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May 9, 2003

VIAHAND DELIVERY

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:

| 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
smokel ess 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™
International Conference on Smokeless Tobacco: Advancing Science & Protecting
Public Health, in Stockholm, Sweden; and the 4" 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 isadiscussion 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.

Sincerely,

Daniel C. Schwartz
Attachment

CC: Chairman Timothy J. Muris
Commissioner Sheila F. Anthony
Commissioner Orson Swindle
Commissioner Mozelle W. Thompson
Commissioner Thomas B. Leary

J. Howard Beadles, |11, 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




May 9, 2003

Review of Significant New I nformation
From Recent Scientific Conferences and Publications Relevant to
USSTC’s February 5, 2002 Request for Guidance from the Federal Trade Commission

l. | ntroduction

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 inseveral 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 magjor impact on the
public debate regarding smokeless tobacco in the context of tobacco harm reduction. Those
publications are a report from London’s Roya College of Physicians entitled “Protecting

Smokers, Saving Lives,” and a white paper prepared by a group of tobacco and health



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. Finaly, several additional scientific publications have appeared thet
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.

. The Stockholm Conference

The 3 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 Irstitute, 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.
Ramstrom, Director of Stockholm'’s Institute for Tobacco Studies, and Professor Dorothy

Hatsukami of the Tobacco Use Research Center at the University of Minnesota.



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 hedthrelevant 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
(whichisnot 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.> Professor Kozlowski’s conference abstract, which is
also attached as part of Tab B, statesin 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 heath 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. Firgt, 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.



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 aternatives that are not
deceptive, and (d) debriefing is done.”

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

Dr. Ramstrom 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. RamstrOm’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

n2

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

Ramstrom’ s press summary and conference abstract are attached at Tab C.
Dr. Ramstrom 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. Ramstrom 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. Ramstrom cites
survey data indicating that “[almong Ever Dailly 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. Presssummary. Snus as a substitution for smoking — the Swedish Experience. September 25, 2002.



“Among males snus is the most commonly used and most effective smoking
cessation aid.” In support of this conclusion, Dr. Ramstrém 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%.% The
proportion of those who have succeeded to quit smoking completely is 50% for
gum users, 34% for patch users, 65% for snus users.”

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

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

a 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 hedth 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). Differencesin
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 actua user of the products, there is less potential
harm associated with smokeless tobacco compared to cigarette
smoking. Thus, superficialy the use of ST as a cessation tool does
not seem unreasonable.
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Dr. Ramstrém noted that the total exceeds 100% because some smokers used more than one aid.



[1. The Santander Conference

The 4™ European Qonference 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
professionals, scientists and public health officials who discussed current research involving
nicotine, tobacco cessation and prevention efforts and tobacco harm reduction. The officia
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 sides 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 individua and the population.” (Original emphasis)

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

“Smokel ess 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



both smokeless tobacco and cigarettes (3% of the study population), only 23%
started with smokeless tobacco.

V. Royal College of Physicians Report

In December 2002, the Royal College of Physicians (“RCP”) issued a landmark report
entitled Protecting Smokers, Saving Lives which assessed various issues relating to future
tobacco regulation in the United Kingdom.®> A copy of the Report is attached at Tab G. The
RCP is England’'s oldest medica 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.” (Origina emphasis)

The 2002 RCP Report also recognized that smokel ess 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. Roya College of

Physicians of London, 2002.

5 Theissuance 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 areport 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
Genera’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.



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® 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 substantialy 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. (Origina emphasis)

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

However, for oral tobacco to play arole 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 alowing 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 mgjor lung diseases, including COPD and lung cancer, which
account for more than half of smoking-related deaths in Europe. If

5 BatesC, 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.



V1.

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 Products’ (the “SAC Recommendation”). A copy of
the SAC Recommendation is attached at Tab I. It isinteresting to note that, unlike the authors of

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

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 |east
90% less hazardous than cigarette smoking. In a spectrum of risk,
snus is much closer to NRT [nicotine replacement therapy] than it
isto cigarette smoking. (Original emphasis)

WHO Scientific Advisory Committee Recommendation

In February 2003, the World Health Organization—+elated Scientific Advisory Committee

Recommendation do not identify themselves in their publication.

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

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

7

WHO Scientific Advisory Committee on Tobacco Product Regulation. SACTob Recommendation on Smokeless Tobacco

Products. World Health Organization, Geneva, 2003.



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 substantialy less risk of adverse health effects than
cigarette smoking, the SAC Recommendation states that:

There are severad reasons that argue against endorsing the use of
smokel ess 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 atogether will not do so

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

Hedlth 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

10



These assertions are either contradicted by empirical data, are totally unsupported, or (in
the case of the last two points nmade under the heading “Potentia 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 Ramstrom 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 a. 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
Conferencein 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.

11



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
guestion. The question is, ‘how much safer isit?”

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 claims relating to smokeless tobacco products,
USSTC addressed that issue in its submission to the FTC dated July 26, 2002 (see pp. 89). In

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

VIl. 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.? 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 paysto quit smoking! Thisistrue
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 officias. 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, especialy 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-avis
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
€conomic Costs.

Rodu, et a., published a paper in late 2002 entitled Impact of smokeless tobacco use on
smoking in northern Sweden,® 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 a. 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 al years men showed higher prevalence of ex
smoking than women. A dominant factor was a history of snus
(PR =6.18. Cl =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. Michagl Cummings of the Roswell Park Cancer Institute
published an anaysis entitted Programs and policies to discourage the use of tobacco
products®® 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 arapid 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
al 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 arapid reduction in the health toll caused by
cigarettes (Kozlowski et al., 2001).

®  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.
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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 al 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.!! That commentary has now appeared in published form in Nicotine and Tobacco

Research, and a copy is attached at Tab M.

1 Kozlowski LT. Harm reduction, public health, and human rights: Smokers have aright to be informed of significant harm

reduction options. Nicotine and Tobacco Res 2002; 4 Suppl 2: 55-60.
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VIIl. 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 headlth 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.
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Tab A



Stockho e Sweden

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
Soonsored by:  Centre for Tobacco Prevention
GlaxoSmithKline
Novartis
Pharmacia

Hans Gilljam
Centre for Tobacco Prevention
Sockholm, Sweden

Sponsoring Organization Exhibits/Materials Display Gallerian
(open for viewing for the duration of the conference)

Centersfor Disease Control and Prevention
FDI World Dental Federation
GlaxoSmithKline

National Cancer Institute

National Institute on Drug Abuse

Novartis

Oral Health America

Pharmacia




Monday, September 23, 2002

0730 hrs(7:30 am.)

0830 hrs (8:30 am.)

0930 hrs (9:30 am.)

1000 hrs (10:00 am.)

Registration Desk

Opening Remarks
Samira Asma

Centersfor Disease Control and Prevention
Atlanta, Georgia, USA

Hans Gilljam
Centre for Tobacco Prevention
Sockholm, Sweden

Scott Leischow
National Cancer Institute
Bethesda, Maryland, USA

Keynote Address

Gunnar Agren

Director General

Swedish National Institute of Public Health
Sockholm, Sweden

Outline of the Conference

Cathy Backinger
National Cancer Institute
Bethesda, Maryland, USA

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

Break

Global Perspective of Smokeless Tobacco Use
Moderator:
Prakash Gupta

Tata Institute of Fundamental Research
Mumbai, Maharashtra, India

European Experience

Seppo Wickholm
Centre for Tobacco Prevention
Stockholm, Sweden

Africaand 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

Auditorium Foyer

Auditorium

Auditorium

-
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Monday, September 23, 2002 (continued)

1200 hrs (12:00 noon)

1330 hrs (1:30 p.m.)

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

Lunch Buffet

Poster Session
(1200 — 1245 presentations; 1245 — 1330 viewing only)

Smokeless Tobacco Addictions
Moderator:

Karl-Olov Fagerstrém
Fagerstrém Consulting AB

Smoker s Information Centre
Helsingborg, Swveden

Dynamics of Nicotine Addictions
Jack Henningfield

Pinney Associates

Bethesda, Maryland, USA

Addiction at the Micro Level

Torgny Svensson
Karolinska I nstitutet
Sockholm, Sweden

“Snus” Uptake In Youths: Trgjectories and Determinants

Maria Rosaria Galanti
Centre for Tobacco Prevention
Sockholm, Sweden

Behavioral “ Toxicology” of Chronic Nicotine:

Consequences of Nicotine-Induced Behavioral Disinhibition

Bo Siderpalm
Goteborg University
Goteborg, Sweden

Discussant:

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

Panorama
Platon-Sokrates

Auditorium



Monday, September 23, 2002 (continued)

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 I nstitutet
Sockholm, 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

Ora 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-Géran Ostenson
Karolinska Hospital
Sockholm, 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
Sockholm City Hall Reception and Dinner

Bjorn Klinge
Karolinska Institutet
Huddinge, Sveden

Hosted by: City of Stockholm
Sockholm County Council



Tuesday, September 24, 2002

0730 hrs (7:30 am.)

0830 hrs (8:30 am.)

1000 hrs (10:00 am.)

1030 hrs (10:30 am.)

Registration Desk

Worldwide Marketing of Smokeless Tobacco

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

Industry Marketing and Public Perceptions
Moderator:

Orjan Akerberg

Region Vastra Goétaland

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 Sudy 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

Break
Concurrent Sessions

I. Smokeless Tobacco Surveillance
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

Auditorium Foyer

Auditorium

Auditorium Foyer

Auditorium



Tuesday, September 24, 2002 (continued)

2.

School Students: Global Youth Tobacco Survey

Ricardo Granero
ASCARDIO
Barquisimeto, Venezuela

Youth Tobacco Surveillance of Northeastern
States of India, 2001

Dhirendra Sinha
School of Preventative Oncology
Patna, India

Smoking Prevalence and Tobacco/Swedish “ Snus”
Salesin Sweden, Norway, Denmark, and Finland,
1970 to 2000

Brian Wicklin
Satistical Bureau, VECA
Hassel by-Stockholm, Sweden

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

Margot Rolandsson

Karlstad University

Karlstad, Sweden

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

Health Effects
Moderator:

Anja Ainamo
University of Helsinki
Helsinki, Finland

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

Lars Sand

Uppsala Adademiska Jukhus
Uppsala, Sveden

Snuff-Induced Cancer in Sweden

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

Platon



Tuesday, September 24, 2002 (continued)

3.

Habit of Chewing or Smokeless Tobacco Habitsin
Pekistan and Associated Oral Lesions

Rehana Maher
Snah Post-Graduate Medical Centre
Karachi, Pakistan

Lung Cancer in Europe: The Polish and Swedish Experiences

Witold Zatonski

The Maria Sklodowska-Curie Memorial
Cancer Center and Institute of Oncology
War saw, Poland

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

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

I nterventions/Health Promotion
Moderator:

Karl-Olov Fagerstrom
Fagerstrém Consulting AB
Smokers Information Center
Helsingborg, Swveden

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

Smokeless Tobacco and Children In India:
Prevention Through Entertainment

Padmini Somani
Salaam Bombay Foundation
Nariman Point, Mumbai, India

Tobacco Knowledge—-Smoking and Snuff Cessation:

A Part of the New Curriculum in Dental Hygienist Education,
at The Karolinska Institutet

Birgitta Soder

Karolinska Institutet

Huddinge, Swveden

Intervention in Smokeless Tobacco Use
Among the Rural Indian Population

Mira Aghi
Independent Consultant
New Delhi, India

Sokrates



Tuesday, September 24, 2002 (continued)

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 Wallstrém
Goteborg University
Goteborg, 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 Slva

World Health Organization
Geneva, Switzerland

Regulatory Issues—Who Gets To Call The Shots: The Case of
the United States Smokel ess 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)

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 Callersin Sweden
Asgeir R. Helgason

Centre for Tobacco Prevention

Sockholm, 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 VVasa Museum

Soonsored by:  Centre for Tobacco Prevention
GlaxoSmithKline
Novartis
Pharmacia




Wednesday, September 25, 2002

0730 hrs (7:30 am.)

0830 hrs (8:30 am.)

1000 hrs (10:00 am.)

1030 hrs (10:30 am.)

Registration Desk

Smokeless Tobacco Products Chemistry
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

Break

Reducing Risk/Harm? Science, Ethics,
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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Wednesday, September 25, 2002 (continued)

1200 hrs (12:00 noon)

1330 hrs (1:30 p.m.)

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 Issuesin Using Smokeless Tobacco as a Substitute for Cigarettes

Lynn Kozl owski
Penn Sate University
University Park, Pennsylvania, USA

Snus as a Substitution for Smoking: The Swedish Experience

Lars Ramstrém
Institute for Tobacco Sudies
Sockholm, Sweden

Smokeless Tobacco as Cessation for Smoking
Dorothy Hatsukami

University of Minnesota

Minneapolis, Minnesota, USA

Lunch (on your own) (See venues)
Discussants' Responses to Reducing Auditorium
Risk/Harm Presentations

Moderator:

Scott Leischow
National Cancer Institute
Bethesda, Maryland, USA

Discussants:

Gunilla Bolinder
Karolinska Hospital
Sockholm, Sweden

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

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




Wednesday, September 25, 2002 (continued)

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

Smokel ess Tobacco Health Effects
Maria Teresa Canto

National Institute of Dental and
Craniofacial Research

Bethesda, Maryland, USA

Smokel ess Tobacco Cessation Methods

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

Smokeless Tobacco and Risk/Harm Reduction Strategies

Dorothy Hatsukami
University of Minnesota
Minneapolis, Minnesota, USA

Smokel ess 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

War saw, 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 12" WCTOH

Cathy Backinger
National Cancer Institute
Bethesda, Maryland, USA

1730 hrs (5:30 p.m.) Adjournment
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First Tell the Truth:
A dialogue on human rights, deception, and the use of smokeless tobacco as a substitute for cigarettes
By: Lynn T. Kozlowski, Ph. D.
Department of Biobehavioral Health
Penn State University
Cast: 1: A physician and member of a leading smoking policy committee

2: A scientist with interest in human rights ethics

Setting: Private room at a conference. These two colleagues have been allied for many years.
Today they have been arguing in public. Neither is at ease. The argument starts up again.

1: You don't know what you're doing. You need to stop. We need one
message. The industry just loves the public dispiay you put on today.

2: You're too full of yourseif. Too secure in your opinions of what should
and shouldn't be done.

1: You don't understand how your position can be used against us.

2: Science without scientific integrity is propaganda--public relations.
You're 50 caught up in trying to be a "policy” hero that you forget your sci-
entific roots. We must never censor of manipulate results; In"your policy
world, scientists are dishonest when they don't conform to the prevailing
policy.

1: Science is not our only context. Farfromit. ... Dont 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
kill for money. 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 heaith.

2: Il say openly to anyone—you, the press, a consumer, a legisiative com-
mittee—that (a) smokeless tobacco products in the U.S. and Sweden are
safer than cigarettes to individual users and (b) smokeless could be used to
substitute for cigarettes in smokers who won't otherwise quit.

1: 1 will say openly that the Surgeon-General has determined that
“smokeless tobacco is not a safe altemative to cigarettes.” That's our mes-
sage. No tobacco products are safe. Smokeiess tobacco is not a safe
product, and the companies have not generally done all they might do to
reduce toxins.

2: A big Volvo sedan is not a "safe alternative” 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 cer-
tainly at least 60% less deadly than cigarettes and could be 90 to 99% less
deadly than cigarettes. These are big differences.

1: Smokeless does cause debilitating oral disease . . . causes deadly oral
cancer. | have seen a young man's whole jaw lost to cancer. His complete
lower face a shriveled monstrosity. You don't forget that. You don't recom-
mend a product that can do that.

2: 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.

1: 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. It contains known carcinogens! As a
physician, my professional ethics say "do no harm.” DO NO HARM! As a
physician, | could never recommend that someone expose themseives to
carcinogens.

2: "Do no harm” is a public relations slogan, not an ethical principle. So, as

a physician, you don't prescribe drugs that can kill with their side-effects—
liver toxicity, Gi bleeding?

1. 1 would expect the anti-tobacco lawyers would be lining up to sue us, if
we made health claims for any dangerous tobacco products. | could get
sued! You won't catch me advocating the use of a dangerous product.

2: Advocating a dangerous product? My statement about smokeless being
safer than cigarettes is not,in and of itself, "advocating® smokeless for harm
reduction. You could have many reasons to be against substituting smoke-
less for cigarettes—but one reason should not be because the product does-
n't reduce risk to individual users.

1: You're saying exactly what the industry wants to hear. You come off
sounding like you're in bed with the industry. You're piaying into the hands
of a sleazy group that prefers profits to public health. These peddiers of
addiction and death love your human rights rhetoric. But breathless prose
about rights doesn't get the job done to protect the public—~protect our chil-
dren. It's damn naive to wave the banner of personal autonorny, cry out for
human rights to honest information and for human rights to “informed con-
senl.” We are on a battiefield with a vile, unscrupulous enemy. Your ethi-
cal rhetoric is unethical and will kill people.

2: 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 consider
that, rather than deny it.

1: i) accept that smokeless may be less dangerous to individuals, then
you should aiso accept that smokeless can be more dangerous to society
2s.a whole. If more people start using a less dangerous product, this prog-
uct can be worse for public health . . . .We can restrict human rights
(quarantine an individual), to protect the public health. Public health ex-
perts have a responsibility to protect the public.

2: 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 rum-
bers of users can ever increase so much that there will be net public healih
loss. Your knee-jerk concern that there might be greater overall harm is &
primitive and partial kind of policy assessment. Effect-size does matteri
Another reason to be honest about estimating levels of risk. To defeat indi-
vidual rights, there must be clear incing da: to society. A far-
fetched, implausible risk is not "clear and convinding evidence.”

1: You talk about "informed consent” and "right to information.® But what
about the young. Children are below the age of consent. Children become
nicotine addicted before the age of consent. Chiidren need owr special pro-
tection—-surely "paternalism” is not a bad word when protecting chiidren.
Smokeless is a gateway drug. Smokeless is a known gateway 1o ciga-
rettes. 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.

2: Lying about levels of risk to scare kids in health communication is stiit
lying and deception, no matter how worthy your intent. The Federal rules
against deception in research should aiso apply to public health messages.

1: You can be such a goody-goody. Federal rules against deception?
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FIRST TELL THE TRUTH:

What are you on about? Do you expect that health educators or physicians-
-when they tell a caring lie~should go 10 the Institutional Review Board to
get permission?

2: Even a “caring fie” robs individuals of autonomy, steals from them the
opportunity to choose. The U.S. Government says that deception in re-
search is not allowed unless four conditions can be met. First, the decep-
tion should not add risk.

1: Add risk? How does trying to scare kids away from smokeless add to
anyone's risk?

PAGE 2

2: You are so sanctimonious about governm regulation . . . when ciga-
rettes—by far the deadiiest tobacco product--are free from proper govem-
mental regulation,

1: There can be no real progress without govel ental regulation. | be-
lieve governmental regulation is required. '
|

2: |dotoo, ... but!see no connection between this belief and the reluc-

tance to be honest about what is known to ail interested parties. Your insis- -

tence on governmental regulation may represent a Utopian solution—it may
never happen—not effective regulation! .

2: Some kids are into high-risk activities. For these kids, your lie removes a
reason 10'not become a smoker! Lying to them about the deadliness of
smokeless and cigarettes could encourage the move from smokeless to
cigarettes. You don't know if the lie "does no ham.”

1: 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. Imagine the righteous complaints from parents if the
public health movement doesn't do all it can to protect our chiidren.

2: The scientific evidence for a true causal 9ateway effect is siight. Most
users of smokeless cannot be gateway users: About 3 in 4 of those who
use smokeless cannot be "gateway users,” in that they either never go be-
yond smokeless to cigarettes or they started using cigarettes before they
started using smokeiess.

1: How can you propose we practice science outside of the formal sanc-
tions of science-based governmental reguiation? Our drug regulatory sys-
tems have heiped create modemn pharmaceutical products that must have
years of testing—-at the manufacturer's expense-before they can be soid.
And they are subject to post-marketing surveillance and strict controls.

2: A scientist should not first look at what answers the regulatory authorities
prefer to see, before making judgments. There is no doubt that smokeless
products in Sweden and the U.S. are significantly less deadly than ciga-
rettes. Yet, we have government web-pages mistakenly "educating” the
public that cigarettes and smokeless are equally deadly.

1. Approved, tested, and pure medicinal nicotine products might be used for
cigarette harm reduction. But we need strong governmental drug regulation
to protect the public of all ages, before advocalting use of smokeless.

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

1: Itis not “free choice" or "informed consent” or “personal autonomy” when
nicotine addicts are duped by slick ads, product placements, sponsorships,
and promotional tricks. These smokeless ads won't care if you fuit smok-
ing. They will promote the use of smokeless when it is inconvenient to
smoke. They will target children, not just the 50 year-old smoker.

2: You don't have to lie about the basic facts, to be against unethical mar-
keting practices! Being deceptive and evasive about the facts is a twisted
way for scientists to try to deal with unethical marketing. Marketing prac-
1.es need to be controlled.

1: Can you show me one scrap of scientific evidence that smokeless to-
bacco products can even substitute effectively for cigarettes? 1 can think of
only one limited study—and that was industry-funded.

2: | don't expect that you would support NIH funding for such a project . . . .
Do you really believe that studies are needed 10 show that traditional
smokeless tobacco products can substitute for cigarettes? Smokeless us-
ers say so. The phenomenon of nicotine addiction says s0. There are
many "cases"-workplaces—where smokeless has been used when ciga-
rettes cannot be. If cigarettes can substitute for smokeless in your gateway
model, why not vice versa?

1: You call for human rights. | call for scientific evidence. We need effec-
tive, science-based, governmental drug regulation or | am not going to say
one positive word about any tobacco products. We don't even know if con-
sumers will really use these products as we would intend.

-forward, and, more likely, several big.steps

" 71 1 we permit smokeless 1o be promoted as a substitute for cigareftes,

some smokers will use it 10 keep on smoking and avoid quitting—~they will
use smokeless to cope with smoking restrictions at work.

2: Who do you think you are? That point is

health-loving advocates should have limits on
If an adult smoker chooses to use smokeless,
nicotine, as a bridging product, to cope with re:
ness—their decision. You want to ban Viagra t
uted to philandering and marriage break-up? Y

r-the-top. Even we public-
much we control others!

for that matter, medicinal

ictions, thal is their busi-

, if you leamed it contrib-

9o too far

1: You dont getit. "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 compa-
nies will grab a fragment of what you say and @ it to their advantage.
Be careful where your "scientific assessments” nd your "scientific integrity”
take you, because you can be sure lhatiwrillbeatmos:omsmalstep

2: | hope these principles will have small, consf ve effects on the dia-
logue. That we will move closer to true science-based policy and that hy-
man rights will be respected.

Imagine a smoking patient with a long-standing relationship with a physi-
cian. They have tried everything—even tried icinal nicotine as a substi-
tute. This adult patient has a right to know that g switch to smokeless to-
bacco might help him stop smoking compietely

risks substantially. | think the ethical physician—| in the real worid
of dealing with real patients—shouid be able to smokeless as an
option. And | don't think he should fear that the y of anti-tobacco litiga- .
tors will swoop down on him as an object of their lawsuits—because to in-
form that smokeless is much less deadly than

ing is honest, health-
relevant information. .

1. Youdon't getit. You are sabotaging the policies that most of your clos-
est colleagues support. You don't know what you're doing.

2. How about instead of “First, do no harm,” youtry, “First, tell the truth.*
Just who do you think you are, 1o be deciding 50 much for so many? Who
do you think you are? i
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First, tell the truth: a dialogue on human rights,
deception, and the use of smokeless tobacco as a
substitute for cigarettes

L T Kozlowski

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

C ast: Dr Acton—a physician and member of

Tobacco Control 2003;12:34-36

(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 nof 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 T 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.
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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 