult to know whether 
those that start with smokeless tobacco would otherwise have started on cigarettes in the 
absence of smokeless tobacco. The data from Sweden suggest that the gateway is more likely 
to be an 'exit' from smoking than an ‘entrance’. Among Swedish males with a primary use of 
snus no more than 20% ever started smoking, while 45% of other males did become smokers6. 
In addition to this compelling evidence from the pattern of transitions, Sweden has the lowest 
rate of male smoking in Europe, combined with high levels of snus use.  There is no other 
credible explanation for such low male smoking prevalence than the displacement and 
cessation of smoking through smokeless tobacco use.  In total therefore, the Swedish data 
suggest that uptake of snus use prevents rather than promotes smoking and therefore 
contributes a net public health benefit.  There have been studies in the United States that claim 
to show a gateway effect from smokeless tobacco use to smoking for a minority of smokeless 
users.  However, these studies or related commentary have generally drawn causal inferences 
based on observation of transitions between often poorly defined categories of tobacco use, 
and sometimes from groups that are unrepresentative of the general population, such as the 
military.  Psychosocial predictors of smoking initiation (school performance, parental smoking, 
risk taking etc.) can be used to assess which smokeless tobacco users might otherwise have 

                                                      
8  Kozlowski L. Harm reduction, public health, and human rights: Smokers have a right to be informed of significant harm 

reduction options.  Nicotine and Tobacco Research 2002:4;4 suppl 2. 55-60 [PDF]  



 6 

been smokers.  When these confounding factors are taken into account, the data do not show 
that initial smokeless tobacco use adds to the propensity to become a smoker9 10.   

 
15. Unintended population effects. There are numerous other potential population effects under 

discussion: will there be reduced cessation, increased relapse, wider use etc? Though some of 
these ideas are plausible, all such theories are at present contentious and with minimal or no 
supporting evidence. To take one example: does smokeless undermine the propensity to quit 
smoking by helping smokers survive the discomfort of smoke-free policies?.  For snus to be 
shown to be dissipating the pressure to quit caused by smoke-free policies (and therefore have 
a negative impact on public health) we would need to assess the following contributory factors: 

 
a) How much combined daily snus and smoking use is there? (Only 3% among men in 

Sweden compared to 17% using snus only daily).  If the combined use is not daily, it is 
unlikely to be used in overcoming smoke-free restrictions.  

b) How much does smoke-free contribute to smoking cessation?  There is clearly an 
effect.  One estimate suggests that completely smoke-free workplaces in the UK would 
reduce consumption by eight percent. This is one of the most important tobacco control 
measures, but it is still only one factor of many (price, health, media campaigns, etc) in 
causing smokers to quit. 

c) How much would availability of smokeless tobacco reduce (or increase) likelihood of 
quitting due to smokefree places? (Note: the magnitude and sign of this effect is 
unknown). Some assume that it is withdrawal that drives smoking cessation arising 
from smoke-free areas and therefore smokeless tobacco would remove the pressure to 
quit created by repeated temporary withdrawal.  However, it could easily be 
'denormalisation' of smoke due to reduced smoke.  In which case smokeless might 
contribute to cessation. 

d) Is it right to deny people products so that they are forced to feel discomfort in smoke-
free areas because this makes them more likely to quit - the ethical point is important. 

 
16. Role of surveillance.  In general we believe there is too little surveillance of the tobacco 

market and its impacts on health in Europe.  In a comprehensive surveillance regime, any 
adverse trends that developed in the use of smokeless tobacco or other tobacco products could 
be detected and addressed with new regulation – such as taxation, marketing restrictions, 
labelling or product standards.  Note that it is impossible to be absolutely certain about the 
outcome of a change in policy on smokeless tobacco, just as it is impossible to be certain that 
not changing policy is the best course.  However, a surveillance regime would create some 
safeguards. 

 
17. Should the “precautionary principle” apply?  Some have argued that because there is not 

complete knowledge of how smokeless tobacco would be used or all its health effects, we 
should invoke the precautionary principle (PP) and keep it banned until there is a complete 
evidence base.  Though this sounds reasonable at first take, it is actually a misuse of the PP.  
The PP is designed for use where there is some concern that a human activity is causing 
damage (usually to the environment) and scientific uncertainty about whether it is happening or 
the magnitude of the effect might otherwise be used as a reason not to act to mitigate or control 
the activity.  The PP usually challenges those defending the status quo with uncertainties about 
the impact of change.   The situation with smokeless tobacco is completely different to those 
situations where the precautionary principle is typically invoked.  It may be that the status quo in 
tobacco use, the dominance of cigarettes, is causing the most harm and that the ban on oral 
tobacco is increasing the harm – that would almost certainly be the case if the experience of 
Sweden was generalised to Europe as a whole.  So one can easily see the ban as problematic 

                                                      
9  O’Connor RJ, Flaherty BP, Kozlowski LT and Quinio BA,  Regular smokeless tobacco use is not a predictor of 

smoking onset when psychosocial predictors are included in the model: an analysis of the TAPS Longitudinal Survey. 
Poster for Annual Conference of Society for Research on Nicotine and Tobacco, New Orleans, February 22, 2003 

10  Kozlowski LT, O’Connor RJ, Quinio BA, and Flaherty BP, Most smokeless tobacco use is not a causal gateway to 
cigarettes: using order of product use to evaluation causation in a national US sample. Paper for Annual Conference 
of Society for Research on Nicotine and Tobacco, New Orleans, February 22, 2003.  



 7 

and invoke the precautionary principle on the basis of what is known about Sweden as a 
reason to act to remove the ban.   

 
18. Why not use NRT? It is sometimes claimed that anything that can be done with smokeless in 

harm reduction terms could equally be done with NRT – and with virtually no risk.  This view 
misunderstands two crucial differences between NRT and smokeless tobacco.  The first is the 
nicotine delivery profile – smokeless tobacco far more closely matches cigarettes11 and 
therefore can more easily be an acceptable substitute for addicted users.  The NRT nasal spray 
comes close but this is difficult to use and not popular.  There may be other tobacco-related 
sensory effects that are important and not present in NRT.   The success of any harm reduction 
strategy would depend on the numbers of people that made a switch – and that in turn would 
depend on the consumer acceptability of the product.  The second difference is the position of 
smokeless tobacco in a market place: smokeless tobacco would be occupying a different 
cultural space. Switching to smokeless tobacco is not a ‘medical intervention’ rather it is what 
concerned smokers may do as a way of changing their tobacco use.   

 
19. Characterising the two sides of the debate. Many health advocates are uncomfortable with 

the concept that a certain class of tobacco products could play a role in a health strategy and 
fear that such strategies may be divisive.  They characterise the debate as ‘pro-snus’ versus 
‘anti-snus’.   However, there is a substantial body of informed and independent opinion that 
sees the value of harm reduction strategies based on smokeless tobacco.  For them the debate 
is not “pro-snus versus anti-snus” but they would frame it as “a smoker’s right to options for 
harm reduction” versus “health professional’s authoritarian insistence that the only valid choice 
for smokers is to quit or die as an addicted cigarette user” – or to shorten this: “harm reduction” 
versus “quit or die”. In practice there is a spectrum of views about the evidence and how to act 
in the face of uncertainties.  

 
20. Pro- or anti-tobacco industry?  Both sides claim they are taking an anti-tobacco industry 

stance.  The “quit or die” grouping simply asserts that smokeless tobacco is made by the 
tobacco industry.  The “harm reduction” side recognises that the tobacco industry is 
heterogeneous and developing all the time.   They believe that smokeless tobacco is a viable 
competitor to the hegemony of the cigarette makers, that it will disrupt the market and usher in 
new forms of regulations that the biggest tobacco companies will be hard-pressed to satisfy 
with their conventional cigarette designs.   The “harm reduction” grouping sees the “quit or die” 
grouping as unwitting and naïve allies of Big Tobacco – Philip Morris and British American 
Tobacco – cigarette companies that do not make smokeless tobacco. 

 

Regulation of smokeless tobacco in Europe and the legal challenge 
21. Regulation of smokeless tobacco in the EU.  Smokeless tobacco in the European Union is 

now regulated under directive 2001/37/EC12.  This retains provisions originally introduced in 
directive 92/41/EEC.  Under its treaty of accession, Sweden is exempted from this ban and this 
exemption is reflected in the directive as below.   The 2001 directive states: 

Article 2.4. "tobacco for oral use" means all products for oral use, except those 
intended to be smoked or chewed, made wholly or partly of tobacco, in powder or in 
particulate form or in any combination of those forms, particularly those presented in 
sachet portions or porous sachets, or in a form resembling a food product. 

Article 8. Member States shall prohibit the placing on the market of tobacco for oral 
use, without prejudice to [the exemption granted for Sweden]. 

 
22. Legal challenges. This position is now facing two legal challenges – from a German tobacco 

distributor backed by Swedish Match, and by Swedish Match directly through a judicial review 
of the UK government’s implementation of these directives that will be referred to the European 
Court of Justice.  The case made by Swedish Match argues the EU’s actions are unlawful, 
unreasonable, unfair, unjustified, disproportionate and arbitrary, as follows: 

                                                      
11  Holm H, Jarvis MJ, Russell MAH, Feyerabend C. Nicotine intake and dependence in Swedish snuff takers. 

Psychopharmacology 1992;108(4):507-511. 
12  Directive 2001/37/EC Official Journal L 194, 18/07/2001 P. 0026 – 0035 [EURLEX] 
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a) Inadequate legal base because the ban is a public health measure with no single 
market justification; 

b) Total prohibition is disproportionate to achieving single market or public health aims It 
draws on the case of the advertising directive Case C-376/98 in which a complete ban 
was imposed as a single market measure.  The successful defence of 2001/37/EC (see 
Case 491/01) was in part because this regulated but does not prohibit trade; 

c) The ban is arbitrary and discriminatory as it does not include chewing tobacco; 
d) No reasons have been given for the ban and this breaches a general duty in breach of 

Article 253 of the treaty; 
e) The ban violates the company’s property rights under European Convention on Human 

Rights and European Charter of Fundamental Rights of the European Union; 
f) The ban violates the EU treaty provisions on free movement of goods (Article 28/29); 
g) The EU has not considered new scientific evidence.  

 
23. Has Swedish Match got a case? We believe the regulation of smokeless tobacco products in 

the European Union is arbitrary and disproportionate, and impossible to justify as a single 
market measure or a health measure. The current regulation is absurd, as it applies a complete 
ban to oral tobacco products that are sucked, but no ban or even regulation to oral tobacco 
products that are chewed.  Only meaningless regulation is applied to smoked tobacco as long 
as they are cigarettes, and no regulation to cigars or hand-rolling tobacco. It is impossible to 
justify the logic applying polar extremes of regulation to different products depending on what 
the user does with it once it is placed in the mouth (no regulation if you chew, complete ban if 
you suck).  It is arbitrary and disproportionate because it does not prohibit cigarettes, which are 
substantially more toxic (at least 10 times more toxic) than snus.    

 
24. Burden of proof regarding health claims. Although we make a case based on public health 

benefits above, showing a positive public health impact beyond reasonable doubt would not be 
the issue in the ECJ.  The burden of proof would be on the EU to show that there was a case 
for a ban by showing an additional health impact. The directive 2001/37/EC also acknowledges 
a lower risk for smokeless tobacco products by requiring weaker warnings than for cigarettes 
(Article 5.4 of 2001/37/EC), in those situations where smokeless tobacco is permitted in the EU 
and a weaker warning than was required in the previous directive. 

 
25. What would happen instead of a ban?  We believe that the ban should be replaced by 

regulation.  This is an opportunity to shape the smokeless tobacco market and ensure that if 
such products are used, they are placed on the market with a high level of protection for human 
health and the consumer and to ensure that the worst products are either removed from the 
market or do not come in.  Regulation should apply to all smokeless tobacco, including chewing 
tobaccos that are currently allowed on the market unregulated.  It could also apply to the 
tobacco intended for smoking.  The highly toxic chewing tobaccos available in India are actually 
permitted in the EU at present, whereas much less dangerous products are like snus are 
banned.  A rational regulatory approach would reverse this situation, and effectively ban the 
most toxic smokeless tobacco products.    

 
26. What regulatory standards could be used? A regulatory approach could involve setting 

maximum standards for a range of target toxins implicated in the main tobacco-related 
diseases.   The Canadian government has introduced legislation implementing a measuring 
and disclosure regime for all tobacco products13, including smokeless, and this requires 
extensive testing of tobacco product constituents.  The methodologies available for measuring 
tobacco constituents are appended to this paper at Annex 1.  Note that these measurements 
are also required for smoking tobacco as well as smokeless tobacco. Such standards could be 
adapted for Europe by the European Committee for Standardisation (CEN - Comité Européen 
de Normalisation) and used in EU regulation.  

 
27. Other standards issues. Other approaches to a standard might relate the proportion of toxins 

to the quantity of active drug nicotine and might also regulate additives.  Some of the 
contaminants also change with age of the product – and shelf-life restrictions might be also 

                                                      
13  Health Canada.  Tobacco Reporting Regulations. June 2000.  [Health Canada] 
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imposed.  It would require products to be tested to an agreed methodology.  In addition, it 
would be necessary for health claims to be subject to some sort of official scrutiny and backed 
by evidence - or for EU-approved information to be specified for packaging.  Such standards 
could also be applied to smoking tobacco – cigarettes, cigars, pipe and hand-rolling tobacco – 
on the basis that there is no reason to allow tobacco to be placed on the market that is more 
toxic simply because the intention is to burn and multiply the toxicity considerably.  

 
28. Example of a standard. Voluntary, market-based, toxicity standards do exist. For example, 

this is the Gothiatek standard (used by Swedish Match – see table)14  
 

Toxin Limit 
Nitrite  
TSNA   
NDMA  
BaP  
Cadmium  
Lead 
Arsenic  
Nickel  
Chromium   

3.5 mg/kg 
5 mg/kg 
5 ug/kg 
10 ug/kg 
0.5 mg/kg 
1.0 mg/kg 
0.25 mg/kg 
2.25 mg/kg 
1.5 mg/kg 

ug = microgram or 10-6g.  mg/kg ~ parts per 
million (ppm). ug/kg is equivalent to parts per 
billion (ppb). Limits based on 50% water content - 
double the limits for dry weight equivalents.  

 
29. Impact of regulation. The Gothiatek standard is quite exacting, and would rule out most 

products on the market – it might be possible to taper its introduction to allow time for 
adjustment of growing, manufacturing and curing processes.    If this standard were applied to 
all smokeless tobacco products, it would certainly take more tobacco products off the market in 
the EU than it allows on.  Many of these products have high levels of TSNA, but are not 
regulated or tested at all – simply (and absurdly) because they are intended to be chewed.  If 
applied to smoking tobacco too, it could cause disruption for the cigarette industry, and begin 
reducing toxins in all tobacco.   

 
30. Problems of regulation.  The main problems with regulation would be the burdens of testing 

and verification.  However, these should fall on manufacturers – as is the case with cigarettes.  
For small manufacturers, for example firms exporting from the Indian sub-continent, the 
application of any standards would be a barrier to trade, but one that could be justified on 
health grounds.   There is a problem with an absence of ISO standards for measuring toxic 
constituents for smokeless tobacco, though the measuring techniques are simple and readily 
available.  However, measuring standards do exist for the main toxic constituents in tobacco 
and are in use in Canada – see Annex 1.  

 
31. European Commission review of policy will happen anyway. The Commission is required 

to revisit policy on smokeless tobacco in its review of the effectiveness of 2001/37/EC under 
article 11 of that directive.  The Commission is required to review the directive “in the light of 
developments in scientific and technical knowledge” with special heed to several important 
regulatory issues which include: 

 
- tobacco products which may have the potential to reduce harm  
- development of standards concerning products other than cigarettes... 

 
Furthermore, the Commission should take proper scientific advice so that it can produce 
evidence based proposals: 
 

…the Commission shall be assisted by scientific and technical experts in order to have 
all the necessary information available   

 
The review should also include legislative proposals as necessary.  

                                                      
14  See www.gothiatek.com - the full standard available here [Gothiatek].   
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That report shall be accompanied by any proposals for amendments to this Directive 
which the Commission deems necessary to adapt it to developments in the field of 
tobacco products…  

 
32. Is the European Union’s current position based on scientific advice?  To our knowledge, 

the EU did not revisit the scientific advice for Article 8 the 2001 directive – though much new 
data had become available.  The Commission relied on advice from its Cancer Experts 
Committee to underpin much of the 2001 directive, but this committee did not give a view on 
smokeless tobacco15.  This is important because the ECJ does not usually see its role as 
judging scientific advice, but if there is no scientific argument backing the ban then it will prove 
less of an obstacle to Swedish Match in the ECJ.  Part of its case is that the EU provided no 
reasons for its ban and the recitals to the 2001 directive simply refer to the existing practice.  In 
support of its case, it is quite possible that Swedish Match could call witnesses from the 
tobacco control community.   

 
33. Next steps – begin the review.  It would make sense to expedite the review under Article 11 

as it applies to smokeless tobacco and convene the necessary experts to give advice.  The 
Commission can either conclude that the policy is sound, in which case it will have built its 
evidence base for defending the action in the European Court of Justice, if it proceeds to a full 
hearing.  It could also decide that its policy needs to change, in which case it could introduce a 
legislative proposal.   That may avoid a potentially wasteful legal process and is more likely to 
create a policy that works for public health.  An adverse ECJ ruling may also establish 
principles that constrain the Commission and limit its options for regulation of smokeless 
tobacco.  The Commission (and member states) will have to do the work to defend the case in 
the ECJ anyway, and we believe that longer-term policy on smokeless tobacco will be formed 
during this period rather than in whatever formal consultation process is established for the 
review under Article 11 – probably in 2004. 

 
34. Public health community. We hope that this paper will stimulate debate and thinking within 

the public health community and that over time we can come to a consensus on the way ahead. 
We urge a thorough examination of the evidence and arguments, and a determined focus on 
reducing disease.  This is both a scientific and ethical issue and where there is uncertainty we 
are obliged to use judgement informed by evidence.  Though there is an understandable 
reluctance to see any kind of ban reversed, it is important that we give primacy to the health of 
smokers, many in difficult circumstances and heavily addicted to nicotine, and this may involve 
us in some uncomfortable choices.  All the authors of this statement approach the subject with 
an open mind and are receptive to any arguments and evidence – we hope others will take a 
similar approach.    

Conclusion 
35. Benefits of proposed approach. We support the replacement of the ban on oral tobacco with 

an approach that regulates the toxicity of all smokeless (and smoking) tobacco products. Our 
approach has the following advantages: 
a) It would create a legally defensible, fair and rational policy – in which public health is given 

primacy consistent within the framework of EU law. 
b) It could create public health benefits through smoking cessation and smoking substitution. 
c) It gives smokers an extra strategy for controlling their risk and eliminating ETS risk, and 

thereby respects their consumer and human rights. 
d) It would apply toxicity controls to the currently unregulated chewing products such as 

gutkha and paan available in the European Union and currently unregulated. 
e) It could have benefits beyond Europe if a good regulatory model is developed for 

controlling toxicity of smokeless tobacco – for example by establishing regulatory norms in 
the WHO Framework Convention on Tobacco Control. 

f) It opens the dominant cigarette makers to competition from tobacco products that do far 
less harm. 

                                                      
15  Europe Against Cancer Programme High Level Cancer Experts Committee Consensus Conference on Tobacco 

Helsinki, 2 October 1996 [Europa] 



 11 

 

Annex 1. Canadian standards for testing tobacco constituents 
 

SCHEDULE 1 
(Section 1 and subsection 12(3)) 

OFFICIAL METHODS FOR THE COLLECTION OF DATA ON CONSTITUENTS 
 

Item Constituent Official Method 

   

1. (a) Nicotine          (b) Nornicotine  
(c) Anabasine       (d) Myosmine 
(e) Anatabine 

Official Method T-301, Determination of 
Alkaloids in Whole Tobacco 

2. Ammonia Official Method T-302, Determination of 
Ammonia in Whole Tobacco 

3. (a) Glycerol          b) Propylene glycol 
(c) Triethylene glycol 

Official Method T-304, Determination of 
Humectants in Whole Tobacco 

4. (a) Nickel             (b) Lead 
(c) Cadmium        (d) Chromium 
(e) Arsenic            (f) Selenium 
(g) Mercury 

Official Method T-306, Determination of Ni, Pb, 
Cd, Cr, As, Se and Hg in Whole Tobacco 

5. Benzo[a]pyrene Official Method T-307, Determination of 
Benzo[a]pyrene in Whole Tobacco 

6. Nitrate Official Method T-308, Determination of Nitrate 
from Whole  

7. (a) N-nitrosonornicotine 
(b) 4-(N-nitrosomethylamino)-l-(3-pyridyl)-1-
butanone 
(c) N-nitrosoanatabine  
(d) N-nitrosoanabasine 

Official Method T-309, Determination of 
Nitrosamines in Whole Tobacco 

8. Triacetin Official Method T-311, Determination of 
Triacetin in Whole Tobacco 

9. Sodium propionate Official Method T-312, Determination of 
Sodium Propionate in Whole Tobacco 

10. Sorbic acid Official Method T-313, Determination of Sorbic 
Acid in Whole Tobacco 

11. Eugenol 
[2- Methoxy-4-(2-propenyl)-phenol] 

Official Method T-314, Determination of 
Eugenol in Whole Tobacco 

 



 
 

Tab I 
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Scientific Advisory Committee on
Tobacco Products Regulation

Recommendation on Smokeless Tobacco Products

Background

Smokeless tobacco use is a significant part of the overall world tobacco problem.
Smokeless tobacco products are tobacco products without combustion or pyrolysis at the
time of use.  The prevalence of use is relatively high in many countries especially in
South Asia (1).  There is a great diversity of smokeless tobacco products and smokeless
tobacco use patterns across the globe (1, 2).  Oral use is by far the most common
behaviour.  Nasal use is very rare.

Different smokeless tobacco products have a range of health hazards that differ in
magnitude.  Many of the products have not been studied for ingredients and health
effects.

Many studies of health risks did not classify smokeless tobacco by specific product
characteristics.  Many of the tobacco products include multiple ingredients.  Most human
studies have been case-control studies, although there is some evidence about health
risks from a few cohort studies (3, 4, 5).

Health effects that have been studied to date are: oral cancer, other cancers, oral diseases
(dental caries, gingival recession, tooth attrition, oral mucosal lesions), cardiovascular
risk factors and disease, diabetes, reproductive health effects, and overall mortality.

There is conclusive evidence that certain smokeless tobacco products increase risk of
oral cancer, specifically betel quid with tobacco, tobacco with lime, and other tobacco
mixtures in South Asia, and smokeless tobacco in the United States (4).  The few
available studies on certain other smokeless tobacco products, such as toombak in Sudan
and other African countries (6), shammah in Saudi Arabia (7, 8), nass and nasswar in
Central Asia republics indicate their use increases oral cancer risk (9).  Evidence for
associations between smokeless tobacco use and other cancers is inconclusive (10).

There are several studies that do not demonstrate a significantly increased risk of oral
cancer, possibly due to design problems or lack of power (11, 12, 13).  Two studies from
Sweden that were well-designed and controlled for smoking showed no association
between smokeless tobacco use overall, specifically ever use of snus, and oral cancer
(14, 15).  However, an increased risk was observed in one study among those who used
only smokeless tobacco (14).  In both studies ex-users of smokeless tobacco had
increased risks, but the increased risk estimates did not reach statistical significance.

There are a few cohort studies from India that demonstrate significant excess all
cause mortality among smokeless tobacco users (16, 17) whereas one from the U.S. does
not (18).
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The few studies of cardiovascular disease provide conflicting findings (19, 20, 21, 22).

One study from Sweden reported that smokeless tobacco use was associated with
presence of diabetes and increased insulin resistance (23).

Several studies of smokeless tobacco use by pregnant women in India demonstrate
adverse reproductive outcomes, especially low birth weight (24, 25, 26, 27, 28).

There is strong evidence that smokeless tobacco use leads to oral mucosal lesions (29),
including oral pre-cancerous lesions, and gingival recession (30).

Most smokeless tobacco products have constituents that are known to be hazardous, such
as tobacco-specific nitrosamines, cadmium, and nicotine (31, 32, 33, 34). Products
which have not been studied or products for which no hazard has yet been demonstrated
cannot be claimed to be free of harm.  Products with reductions in some hazardous
components, such as nitrosamines, have not been studied adequately for the range of
potential health hazards.

All smokeless tobacco products have nicotine as a major constituent and are potentially
addictive (35).  Persons who experiment with smokeless tobacco often develop a pattern
of regular daily use (35).  Over time, many users increase amounts they consume (36).
Cessation is difficult, as it is for smoking tobacco.  Users of both smokeless and smoking
products find tobacco cessation even more difficult to achieve than those who use only
smokeless tobacco or only smoke (36, 37).  Tobacco manufacturers encourage use of
smokeless tobacco products by smokers on occasions when they are not permitted to
smoke (38) and thereby promote individuals to adopt smokeless tobacco use in
conjunction with continued smoking.

Youth are especially vulnerable to initiating smokeless tobacco use.  In many cultures,
particularly in South East Asia and increasingly in Sweden, smokeless tobacco use is
more socially acceptable than smoking (39), and it is usually easy to practice without
detection.  There is evidence that some advertising of smokeless tobacco products targets
children (40, 41, 42, 43).

Tobacco manufacturers sell “starter” products that are milder or sweeter for initiating
users (44, 45). Smokeless tobacco products are usually cheaper than cigarettes.  At
present smokeless tobacco use is common among youth globally (46).

There is an ongoing debate in the public health community about the potential for
smokeless tobacco, especially snus manufactured in Sweden, to be used as a substitute
for smoking as part of a harm reduction strategy.  This is being advocated by some on
the premise that the range of health conditions potentially caused by smokeless tobacco
is smaller than that caused by smoked tobacco (47, 48).
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There are several reasons that argue against endorsing the use of smokeless tobacco
products for the purpose of harm reduction.  They are as follows:

Benefits have not been demonstrated

• Smokeless tobacco products have not been shown to be more effective smoking
cessation aids than other cessation strategies

• It has not been shown that people substitute smokeless tobacco for smoking or
that they will not relapse to smoking

• Smoking prevalence has not been shown to be decreased by substitution of
smokeless tobacco for smoking

Potential for harm exists

• Promoting smokeless tobacco products may encourage individuals to adopt
smokeless tobacco use in addition to continuing smoking

• Use of smokeless tobacco products has been reported to increase the chances of
subsequent initiation of smoking (49)

• People who may have quit tobacco use altogether will not do so (37)

• Children who might not have started smoking may start smokeless tobacco use

• Health effects from the use of smokeless tobacco products remain unclear, and
the potential for long term harm cannot be ruled out

• All smokeless tobacco products are addictive (35)

The designation of smokeless tobacco products as harm reducing agents may promote a
false perception of safety. A lower risk of adverse health outcomes is achieved by
reducing smoking and not by substituting another form of tobacco use.

Smokeless tobacco products frequently include other ingredients such as areca nut (in
South Asia) and flavouring agents.  They often contain products that affect pH, such as
lime (calcium hydroxide), which in turn alters nicotine absorption (50).  The tobacco
may be fermented, pyrolised, or otherwise processed before use.  Product composition
may change with storage (51, 52, 53).  Products are frequently designed to provide
properties that may affect nicotine absorption, flavour and taste, convenience of use that
may affect health, among other properties (45, 50).

In most countries there is no specific mechanism for regulating smokeless tobacco
products.  Often smokeless tobacco products are not required to carry any health
warnings.  One country (India) has regulated some manufactured smokeless tobacco
products as a food item as they are consumed orally. Smokeless tobacco contains
tobacco but may not be marketed specifically as a tobacco product and may be disguised
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as a consumer product such as toothpaste. There is a potential for regulating smokeless
tobacco products as consumer products under categories such as food supplements,
drugs, and toiletries and cosmetics.

RECOMMENDATIONS

1. Current evidence does not indicate that use of any smokeless tobacco is free of
health risks. Therefore, any such health claim is presently untenable and should
not be permitted.

2. There is no evidence to recommend that any smokeless tobacco product should
be used as part of a harm reduction strategy.  Marketing of smokeless tobacco
products with harm reduction claims should not be permitted unless validated
by an independent regulatory authority on review of evidence to be submitted
by the manufacturer.

3. It is recognized that the currently marketed tobacco products have not been
subjected to adequate regulatory review prior to introduction.  New smokeless
tobacco products should be subjected to review based on procedures applicable
to other consumer products intended for human consumption.

4. In countries where there is no established use of smokeless tobacco products,
the introduction of such products should only be permitted if the manufacturer
satisfies the regulatory requirements for the product category under which the
smokeless tobacco is sought to be registered (for example, as a food, food
supplement, drug, or toiletry and cosmetic).

5. In countries where some smokeless tobacco products are in established use,
new smokeless tobacco product categories should only be permitted if the
manufacturer satisfies the regulatory requirements for the product category
under which the smokeless tobacco is sought to be registered (for example, as a
food, food supplement, drug, or toiletry and cosmetic).

6. The incorporation of non-tobacco ingredients into smokeless tobacco products
may increase the a) appeal of the product by changing the taste, flavour, and
ease of use, b) addictiveness, or c) potential for harm independently or by
interaction with tobacco.  Therefore, such ingredients also need to be regulated.

7. Claims of reduced exposure or reduced harm should be supported by adequate
scientific data provided by the manufacturer who intends to make the claim.
Each type of claim requires a substantive body of evidence and an independent
regulatory body capable of examining the claims to determine whether the
claims are valid.

8. Information on potential adverse health effects should be communicated to
consumers.  For example, health warnings and labelling should reflect the
known adverse health effects of the smokeless tobacco product.
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9. More research should be undertaken to evaluate nicotine and toxin exposures
and health hazards and risks to individuals from use of smokeless tobacco
products, as well as to identify population health effects of changing patterns of
smokeless tobacco and other tobacco use.
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Abstract. Rodu B, Stegmayr B, Nasic S, Asplund K

(University of Alabama at Birmingham, AL, USA

and University Hospital, Umeå, Sweden). Impact of

smokeless tobacco use on smoking in northern

Sweden. J Intern Med 2002; 252: 398–404.

Background and objectives. For many years

Swedish men have had the world’s lowest rates of

smoking and smoking-related mortality. Despite

these facts, a thorough analysis of tobacco use pat-

terns in Sweden has not been performed. The pur-

pose of this study was to examine the prevalence

and interaction of cigarette smoking and use of

Swedish moist snuff (snus) in the population of

northern Sweden.

Design. The study cohort of 2998 men and 3092

women aged 25–64 was derived from the northern

Sweden MONICA study, consisting of population-

based surveys in 1986, 1990, 1994 and 1999.

Detailed information on tobacco use was used to

develop prevalence data, and the prevalence ratio

was used to compare rates amongst various

subgroups.

Results. Amongst men ever-tobacco use was stable

in all survey years at about 65%, but the prevalence

of smoking declined from 23% in 1986 to 14% in

1999, whilst snus use increased from 22% to 30%.

In women the prevalence of smoking was more

stable in the first three surveys (�27%) but was 22%

in 1999, when snus use was 6%. In all years

men showed higher prevalence of ex-smoking than

women. A dominant factor was a history of snus

(PR ¼ 6.18, CI ¼ 4.96–7.70), which was more

prevalent at younger ages.

Conclusions. The recent transition from smoking

to snus use amongst men, and incipiently amongst

women, in northern Sweden is remarkable and

relevant to the global discussion on strategies to

reduce smoking.

Keywords: prevalence rates, smokeless tobacco,

smoking, snus.

Introduction

For the past 100 years cigarette smoking has been

the dominant form of tobacco consumption in

almost all developed countries. One notable excep-

tion is Sweden, where smoking rates amongst men

have been considerably lower than those of com-

parable countries for decades. As a result, Swedish

men had the lowest rates of smoking-related cancers

of the lung, larynx, mouth and bladder in Europe

over the 35-year period from 1955 to 1989 [1]. A

1992 study revealed that Swedish men have the

lowest percentage of deaths related to smoking of all

developed countries [2]. In contrast, smoking pre-

valence amongst women in Sweden is closer to that

of other European countries, and this is reflected in

comparable data for smoking-related illnesses.

Whilst the prevalence of smoking amongst

Swedish men has been historically low, the preval-

ence of oral smokeless tobacco use has been high.

During the past century, Sweden had amongst the

world’s highest per-capita consumption of smokeless

tobacco [3], predominantly in the form of snus,

finely cut nonfermented moist snuff which is placed

inside the upper lip.

Although there is general information about

smoking and snus use in Sweden, a thorough

investigation of tobacco use patterns within a specific

population segment has not been performed previ-

ously. The purpose of this study was to document

Journal of Internal Medicine 2002; 252: 398–404
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tobacco use patterns in the two northern-most

counties of Sweden, the population of which has a

high prevalence of snus use [4].

Methods

This study used a dataset developed for the Northern

Sweden component of the World Health Organiza-

tion Multinational Monitoring of Trends and Deter-

minants in Cardiovascular Diseases (MONICA)

study. Details of sampling and selection have been

published elsewhere [5, 6]. Briefly, the dataset

contains information collected from four separate

population-based surveys conducted in 1986,

1990, 1994, and 1999. Subjects were randomly

selected from population registers, stratified for age

(25–64 years in the first two surveys, 25–74 in the

latter) and gender, in the two most northern

Swedish counties (Norrbotten and Västerbotten;

target population 320 000 in 1999). Survey par-

ticipants completed questionnaires that were

focused on cardiovascular disease risk factors.

In addition to questions regarding cigarette smo-

king on the standard MONICA questionnaire, the

Northern Swedish version included detailed ques-

tions regarding current and historical snus use. We

used the responses from tobacco-related questions

to construct three mutually exclusive categories of

snus use: past, current, or never use; and three

comparable categories of smoking. We further

classified subjects’ tobacco use by cross-tabulating

the three snus use categories with the three smoking

categories (e.g. ex-smokers who were current snus

users). We used survey data on tobacco consump-

tion to calculate mean daily cigarette and snus

consumption amongst subjects in different categor-

ies of current tobacco use.

We classified current smokers as those smoking at

least one cigarette daily; subjects not smoking daily

were nonsmokers. We categorized as current snus

users those subjects who used any amount each day.

We classified as ex-smokers only those subjects who

reported quitting more than 1 month prior to

completing their survey [7]. With regard to the

association of snus use with smoking cessation,

ex-smokers were classified as either those with a

history of snus use (current or ex-snus users) or

those reporting never-use of snus. Ever-use categ-

ories of smoking, snus and all tobacco included both

current and ex-users of these products. Tobacco use

is reported as gender-specific prevalence, and com-

parisons of prevalence rates between two groups of

subjects were measured by the prevalence ratio with

95% confidence interval.

Where appropriate, statistical analysis was per-

formed to assess prevalence trends according to

various characteristics. Mantel–Haenszel chi-square

test and testing interaction through a logistic

regression model were used for this purpose. Age,

education, marital status, and location of residence

were studied as possible demographic or lifestyle

characteristics influencing tobacco use status. Sub-

jects were classified with regard to the highest level

of education achieved within the Swedish educa-

tion system: primary (9 years), secondary (12–

14 years) and university (15+ years). Subjects were

classified as single (which included never-married,

divorced, separated and widowed) or married/

cohabitant (given equal status under Swedish

law). Subjects’ location of residence was classified

with respect to population size: communities with

a population of 1000 or less (rural), those with a

population of 1001–15 000 (small village), and

those with over 15 000 residents (large village

or city).

This study was approved by institutional review

boards at Umeå University and the University of

Alabama at Birmingham.

Results

The MONICA database from which this study is

derived consists of 3030 men and 3137 women

aged 25–64 years. Of these, 32 men (1.1%) and 45

women (1.4%) were missing information related to

tobacco use and were excluded from the analysis.

The final study population consisted of 2998 men

(mean age ¼ 45.5 years) and 3092 women (mean

age ¼ 45.0 years). Of the 6090 subjects, 1583

participated in the 1986 survey, 1561 in 1990,

1531 in 1994, and 1415 in 1999. Men accounted

for 51.0% of the cohort in 1986, 49.1% in 1990,

48.7% in 1994, and 47.8% in 1999.

Figure 1 provides information on the prevalence

of mutually exclusive categories of current tobacco

use amongst the entire population, by gender and

survey year. Overall prevalence of current tobacco

use amongst men was stable at about 40%, but

there were substantial differences amongst tobacco

subtypes. The prevalence of exclusive smoking (no

� 2002 Blackwell Science Ltd Journal of Internal Medicine 252: 398–404
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prior or concurrent snus use) amongst men was

15% in 1986 but only 7% in 1999 whilst the

prevalence of exclusive snus use (no prior or

concurrent smoking) was 9% and 13%, respect-

ively. The prevalence of current snus use/ex-

smoking was higher than that of exclusive snus

use in 1994 (12% vs. 8%) and in 1999 (14% vs.

13%). Combined use (snus + smoking) was stable

(3–5%), as was ex-snus use/current smoking

(2–4%). Amongst women the dominant form of

current tobacco use was exclusive smoking (27% in

1986, 20% in 1999), although the prevalence of

snus use was 6% in 1999. In that year 4% of

women were current snus users who were

ex-smokers whilst 2% reported of exclusive snus

use.

Figure 2 shows the prevalence of exclusive snus

use (past or current), ex-smoking, and current-

smoking amongst the entire population by gender

for each of the survey years. Ever-tobacco use (the

entire column for each year) was relatively stable in

both men (�65%) and women (45–55%). In men

exclusive use of snus accounted for about one-quarter

of ever-tobacco use, whilst in women smoking was

the dominant form of tobacco consumption. The

prevalence of ever-smoking (ex-smoking + current

Fig. 1 Prevalence of current

tobacco use (mutually exclusive

categories) amongst the general

population, men and women aged

25–64, by survey year.

Fig. 2 Prevalence of ever tobacco

use amongst the general popula-

tion, men and women aged 25–64,

by survey year.

� 2002 Blackwell Science Ltd Journal of Internal Medicine 252: 398–404
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smoking) amongst men was about 50%, but the

prevalence of current smoking was 23% in 1986 and

1990, 19% in 1994 and only 14% in 1999.

Figure 3 shows the prevalence of ex-smoking

(amongst ever smokers) subclassified according to

a history of snus use, by gender. The overall

prevalence of ex-smoking was much higher amongst

men than amongst women. However, if a history of

snus use is excluded, women had a higher preval-

ence of ex-smoking in all years. In men the

prevalence of ex-smoking without a history of snus

use was 27% in 1986 and lower in later survey

years, whilst ex-smoking with a snus history was

30% in 1986 and was higher in each successive

year. In women the prevalence of ex-smoking with a

history of snus use was only 2% in 1986 but was

11% in 1999.

Amongst men there was a distinct trend of higher

prevalence of ex-smoking with increasing age

(P < 0.001). Men showed consistently higher

prevalence of ex-smoking than women with respect

to all ages, education levels, categories of marital

status and survey years. In 1986 the male/female

prevalence ratio of ex-smoking was 1.44 (95% CI

1.23–1.68) and in 1999 it was 1.27 (1.13–1.43).

Although the PR was smaller in the more recent

survey years, the trend was not significant. A

history of snus use was a strong factor in the higher

prevalence of ex-smoking in men compared with

women (PR ¼ 6.18, CI ¼ 4.96–7.70).

Table 1 compares the demographic characteristics

of male ex-smokers with and without a history of

snus use. Ex-smokers with a history of snus use were

more likely to be younger (P < 0.001). They were

slightly more likely to have completed primary or

secondary school versus university (P ¼ 0.038) and

to be single, although the latter did not reach

statistical significance. In addition, there was a

strong trend of increased ex-smoking with a snus

history in more recent survey years (P ¼ 0.006).

There was no difference in location of residence

between ex-smokers with and without a history of

snus (P ¼ 0.225).

There were statistically significant differences in

mean daily tobacco consumption between men who

were combined users (snus + cigarettes) and those

who were exclusive users (snus or cigarettes only).

Regarding exclusive snus use, average daily con-

sumption was 0.41 packages (SD ± 0.25) amongst

ex-smokers and 0.44 packages (±0.27) amongst

never smokers. In comparison, combined users

consumed 0.25 packages (±0.20) of snus daily,

about 40% less. With regard to smoking, ex-snus

users averaged 15.1 cigarettes daily (±7.52) and

never users of snus smoked 16.0 cigarettes (±7.98).

In comparison, combined users smoked an aver-

age of 10.8 cigarettes daily (±6.16), about 30%

fewer.

Discussion

The major finding in this study is that the preval-

ence of smoking amongst men in northern Sweden

was very low, falling from 23% in 1986 to 14% in

1999. These rates are several percentage points

lower than those reported in national surveys

Fig. 3 Prevalence of ex-smoking

amongst ever smokers, men and

women aged 25–64, according to a

history of snus use, by survey year.
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[8–10], which is even more remarkable as Swedish

men enjoy the lowest smoking prevalence in Europe

[11]. Unfortunately, low smoking rates are limited to

men, as the women in our study had prevalence

rates very similar to those of other European

countries [11]. In fact, women in this cohort had

higher smoking prevalence than men in all survey

years, an inversion of the pattern in virtually every

other society in the world.

Whilst smoking prevalence amongst men in this

study was low, the prevalence of snus use was very

high and was the dominant factor in the higher

prevalence of ex-smoking amongst men compared

with women (prevalence ratio 6.18, 95% CI 4.96–

7.70). A comparison of demographic factors between

male ex-smokers with and without a snus history

revealed some interesting findings. First, there was a

trend of ex-smoking with snus use at younger ages

(P < 0.001), when smoking cessation affords greater

benefits to health. This was in distinct contrast to

overall prevalence of ex-smoking amongst men,

which was more common at older ages. Second,

there were only small and insignificant differences in

education, marital status or location of residence

amongst ex-smokers with and without a snus

history. In the United States, a country with a

tradition of smokeless tobacco use and in which

comparable usage data is available, prevalence is

strongly correlated with lower educational status

and residence in rural areas [12].

The unique trend in tobacco use in northern

Sweden emerges more fully when additional com-

parisons are made with American statistics [13–15].

For example, in 1990 the quit ratio (prevalence of

ex-smokers divided by prevalence of ever smok-

ers · 100 [16]) amongst men in our study was

55%, compared with 53% of American men. How-

ever, in 1999 the quit ratio amongst men in

No. with snus

history (%)

No. without snus

history (%) All

Prevalence ratio

(with/ without snus) (95% CI)

Age

25–34 83 (75) 28 (25) 111 2.96 (2.11–4.16)

35–44 153 (71) 63 (29) 216 2.43 (1.94–3.04)

45–54 161 (58) 119 (43) 280 1.35 (1.14–1.60)

55–64 130 (43) 171 (57) 301 0.76 (0.64–0.89)

Trenda P < 0.001

Educationb

Primary 203 (56) 158 (44) 361 1.28 (1.11–1.49)

Secondary 258 (63) 154 (37) 412 1.68 (1.45–1.94)

University 60 (50) 61 (50) 121 0.98 (0.76–1.27)

Primary + Secondary P ¼ 0.038

versus University

Marital statusc

Single 83 (64) 46 (36) 129 1.80 (1.38–2.35)

Married 443 (57) 334 (43) 777 1.33 (1.20–1.47)

Year

1986 128 (53) 114 (47) 242 1.12 (0.94–1.34)

1990 118 (56) 93 (44) 211 1.27 (1.05–1.54)

1994 136 (58) 98 (42) 234 1.39 (1.15–1.67)

1999 145 (66) 76 (34) 221 1.91 (1.55–2.34)

Trendd P ¼ 0.006

Locatione

<1000 131 (56) 104 (44) 235 1.26 (1.05–1.51)

1,001–15 000 142 (58) 104 (42) 246 1.37 (1.14–1.64)

>15 000 252 (59) 172 (41) 424 1.47 (1.27–1.68)

Trend P ¼ 0.225

aTrend of decreasing prevalence of ex-smoking with history of snus use as age increases. bExcludes

six men in the first column and eight in the second for whom there were incomplete data. cExcludes

one man in each column for which there were incomplete data. dTrend of increasing prevalence of

ex-smoking with snus use in more recent surveys. ePopulation of location of residence. Excludes two

men in the first column and one in the second for whom there were incomplete data.

Table 1 Prevalence (amongst

ex-smokers) of men with (n ¼ 527)

and without a history of snus use

(n ¼ 381), by age, education,

marital status, survey year and

location of residence
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northern Sweden was 70%, whilst the figure for

American men was only 52%. The trend amongst

women was similar. In 1990 the quit ratio amongst

women in our study was 39%, compared with 47%

of American women. In 1999 the Swedish figure

was 55%, whilst the American ratio was 46%.

In addition to increasing cessation rates, it is

possible that snus use influenced smoking preval-

ence amongst men by reducing smoking initiation.

First, in 1990 rates of ever tobacco use amongst

men in our study were similar to those of American

men (67% and 65%, respectively). In our study 17%

of men were ever (exclusive) users of snus, whilst the

comparable figure for American men was 6%. But

only 50% of men in this cohort were ever smokers,

compared with 59% of men in the US. Thus, whilst

prevalence of ever tobacco use was similar for both

populations, prevalence of ever smoking amongst

men in northern Sweden was substantially lower

than that amongst American men. In contrast, in

1990 the prevalence of ever-smoking amongst

women was 43% in northern Sweden and 42%

amongst American women, with very little use of

smokeless tobacco (2% and <1%, respectively).

With the high prevalence of snus use amongst

men, there is the possibility that a transition from

snus use to smoking could also occur. We could not

examine usage patterns amongst persons younger

than 25 years of age, but our results do not

indicate that snus use played a prominent role in

smoking initiation in this adult population. For

example, in this study the 1999 male cohort had

the highest prevalence of current snus use (30%)

and the lowest prevalence of ever-smoking (47%).

The prevalence of smoking/ex-snus use was low

in all survey years (2–4%), and combined users

were infrequent (3–5%). So, the evidence suggests

that amongst adult men in northern Sweden the

dominant transition is from smoking to snus, not

vice versa.

The major strengths of this study are the relative

homogeneity of the population and the standardized

data collection in all MONICA surveys [17]. In

addition, multiple questions on tobacco use permit-

ted accurate definitions of current and former

smokers. A general limitation of prevalence data is

that tobacco use is self reported [7]. However, in the

1990 survey tobacco use status, validated by

nicotine and cotinine levels, was found to be highly

reliable in this cohort [18].

Recent epidemiologic studies have shown that

Swedish snus is not associated with oral cancer [19,

20] or other smoking-related cancers. Furthermore,

snus does not appear to be a strong risk factor for

cardiovascular diseases [4, 21]. Thus, the balance of

tobacco use in northern Sweden amongst men – and

perhaps incipiently amongst women – may confer

substantial health advantages compared with

smoking-dominated societies.
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Smokers have a right to be informed of significant
harm reduction options
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Public health policy needs to be assessed for effects on human rights as well as public health. Although
promoting harm reduction products to cigarette smokers might lead to greater total public health harm, if the
products become too popular, human rights issues also need to be considered. Avoiding, or objecting to, the fair
presentation of information on effective harm reduction products to smokers to allow them to make an
informed choice to reduce health risk can represent a violation of a human right – the right to information. The
necessary conditions are not met for protecting public health by restricting information on certain risk
reduction products. As examples, based on current evidence, smokers have a right to information on snus
(Swedish moist snuff) and medicinal nicotine as harm reduction options that would reduce substantially the risk
of death to individuals. Smokers also have a right to truthful information about lower-tar cigarettes that have
been erroneously promoted as risk reducing.

Introduction

Two recent, major publications have helped shape
consideration of pharmaceutical or tobacco products for
reducing harm to cigarette smokers who are unwilling to
cease nicotine use completely. The first book resulted
from an international workshop funded by the Robert
Wood Johnson Foundation, the American Society of
Addiction Medicine, and the Addiction Research Foun-
dation (Ferrence, Slade, Room, & Pope, 2000), and the
second book was the result of an expert committee
convened by the prestigious Institute of Medicine of the
National Academy of Sciences and partially funded by
the U.S. Food and Drug Administration (Stratton, Shetty,
Wallace, & Bondurant, 2001). In nicotine-related public
health policy, there has been a desire to avoid promotion
of harm reduction products that, while reducing toxicity
to individual users, might increase public health harm
because of increased numbers of users.

Ferrence et al. (2000) noted one of the important
questions: ‘Would there be a net benefit to society if
novel products reduced risk but increased use?’ Later in
the book, Henningfield and Fant (2000) indicated that, in
evaluating a harm reduction product, it is important to
include ‘the potential immediate and long-term health
effects at the population level’ (p. 240). A later chapter
urged that a key question in evaluating harm reduction
products is whether the product ‘ends up reducing harm
for the population as a whole’ (Reuter, 2000, p. 337). The
Institute of Medicine report (Stratton et al., 2001)
assessed the science base for tobacco harm reduction.
Before endorsing any product, the committee wanted to
see evidence on increase in harm ‘to the population from
encouraging initiation or continuation of smoking’. The
Executive Summary had as its final conclusion, ‘Conclu-
sion 6. The public health impact of PREPs [Potential
Reduced Exposure Products] is unknown. They are
potentially beneficial, but the net impact on public health
could, in fact, be negative’ (p. 6).

The principle of protecting the health of the public has
been offered, then, as one guiding principle in the
development of harm reduction products; but these major
works (Ferrence et al., 2000; Stratton et al., 2001) offer
no consideration of another established principle: the
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human right of individuals to receive information
relevant to their health and their health choices. The right
to information derives from the principle of respect for
autonomy. (The principle of autonomy is also the source
of the requirement for informed consent for individuals
who take part in research.) If people are deprived of
information relevant to their health, they will necessarily
be deprived of choices that might protect their health
(Freedman, 1999). In a tradition deriving from the
Nuremberg Code (1949) and the United Nations Univer-
sal Declaration of Human Rights (1948), the American
Public Health Association concluded, ‘Human rights
must not be sacrificed to achieve public health goals,
except in extraordinary circumstances, in accordance
with internationally recognized standards’ (Bird, 2001).
Assessments need to be made if a public health goal
justifies restrictions on human rights (Gostin & Mann,
1999).

The present commentary asserts that (a) snus (Swedish
moist snuff) and medicinal nicotine, based on present
evidence, make dramatic reductions in health risks to
individual smokers; (b) there is an established right to
information that affects health; and (c) the potential
public health harm is not clear and convincing enough to
justify suspension of advice about reduced risks to
individuals from these products. Other possible issues
involved with reluctance to promote known harm
reduction products will be discussed briefly. These
include (a) concern that addicts are impaired in making
free choices, (b) belief that no harm reduction products
of any kind are warranted, (c) refusal to advise at all in
the absence of strong governmental regulation, and (d)
preference to let the industry solely promote its own
products.

Two significant harm reduction products for
individuals who smoke cigarettes

This commentary is not the place for a detailed review of
harm reduction products; for that, see the Institute of
Medicine report (Stratton et al., 2001). The Institute of
Medicine report avoided recommendations about harm
reduction products, declared every product as a ‘poten-
tial’ harm reduction product, and proposed an elaborate,
extensive scheme for assessment (based on toxicology,
epidemiology, as well as proper governmental regula-
tion). Though such assessment is desirable, the feasi-
bility or practicability of the Institute of Medicine report
is far from clear. It is sufficient in this commentary to
establish that a product lowers risks substantially to
individuals. While further research is needed, the
toxicology and epidemiology of smokeless products and
medicinal nicotine are well enough understood at present
to be confident that these products are substantially less
dangerous than cigarettes. For purposes of this argument,
it is unnecessary to establish a precise estimate of risk
and unnecessary to show that the product is absolutely
‘safe.’ This commentary focuses on two types of
products to illustrate, snus and medicinal nicotine.

Snus reduces tobacco harm dramatically in compar-
ison to cigarettes (Ramström, 2000; Henningfield &
Fagerström, 2001). Rodu and Cole (1994, 1999) have
presented evidence for substantial harm reduction from
smokeless tobacco in general. Since about half of
cigarette deaths arise from lung cancer and respiratory
disease (English et al. 1995; Peto, Lopez, Boreham,
Thun, & Heath, 1994) and since smokeless products are
not otherwise more dangerous than cigarettes, smoke-
less tobacco products can be estimated to reduce
mortality by at least half, because they do not cause
lung cancer or respiratory disease. Snus is lower than
other moist snuffs in known toxins (N-nitrosamines and
polynuclear aromatic hydrocarbons) (see Ramström,
2000). There has been concern about smokeless
tobacco and oral cancer. Noting the high rate of snus
use in Sweden and citing five studies, the Institute of
Medicine report stated, ‘[T]he use of snus in Sweden
has generally not been associated with oral cavity
cancer’ (p. 428). The Institute of Medicine report also
indicated, ‘In a large population-based study looking at
risk factors for squamous cancer of the head and neck,
Lewin et al. (1998) found no increased risk with the
use of Swedish snuff’ (p. 301). There also are no
secondhand smoke or fire risks from snus. The findings
are mixed on whether snus contributes to cardiovas-
cular disease (Ramström, 2000; Henningfield & Fager-
ström, 2001; Rodu & Cole, 1999). Snus is not safe, but,
on the basis of toxicological principles (no smoke
toxins from smoke exposure to the lungs) and current
epidemiological knowledge, snus is significantly less
dangerous to individual users than cigarettes.

Medicinal nicotine products (nicotine replacement
therapies) such as gum, patch, nasal spray, and inhaler
also are likely to be much less dangerous than cigarettes
(Kozlowski, Strasser, Giovino, Erickson, & Terza, 2001).
They deliver no smoke or tobacco toxins (except
nicotine) to the user. Medicinal nicotine products have
been judged to be so low in risk that some of the varieties
are available as non-prescription pharmaceuticals in
many countries around the world, including Australia,
Austria, Brazil, Canada, Denmark, France, Spain, Swe-
den, Taiwan, and the United States (Corrao, Guindon,
Sharma, & Shokoohi, 2000). On current epidemiological
evidence, these products appear to reduce risk in
comparison with cigarettes by close to 100% (Kozlow-
ski, Strasser, Giovino et al., 2001). They have been
demonstrated to carry little to no excess cardiovascular
risk (Kimmel et al., 2001; Benowitz, & Gourlay, 1997),
even in heart patients (Rennard, Daughton, & Windle,
1998), and no risks of oral cancer, lung cancer, or
respiratory disease (Greenland et al., 1998). As much as
five years use of medicinal nicotine in the Lung Health
Study (Murray & Daniels, 1998) was unrelated to
cardiovascular disease or other serious health effects.
While greater, longer-term use of medicinal nicotine
might reveal some increased to risk to health, it is not
plausible to expect that such risks would ever come close
to the dangers of cigarettes.
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The Institute of Medicine report itself shows guarded
support for this position: ‘The committee also concludes
that for persons addicted to nicotine, a nicotine-
containing drug product is preferable to a cigarette or
other tobacco-containing product as a chronic source of
nicotine’ (p. 227). The very next sentence in the report
goes on, not to encourage such use, but rather to
encourage that the Food and Drug Administration look
into the matter: ‘The FDA should therefore be prepared
to consider the chronic administration of nicotine
products as a reasonable exposure reduction strategy,
again, if supported by valid clinical data’ (p. 227).

Snus and medicinal nicotine are not safe or completely
without risk. Both snus and medicinal nicotine may
cause reproductive health problems and should be
avoided during pregnancy, but these problems should
still likely be less than for cigarettes (Benowitz, 1998;
Stratton et al., 2001). Medicinal nicotine probably is
somewhat less dangerous than snus, because medicinal
nicotine lacks some of the tobacco toxins still present in
snus, and because medicinal nicotine gives clearer
evidence of low cardiovascular risk. However, for the
present argument, it is not important to compare snus
with medicinal nicotine, but it is critical to establish each
as significantly less dangerous than cigarettes.

There are supposed harm reduction products that have
been proved to not reduce harm to individuals. The
lower-tar cigarette appears to not reduce toxic smoke
delivered to smokers (Jarvis et al., 2001; Kozlowski &
O’Connor, 2000; Kozlowski & O’Connor, 2001;
National Cancer Institute, 1996; Benowitz et al. 1983) or
mortality (Burns, Major, Shanks, & Thun, 2001). Newer
cigarette-like products (Eclipse and Accord) at best make
smaller changes in the product (smaller than snus or
medicinal nicotine in comparison to cigarettes), and
likely make concomitantly small changes, if any, in risk.
Careful testing such as prescribed by the Institute of
Medicine report would be needed to establish the
magnitude, if any, of risk reduction from the products.

The human right to health-relevant information
rises out of the principle of autonomy

Several ethical traditions (legal, medical, and public
health) lead to a view that there is a human right to fair
information relevant to health care. All traditions depend
upon the principle of individual autonomy. Beauchamp
and Childress (1994) argue that both Emmanuel Kant
and John Stuart Mill helped establish the philosophical
basis for valuing an individual’s self worth and the
individual’s rights to determine goals. The Nuremberg
Code (1949) and the United Nations Universal Declara-
tion of Human Rights (1948) acknowledge a basic
human right of autonomy. Legal traditions have also
helped shape expectations about patient autonomy and
patient rights to be informed of and consent to medical
treatment (Wear, 1998). McCullough and Wear (1985)
described a ‘new ethos of patient autonomy’ that has
arisen in the face of benevolent but paternalistic (‘doctor

knows best’) practices. Increasing governmental regula-
tions on formal informed consent procedures and
research have influenced the modern context in which
patients deal with health care (Wear, 1998).

Public health ethics overlap with biomedical ethics but
also have some distinctive emphases (Mann, 1999).
Working in the public health field of family planning
information, which can involve both one-on-one clinical
encounters as well as diverse social sources of informa-
tion, Freedman (1999) argued that censorship of infor-
mation about reproductive and sexual health violates
individual human rights. Freedman wrote: ‘Women need
and want reproductive health services because they want
– and have – a fundamental human right to live lives that
are free from unnecessary physical and mental suffering,
and that permit the exercise of fundamental freedoms’ (p.
147). Similarly, censoring information on genuine risk
reductions to individual smokers restricts the ability of
smokers to exercise their fundamental freedoms to make
choices that can have dramatic effects on individual
health risks.

In public health, benefit to the many can override the
rights of the individual. Public health interests should
prevail when there is low cost to the individual and high
benefit to society (Annas, 1999). For an individual
smoker who will not give up nicotine use, the benefits of
snus or medicinal nicotine could be profound to the
individual (and possibly to society), while the costs to
society are far from clear and convincing.

Clear and convincing evidence needed to favor
public health over individual health

In law there are three standards of evidence, in order of
increasing stringency: (1) the preponderance of the
evidence, where a conclusion is ‘more likely than not’ to
be true; (2) clear and convincing evidence, producing
firm belief or conviction; and (3) evidence beyond a
reasonable doubt. Clear and convincing evidence has
been required in court cases involving issues like
quarantine, where an individual’s rights are suspended to
protect the public from the risk of spreading a serious
disease (Annas, 1999).

Two principles have been emphasized in determining
whether public health interests should override individ-
ual health interests: proportionality and probability. The
limitation of rights ‘must be proportional to the public
health interest and its objective.’ (International Federa-
tion of Red Cross and Red Crescent Societies and
François-Xavier Bagnoud Center for Health and Human
Rights 1999, p. 48); and ‘The risks to the public must be
probable, not merely speculative or remote.’ (Gostin &
Mann, 1999, p. 67).

The language of the prospects for adverse public
health effects is decidedly tentative with little indication
of adverse public health effects being either probable or
proportional. The Institute of Medicine report (Stratton et
al., 2001) notes: ‘Both Pauly & colleagues (1995) and
Hughes (1998) raise the possibility that the introduction
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of PREPs and their promotion as less harmful ways to
smoke could lead to increased initiation.’ (Stratton et al.,
2001, p. 73); and ‘The major concern for public health is
that tobacco users who might have otherwise quit will
use PREPs instead, or others may initiate smoking,
feeling that PREPs are safe. That will lead to less harm
reduction for a population (as well as less risk reduction
for that individual) than would occur without the PREP,
and possibly to an adverse effect on the population’
(Stratton et al., 2001, pp. 8–4; italics added.)

When risks from a product are relatively small, the
level of increased use needed to maintain a public health
equilibrium (no changes in population-level problems)
becomes very high (Kozlowski, Strasser, Giovino, et al.,
2001). The risk to individuals from medicinal nicotine
seems to be so low that it is not possible for use to
increase enough to cause a net public health loss: If risks
from these often over-the-counter products are less than
0.1% (1 per 1000), then use would have to increase over
1000 times to cause an equal public health problem
(Kozlowski, Strasser, Giovino, et al., 2001). For a
product like snus, if the risk is even 1% that of cigarettes,
use would have to increase 100 times to equal the
problems from cigarettes. If the risk from snus were as
much as 5% that of cigarettes, use would still have to
increase an unlikely 20 times for the public health
problems to equal those from cigarettes.

Other issues that might prevent public health
advice

Are addicts in a position to freely choose?

To hold that adult nicotine addicts are too impaired by
their addiction to give informed choice is not in keeping
with prevailing legal traditions on competency. Nearly
every individual is assumed to be competent to choose,
unless proved otherwise (Wear, 1998).

Are any harm reduction products warranted?

At least one distinguished public health scientist has
raised doubts about whether harm reduction products are
needed at all (Pierce, 2000, p. 227). He stated that
prevention and cessation programs should possibly be
the sole focus of controlling smoking-caused disease.
This position can be seen as an extreme form of
neglecting the right of smokers to make informed
choices. If complete abstinence is not the only way for an
individual smoker to significantly reduce health risks
from nicotine addiction, then the rights of smokers to be
informed of this is still in opposition to an exclusive
emphasis on prevention and cessation.

Should we provide advice in the absence of proper
governmental regulation?

The failure of governments to establish any effective
regulation of tobacco products can be seen as arguably

the greatest failure of public health policy for the past
100 years. I have recently been in a meeting with several
distinguished scientists and opinion leaders interested in
smoking-related public policy and regulation. The major-
ity of these individuals expressed an unwillingness to
express any public opinion about would-be harm reduc-
tion products for tobacco, until such time as proper
regulatory/evaluation systems were in place to unequivo-
cally judge the degree of harm reduction afforded by the
products as used by society. (This might be viewed as in
keeping with the position of the Institute of Medicine
report.) Clearly the best of all possible research has not
yet been done on snus or medicinal nicotine, but, equally
clearly, it is wrong to assume that we lack practical
scientific bases for estimating that there will be harm
reduction to individual smokers from these products.
Though it is important to attain proper regulation over
tobacco and harm reduction products, this goal is
logically and ethically independent of the need to
provide smokers today with what information we do
have about the risks of various products.

Shouldn’t manufacturers do their own promotion?

I have also heard colleagues say that manufacturers of
these products don’t need our help to promote their
products. But that should not be justification for avoiding
any positive comment or support for information that
might reduce for individual smokers the harm from
smoking. Note that the public health community has not
similarly left all advice or encouragement about prod-
ucts–vaccines or seat belts or condoms (another harm
reduction product) – to the manufacturers.

Public health approaches to informing smokers of
harm reduction options

I am not primarily calling on the medical profession to
talk with their noncompliant smoking patients about
harm reduction. A broad-based model for public health
interventions can be found in work on reproductive
health. In the area of reproductive health and the right to
information, it is argued that comprehensive program-
ming is needed to inform individuals (Cohen, 1994).
Such programs should include mass media advertising,
message placements in TV programs, and systematic
training of health professionals to discuss the needed
information (Freedman, 1995).

Public health policies should be assessed for their
affect on human rights

The late Jonathan Mann was a leader in calling for
formal assessments of the impact of public health
policies on human rights (Gostin & Mann, 1999; Mann
et al., 1999). Figure 1 is derived from some of his work
(Mann et al., 1999). The best policies are those that
protect human rights as well as promote public health.
Mann noted that it was a violation of human rights on the
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part of governments to not provide honest information
about the dangers of cigarettes (Mann et al., 1999). Low-
tar cigarettes are designed to reassure smokers and keep
them smoking (Kozlowski & Sweeney, 1997) but do not
reduce health risks to smokers (Burns et al., 2001). This
is both a violation of the human right to know and a
counterproductive public health measure.

Cigarettes kill about half of those who smoke them
(English et al., 1995; Peto et al., 1994; U.S. Department
of Health and Human Services., 1989). It is urgent to
inform smokers about options they have to reduce risk.
This needs to be done in ways that inform smokers as
fully as possible that never starting and complete quitting
as soon as possible are the best choices to promote
health, while also indicating that snus or medicinal
nicotine (the latter more than the former) would be
preferable to continued smoking. Also, complete sub-
stitution of these products should be encouraged over
mixing them with continued smoking. The harm reduc-
tion message will be complex. There will be many ways
to give it. Some will misinterpret even the most artfully
framed message. Notwithstanding, public health policy
in this instance lacks compelling justification to override
the human rights of the individual. Individuals have the
right to such health relevant information.
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