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 The Food and Drug Administration should deny the petition filed by R.J. Reynolds 
Tobacco Company and the American Snuff Company, Reynolds American, Inc.’s smokeless 
tobacco subsidiary, requesting the Food and Drugs Administration to initiate a rulemaking 
proceeding to change the text of the statutory smokeless tobacco product warning from 
“WARNING: This product is not a safe alternative to cigarettes” to “WARNING: No tobacco 
product is safe, but this product presents substantially lower risks to health than cigarettes.” 

 In 2009, Congress enacted the Family Smoking Prevention and Tobacco Control Act 
which sets a standard for modified risk claims that includes not only the harm to the individual 
user, but also the impact on the public health of the population as a whole, including tobacco use 
initiation and cessation. The law creates a process for tobacco companies to seek review by the 
FDA before being allowed to make “modified risk” claims about their products, including the 
one embodied in the proposed new warning label.  The law requires the companies to first 
provide the FDA with the scientific evidence to support such claims, including how the product 
will be marketed, to ensure that allowing such claims will actually reduce the number of people 
who are harmed by tobacco use. The proposal to alter the text of the smokeless warning is an 
attempt to circumvent provisions of Section 911(b)(2(A)(i) of the Family Smoking Prevention 
and Tobacco Control Act that prohibit tobacco product manufacturers from selling or distributing 
any tobacco product for which a modified risk or modified exposure claim is made without first 
providing the FDA with the required scientific evidence to substantiate the claim and to establish 
that the product, as actually used by consumers, will significantly reduce harm and the risk of 
tobacco-related disease to individual tobacco product users and 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. 
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 Contrary to RJ Reynolds’ claim, there is not a consensus in the public health community 
that smokeless tobacco products present a significantly reduced risk of disease than cigarettes; in 
fact, there is substantial controversy about the claims made regarding harm reduction. While 
some advocate the use of smokeless tobacco as a harm-reduction method (e.g., Royal College of 
Physicians, 2007) others make the argument that these products are not acceptable alternatives to 
cessation (e.g., Macara, 2008) , and concerns have been raised about promotion of smokeless 
tobacco products as a temporary substitute for smoking leading to chronic dual use of cigarettes 
and smokeless tobacco, or the initiation of smokeless tobacco use among youth, which may be a 
gateway to cigarette or multiple tobacco product use (Gartner, Hall, Chapman, & Freeman, 
2007).  

 A crucial element that the Citizen’s Petition does not address is that of “dual use” of 
smokeless and smoked tobacco products.  A study by Wetter et al. (2002), demonstrated that 
dual users of cigarettes and smokeless tobacco were less likely to achieve abstinence from 
tobacco over a four-year period compared with exclusive users of either product. Furthermore, 
due to the fact that the health effects of cigarettes and smokeless tobacco are different, the health 
effects of dual use of these two tobacco products may be additive and may increase the risk of 
tobacco-related diseases and mortality above single product use (Wetter et al., 2002). Additional 
data indicated that the concomitant use of tobacco products exacerbates dependence on nicotine 
among light-to-medium consumption smokers (Timberlake, 2008).   

 According to Mejia, Ling, & Glantz (2010), promoting smokeless tobacco as a harm 
reduction strategy would lead to changes in use patterns of smokeless and smoked tobacco 
products, including initiation and dual use. Mejia et al. used a decision tree analysis to provide a 
quantitative prediction of the net health effects that could be expected from promoting smokeless 
tobacco (particularly snus) as a harm reduction strategy in the USA. Their analysis indicates that, 
even if it an individual switching entirely from smoked to smokeless tobacco experienced a 
reduction in individual risk, this strategy would be unlikely to result in health benefits to the 
average individual.  Significantly, the Mejia et al, model assumed that dual use was less risky 
than continuing smoking alone.  Additional evidence (Teo, et al, 2006) indicates that dual use 
may be more dangerous than continued smoking alone.  In this international study of 52 
countries,  current smoking was associated with a greater risk of non-fatal AMI (odds ratio [OR] 
2.95, 95% CI 2.77-3.14, p<0.0001) compared with never smoking; chewing tobacco alone was 
associated with OR 2.23 (1.41-3.52), and dual users (smokers who also chewed tobacco) had the 
highest increase in risk (4.09, 2.98-5.61).This new information means that, if anything, the Mejia 
et al. model underestimates the negative health impact of promoting smokeless tobacco as a 
harm reduction strategy.   

 This possibility of increased dual use of smoked and smokeless products is not a 
theoretical possibility: the recent advertising messages and promotional strategies used by the 
tobacco companies, including RJ Reynolds, to market their products explicitly promote dual use 
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of smokeless tobacco, such as snus, as a complementary product for situations when smoking is 
prohibited as a way to deal with smoking restrictions rather than as an alternative to smoked 
tobacco (Hatsukami, Lemmonds, & Tomar, 2004).  Camel Snus coupons were distributed 
attached to packages of Camel cigarettes, and the Marlboro snus foilpack (Figure 1) was 
explicitly designed to fit alongside a pack of cigarettes in the consumer’s pocket. The marketing 
of snus as line extensions of the most popular cigarette brand names (e.g., Camel, Marlboro, 
Figure 2, 3, 4) also ties smoked and smokeless tobacco products together in the consumer’s 
mind.  It is unknown whether marketing a “safer” product such as snus under a cigarette brand 
name such as Camel results in an altered consumer perception of the safety of the Camel brand 
in general, including Camel cigarettes. Changing the smokeless tobacco warning label may also 
have other unknown effects on consumer perceptions of cigarettes that share brand names with 
smokeless tobacco products.  This is especially relevant as RJ Reynolds in particular has 
marketed its snus products with advertising that is difficult to distinguish as either a Camel snus 
or Camel cigarette advertisement (Figure 5) or with ads that promote both cigarettes and 
smokeless tobacco products simultaneously (Figure 4). 

 As reported by Timberlake et al. (2011), from test marketing in 2007 until late 2009, 
Camel Snus was advertised in newspaper and magazines as a product that could be used 
anywhere and anytime in situations where smokers could not light up. Similarly, Mejia and 
Ling’s (2010) review of internal tobacco documents demonstrated that promotion of smokeless 
tobacco for situational use has been a longstanding tobacco industry strategy that was pursued 
for decades, but is now increasingly emphasized as powerful cigarette companies adopted this 
strategy and use their much larger marketing budgets, cigarette distribution channels, and valued 
brand names.  Since its introduction, Camel Snus has been marketed to young more upscale 
smokers as a means of obtaining nicotine in places where smoking is restricted. The marketing of 
a complementary or adjacency product could promote dual use of tobacco, which may have 
serious consequences for tobacco control, as discussed previously. Marlboro snus is also 
promoted with a heavy emphasis on situational (dual) use, not complete substitution for 
cigarettes (Figure 6).  

 Despite health concerns about dual tobacco use, major cigarette manufacturers test 
marketed snus products in various states since 2006, including R.J. Reynolds (Camel Snus), 
Philip Morris USA (Marlboro Snus and Taboka), and Lorillard, Inc. (Triumph Snus) (Rogers, 
Biener, & Clark, 2010). Rogers et al. (2010) examined point-of-purchase marketing at random 
samples of gas stations and convenience stores in four U.S. cities. Their examination of product 
placement revealed that all brands of snus were positioned closer to cigarettes than other 
smokeless tobacco products.  Delnevo et. al.’s (2012) analysis of smokeless tobacco sales data 
between 2005 and 2011 showed an increase in sales of smokeless tobacco pouch products 
(including but not limited to snus) of 333.8%, and also found that after just a few years on the 
national market, Camel snus is ranked among the top 10 best selling moist snuff brands.  
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 Use of smokeless tobacco in adolescence has been a potential gateway to cigarette 
smoking (Haddock et al., 2001; Severson, Forrester, & Biglan, 2007; Tomar, 2003). If the 
product is perceived as safer than cigarettes, it may enhance the appeal of smokeless tobacco to 
youth as a starter product who would then transition to cigarettes or dual use, just as the health 
claims made in marketing light and low-tar cigarettes, increased the appeal of cigarettes to 
teenagers and new users (USDHHS, 2012; Cummings, Morley, Horan, Steger, Leavell, 2002).  
There is empirical evidence of “harm escalation”, e.g.. smokeless tobacco use leading to 
cigarette use, demonstrated in a longitudinal cohort study of 5225 US Air Force airmen, which 
found that among 114 baseline smokers initiating smokeless tobacco use after basic military 
training, at one year follow up, 87% demonstrated harm escalation, which was 5.4 times more 
likely to occur than was harm reduction (Klesges et al., 2010). 

 The promotion of low-tar products as being less harmful than conventional cigarettes 
despite the cigarette companies’ (including RJ Reynolds) internal understanding that they were 
not was found to be fraudulent and misleading by the U.S. District Court in the US Department 
of Justice’s case U.S. v. Philip Morris, USA, Inc. brought under the Racketeer and Corrupt 
Influenced Organizations (RICO) Act. The Court determined that: 

“For several decades, Defendants [including RJ Reynolds] have marketed and promoted 
their low tar brands as being less harmful than conventional cigarettes. This claim is 
false, as these Findings of Fact demonstrate. By making these false claims, Defendants 
have given smokers an acceptable alternative to quitting smoking, as well as an excuse 
for not quitting. 

Defendants’ conduct relating to low tar cigarettes was intended to further their 
overarching goal: to keep smokers smoking; to stop smokers from quitting; to encourage 
people, especially young to people to start smoking; and to maintain or increase corporate 
profits. 

It is clear, based on their internal research documents, reports, memoranda, and letters, 
that  Defendants have known for decades that there is no clear benefit from smoking low 
tar/low nicotine cigarettes as opposed to conventional full-flavor cigarettes. [ ] 
Defendants also knew that many smokers were concerned and anxious about the health 
effects of smoking, that a significant percentage of those smokers who were concerned 
and anxious about the health risks from smoking would rely on the health claims made 
for low tar cigarettes as a reason, or excuse for not quitting smoking. 

Despite this knowledge, Defendants extensively—and successfully—marketed and 
promoted their low tar/ light cigarettes as less harmful alternatives to full-flavor 
cigarettes. Moreover, Defendants opposed any changes in the FTC Method which would 
more accurately reflect the effects of compensation on the actual tar and nicotine received 
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by smokers, denied that they were making any health claim for their low tar/light 
cigarettes, and claimed that their marketing for these cigarettes was based on smokers’ 
preference for a “lighter,” “cleaner,” taste. 

By engaging in this deception, Defendants dramatically increased their sales of low tar/ 
light cigarettes, assuaged the fears of smokers about the health risks of smoking, and 
sustained corporate revenues in the face of mounting evidence about the health effects of 
smoking.” 

U.S. V. Philip Morris, 449 US at 560-61. 

In addition, the Court found that “there is a reasonable likelihood that Defendants’ RICO 
violations will continue. . . .Defendants’ practices have not materially changed. . .including: [ ] 
denial of the manipulation of the design and content of cigarettes, suppression of information and 
research, and claims that light and low tar cigarettes are less hazardous than full-flavor 
cigarettes.” Id. at 911.  

 Especially in light of the promotion of smokeless tobacco as line extensions of cigarette 
brands and the explicit promotion of dual use, the FDA needs to be particularly concerned about 
the possibility that similar fraudulent racketeering behavior is embodied in the Citizen’s Petition.  
Indeed, the FDA should take explicit notice of the tobacco companies’ ongoing status of 
racketeers in its evaluation and response of all petitions and public comments the Defendant 
companies submit. The example of Philip Morris’ “Project Mix” provides insight into the ways 
that the tobacco companies have manipulated the design and analysis of scientific experiments in 
a way to mislead the FDA (and the public) with regards to the risks of its products (Wertz, 
Kyriss, Paranjape, & Glantz, 2011). In 2002, as part of its effort to prepare to be regulated by the 
FDA, Philip Morris undertook a series of smoke chemistry and toxicology studies called Project 
Mix on the effects of 333 additives designed to establish their safety. Wertz et al.’s analysis of 
the internal industry documents showed that Philip Morris’ conclusion that additives did not 
affect the toxicity of cigarette smoke was not supported by the evidence that Philip Morris 
collected. The documents revealed post-hoc changes in analytical protocols after the industry 
scientists found that the additives increased cigarette toxicity by increasing the number of 
particles in the cigarette smoke. To obscure this fact, Philip Morris normalized toxicant levels by 
the levels of total particulate matter, which generally increased more with the additives than the 
other chemicals measured. By normalizing by the levels of total particulate matter, the results 
were presented in such a way that it appeared that the amounts of toxins decreased after adding 
the additives when, in fact, some of the carcinogenic chemicals increased by 20% or more. 

 Altering the text of the warning label to unequivocally state that smokeless tobacco 
presents substantially lower risks to health than cigarettes neglects the effects of dual tobacco use 
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and the effects of smokeless tobacco use on smoking cessation, and so is fundamentally 
misleading consumers to underestimate the true risks associated with smokeless tobacco use.  

 For these reasons, the Citizen’s Petition should be denied. 

 In addition, as the FDA deliberates the content of any new smokeless warning labels, it 
should see that any such new warnings include the information that smokeless tobacco can 
discourage smokers from quitting tobacco and address the dangers of dual use.  To minimize the 
possibility of dual use, the FDA should prohibit the promotion of smoked and smokeless 
products as line extensions of the same brand name, and prohibit the explicit promotion of dual 
use. 
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Figure 1. Promotion of Marlboro 
Snus and Camel Snus as products 
complementary to cigarettes. The 
first image is the direct-mail 
promotion of Marlboro Snus 
(2009) featuring an image of the 
“Rich” style of the product. Text: 
“Fits alongside your smokes. 
When smoking isn’t an option, 
reach for Marlboro Snus. Visit 
Marlboro.com for more 
information and special offers.” 
Piece comes with a coupon for one 
free pack of Marlboro Snus with 
any Marlboro purchase. (Source: 
www.trinketsandtrash.org)  The 
second image is that of Camel 
Snus coupon for a free tin of 
Camel Snus (insert) attached to 
Camel cigarettes (Source: 
www.goodhealth.freeservers.com)     

 

 

 

 

http://www.trinketsandtrash.org/detail.php?artifactid=6155&page=1
http://www.trinketsandtrash.org/
http://www.google.com/imgres?q=insert+free+can+of+snus&um=1&hl=en&tbo=d&biw=1280&bih=699&tbm=isch&tbnid=tVeHEANlv-mPyM:&imgrefurl=http://goodhealth.freeservers.com/SNUS.newsbriefs_index.html&docid=0ujxs7a7JBew9M&imgurl=http://goodhealth.freeservers.com/Cam
http://www.goodhealth.freeservers.com/
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Figure 2. Camel Snus (2011) and Marlboro Snus (2010) ads. The Camel Snus ad promotes the product as 
a “smoke-free city solution.” Text: “Smokers, we have a solution. Camel SNUS is your answer. Enjoy 
smoke-free, spit-free tobacco virtually anytime, anywhere in the city. Camel SNUS-it might just change 
the way you enjoy tobacco.” Text of Marlboro Snus ad: “ Marlboro Snus is made for smokers. It’s a 
different way to experience Marlboro flavor. Four flavors, in fact. So next time smoking isn’t an option, 
just reach for your Snus.”  (Source: www.trinketsandtrash.org)   
 

 

http://www.trinketsandtrash.org/detail.php?artifactid=6926&page=1
http://www.trinketsandtrash.org/detail.php?artifactid=6437&page=1
http://www.trinketsandtrash.org/


11 

 

 
Figure 3. Direct mail piece received from Camel in November 2012 promoting the 2013 99th Birthday 
Humptennial, the Camel Cup sweepstakes, Camel Menthol, Camel Crush cigarettes and Camel Snus 
Mint. In this promotional mailing, the warning labels for cigarettes and smokeless tobacco are displayed 
next to each other (Source: www.trinketsandtrash.org) 
 
 

 

http://www.trinketsandtrash.org/viewImage.php?file_name=213846-3.jpg
http://www.trinketsandtrash.org/viewImage.php?file_name=213846-3.jpg
http://www.trinketsandtrash.org/
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Figure 4. Direct mailing (March 2011) advertising a new coupon promotion called “Coupon Me” in 
which Camel customers can visit the brand’s website and select which style of coupons they prefer - two 
coupons for Camel cigarettes, two coupons for Camel Snus, or one of each. The mailing also promotes 
Camel Snus as smoke-free and mess-free and includes a coupon for a free tin with the purchase of any 
Camel product. Text: "Let passion be your compass. Explore your options and enjoy tobacco on your own 
terms." This promotional mailing contains warning labels for both cigarettes and smokeless tobacco. 
(Source: www.trinketsandtrash.org) 
 

http://www.trinketsandtrash.org/detail.php?artifactid=6632&page=8
http://www.trinketsandtrash.org/
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Figure 5. Examples of Camel Snus ads that can potentially be perceived as Camel cigarettes ads at first 
glance (2010). Text of the first ad: “One size should never fit all;” text of the second ad: “We all start out 
the same then some of us get more interesting;” text of the third ad: “Rock your own anthem.” The 
viewer has to read the fine print in the upper or lower left-hand corner and the warning label to be able 
to identify these ads as Camel Snus promotion. (Source: www.trinketsandtrash.org) 
 
 

 

http://www.trinketsandtrash.org/detail.php?artifactid=6264&page=1
http://www.trinketsandtrash.org/detail.php?artifactid=6380&page=1
http://www.trinketsandtrash.org/detail.php?artifactid=6380&page=1
http://www.trinketsandtrash.org/detail.php?artifactid=6318&page=1
http://www.trinketsandtrash.org/
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Figure 6.  “The Meeting” 
(2009)--web/viral video 
promoting Marlboro Snus as a 
product complementary to 
cigarettes to be used in situations 
when one cannot smoke (i.e., 
during a meeting at work). (Link: 
http://vimeo.com/15987535)  

  

 

http://vimeo.com/15987535

