January 22, 2019
Ms. Caryn Cohen
Office of Science
Center for Tobacco Products
U.S. Food and Drug Administration
Document Control Center, Bldg. 71, Rm. G335
10903 New Hampshire Ave.
Silver Spring, MD 20993-0002
Re: Docket No. FDA-2014-N-1051, Tobacco Products Scientific Advisory Committee meeting
on amendments to Modified Risk Tobacco Product Applications for Snus Products Submitted by
Swedish Match North America Inc.
The Campaign for Tobacco-Free Kids (Tobacco-Free Kids) submits these comments in
connection with the upcoming meeting of the Tobacco Products Scientific Advisory Committee
(TPSAC) to consider the amendments submitted by Swedish Match North America, Inc.
(Swedish Match) to its modified risk tobacco product applications (MRTPs) of specific General
snus products, 83 Fed. Reg. 5436 (October 29, 2018). The amendments propose to make the
following modified risk claim with respect to the General snus products: “Using General Snus
instead of cigarettes puts you at a lower risk of mouth cancer, heart disease, lung cancer, stroke,
emphysema, and chronic bronchitis.”
These are preliminary comments meant to inform the discussion before TPSAC, but
because the formal comment period is open and will not close until an as yet undetermined date
after the TPSAC meeting, and because the record that has been made available to the public is
not complete, Tobacco-Free Kids reserves the right to submit more extensive comments on these
amendments prior to the close of the comment period.
These comments will address:
(1) The statutory standards by which every Modified Risk Tobacco Application (MRTP)
must be evaluated and the importance to public health of rigorous application of those
standards; and
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(2) The core empirical considerations that should govern TPSAC’s consideration of
whether the subject MRTP amendments meet the statutory standards for modified
risk tobacco products.

I.

THE STATUTORY STANDARDS THAT SHOULD GOVERN TPSAC’S
CONSIDERATION OF THE GENERAL SNUS MODIFIED RISK TOBACCO
APPLICATIONS

The Family Smoking Prevention and Tobacco Control Act of 2009 (Tobacco Control Act
or TCA) assigns TPSAC a unique and central role in FDA’s assessment of modified risk
applications. The involvement of TPSAC in evaluating modified risk products is mandatory
under the TCA. 1 In providing its evaluation, it is essential that TPSAC have a full understanding
of the tobacco industry’s conduct that should inform FDA’s application of the statutory
standards. 2
The Swedish Match modified risk application amendments (General snus amendments)
are governed by the standards set out in Section 911 of the Food, Drug and Cosmetic Act, as
amended by the Family Smoking Prevention and Tobacco Control Act of 2009 (Section 911).
Section 911 was enacted as a response to the tragic history of false and misleading tobacco
industry claims that certain tobacco products were less dangerous than other products that
persuaded health-conscious consumers to switch to the “reduced risk” products instead of
quitting altogether.
In enacting the Tobacco Control Act, Congress made specific findings about the potential
harm to public health from modified risk claims that should guide FDA in its consideration of any
modified risk product application. Congress found that “unless tobacco products that purport to
reduce the risks to the public of tobacco use actually reduce such risks, those products can cause
substantial harm to the public health. . . .” Sec. 2(37). Congress also found that “the dangers of
products sold or distributed as modified risk tobacco products that do not in fact reduce risk are so
high that there is a compelling governmental interest in ensuring that statements about modified
risk products are complete, accurate, and relate to the overall disease risk of the product.” Sec.
2(40). Congress determined that it is “essential that manufacturers, prior to marketing such
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products, be required to demonstrate that such products will meet a series of rigorous criteria, and
will benefit the health of the population as a whole, taking into account both users of tobacco
products and persons who do not currently use tobacco products.” Sec. 2(36).
Under the Tobacco Control Act, a “modified risk tobacco product” is defined as a
tobacco product that is sold or distributed for use to reduce harm or the risk of tobacco-related
disease associated with commercially marketed tobacco products. A product is “sold or
distributed” for such a use if, in relevant part,
(1) [its] label, labeling, or advertising, either implicitly or explicitly [represents] that
(i) the tobacco product presents a lower risk of tobacco-related disease or is less
harmful than one or more other commercially marketed tobacco products;
(ii) the tobacco product or its smoke contains a reduced level of a substance or
presents a reduced exposure to a substance; or
(iii) the tobacco product or its smoke does not contain or is free of a substance,
or…
(3) the tobacco product manufacturer has taken any action directed to consumers through
the media or otherwise, other than by means of the label, labeling, or advertising…that
would be reasonably expected to result in consumers believing that the tobacco product
or its smoke may present a lower risk of disease or is less harmful than one or more
commercially marketed tobacco products, or presents a reduced exposure to, or does not
contain or its free of, a substance or substances.
Thus, a modified risk product is defined in terms of the manufacturer’s claims of reduced risk or
reduced exposure in marketing the product, as well as its actions that may suggest to consumers
that a product reduces risk or exposure to hazardous substances.
In evaluating an application under section 911, FDA must consider both the product itself
and the modified risk claims sought to be made by the manufacturers. Even though a product
may meet the standard for the grant of a marketing application, the manufacturer may not make
reduced risk or reduced exposure claims unless FDA has granted a separate application under
Section 911 authorizing the making of such claims pursuant to the standards set forth in that
section. With respect to the General snus products that are the subject of the General snus
amendments, for example, FDA granted an application to market a number of new tobacco
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products, 3 but denied the manufacturer’s applications under section 911 to make the modified
risk claims the company originally proposed in connection with the products. 4
Under §911(g)(1), the burden is on the applicant seeking an order allowing the marketing
of the product with a modified risk claim to demonstrate that the product “as it is actually used
by consumers will (A) significantly reduce harm and the risk of tobacco-related disease to
individual tobacco users; and (B) benefit the population as a whole taking into account both
users of tobacco products and persons who do not currently use tobacco products.” (emphasis
added).
Sec. 911(g)(4) further requires FDA to take into account the following specific empirical
factors in determining whether the (g)(1) standard has been met:
(A) The relative health risks to individuals of the tobacco product that is the subject of
the application;
(B) The increased or decreased likelihood that existing users of tobacco products who
would otherwise stop using such products will switch to the tobacco product that
is the subject of the application;
(C) The increased or decreased likelihood that persons who do not use tobacco
products will start using the tobacco product that is the subject of the application;
(D) The risks and benefits to persons from the use of the tobacco product that is the
subject of the application as compared to the use of products for smoking
cessation approved under chapter V to treat nicotine dependence.
Thus, FDA must consider not only the effects of the asserted modified risk product on those who
use it, but also its population-wide impact on tobacco use initiation, cessation and relapse,
including an assessment of the likelihood that smokers would actually switch to the modified risk
product, given the claims made. It is necessary but not enough for an applicant to show that the
product is less hazardous to users than other tobacco products; in order for a modified risk
application to be granted, the applicant is required to show that the benefits of risk reduction to
the individual (considering the likelihood of smokers switching to the modified risk product)
outweigh the risks of increased initiation or diminished cessation. In short, the statute requires
FDA to make scientific judgments not only about the physical effect of the product’s use, but
also about the likely responses of potential consumers (both smokers and non-smokers) to the
product’s marketing as a modified risk product.
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II.

CONSIDERATIONS RELATED TO TPSAC’S EVALUATION OF THE
APPLICATION’S IMPACT ON THE INDIVIDUAL USER AND THE
POPULATION AS A WHOLE

In the discussion that follows, we seek to inform TPSAC’s consideration of the
amendments to these applications in light of the statutory standards, based on the current science
on the impact of using smokeless tobacco – particularly snus – at the individual and population
level in the United States, as it affects switching from cigarette smoking to smokeless tobacco
use, dual use of cigarettes and smokeless tobacco, and initiation of tobacco use.
A.

Relevance of Scandinavian Epidemiological Evidence

The original modified risk applications filed by Swedish Match and the General snus
amendments rely heavily on the experience with snus in Scandinavian countries, particularly
Sweden, in assessing the likely behavioral impact in the U.S. of marketing General snus as
modified risk products. The relevance of the Swedish experience is discussed extensively in
previous submissions by the Campaign for Tobacco-Free Kids in this Docket, and in the Docket
established in connection with the R.J. Reynolds modified risk application for Camel snus, which
are incorporated by reference. 5 As those submissions argue, there are substantial reasons to be
skeptical of the Swedish experience as a predictive guide to the likely population-wide impact of
marketing General snus in the U.S. as modified risk tobacco products.
It should also be noted that TPSAC already has considered the relevance of the Swedish
experience to the assessment of the impact of Swedish snus as modified risk products in the U.S.
Thus, in its April, 2015 meeting on the Swedish Match modified risk applications, TPSAC voted
on two issues relating to the relevance of the Swedish data. The key votes on these issues were
as follows:
1. Does the Committee believe that the epidemiological data from Sweden concerning
tobacco use behavior provide relevant information on the likelihood that current
tobacco users in the U.S. will switch to the use of these snus products? TPSAC
voted 6 votes “no,”, 1 vote “yes” and 1 abstention.
2. Does the Committee believe that the epidemiological data from Sweden concerning
tobacco use behavior provide relevant information on the likelihood that non-users of
5
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tobacco in the U.S. will initiate the use of these snus products? TPSAC answered
“no” by of vote of 5 votes “no” with 3 abstentions.
Therefore, TPSAC should evaluate the appropriateness of a modified risk designation for
these General snus products based on the available evidence on consumer behavior patterns with
smokeless tobacco products in the U.S., not on the Swedish experience with snus, which is
unlikely to be replicated in the U.S.
B.

Importance of Determining if a Modified Risk Marketing Order for the
Products Will Benefit the Population as a Whole.

In order to obtain a modified risk marketing order, the applicant must demonstrate that
the issuance of such an order would “benefit the health of the population as a whole, taking into
account both users of tobacco products and persons who do not currently use tobacco products.”
Demonstrating such a benefit requires a prediction of the effect of the proposed claim on
consumer behavior. Assuming that an individual who smokes cigarettes or uses another
smokeless tobacco product and switches to General snus as a result of the modified risk claim
receives a significant health benefit, such benefits could be offset by (1) individuals who have
never used tobacco products initiating with smokeless tobacco as a result of the claims; (2)
individuals who might otherwise have quit smoking switching to smokeless tobacco for the long
term instead of quitting as a result of the claims; (3) individuals engaging in dual use as a result
of the claims; and (4) individuals who have quit using tobacco products re-initiating with
smokeless as a result of the claims. Thus, it becomes necessary to predict the effect of such
claims on each potential group.
It is important that the public and consumers receive accurate information about the
relative risks of different tobacco products, but it is equally essential that evidence be provided
that those messages are not misunderstood or create unintended consequences. Considering data
showing that youth smokeless tobacco users already view the health risks from smokeless
tobacco use as less severe compared to non-users, 6 statements needed to be evaluated as to
whether providing this information encourages smokers to switch completely and to insure that it
does not portray the information in such a way that non-users, particularly youth, believe that
using smokeless tobacco is worth the health risk or that it discourages smokers from quitting
altogether. This entails not only pre-review of messages, but also post-market evaluations.
If a cigarette smoker who would not otherwise quit altogether switched to snus
completely, it is likely that the individual would reduce his/her risk of disease. One other
potential effect should also be considered: in addition to considering the benefits from smokers
who otherwise would not have quit switching completely to General snus, there would also
likely be a population-wide benefit from users of other smokeless tobacco products switching to
6
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General snus. This is because snus exposes users to fewer harmful substances than other
smokeless tobacco products. While this population is much smaller than that of smokers, given
evidence that users of traditional smokeless tobacco products are more aware of snus than nonusers, 7 the prospect of a complete switch to General snus might be higher. On the other hand,
FDA must also evaluate the potential that consumers may attribute the relative risk of snus to
other smokeless tobacco products that present a higher risk
For all these reasons, a determination of the effect of the proposed modified risk claim in
the General snus amendments must depend principally on studies of consumer perception and
consumer behavior in the United States. In evaluating these amendments, several issues should
be considered as they pertain to consumer perception and behavior.
1.
Claims should be considered in light of the population they are designed to target.
The population as to which a modified risk claim should be addressed is existing users of
cigarettes or other combusted tobacco products. The effectiveness with which such a
claim is targeted to this population may affect the appropriateness of granting the
application. Thus, to truly benefit the population, the applicant must adequately show
that the message is targeted exclusively to current adult smokers, and exposure to youth
and non-tobacco users is limited. In any event, consideration of any modified risk claim
should take into account the population actually most likely to encounter the claim, as
opposed to the population intended to encounter the claim. For instance, there is
certainly a risk that the print advertisement proposed by Swedish Match, 8 which would
be seen by tobacco users and non-tobacco users alike, could induce non-tobacco users to
try snus because it is less hazardous than cigarettes.
As noted above, Swedish Match’s proposed modified risk claim is as follows: “Using
General Snus instead of cigarettes puts you at a lower risk of mouth cancer, heart disease,
lung cancer, stroke, emphysema, and chronic bronchitis.” By its terms, this claim is not
directed exclusively at smokers. Moreover, nothing in the General snus amendments
indicates that only adult smokers will be exposed to the claim.
2.
Any claim should include sufficient information to avoid misleading or confusing
consumers. Because the benefits of switching from cigarettes or other smokeless tobacco
products to General snus accrue only to the extent that consumers who otherwise would
not quit switch to this product exclusively, adequate testing must be done to ensure that
any modified risk claim clearly and explicitly communicates this message in a way that is
fully understood by the public.
As currently proposed, the language in Swedish Match’s claim does not indicate
to consumers that the benefit is derived from complete switching. The use of the term
7
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“instead” could imply substituting General snus for some cigarette smoking, but not
switching entirely from cigarettes to General snus.
3.
The dissemination plan for the proposed marketing should be targeted exclusively
to current smokers and users of tobacco products, with minimal exposure to youth and
non-tobacco users. For instance, Swedish Match indicates its intention to include the
proposed modified risk claim in messages to its list of recipients for General snus emails
and direct mail. 9 These recipients are presumably existing General snus users, not
necessarily smokers who could benefit from an effective modified risk message.
4.
General snus presents a very different health risk to an individual than that
presented by other smokeless tobacco products, particularly the traditional moist snuff
products that are much more popular in the U.S. compared to any snus products. The
potential exists for the specific modified risk claim proposed by Swedish Match to be
interpreted by consumers as conveying a message about other, more hazardous,
smokeless products, thus leading to a greater risk of initiation of those other products.
Thus, TPSAC should make sure that Swedish Match has properly evaluated whether or
not the use of modified risk message in General snus marketing would affect the use of
other smokeless tobacco products, particularly among youth and other vulnerable
populations.
5.
Although general education about the relative risk of smokeless tobacco
compared to cigarettes is important, comprehension of the statement still needs to be
considered for nonsmokers, particularly youth. Given the history of tobacco companies
misleading the public on “light” and “low-tar” cigarettes, and marketing to youth to
increase product sales, the worst-case, and perhaps more likely, scenario would be if
youth and nonsmokers misunderstand the message and believe that General snus and
other smokeless tobacco products are “safe” to start using, but then become addicted to
nicotine and switch to smoking cigarettes or other combustible products.
C.

How Likely Would Youth Exposed to Modified Risk Messages Initiate
Smokeless Tobacco Use or Transition from Smokeless Tobacco Use to
Smoking?

Given that smokeless tobacco rates among youth have not declined as rapidly as cigarette
smoking, 10 it is important that TPSAC carefully review any data on the impact of marketing
General snus with a modified risk message on youth initiation, including a possible gateway effect
to smoking and dual use. Because the consumer perception studies and the consumer behavior
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studies submitted by Swedish Match as part of its application did not include youth, a complete
assessment of the impact of the modified risk statement cannot be made by TPSAC or FDA.
FDA’s assessment of Swedish Match’s amendments must consider the population-wide
impact of the products on both users and non-users of tobacco products, which includes its impact
on tobacco use initiation. Both FDA’s Guidance for the preparation of Modified Risk Tobacco
Product Applications and Institute of Medicine’s (IOM) 2012 report, Scientific Standards for
Studies on Modified Risk Tobacco recommend or even require the inclusion of youth in consumer
perceptions studies of promotional material to determine the effect of such modified risk claims
on adolescent risk perception or interest in using the product. 11 Given that adolescence is a period
of heightened vulnerability for the initiation of tobacco use, it is important to evaluate whether
adolescents accurately understand the purported benefits of an MRTP. Of particular importance
are adolescents’ perceptions of the risks and benefits of using the product, and whether they
intend to initiate tobacco use with the MRTP rather than a traditional tobacco product because
they believe the former is a “safe” alternative.” 12 Swedish Match’s failure to provide any
evidence of the effect of these messages on adolescent risk perception is an inexplicable omission,
against FDA’s express instructions. The need to consider the effects of promotional statements
on youth is vitally important in light of the industry’s documented history of marketing tobacco
products in ways that attract adolescents and the role that youth initiation has played—and
continues to play—in the recruitment of long-term adult smokers. 13
FDA’s guidance on MRTP applications and IOM’s report describe how such research
should be done. Recognizing that research among non-smokers, and non-smoking youth in
particular, requires care, FDA offered applicants an opportunity to work with the agency to
determine the best way to conduct studies involving youth. 14 IOM suggested that such research
could be appropriately done under the supervision of an independent third party. 15
TPSAC should evaluate whether amendments that present no evidence on the effect of
modified risk claims on youth initiation or perception of risk can possibly meet the public health
standard.
Available U.S. prevalence surveys do not provide a lot of detail on snus use among
youth, but even data on general smokeless tobacco use among youth indicate that overall use of
snus is low. The most popular smokeless tobacco brands identified by youth (12-17 years old)
11
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smokeless tobacco users continue to be the traditional moist snuff brands, 16 some of which make
pouch products, but those are vastly different from snus products.
Preliminary data indicate that smokeless tobacco use could be associated with future
smoking for youth and young adults. One small study found an association between snus use
among non-smoking youth and young adults and increased likelihood of cigarette smoking
initiation, current cigarette smoking, and more intense cigarette smoking two years later. 17
Though the proportions from the study are small, those findings are supported by older studies
linking smokeless tobacco use to later cigarette smoking. 18 More recently, a study using data
from the Population Assessment of Tobacco and Health (PATH) study found that non-smoking
youth (12-17 years old) using smokeless tobacco (including snus) at baseline had higher odds of
cigarette smoking initiation and two times the odds of past 30-day cigarette smoking at follow-up
a year later compared to non-users. 19 This pattern is not isolated to the U.S.: a study from
Norway found that age may be a factor in transitioning from snus to cigarettes. It found that
people who started using snus before 16 years old were much more likely to become adult
smokers compared to those who started snus later. 20 Moreover, initial smokeless tobacco use is
also associated with later multiple tobacco product use. A survey of adolescents and young
adults who had ever used tobacco found that those who initiated any tobacco use with smokeless
tobacco (or any other non-combustible product) had higher odds of using multiple tobacco
products than those who initiated with a combustible product. 21
Because most of the studies linking initial smokeless tobacco use to later smoking are
older, TPSAC needs to determine how relevant these older findings are for General snus,
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especially in the context of a tobacco product marketplace including e-cigarettes, which is
currently more popular than even cigarettes.
D.

Would a Modified Risk Claim Result in Increased Smoking Cessation or in
Increased Dual Use?

General snus currently has relatively low use rates in the U.S. compared to traditional
smokeless tobacco products. Swedish Match has not provided sufficient evidence that a
modified risk designation will increase its use by smokers who plan to switch completely, or if
those smokers will use General snus in addition to smoking cigarettes. In fact, a study of U.S.
smokers who were interested in quitting smoking with oral tobacco products showed that
smokers did not like General snus and did not choose to use it during the study period. 22 As
discussed in our comments to Swedish Match’s General snus modified risk docket 23 and those
filed before TPSAC for the Camel snus modified risk docket, 24 data generally do not show that
smokers will use smokeless tobacco products, including snus, to quit smoking, and that the
opposite trend (smokeless tobacco to cigarette smoking) is more likely. The 2008 Update of the
U.S. Public Health Service Clinical Practice Guidelines regarding tobacco cessation concluded,
“the use of smokeless tobacco products is not a safe alternative to smoking, nor is there evidence
to suggest that it is effective in helping smokers quit.” 25 Thus, there is considerable reason to
doubt, based on available U.S. data, experiences, alternative products on the market, and current
regulatory structures, that U.S. smokers will actually switch completely to General snus, even
with the proposed modified risk claim.
An alternative to switching completely is using both products concurrently (dual use),
and that has extremely important health consequences. Dual use may prolong duration of
smoking, which plays a major role in increasing risks of developing smoking-related diseases. 26
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Thus, TPSAC must assess whether smokers who take up a smokeless tobacco product will
actually use that product (i.e., whether they would use it exclusively while abstaining from
smoking or whether they would use both products concurrently) to determine if there is any
potential benefit to health that might result from approval of a modified risk application.
Smokers may try snus for various reasons, including to reduce their smoking, but they
more often end up using both products rather than switching completely. 27 Several studies have
found that dual users have similar or lower likelihood of quitting or attempting to quit smoking
compared to exclusive cigarette smokers. 28 One study has found that, while dual users were
more likely to make a quit attempt compared to exclusive smokers, they tended to relapse more
quickly compared to exclusive smokers, and had comparable 30-day abstinence levels to
exclusive smokers. 29 U.S. smokers perceive snus as a temporary replacement, not a complete
substitution for cigarettes, 30 and dual users of smokeless tobacco and cigarettes use smokeless
tobacco to maintain their cigarette addiction, not to quit smoking, 31 and do not believe that
smokeless products can help them quit smoking. 32 One study found that smokeless users who
used these products to cut down on smoking were no more likely to stop using cigarettes
compared to those smokers who did not use smokeless tobacco, 33 and another study found that
smokers saw these products as temporary, rather than complete substitutes. 34
Studies from the years before e-cigarettes became popular show an increase dual use of
smokeless tobacco and cigarettes, 35 and Minnesota Adult Tobacco survey data show that the
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increase in smokeless tobacco use was largely due to current smokers using smokeless tobacco
concurrently, not to smokers switching to smokeless tobacco. 36 Survey data show that multiple
tobacco product use is common among youth and adult tobacco users, 37 and before e-cigarettes,
dual use of smokeless tobacco and cigarettes was popular. 38 Data from the NIH and FDAfunded Population Assessment of Tobacco and Health (PATH) study from 2013-2014 survey
found that there were more current snus users also using other tobacco products than exclusive
snus users. 39 Moreover, snus users were “more likely to report…polytobacco use than users of
other SLT [smokeless tobacco] products.” 40
In the U.S., many new smokeless tobacco products have been marketed as a way to get a
nicotine fix when smokers cannot smoke. In Swedish Match’s magazine promoting General
snus, Elevation, an ad states, “With General snus, there’s no smoke, no spit and no limit to where
you can go. So no matter where you’re off to next, pack the tobacco that helps you embrace any
adventure, anywhere.” 41 Such marketing discourages smokers from taking the one step that is
sure to protect their health, which is to quit smoking entirely. Because this messaging could
undermine any modified risk statement about “switching completely,” TPSAC must evaluate the
proposed statements in the context of other smokeless tobacco marketing.

CONCLUSION
In considering the General snus amendments under the statutory standards for modified
risk products, TPSAC should consider the following issues:
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1. Is the Scandinavian experience with Swedish snus is a reliable predictive guide to the
likely population-wide impact of General snus, with the modified risk claim proposed
in the amendments, in the United States?
2. Is the text of the modified risk claim in the amendments, with its dissemination,
sufficiently directed exclusively to adult smokers?
3. Does the text of the modified risk claim in the amendments sufficiently communicate
to consumers that they realize health benefits only by completely switching from
smoking to General snus? As currently proposed, the language in Swedish Match’s
claim does not indicate to consumers that the benefit is derived from complete
switching. The use of the term “instead” could imply substituting General snus for
some cigarette smoking, but not switching entirely from cigarettes to General snus.
4. Is there sufficient data in the amended applications to determine whether exposing
youth to General snus with the proposed modified risk claim would lead to increased
initiation of smokeless tobacco use and/or transition from smokeless tobacco use to
smoking?
5. Would the marketing of General snus, with the proposed modified risk claim, result
in increased smoking cessation or, rather, increased dual use with cigarettes?

Respectfully submitted,
Campaign for Tobacco-Free Kids
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