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Dear Colleague,

As you know, the U.S. Food and Drug Administration now regulates cigarettes, smokeless tobacco, 
and roll-your-own tobacco. But, shockingly, more than four years after Congress granted the FDA 
the power to regulate other tobacco products, the agency has yet to act: e-cigarettes, cigars, “little 
cigars,” dissolvable products, hookah and other products remain totally free of federal regulation. 
This half-way approach is confounding state and local enforcement efforts and creating the false 
impression that unregulated products are safe.

On September 6, 2013, the Tobacco Control Legal Consortium joined together with state and local 
health departments and other health organizations in filing the enclosed Citizen Petition, urging the 
FDA to regulate other tobacco products as stringently as it regulates cigarettes. Participating in the 
petition were:

■■ The American Public Health Association
■■ The Association of State and Territorial Health Officials
■■ The National Association of County and City Health Officials
■■ The National Association of Local Boards of Health
■■ The New York State Department of Health
■■ The Providence, Rhode Island, I Healthy Communities Office
■■ Public Health-Seattle & King County, and
■■ The West Virginia Bureau for Public Health, Division of Tobacco Prevention

Action on our Petition will send a strong message that all tobacco products are harmful and will halt the 
tobacco industry’s exploitation of today’s regulatory loopholes to thwart state and local tobacco control. 

We hope you will add your voice to the chorus urging the FDA to act now. Soon, the agency will be 
inviting comments on this proposal. The process for commenting is not difficult, and we can help you 
make your voice heard. For information about how to share your views, or for technical assistance in 
preparing comments, you can contact our FDA Tobacco Project at publichealthlawcenter.org/topics/
tobacco-control/fda-tobacco-action-center or call us at 651-290-7506. We urge you to weigh in, and 
to include additional evidence — whether scientific data or simply practical information based on your 
observations and experience as a health professional — about the approach you believe the agency 
should take to best protect our nation’s health.

Sincerely,

D. Douglas Blanke 
Executive Director 
Tobacco Control Legal Consortium

http://publichealthlawcenter.org/topics/tobacco-control/fda-tobacco-action-center
http://publichealthlawcenter.org/topics/tobacco-control/fda-tobacco-action-center


2

Citizen Petition to the FDA

PETITIONERS

American Public Health Association
The oldest and most diverse organization of 
public health professionals in the world, which 
aims to protect all Americans, their families and 
their communities from preventable, serious 
health threats and strives to assure community-
based health promotion and disease prevention 
activities and preventive health services are uni-
versally accessible in the United States.

Association of State  
and Territorial Health Officials
The national nonprofit organization represent-
ing public health agencies in the United States, 
the U.S. Territories, and the District of Colum-
bia, and over 100,000 public health profession-
als these agencies employ. ASTHO members, 
the chief health officials of these jurisdictions, 
formulate and influence sound public health 
policy and ensure excellence in state-based pub-
lic health practice.

Division of Tobacco Prevention —  
West Virginia Bureau for Public Health

Healthy Communities Office — 
Providence, Rhode Island

National Association of County  
and City Health Officials
A national organization that  represents the na-
tion’s 2,800 local public health departments and 
supports efforts that protect and improve the 
health of all people and all communities by pro-
moting national policy, developing resources and 
programs, seeking health equity and supporting 
effective local public health practice and systems.

National Association of Local  
Boards of Health
A national organization that informs, guides, 
and is the national voice for the boards that 
govern health departments and shape public 
health policy. Driven by a mission to strengthen 
and improve public health governance, NAL-
BOH interacts with member boards, affiliates, 
and other state and national partners to advance 
leadership, board development, health priorities, 
and public health policy.

New York State Department of Health

Public Health — Seattle & King County 

Tobacco Control Legal Consortium
A national network of legal centers providing 
technical assistance to public officials, health 
professionals and advocates in addressing legal 
issues related to tobacco and health, and sup-
porting public policies that will reduce the harm 
caused by tobacco use in the United States.
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CITIZEN PETITION HIGHLIGHTS

The Family Smoking Prevention and Tobacco 
Control Act of 2009 (Tobacco Control Act) 
grants the U.S. Food and Drug Administration 
(FDA) the authority to regulate all tobacco 
products, including all tobacco products cur-
rently marketed in the United States. However, 
in its charge to the FDA, Congress only required 
the FDA to regulate cigarettes, cigarette tobacco, 
smokeless tobacco and roll-your-own tobacco. 
For all other products, the FDA is required to 
take an affirmative step and promulgate a rule 
that asserts jurisdiction over those products. In 
the four years since the passage of the Tobacco 
Control Act, the FDA has repeatedly stated its 
intention to regulate other products but it has 
yet to attempt to do so. This petition asks the 
FDA to assert jurisdiction over and regulate all 
tobacco products as stringently as it regulates 
cigarettes and smokeless tobacco. 

While this void in FDA regulation of tobacco 
products continues to exist, state and local gov-
ernments are trying to address the harms these 
products pose to the public’s health. The dif-
ferential treatment afforded to certain products 
at the federal level creates confusion regarding 
enforcement at all levels of government. In ad-
dition, FDA’s failure to regulate some products 
can also lead consumers to think that the un-
regulated products are safer than other prod-
ucts because they are manufactured, advertised, 
marketed, sold and distributed in ways that 
cigarettes and smokeless tobacco are not.

This problem is exacerbated by the tobacco in-
dustry’s efforts to develop new products that 
exploit regulatory loopholes and to acquire 
established businesses that manufacture and 
distribute novel products. As the tobacco in-
dustry diversifies its product lines, it continues 
to design and market its products to create and 
sustain nicotine addiction. 

It is not a coincidence that as the rate of ciga-
rette smoking decreases, the rate of using other 
tobacco products increases. This is troubling 
based on the known harms of many of these 
products and the potential health consequences 
of other tobacco products, both to individual 
users and at the population level. 

The petition compiles data on four classes of 
products that are unregulated by the FDA: ci-
gars, dissolvable tobacco products, e-cigarettes 
and hookah. However, the petition asks the 
FDA to regulate all products that meet the To-
bacco Control Act’s broad definition of tobacco 
products and only focuses on these particular 
products by way of example. Below is a small 
sample of the data presented in the petition. 

Cigars 

■■ Between 2000 and 2011, cigar sales increased 
123 percent, while cigarette sales decreased 
by 32.8 percent. 

■■ While cigar smoking in the United States 
was historically a behavior of older men, cigar 
smoking is now a behavior that skews young-
er, with young adults (age 18–24) smoking 
cigars at a significantly higher rate (15.9%) 
than adults age 25–44 (7.2%), age 45–64 
(4.9%), and age 65 or older (1.8%). 

■■ Experimentation with cigars is widespread in 
the U.S. among young adults, especially men. 
Among Hispanic, non-Hispanic Black, and 
non-Hispanic White men age 18–34, ever 
use of cigars ranges from 26.1% to 46.4%. 
Among women age 18–34, ever use of cigars 
ranges from 20.7 to 25.8%. 

■■ Approximately 13.1 percent of high school 
students are current cigar smokers, while 6.6 
percent of adults regularly use cigars. 
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■■ Regular cigar use causes cancers of the lungs, 
larynx, oral cavity, and esophagus.

■■ Cigar smokers who smoke regularly and those 
who inhale deeply are at increased risk of 
coronary heart disease and chronic obstructive 
pulmonary disease.

■■ Cigars can be more harmful than cigarettes 
because of higher levels of tobacco-specific N-
nitrosamines inhaled by users and bystanders.

■■ The tar, carbon monoxide, and ammonia lev-
els in cigars are higher than those found in 
cigarettes as well, and the tar found in cigars 
contains a type of hydrocarbon linked to an 
increased capability of producing tumors.

■■ The disease-free life-years lost due to cigar 
smoking have been estimated at 5.2 years.

Smokeless Tobacco 

■■ The most recent Youth Risk Behavior Surveil-
lance Report reveals that 7.7 percent of high 
school students currently use smokeless tobacco, 
with rates particularly high among 11th- and 
12th-grade males: about 15 percent of all 11th 
and 12th grade males use smokeless tobacco. 

■■ The prevalence of use of smokeless tobacco 
has increased sharply among white males in 
grades 9–12.

■■ From 2005 to 2011, total consumption of 
cigarettes declined 23%, while convenience 
store unit sales of smokeless tobacco increased 
by 56.8% over the same time period. This 
increase was driven in large part by the in-
creasing popularity of moist snuff products, 
which comprised at least 90% of the smoke-
less tobacco market each year and increased 
in sales by 65.6% from 2005 to 2011. 

■■ Sales of pouched moist snuff increased an 
incredible 333.8% while flavored moist snuff 
sales increased 72.1%, in convenience store 
sales between 2005 and 2011.

■■ As recently as 2007, snus comprised only 
0.1% of the smokeless tobacco market; by 
2011, snus comprised 3.7% of the market. 

■■ Two nationally representative cross-sectional 
surveys, the 2010 Social Climate Survey of 
Tobacco Control and the 2009 Consumer 
Styles Survey, both found that over 5% of sur-
veyed adults reported trying snus. Reported 
use of snus is even higher among surveyed 
daily smokers (12.9%) and all younger adults 
(8.0% of 18- to 24-year-olds).

■■ Use of smokeless tobacco is linked to peri-
odontal disease and tooth decay.

■■ Smokeless tobacco creates nicotine addiction.

■■ At least 28 chemicals found in smokeless 
tobacco are known to cause cancer.

■■ The Surgeon General, the Centers for Disease 
Control and Prevention, and the National 
Institutes for Health agree: smokeless tobacco 
use causes cancer.

Hookah 

■■ Results obtained by the 2008-2009 National 
College Health Assessment survey indicate 
that 8.4% of college students (10%, if limited 
to 18–24 year olds) reported current use of 
hookah while 30.5% of college students re-
ported ever use. 

■■ The Legacy Young Adult Cohort Study 
found that ever use of hookah by men age 
18–34 was 19.2% among U.S.-born His-
panics, 13.7% among non-Hispanic Blacks, 
and 21.5% among non-Hispanic Whites. 
Ever use by women age 18–34 was 26.5% 
among U.S.-born Hispanics, 10.7% among 
non-Hispanic Blacks, and 18.4% among non-
Hispanic Whites.

■■ Hookah is linked to increased risk of cardio-
vascular disease, clogged arteries and lung, 
oral, lip and bladder cancer.
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■■ Studies comparing the effect of a single ciga-
rette to 45 minutes of hookah use suggest 
that hookah smokers double their carbon 
monoxide exposure and triple their nicotine 
exposure, thereby intensifying the negative 
health effects of the smoke.

■■ Shared mouthpieces and the moist smoke 
associated with hookah smoking allow not 
only for the spread of common viruses like the 
cold, flu, or herpes simplex, but also deadly 
diseases including tuberculosis and hepatitis.

E-cigarettes 

■■ Data from the 2009 and 2010 national Con-
sumer Styles Surveys found that awareness 
of e-cigarettes by U.S. adults doubled from 
16.4% in 2009 to 32.2% in 2010. Ever use of 
e-cigarettes increased over the same period, 
from 0.6% in 2009 to 2.7% in 2010. 

■■ National survey data also indicate an increase 
in awareness from 2010 to 2011 (40.9% to 
57.9%), as well as ever use (3.3% to 6.2%).

■■ The Legacy Young Adult Cohort Study found 
that ever use of e-cigarettes among men 
age18-34 was reported by 16.4% of U.S.-born 
Hispanics, 4.8% of non-Hispanic Blacks, and 
8.8% of non-Hispanic Whites; current use 
was 5.3%, 3.5%, and 1.7%, respectively. Ever 
use of e-cigarettes among 18–34 year old 
women was 5.1% for U.S.-born Hispanics, 
5.3% for non-Hispanic Blacks, and 8.0% for 
non-Hispanic Whites; current use was 1.6%, 
4.0%, and 1.8%, respectively.

■■ While there is some evidence that e-ciga-
rette vapor contains lower levels of cigarette-
associated toxins than cigarette smoke, the 
mixture of chemicals in e-cigarette vapor has 
not been well studied and there is evidence 
that other toxic chemicals may be present in 
these products.

■■ There is also evidence that the liquid found 
in e-cigarettes contains amounts of nicotine 
that could be toxic or even lethal — especially 
to children — if ingested or absorbed trans-
dermally, yet no warning labels are required 
on these products.

The problem is clear and the solution is simple. 
The FDA must assert jurisdiction over and regu-
late all tobacco products to protect the public 
health. The scientific evidence regarding the 
prevalence of the use of these products and the 
data regarding the harm that these products 
cause makes the case for FDA regulation. For 
some other products, a dearth of information is 
available as to their impact on both individual 
and population level harm. While some have 
taken this lack of evidence of harm as evidence 
of safety, the petition correctly points out that 
harm has not been concluded because the prod-
ucts are not well studied. This lack of informa-
tion also underscores the need for FDA action. 

This petition asks the FDA to undertake a 
simple and logical regulation: to bring all to-
bacco products under its regulatory oversight 
and to extend restrictions that currently apply to 
cigarettes and smokeless tobacco to all tobacco 
products. There is no reasonable justification to 
continue to allow so many tobacco products to 
go unregulated at the federal level considering 
the harm that they pose and the specific and 
broad authority possessed by the FDA.
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September 6, 2013

Division of Dockets Management 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061, HFA-305 
Rockville, MD 20852 

CITIZEN PETITION

The undersigned submit this petition pursuant to Title 21, Chapter 9, Subchapter V, Part A of the 
Federal Food, Drug, and Cosmetic Act and 21 C.F.R. § 10.30 to request that the Commissioner 
of the U.S. Food and Drug Administration (FDA) assert jurisdiction over and regulate the manu-
facturing, marketing, sale, and distribution of certain non-cigarette tobacco products, also known 
as “other tobacco products” (OTPs).1 The authority to take the requested action is found in the 
Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act).2 
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I. PRELIMINARY STATEMENT

Under the Tobacco Control Act, Congress gave 
the FDA broad regulatory authority over all to-
bacco products.3 In the Act, which amends the 
Food, Drug and Cosmetic Act (FDCA), Congress 
established requirements applicable, “to all ciga-
rettes, cigarette tobacco, roll-your-own tobacco, 
and smokeless tobacco and to any other tobacco 
products that the Secretary by regulation deems 
to be subject to this chapter.”4 However, the FDA 
currently is regulating only the products that it is 
required to by the Tobacco Control Act — ciga-
rettes, cigarette tobacco, roll-your-own tobacco 
and smokeless tobacco. In order for the FDA to 
regulate other tobacco products, it must take an 
affirmative step and deem those products to be 
subject to regulation.5 Thus far, more than four 
years since the passage of the Tobacco Control Act, 
the FDA has failed to enact a single regulation 
that addresses the public health hazards posed by 
other tobacco products such as cigars, dissolvables, 
e-cigarettes and hookah. The authority to subject 
these other products to FDA regulation is made 
explicitly clear in the Tobacco Control Act and 
is limited only by the very broad definition of 
“tobacco product.” Under the FDCA, as revised 
by the Tobacco Control Act, a tobacco product is, 
“any product made or derived from tobacco that is 
intended for human consumption, including any 
component, part, or accessory of a tobacco prod-
uct. . . .”6 All of the specific products described in 
this petition fall within this definition. The FDA 
should fulfill its mandate of protecting the public 
health by asserting jurisdiction over and regulating 
all tobacco products.

Congress’ mandate to the FDA is clear: the FDA 
must promulgate regulations that protect the pub-
lic health.7 The Tobacco Control Act establishes 
a public health standard of review that is entirely 
different from the “safe and effective” standard that 
the FDA has traditionally used to evaluate drugs 
and medical devices, “because tobacco products are 
inherently not ‘safe’ or ‘safe and effective.’”8 Con-
gress intended this new “public health standard” to 

be a “flexible standard that focuses on the overall 
goal of reducing the number of individuals who 
die or are harmed by tobacco products.”9 

The tobacco industry and its allies have attempted 
to assert that the FDA needs to show strict cau-
sation of the harm of tobacco products at the 
individual level in order to make regulatory de-
cisions. This argument ignores the nature of the 
public health standard as well as the standard 
of proof envisioned by Congress in the Tobacco 
Control Act. In order to implement a tobacco 
product regulation, Congress directs the FDA to 
determine that this tobacco product regulation is 
“appropriate for the protection of public health” 
and frames this requirement in terms of “risks 
and benefits to the population as a whole” and 
“increased or decreased likelihood” of tobacco 
product cessation or initiation.10 The tobacco 
industry has misrepresented the weight of the 
evidence needed for FDA to act. It also has ig-
nored, in its communications, the fact that an 
assessment of what is “appropriate for the public 
health,” as defined by the Tobacco Control Act, 
necessarily involves broader and different con-
siderations,11 requiring: 1) consideration of the 
likely impact of a product standard on smoking 
initiation and cessation, analyzed in the context 
of the serious health effects of tobacco use, and 2) 
a weighing of the anticipated risks and benefits 
to the entire population, including nonusers of 
tobacco.12 

Although it is clear that regulating all tobacco 
products would benefit public health, it is not 
surprising that Congress imposed immediate 
requirements on and gave the FDA immediate 
regulatory authority over cigarettes and other 
historically popular tobacco products. Cigarettes 
have been the best-selling type of tobacco product 
for generations. As a result of their widespread 
use and the resulting catastrophic public health 
consequences, including causing 443,000 deaths 
annually, cigarettes have been the main focus of 
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public health regulation and community educa-
tion efforts designed to prevent tobacco initiation 
and encourage cessation. Cigarette regulation and 
education began in earnest after the 1964 Surgeon 
General’s Report on Smoking and Health,13 and 
became more prevalent after several Attorneys 
General brought suit against cigarette and smoke-
less tobacco manufacturers in the late 1990s. The 
resulting Master Settlement Agreement (MSA), 
Smokeless Master Settlement Agreement 
(SMSA) and four individual state settlements 
drove up cigarette prices, imposed restrictions on 
marketing to youth and sent a strong public mes-
sage about the hazards of smoking. It also raised 
awareness about the cigarette manufacturers’ ma-
nipulation of scientific data and tobacco products. 
Decades of deception by the tobacco industry 
prompted this action by the Attorneys General, 
who alleged that the industry manipulated data 
and successfully pressured scientists to hide the 
true risks associated with smoking,14 including 
controlling what information was made available 
to the public;15 manipulating the tobacco plant 
itself in order to increase the level of nicotine and 
make tobacco more addictive;16 and manipulat-
ing the design and manufacture of cigarettes to 
assure the most effective delivery of this addictive 
component.17 These allegations were proven by 
the federal government in U.S. v. Philip Morris, 
when a federal court found that the major cigarette 
manufacturers violated the Racketeer Influenced 
and Corrupt Organizations Act (RICO).18 

As a result of five decades of increasingly stringent 
regulation and effective education, mostly at the 
state and local level, cigarette sales have declined 
steadily.19 Proving their business savvy, however, 
cigarette manufacturers have been adding to their 
product lines with novel tobacco products designed 
to escape the more effective regulations applicable 
to cigarettes and smokeless tobacco. Other busi-
nesses have also entered the market with their new, 
non-cigarette tobacco products. As sales of these 
products increase and the public continues to be 
exposed to the harm that they cause, the need for 
regulation and public health education becomes 

critical. The FDA must take steps to regulate the 
manufacturing, marketing and sale of OTPs that 
have already secured a place in the market and 
must prevent new products from eroding gains 
achieved by existing tobacco product regulation. 
These steps would fulfill the FDA’s congressional 
mandate to protect the public health by preventing 
initiation by non-users and increasing cessation 
among users of tobacco products.20 

Current trends in tobacco product development 
underscore the need for FDA regulation. Some 
non-cigarette tobacco products, such as cigars and 
“little cigars,” have an established presence in the 
marketplace and have enjoyed steady or increasing 
sales as cigarette sales decline.21 Emerging tobacco 
products, such as dissolvable tobacco products, 
electronic cigarettes, and hookah, enter the market 
unencumbered by restrictions designed to limit 
the enticement of youth, reduce youth access or 
deter adult consumption. Yet all of these products 
present the threat of addiction and negative health 
consequences that requires federal regulators to 
take action. While state and local jurisdictions have 
been examining and adopting some restrictions to 
address the threat created by OTPs,22 the FDA 
has the power and ability to adopt comprehensive 
regulations that would have a positive impact on 
public health throughout the U.S. and the agency 
should take action now. The FDA understands the 
need to regulate these products and since 2011 has 
indicated its intention to assert jurisdiction over 
all tobacco products.23 Despite the fact that this 
intent is expressed through the agency’s unified 
agenda24 and has been expressed to the industry in 
various letters,25 the FDA has not taken the nec-
essary steps to assert jurisdiction over all tobacco 
products. Continuing to delay action provides 
the tobacco industry with wide reign in design-
ing, marketing and selling tobacco products that 
entice and addict young people through many of 
the tactics long-forbidden with respect to ciga-
rettes. The public health community is unwilling 
to tolerate continued delay in protecting public 
health,26 a sentiment that is shared by members 
of both houses of Congress.27 
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II. ACTION REQUESTED

Petitioners request that the Food and Drug Administration adopt regulations in accor-
dance with the substance of the petition. Specifically, the petitioners request that the FDA:

A. Assert jurisdiction over all products that meet the Tobacco Control Act’s 
definition of “tobacco products.”28 In doing so, the FDA must recognize that 
all references to “tobacco products” in the Tobacco Control Act apply not just 
to cigarettes, cigarette tobacco, roll-your-own tobacco and smokeless tobacco, 
but also to all products that currently meet or that will meet the definition of 
“tobacco product.” Consequently, the FDA must exercise all of the regulatory 
authority granted to it by the Tobacco Control Act with respect to all tobacco 
products, including the products over which it will assert jurisdiction. This 
authority includes but is not limited to:

1. The authority to regulate adulterated tobacco products;

2. The authority to regulate misbranded tobacco products;

3. The authority to compel the disclosure of health information;

4. The authority to compel registration of tobacco product manufacturers, 
disclosure of product lists and review of substantially equivalent products;

5. The authority over premarket review of new product applications which must 
be exercised with respect to dissolvable tobacco products, such as sticks, strips 
and orbs, electronic cigarettes, and any other products that were not marketed 
in the U.S. prior to February 15, 2007; and

6. The authority to regulate “Modified Risk Tobacco Products.”
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B. Extend many of the existing restrictions and requirements for cigarettes and 
smokeless tobacco to all tobacco products, including those requirements 
related to:

1. Sales and Distribution 

a. Establish a minimum age of 18 to purchase tobacco products,29 and 
mandate age verification of all persons not over the age of 26.30 

b. Prohibit all non-face-to-face sales of tobacco products including the use of 
vending machines and self-service displays except in adult-only facilities.31 

c. Establish a minimum package size for all tobacco products,32 prohibit 
breaking or opening of packages to sell individual tobacco 
products,33 and where necessary, engage in a study to determine an 
appropriate pack size for a particular product.

d. Prohibit sampling of all tobacco products including smokeless tobacco 
that is currently exempt from this regulation if the sample is distributed 
in a qualified adult-only facility.34 

2. Product Regulation

a. Prohibit characterizing flavors in all tobacco products.35 

b. Establish warning labels for all tobacco products.36 

3. Advertising and Marketing

a. Prohibit tobacco product brand and trade names of non-tobacco 
products.37 

b. Prohibit brand and trade name sponsorship of sporting and cultural 
events.38 

c. Require notice of all advertising in any non-traditional medium.39 



11

Asserting Jurisdiction Over and Regulating All Tobacco Products

III. STATEMENT OF GROUNDS

A variety of non-cigarette tobacco products are 
currently marketed and sold throughout the coun-
try. Some products present known risks of disease 
and death, while other products are known to 
contain carcinogens, toxicants and other danger-
ous chemicals. Some of the newest products have 
not been subject to sufficient testing to determine 
their long-term effect on individual and public 
health. When assessing these novel products, the 
FDA is required to use the public health standard 
in determining whether to allow such products 
on the market and under what restrictions. In 
addition to posing risks on their own, many of 
these products undermine public health efforts 
to encourage smokers to quit, either by allow-
ing smokers to use non-combustible products to 
sustain their nicotine addiction when in smoke-
free venues or by offering lower cost combustible 
products that reduce incentives to quit. In many 
jurisdictions, these products are attractive to youth 
because of their sweet and sassy flavors, low price 
and lack of age restrictions for their sale. Although 
there are many products that contribute to this dy-
namic, we discuss below the categories of greatest 
interest, presenting information about prevalence 
of use and health effects where available. 

Because some of these products are very new, 
at least to the U.S. market, there are gaps in the 
information regarding the full risk of disease 
posed by each of these products. This lack of in-
formation cannot be interpreted as an indicator 
of safety. Over half a century’s worth of research 
into the health effects of cigarettes has shown 
that many tobacco-caused diseases, particularly 
cancers, have a long latency period which makes 
it difficult to assess the true scope of disease risk 
in the short-term.40 For example, there is little 
immediate difference in the mortality risk of 
young smokers versus young nonsmokers, but 
differences in morbidity and mortality are read-
ily detectable after decades of smoking.41 As 
has been noted by the Institute of Medicine, 

The latent period between beginning ex-
posure to tobacco and the development of 
most adverse consequences is so long that 
empirical, direct evidence (assessment of 
immediate and long-term toxicity of in-
dividual tobacco products in humans) that 
one tobacco product is less harmful than 
another will rarely be available in time to 
be a basis for informing users.42 

While tobacco researchers have attempted to 
facilitate early risk assessment by searching for 
biomarkers that are predictive of later disease 
development, few of these have been validat-
ed. The scientific community has not yet been 
able to determine the extent of reduction in 
biomarkers that is required to reduce disease 
risk or the threshold of change that is required 
for reduced risk.43 However, “it is recognized 
that today, biomarkers of exposure are better 
validated compared to biomarkers of potential 
harm.”44 In short, the relative lack of data ad-
dressing the direct health effects of OTPs should 
not be interpreted as indicative of safety, espe-
cially when it is known that exposure to these 
products encourages youth initiation of smoking 
and reduces the likelihood of quitting smoking.

The FDA has been granted the authority — 
and the responsibility — to regulate all tobacco 
products, including obtaining information about 
those products and how they are actually used, 
and establishing standards for their manufacture, 
promotion, and distribution. Within this con-
text, any existing tobacco product ought to be 
subject to regulatory oversight by the FDA and 
should be subject to restrictions to prevent youth 
initiation and to help adult consumers quit. 
In addition, new products must be rigorously 
scrutinized and kept out of the marketplace 
unless the agency has determined, pursuant to 
the public health standard,45 that the product 
has met all of the requirements established in 
the Tobacco Control Act.46 
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1. Non-cigarette tobacco products raise public health concerns

A. Cigars — cheap flavored singles and little cigars47 

The term cigar includes a variety of products 
that differ in size, price, type of fill tobacco, 
and flavor. So-called small cigars are increas-
ingly the tobacco product of choice for young 
people.48 These cigars are wrapped in paper-
tobacco mulch or in something other than 100% 
whole leaf tobacco, often contain pipe or other 
cheap types of tobacco, and may have a plastic 
or wooden filter tip.49 Popular brands include 
Black and Mild, Swisher Sweet, and Phillies 
Blunt and these cigars come in a variety of fla-
vors, such as grape, apple, peach, wine, chocolate, 
and cream.50 Just as no federal law prohibits 
flavored small cigars from being sold, no federal 
law prohibits them — unlike cigarettes — from 
being sold individually. As a result, these prod-
ucts are available at a low price. Beyond the 
increased accessibility to youth and other price-
sensitive consumers of products with a low price 
point, permitting the sale of individual cigars is 
also problematic because manufacturers are not 
required to affix health warnings to single cigars. 
Because retailers may break packages and sell a 
single cigar from a pack, any package warnings 
may not be seen by consumers.51 

Also becoming more popular are so-called little 
cigars,52 also known as brown cigarettes. Little 
cigars are the same size as cigarettes, generally 
have an integrated cellulose or acetate filter like 
cigarettes and are typically offered in packages 
containing twenty little cigars.53 A 20-pack of 
little cigars sells for much less than a package of 
cigarettes,54 making it easier for price-sensitive 
consumers to purchase and increases youth ap-
peal. In addition, little cigars are available in 
youth-enticing flavors and may be sold as sin-
gles, again at a low costs and bearing no health 
warning. Despite the fact that they are likely 
to be offered or purchased as cigarettes and 
may satisfy the federal definition of cigarette, 

the little cigar is not considered a cigarette for 
regulatory and taxing purposes under federal 
law, because a small amount of tobacco is used 
in the paper wrapping the product.55 

The arbitrary regulatory distinction between 
small or little cigars and cigarettes is troubling 
because it is not related to any distinction in 
the health hazards inflicted upon users or by-
standers. In addition, product manufacturers are 
adept at exploiting the differential treatment 
to promote small or little cigars as a cigarette 
replacement when cigarette taxes increase, un-
dermining the positive public health impact of 
the tax increase. For example, in 2009, Congress 
passed an increase in the excise tax on small 
and little cigars, but not large cigars, in effort to 
address the issue of tobacco companies making 
cigarette-like small and little cigars to avoid the 
higher taxation of cigarettes.56 There is evidence 
that manufacturers, in response, engineered their 
cigars that look just like cigarettes to be slightly 
heavier in order to pass over the weight thresh-
old into the large cigar category and therefore 
be subject to a lower tax scheme.57 After the 
passage of the tax increase on small and little 
cigars, the cigar market dramatically shifted 
toward large cigars, with a 116% increase in the 
number of large cigars sold from 2008 to 2011, 
and a concomitant 85% decline in the number 
of small cigars sold.58 This market trend is not 
a consumer shift towards more expensive pre-
mium cigars but a manipulation, by manufac-
turers, of the weight of cigars to change their 
product category for the purpose of favorable 
taxation. Consumers are merely choosing the 
least expensive cigar that is consumed in a man-
ner similar to that of cigarettes. Allowing little 
cigars to be sold without the restrictions placed 
on cigarettes contributes to consumer confusion 
about the relative risk of use of cigars as well. 
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The dangers caused by cigar smoking are not in 
doubt. In 1998, the National Cancer Institute 
documented causal connections between regu-
lar cigar use and cancers of the lungs, larynx, 
oral cavity, and esophagus.59 Cigar smokers 
who smoke regularly and those who inhale 
deeply — both of which are more likely with 
small and little cigars — are at increased risk of 
coronary heart disease and chronic obstructive 
pulmonary disease.60 Cigar smoking increases 
cotinine levels and is associated with decreased 
lung function.61 Cigars can be more harm-
ful than cigarettes because of higher levels of 
tobacco-specific N-nitrosamines inhaled by us-
ers and bystanders.62 The tar, carbon monoxide, 
and ammonia levels in cigars are higher than 
those found in cigarettes as well,63 and the tar 
found in cigars contains a type of hydrocarbon 
linked to an increased capability of producing 
tumors.64 The disease-free life-years lost due 
to cigar smoking have been estimated at 5.2 
years.65 Meanwhile, cigar smokers in one study 
experienced an increased risk of hospitalization 
and death due to chronic obstructive pulmonary 
disease, the fourth leading cause of death in the 
United States.66 The bottom line is that cigar 
smoking contributes to the increased morbidity 
and mortality caused by smoking.

Moreover, data demonstrates the increasing 
prevalence of cigar use. Although cigars are cer-
tainly not as popular as cigarettes, there are dis-
turbing trends in cigar smoking, as more young 
people begin to experiment and become regular 
users. This trend underscores the need for federal 
action. Initiation of tobacco use is one of the 
three factors the FDA must consider as part of 
the public health standard. Cigars are becoming 
the product of choice for initiation of tobacco 
use, and the data shows that younger people are 
becoming cigar users. The statistics describing 
the trends of cigar use highlight this problem:

Between 2000 and 2011, cigar sales increased 
123%, while cigarette sales decreased by 32.8%.67 

■■ While cigar smoking in the United States was 
historically a behavior of older men,68 cigar 
smoking is now a behavior that skews young-
er, with young adults (age 18–24) smoking 
cigars at a significantly higher rate (15.9%) 
than adults age 25–44 (7.2%), age 45–64 
(4.9%), and age 65 or older (1.8%).69 

■■ Experimentation with cigars is widespread 
in the U.S. among young adults, especially 
men. Among Hispanic, non-Hispanic Black, 
and non-Hispanic White men age 18–34, 
ever use of cigars ranges from 26.1% to 
46.4%.70 Among women age 18–34, ever 
use of cigars ranges from 20.7–25.8%.71 

■■ With the exception of foreign-born His-
panics, experimentation with little cigars is 
similarly widespread among young adults age 
18–34, with 33.2–35.6% of men reporting 
ever use of little cigars72 and 21.9–27.2% 
of women reporting ever use of little ci-
gars.73 Approximately 13.1% of high school 
students are current cigar smokers74 and 
6.6% of adults regularly use cigars.75 

■■ In some states, high school boys are more 
likely to smoke cigars than cigarettes. For 
example, in Montana, 22.1% of high school 
boys smoke cigars, while only 6.7% smoke 
cigarettes. In Massachusetts, 20.2% of high 
school boys smoke cigars versus 15.6% who 
smoke cigarettes.76 

■■ Rates of cigar use are likely even higher 
among high school-age cigarette users; in a 
study of students at sixteen Chicago area high 
schools, 76.7% of adolescents who reported 
smoking at least one cigarette in the 30 days 
prior to the beginning of the study reported 
ever using cigars, cigarillos, or little cigars 24 
months later, while 40.7% reported past 30 
day use of cigars, cigarillos, or little cigars.77 

These statistics may underestimate cigar use, 
particularly among youth. An analysis of data 
from the Virginia Youth Tobacco Survey ob-
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served differences in youth reporting of cigar 
use in response to general versus brand-specific 
questions; for example, 57.3% of high school 
students who reported use of Black & Mild 
cigarillos did not report current use of “cigars, 
cigarillos, or little cigars.”78 Other studies have 
echoed this concern — particularly in regards 
to rates of cigar use among African-American 
adolescents.79 Thus, the problem of youth use 

of cigars may be even more grave than shown 
by the existing data.

These trends in cigar use do not come as a sur-
prise to those who monitor the industry. Tobac-
co product manufacturers are marketing cigars, 
with a particular aim at youth, and exploiting 
the lack of regulation to further entrench these 
products in the market.

B. Smokeless tobacco products: From conventional to dissolvables

Smokeless tobacco is defined in the Tobacco 
Control Act as “any tobacco product that con-
sists of cut, ground, powdered or leaf tobacco 
and that is intended to be placed in the oral or 
nasal cavity.”80 Emerging products like snus, 
sticks, strips, and orbs — which are made of 
ground tobacco and are intended to be placed 
in the oral cavity — fall squarely within this 
definition.81 While Petitioners believe that 
dissolvable products are smokeless products 
already subject to the FDA’s regulation, the 
agency’s position with regard to these products 
is unclear. The FDA has stated that smoke-
less tobacco “can” include dissolvable tobacco 
products,82 suggesting that some dissolvable 
products are regulated, while others are not. 
Clearly, the agency believes some dissolvables 
are not within its current authority, because it 
has rejected two Modified Risk Tobacco Product 
applications based on the agency’s determination 
that the particular dissolvable products involved 
were not subject to the Food, Drug and Cos-
metic Act.83 Whether the agency believes other 
dissolvable products are regulated today remains 
unclear, because, to petitioners’ knowledge, the 
agency has given no public indication which, if 
any, of these products are regulated.

This petition asks the FDA to clarify its under-
standing as to which products are smokeless 
tobacco products currently subject to its regu-
lation, to assert jurisdiction over any tobacco 
products not currently regulated, and to promul-

gate the regulations requested in this petition 
so that there is clear and uniform regulation of 
all smokeless tobacco products.

We group smokeless products into two catego-
ries: conventional smokeless tobacco products, 
which include snus, and dissolvable tobacco 
products. In the time that the FDA has been 
regulating smokeless tobacco, there has been an 
increase in the prevalence of the use of smoke-
less tobacco across most demographic groups. 
This is in part because the regulation of smoke-
less tobacco is still much weaker than that of 
cigarettes. We present data regarding new con-
ventional smokeless tobacco products, like snus, 
not because they are unregulated by the FDA 
but because the FDA must regulate them more 
stringently. Where cigars have become a go-to 
product when cigarettes become expensive and 
less appealing, smokeless tobacco has become 
a go-to product when the use of cigarettes is 
prohibited or inconvenient. It is also clear that 
smokeless tobacco is appealing to youth and in 
many cases is becoming the product that leads to 
initiation into the use of other tobacco products, 
such as cigarettes. The tobacco industry is delib-
erately making these products more appealing 
and many users are not aware that smokeless 
tobacco can lead to a lifetime of disease and 
addiction. We request that the FDA promulgate 
the regulations requested in this petition so that 
all smokeless tobacco products are regulated at 
least as stringently as cigarettes.
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i. Conventional smokeless tobacco products

Conventional smokeless tobacco products are 
those that are comprised of cut tobacco that 
is placed in the mouth either in a wad or in a 
pouch.84 When using the oldest form of con-
ventional smokeless products, the user must spit 
out tobacco juice and saliva as they build up in 
the mouth. Newer smokeless products are spit-
less and designed to allow the user to swallow 
any juices drawn from the tobacco during use. 
This type of smokeless tobacco is usually sold 
in small pouches; the user sucks on the pouch 
and discards it after a period of use (typically 
20 to 30 minutes) without the unpleasant side 
effect of having to spit or having pieces of to-
bacco stuck between teeth and along the gums. 
Skoal, Copenhagen, Grizzly, Red Man, and 
Kodiak are among the popular brands of con-
ventional smokeless tobacco. Many products 
are available in sweet or minty flavors, such as 
apple, cherry, citrus, berry, peach, wintergreen, 
and spearmint.85 

The newest form of this spitless tobacco in pouch 
form is snus, which originated in Sweden. The 
tobacco used in snus is processed in a manner 
that is different than that used for the pouches 
of spitless tobacco that have been sold in the U.S. 
for the last several years.86 Although relatively 
new to the U.S. market, snus is sold under some 
of the most popular cigarette brand names from 
the leading cigarette manufacturers — Camel 
(R.J. Reynolds) and Marlboro (Altria/Philip 
Morris). Now available in 27 states, Camel Snus 
comes in mint flavor.87 Marlboro Snus is still 
only available in a modest number of test mar-
kets but is marketed in peppermint and spear-
mint.88 The vast majority (79.6%) of snus sold 
in convenience stores in 2011 was flavored.89 

Use of smokeless tobacco is linked to periodon-
tal disease and tooth decay.90 Chewing tobacco 
users, for example, are nearly four times more 
likely than non-users to have decayed dental 
root surfaces.91 Of course, smokeless tobacco 

also creates nicotine addiction.92 In addition, 
smokeless tobacco use is harmful to health in 
other ways. There are at least 28 chemicals found 
in smokeless tobacco that are known to cause 
cancer.93 Use of smokeless tobacco is linked to 
the development of leukoplakia, white spots that 
form on tobacco users’ cheeks, gums, or tongue; 
leukoplakia is a precursor to oral cancer.94 The 
Surgeon General, the Centers for Disease Con-
trol and Prevention, and the National Institutes 
for Health agree: smokeless tobacco use causes 
cancer.

There is an ongoing discussion about where on 
the spectrum of harm various smokeless tobacco 
products should be placed, with many advocates 
for smokeless tobacco noting that smokeless 
products, while harmful, are less harmful than 
cigarettes. We need not venture into that de-
bate in this petition as there is no doubt that 
use of smokeless tobacco is harmful to health, 
far more harmful than not using smokeless to-
bacco. That is the appropriate standard for the 
FDA to consider when deciding whether and 
how to further regulate smokeless tobacco. The 
public health standard, established by Congress, 
mandates FDA action on this issue. 

Although not as popular as cigarettes or cigars, 
smokeless tobacco use is dangerously high. The 
most recent Youth Risk Behavior Surveillance 
Report reveals that 7.7% of high school students 
currently use smokeless tobacco, with rates par-
ticularly high among 11th and 12th grade males 
— about 15% of all 11th and 12th grade males 
use smokeless tobacco.95 The prevalence of use 
of smokeless tobacco has remained steady in 
some youth demographics (females 9th through 
12th grade) since 2003 and has increased sharply 
in other youth demographics (white males 9th 
through 12th grade).96 Current use among all 
adults was reported at 3.4%, with use among males 
at 6.5%.97 Use decreases with increasing age.98 
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Moist snuff is emerging as an increasingly im-
portant segment of the tobacco market. From 
2005 to 2011, total consumption of cigarettes 
declined 23%,99 while convenience store unit 
sales of smokeless tobacco increased by 56.8% 
over the same time period.100 This increase was 
driven in large part by the increasing popularity 
of moist snuff products, which comprised at least 
90% of the smokeless tobacco market each year 
and increased in sales by 65.6% from 2005 to 
2011.101 Sales of pouched moist stuff increased 
an incredible 333.8% while flavored moist snuff 
sales increased 72.1%, in convenience store 
sales between 2005 and 2011.102 The trends 
in moist snuff sales appear to also be driven by 
the emergence of “value brands.” A recent study 
highlighted the rise of the value brand Grizzly 
to the position of number one selling brand of 
moist snuff in a market that was historically 
dominated by “premium” brands, like Skoal or 
Copenhagen.103 This trend towards low-cost 
products is particularly concerning given the 
fact that low-cost products are more attractive 
to youth. 

The subcategory of snus has also emerged as a 
notable player in the smokeless tobacco market. 
As recently as 2007 snus comprised only 0.1% 
of the smokeless tobacco market; by 2011, snus 
comprised 3.7% of the market. Reinforcing this 
data are the rates of reported snus experimen-
tation by adults. Two nationally representative 
cross-sectional surveys, the 2010 Social Climate 
Survey of Tobacco Control and the 2009 Con-
sumer Styles Survey, both found that over 5% 
of surveyed adults reported trying snus.104 Re-
ported use of snus is even higher among surveyed 
daily smokers (12.9%) and all younger adults 
(8.0% of 18- to 24-year-olds).105 The trends in 
this product category reflect the same concerns 
as moist snuff: more young people and smokers 
are experimenting with these new products. 

In regulating these products, the FDA is man-
dated to consider their effects on initiation and 
it is clear that these products, often having char-

acterizing flavors and available at a low cost, 
are designed to be enticing to youth and the 
data shows that youth are experimenting with 
them. The FDA must also examine a product’s 
effect on cessation. The fact that smokers are 
experimenting with these products is troubling. 
As was noted above, there is an ongoing de-
bate as to the relative harm of tobacco products 
and whether or not tobacco users are switching 
to or from various smokeless products. Once 
again, this petition will not speculate about 
relative harm nor will it speculate about prod-
uct switching. However, what must be clear is 
the tobacco industry’s role in dual use106 and 
product switching. It goes without saying that 
the tobacco industry’s goal is to sell as many 
tobacco products as possible. Now that the larg-
est smokeless tobacco companies are owned by 
cigarette companies,107 it is unlikely that the 
tobacco industry will be encouraging tobacco us-
ers to move away from one product and towards 
another when it would be more profitable to 
encourage dual or poly-use of tobacco products. 
In fact, the tobacco industry’s own marketing 
campaigns reveal that this is absolutely the case. 
It is noteworthy that the industry markets its 
most popular brands across product categories. 
For example, R.J. Reynolds now markets Camel 
Snus to complement its line of Camel cigarettes. 
It has used the slogan, “Before, during and after 
boldly go everywhere,”108 to inform smokers 
that snus can be used in places where smok-
ing is prohibited. Philip Morris USA has been 
even more blatant in its promoting dual use of 
Marlboro Snus. It has designed the product 
packaging to mimic the shape of a cigarette 
package so that it can easily be carried with a 
package of cigarettes. It has used the slogan, 
“Fits alongside your smokes,”109 to entice smok-
ers to use both products. Philip Morris has also 
used the slogan, “When the work won’t wait,” 
110 and both of these slogans end with the ta-
gline, “When smoking isn’t an option, reach for 
Marlboro Snus.”111 By its own admission, the 
tobacco industry continues to focus up to 90% 
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of its resources on cigarettes.112 It uses its other 
products, like smokeless tobacco, to create and 
maintain nicotine addiction with the ultimate 
goal of selling more cigarettes. The tobacco in-

dustry’s intention is to keep people from quit-
ting smoking. The FDA must be aware of the 
potential impact on cessation in its regulation 
of these products.

ii. Dissolvable tobacco products

Dissolvable tobacco products are among the 
newest smokeless tobacco products. These 
products are unlike any other that has been 
on the market before. Dr. Lawrence Deyton, 
former Director of the FDA’s Center for To-
bacco Products, has described dissolvables as 
“flavored, smokeless products that resemble 
candy products and dissolve in the mouth of 
the user.”113 R.J. Reynolds has taken the most 
significant step into the market with Cam-
el Sticks, Strips and Orbs.114 Camel Sticks 
are comprised of pulverized, flavored tobacco 
formed into breakable sticks (about the size of 
a toothpick); Strips are thin patches of flavored 
tobacco, much like breath strips; and Orbs are 
compressed, flavored tobacco formed into a 
pellet, similar in shape but slightly larger than 
a Tic-Tac candy. Dissolvables do just as their 
name implies — they dissolve in the user’s 
mouth, with no requirement for spitting and 
no residual packaging to be discarded. 

Because dissolvables are relatively new, there is 
little information available on prevalence of use 
or demographics of users. National, cross-sec-
tional surveys from 2009 and 2010 indicated that 
0.5–0.6% of adults had tried dissolvables,115 and 
convenience store retail sales indicate that, as of 
2011, dissolvables held only a negligible share of 
the smokeless tobacco market.116 About 1% of a 
nationally representative sample of young adults 
(age 18–34) reported ever use of dissolvables, 
while 3% of adult dual users of tobacco products 
reported dissolvable use.117 However, although 
use rates appear low, dissolvable tobacco products 
were introduced in 2009 and were available only 
in limited locations until 2011 — the time period 
during which this data was gathered.118 Despite 
this limited initial availability, a 2009 national 

cross-sectional survey indicated that 10.4% of 
all responding adults, and 19.8% of 18–24-year-
olds, had heard of dissolvables.119 Given the 
public awareness of dissolvables and the posi-
tive perception of these products by young 
people,120 the use of dissolvables may increase 
as these products become more widely available 
and established in the market.

Regardless of whether this prediction of in-
creased use of dissolvables proves to be true, it 
is in the public health’s interest for dissolvables 
to be regulated like other tobacco products. Due 
to the fact that these are newer products, there 
is little information available about the health 
risks associated with dissolvables. Most of the 
publicly available research to date consists of 
chemical analyses or biomarker studies of dis-
solvable products.121 Initial studies suggest that 
the nicotine or tobacco-specific N-nitrosamine 
(TSNA) content may be lower for at least some 
dissolvable products relative to cigarettes and 
other smokeless tobacco products.122 However, 
there is variation in these products,123 and it is 
not clear whether or to what degree the reduc-
tion in concentration of nicotine or TSNAs 
translates to meaningful reductions in addictive-
ness and disease risk.124 The initial data does 
indicate that FDA regulation of these tobacco 
products is warranted.

The FDA’s Tobacco Products Scientific Advisory 
Committee (TPSAC) held hearings on dis-
solvables in early 2012. TPSAC issued a report 
summarizing the information provided by to-
bacco manufacturers, harm reduction advocates, 
researchers, and public health professionals at 
these meetings.125 The report does not contain 
the results of any direct research by the FDA 



18

Citizen Petition to the FDA

regarding the health effects of dissolvables or 
regarding prevalence of use or demographics 
of users. Based on the information provided 
to TPSAC, it concluded that exclusive use of 
dissolvables presents a reduced risk of harm to 
users from smoking-caused disease as compared 
to regular use of cigarettes.126 The report does 
not make conclusive statements about the risk 
of disease due to dual use of dissolvable and 
combustible products nor does it speak to the 
risk of diseases that are not considered to be 
smoking-caused.

Indeed, TPSAC acknowledges that the effects of 
dissolvables on the health of the U.S. population 
are uncertain and that key questions have yet 
to be addressed by researchers.127 Outstanding 
issues include the risk of children confusing 
dissolvables with candy and ingesting danger-
ous levels of nicotine; negative health effects, 
particularly cancers of the mouth, throat and 
stomach, from use of dissolvables; and the health 
effects associated with dual use of dissolvables 
and combustible tobacco products including 
the effects of sustained addiction rather than 
successful quit attempts. The question of dual 
use is particularly important, given that dis-
solvable tobacco products do not appear to be 

a complete substitute for cigarettes in regular 
smokers,128 suggesting that smokers are more 
likely to engage in dual use of cigarettes and 
dissolvables — maintaining their addiction to 
nicotine and exposure to the carcinogens in 
cigarettes — than to replace their cigarette habit 
with dissolvables. Additionally, TPSAC itself 
concluded that dissolvables are being marketed 
as an accessory or dual use product for smokers 
that provides nicotine in circumstances when 
smoking is not permitted or acceptable.129 This 
conclusion underscores the need for FDA ac-
tion. Not only is more information needed about 
the harms associated with the use of dissolvables, 
but also if these products hinder smoking cessa-
tion, they clearly pose a threat to public health.

In conclusion, snus and dissolvable tobacco 
products are smokeless tobacco products under 
the Tobacco Control Act and the FDA’s regu-
lations issued pursuant to the Act. The FDA 
should either clarify that it considers these prod-
ucts to be subject to all provisions of the Act and 
existing regulations applicable to other smoke-
less tobacco products, or should assert jurisdic-
tion over any products that it has determined 
do not meet the definition and promulgate the 
regulations requested in this petition.

C. Waterpipes: Hookah or shisha

Hookah — or shisha — originated in the Mid-
dle East, where tobacco is consumed using a 
waterpipe. The tobacco in the pipe is heated, 
typically by lit charcoal briquettes, and when 
the user draws on the mouthpiece, the tobacco 
smoke bubbles through the water and is drawn 
up a thin tube to the user.130 Hookah use typi-
cally occurs with more than one person sharing 
a pipe over the course of an hour or more.131 

The use of wate pipes as tobacco delivery mecha-
nisms has been described as “a virulent strain 
in the tobacco epidemic.”132 Although not 
as much research has been conducted on the 
health consequences of hookah as compared to 

cigarette smoking, there is evidence of several 
significant health risks associated with hookah 
smoking.133 These risks include cardiovascular 
disease, clogged arteries and lung, oral, lip and 
bladder cancer.134 Hookah smoking may also 
lead to nicotine addiction.135 While an aver-
age cigarette is smoked for 5 to 10 minutes, 
an average hookah session lasts 40 to 45 min-
utes.136 Studies comparing the effect of a single 
cigarette to 45 minutes of hookah use suggest 
that a hookah smoker doubles his carbon mon-
oxide exposure and triples his nicotine exposure, 
thereby intensifying the negative health effects 
of the smoke.137 Additionally, the heat sources 
used to burn the tobacco create additional dan-
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gers because carbon monoxide, heavy metals and 
other chemicals are released when charcoal or 
cinder is burned.138 

In addition to the health effects caused by smok-
ing hookah or being exposed to secondhand 
hookah smoke, sharing a hookah pipe can spread 
infectious disease.139 Shared mouthpieces and 
the moist smoke associated with hookah smok-
ing allow not only for the spread of common 
viruses like the cold, flu, or herpes simplex but 
also deadly diseases including tuberculosis and 
hepatitis. The World Health Organization is-
sued an advisory on hookah smoking in 2005 
recommending that hookah smoking be regu-
lated in the same way as cigarettes and other 
tobacco products.140 

Currently, hookah smoking is particularly popu-
lar among college students. Results obtained 
by the 2008–2009 National College Health 
Assessment survey indicate that 8.4% of college 
students (10%, if limited to 18–24 year olds) 
reported current use of hookah while 30.5% of 
college students reported ever use.141 Similarly, 
only 1.5% of adults reported ever using hookah 
in a 2009–2010 national survey, while 7.8% of 
18 to 24 year olds reported current use.142 Re-
inforcing the popularity of hookah use among 
young adults, nationally representative survey 
data collected in January 2012 by the Legacy 
Young Adult Cohort Study found that ever use 

of hookah by men age 18–34 was 19.2% among 
U.S. born Hispanics, 13.7% among non-His-
panic Blacks, and 21.5% among non-Hispanic 
Whites; current use was 4.8%, 4.0%, and 3.0%, 
respectively.143 Ever use by women age 18–34 
was 26.5% among U.S.-born Hispanics, 10.7% 
among non-Hispanic Blacks, and 18.4% among 
non-Hispanic Whites; current use was 2.0%, 
4.9%, and 1.8%, respectively.144  

While national data regarding hookah use 
among youth is limited, local studies of hoo-
kah use among high school students suggest 
that the popularity of hookah is not solely a 
college student phenomenon. For example, a 
cross-sectional study of students from three 
San Diego high schools found that 26.1% of 
surveyed students reported ever using hookah, 
including 23% of participants under 18; 10.9% 
of surveyed students had used hookah in pre-
vious month, and 10.3% were current users. A 
study of Chicago area high schools students 
suggest that hookah use is especially high among 
youth who have already tried cigarette smoking: 
58.5% reported ever use of hookah and 30.2% 
reported past-month use.145 Youth likely are 
attracted to the sweet aroma and taste — and 
the exotic experience — of hookah. As hoo-
kah becomes more popular it likely will play a 
larger role in the young adult and youth tobacco 
experience and pose more opportunities for 
exposure to risk.

D. Electronic cigarettes as tobacco products

Electronic cigarettes, also known as e-ciga-
rettes or electronic nicotine delivery systems 
(ENDS),146 are battery-powered devices that 
are designed to look like conventional cigarettes 
and hold liquid containing nicotine and other 
chemicals. The heating unit of the e-cigarette 
vaporizes the nicotine chemical mixture and that 
vapor is inhaled by the user. For most models, 
users replace the nicotine liquid cartridge when 
it is empty; those cartridges are available in 
many flavors, including fruit, dessert and candy-

like flavors.147 Disposable e-cigarettes also are 
available, many of which are offered in a variety 
of flavors. Although e-cigarettes were expensive 
when first marketed, more recent e-cigarettes are 
more affordable, including available disposable 
products, which are sold at convenience stores 
and elsewhere for as little as five dollars.

Although the FDA initially determined that 
e-cigarettes ought to be regulated under the 
drug and drug delivery device provisions of the 
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FDCA, a federal court ruling concluded that 
unless they are marketed as therapeutic devices 
(cessation aids), e-cigarettes containing tobacco 
should be considered tobacco products that may 
be regulated by the FDA under the Tobacco 
Control Act.148 The agency did not appeal that 
decision and issued a statement of intent to 
regulate e-cigarettes as tobacco products as long 
as no therapeutic claims are made.149 The final 
ruling in this case came on December 7, 2010 
and the FDA stated its intent to regulate e-
cigarettes as tobacco products on April 25, 2011, 
yet as of this filing, the FDA has not asserted 
jurisdiction over, nor has it proposed regulations 
related to, e-cigarettes.

The long-term health effects of e-cigarettes are 
unknown because they have only been sold in 
the United States for a few years and have not 
yet been subject to rigorous, reliable testing. 
Although e-cigarettes may have been available 
from China through online purchasing in 2007, 
these products were not offered for sale in the 
U.S. until after 2007.150 As the FDA explains 
on its website: 

As the safety and efficacy of e-cigarettes 
have not been fully studied, consumers of 
e-cigarette products currently have no way 
of knowing:

■■ whether e-cigarettes are safe for their 
intended use, 

■■ how much nicotine or other potentially 
harmful chemicals are being inhaled 
during use, or 

■■ if there are any benefits associated with 
using these products.

Additionally, it is not known if e-cigarettes 
may lead young people to try other tobacco 
products, including conventional cigarettes, 
which are known to cause disease and lead 
to premature death.151 

Similarly, health organizations such as the 
American Cancer Society and the American 
Legacy Foundation have expressed concern that 
e-cigarettes could increase nicotine addiction 
and tobacco use in young people.152 Prominent 
tobacco researchers echo this concern.153 Ad-
ditional research indicates that e-cigarettes may 
be used as a long-term or permanent substitute 
to smoking cigarettes, with people replacing 
cigarettes with e-cigarettes, even though there 
is virtually no data regarding the ingredients 
in or the potential harm caused by these new 
products.154 

The World Health Organization has also re-
cently announced its growing concerns regarding 
e-cigarettes, noting that, “The safety of ENDS 
has not been scientifically demonstrated,” and 
“The efficacy of ENDS for helping people to quit 
smoking has not been scientifically demonstrat-
ed.”155 The statement concludes by stating that, 
“[u]ntil such time as a given ENDS is deemed 
safe and effective and of acceptable quality by a 
competent national regulatory body, consumers 
should be strongly advised not to use any of these 
products, including electronic cigarettes.”156 

The concerns of the public health and research 
community are reinforced by the growing aware-
ness and prevalence of e-cigarette use. Data from 
the 2009 and 2010 national Consumer Styles 
surveys found that awareness of e-cigarettes 
by U.S. adults doubled from 16.4% in 2009 
to 32.2% in 2010.157 Ever use of e-cigarettes 
increased over the same period, from 0.6% in 
2009 to 2.7% in 2010.158 National survey data 
also indicates an increase in awareness from 
2010 to 2011 (40.9% to 57.9%), as well as ever 
use (3.3% to 6.2%).159 In these studies, current 
smokers and former smokers reported higher 
use of e-cigarettes than non-smokers.160 

Recently published data suggests that e-cigarette 
use is even more prevalent among young adults. 
January 2012 data from the nationally represen-
tative Legacy Young Adult Cohort Study found 
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that ever use of e-cigarettes among 18–34 year 
old men was reported by 16.4% of U.S.-born 
Hispanics, 4.8% of non-Hispanic Blacks, and 
8.8% of non-Hispanic Whites; current use was 
5.3%, 3.5%, and 1.7%, respectively.161 Ever use 
of e-cigarettes among 18–34 year old women 
was 5.1% for U.S.-born Hispanics, 5.3% for 
non-Hispanic Blacks, and 8.0% for non-His-
panic Whites; current use was 1.6%, 4.0%, and 
1.8%, respectively.162 

Particularly troubling is the fact that e-cigarettes 
are not approved as smoking cessation devices 
and may not be marketed as such without prior 
FDA approval, yet consumers overwhelmingly 
believe that e-cigarettes are effective for cessation 
and consumers purchase the product with that 
purpose in mind.163 Moreover, these consumers 
believe that e-cigarettes are a safer alternative 
than conventional cigarettes despite the lack of 
sound support for harm reduction.164 While 
there is some evidence that e-cigarette vapor 
contains lower levels of cigarette-associated 
toxins than cigarette smoke,165 the mixture of 
chemicals in e-cigarette vapor has not been well 
studied and there is evidence that other toxic 
chemicals may be present in these products.166 

Reports of adverse events related to e-cigarettes 
also raise concerns about the health effects of 
these unregulated products. Of the 102 adverse 
event reports on tobacco products that have been 
submitted to the FDA from the 1980s through 
the first quarter of 2012, 47 reports concern 
e-cigarettes starting in 2008.167 These reports 
have included eight adverse events that CTP 
has characterized as serious, including: 

Hospitalization for illnesses such as pneu-
monia, congestive heart failure, disorienta-

tion, seizure, hypotension, possible aspira-
tion pneumonia, second-degree burns to 
the face (product exploded in consumer’s 
mouth while driving and during routine 
use), chest pain and rapid heartbeat, pos-
sible infant death secondary to choking on 
e-cig cartridge, and loss of vision requiring 
surgery.168 

The less serious events reported to CTP in-
cluded complaints of “headache/migraine, chest 
pain, cough/sputum, nausea/vomiting, dizzi-
ness, feeling sick, confusion/stupor, sore throat, 
shortness of breath, abdominal pain, pleurisy, 
blurry vision, and sleepy/tired.”169 As CTP 
notes, these adverse events are not necessar-
ily causally connected to e-cigarette use since 
they could be related to underlying conditions 
or other factors;170 however, the number and 
seriousness of the reports related to e-cigarettes 
emphasizes the need for regulation and further 
assessment of these products. 

There is also evidence that the liquid found in 
e-cigarettes contains amounts of nicotine that 
could be toxic or even lethal — especially to 
children — if ingested or absorbed transder-
mally, yet no warning labels are required on these 
products.171 The risk to children is particularly 
concerning because e-cigarettes are frequently 
sold in flavors attractive to kids.172 Further, 
there is no federal age requirement to purchase 
these products and most state and local govern-
ments have not amended their minimum age re-
quirements for the purchase of tobacco products 
to include e-cigarettes. With such significant 
concerns about the safety and youth access to 
e-cigarettes, regulatory action must be taken.

2. The FDA should assert jurisdiction over and regulate OTPs

The provisions of the Tobacco Control Act cur-
rently, apply to cigarettes, cigarette tobacco, smoke-
less tobacco, and roll-your-own tobacco. The Act 
may apply to “any other tobacco products that 

the Secretary by regulation deems to be subject to 
[the Act].”173 Once the FDA asserts jurisdiction 
over every tobacco product for the protection of 
public health, many provisions of the Act would 
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automatically apply to these products. This petition 
also asks that the FDA extend many of the existing 

restrictions and requirements for cigarettes and 
smokeless tobacco to all tobacco products. 

A. Upon asserting jurisdiction over all tobacco products, the FDA must exercise all 
of its existing regulatory authority over all tobacco products

Many provisions of the Tobacco Control Act 
refer to “tobacco products,” generally but these 
provisions currently only relate to cigarettes, 
cigarette tobacco, roll-your-own tobacco and 
smokeless tobacco. Once the FDA asserts ju-
risdiction over any other tobacco products, they 
will also fall within this category of “tobacco 
products” for the purpose of regulation. When 
this happens, all references in the Act to “to-
bacco products” will also refer to these prod-
ucts. We urge the FDA to not grant any kind 
of exemptions to any class of products. It is 
understandable that a phase-in period might 
be necessary to ensure compliance but these 

products must be regulated in the same way as 
cigarettes, cigarette tobacco, roll-your-own to-
bacco and smokeless tobacco. This petition will 
not attempt to describe all of the FDA’s existing 
regulatory authority with respect to “tobacco 
products” generally that would automatically 
apply to additional products over which the 
FDA asserts jurisdiction but the authority is 
broad and comprehensive.174 However, there 
are two provisions that are worth examining in 
more detail in the context of OTP regulation: 
premarket review of new products and products 
that are marketed as posing less risk.

i. Premarket review of new product applications

An important component of the Tobacco Control 
Act is the provision requiring that any new to-
bacco products be subject to pre-market review by 
the FDA before they can enter the market. This 
section of the Act requires that for any product 
not commercially marketed in the U.S. on Feb-
ruary 15, 2007, the manufacturer must file an 
application for approval of the product at least 
180 days prior to marketing the product. Products 
that are shown to be the substantial equivalent of 
a product that was on the market on February 15, 
2007 are excepted from the application process. 
The FDA must deny an application to market 
a new tobacco product if the applicant fails to 
demonstrate that permitting marketing of the 
product would be appropriate for the protection 
of the public health. In deciding whether to ap-
prove an application, the FDA will consider:

■■ The risks and benefits to the population as a 
whole, including users and nonusers of to-
bacco products; 

■■ The increased or decreased likelihood that 
existing users of tobacco products will stop 
using such products; and

■■ The increased or decreased likelihood that 
those who do not use tobacco products will 
start using such products175 

Two of the product varieties discussed above 
are new products that should be subject to the 
pre-market approval process. Although e-cig-
arettes may have been on the market in China 
prior to 2007, it appears that e-cigarettes were 
not marketed in the U.S. until after February 
15, 2007.176 Little is known about e-cigarettes 
beyond that they do contain some toxins, have 
allegedly caused adverse events, and that the 
FDA has authority to regulate e-cigarettes as 
tobacco products.177 In light of these facts, the 
FDA should require that e-cigarette manufac-
turers submit an application and the required 
documentation about the health impact of e-
cigarettes — and prohibit marketing and sale 
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of those products until the agency has rendered 
a decision on the application.

The same is true for dissolvables. Although 
certain types of smokeless tobacco and snuff 
have been on the market for decades, dissolv-
able sticks, strips and orbs are unlike any other 
smokeless tobacco product marketed before 
2007. As discussed above, there is little evidence 

concerning the health effects of using these 
products or how the use of these products affects 
the use of other tobacco products. These prod-
ucts must be subject to premarket review and 
the burden should be on the tobacco manufac-
turer to either demonstrate that dissolvables are 
the substantial equivalent to a tobacco product 
marketed before 2007 or to file new product 
application. 

ii. Modified Risk Tobacco Products

Congress made explicit in the Tobacco Control 
Act that use of misleading descriptors, such 
as light, mild, and low tar, is prohibited in the 
marketing of tobacco products. For too long 
consumers have been unfairly manipulated into 
thinking that such products offer reduced risk 
when there is no sound evidence to support such 
a conclusion. More broadly, Congress included 
the modified risk tobacco product (MRTP) 
provisions, requiring pre-market approval by 
the FDA for any tobacco product marketed as 
presenting less risk of harm.178 It is imperative 

that the FDA enforce these provisions with 
respect to all tobacco products.

Although it is clear from the Tobacco Control 
Act and the FDA’s guidance documents related 
to the MRTP provisions that the provisions 
apply to all tobacco products and not just ciga-
rettes, the FDA has mainly focused on cigarettes 
and the removal of terms such as light and low 
tar from cigarette packaging. The FDA should 
make clear to manufacturers and retailers that 
pre-market approval is required for any tobacco 
product for which reduced risk claims are made.

B. In order to fully protect public health, the FDA must also extend many of the 
existing restrictions and requirements for cigarettes and smokeless tobacco to 
all tobacco products

i. Sales and Distribution

It is understandable that the initial sales and 
distribution regulations issued by the FDA in 
March of 2010179 applied only to cigarettes and 
smokeless tobacco with the exception of a provi-
sion related to product sampling;180 cigarettes 
and smokeless tobacco were the only products 
subject to the agency’s 1996 regulations that 
Congress ordered revived in the Tobacco Con-
trol Act. But there is no justification for the 
continued narrow scope of those regulations, 
particularly the basic retail sales restrictions. Due 
to the sales regulations only covering certain 
tobacco products but not others, the message 
sent to the public about the dangers of tobacco 
products may be blunted. Further, it might hin-

der compliance by retailers with regard to state 
and local laws that go further to protect public 
health by prohibiting sales to minors, restricting 
product placement, and imposing identification 
requirements with respect to all tobacco prod-
ucts.181 Retailers who are focused only on the 
federal requirements may not abide state and 
local laws designed to reduce youth tobacco 
sales, increasing the likelihood of youth access 
and reducing the public health impact of those 
state and local laws. At a time when state and 
local health agencies are experiencing severe 
budget cuts, enforcement of the federal restric-
tions may be the only youth access enforce-
ment in place. Expanding the coverage of these 
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sales and distribution regulations to all tobacco 
products should not greatly increase expenses 
of enforcement under the contracts that the 
FDA has with the states and should result in 
reduced youth access to all tobacco products. 
We urge the FDA to extend the following sales 
and distribution restrictions that currently only 
apply to cigarettes and smokeless tobacco to all 
tobacco products:

■■ Establish a minimum age of 18 to purchase 
tobacco products,182 and mandate age verifi-
cation of all persons not over the age of 26.183 

■■ Prohibit all non-face-to-face sales of tobac-
co products including the use of vending 
machines and self-service displays except in 
adult-only facilities.184 

■■ Prohibit sampling of all tobacco products 
and remove the current limited exemption 
for sampling of smokeless tobacco.185 

These are best practices for tobacco sales that 
are supported by research and recommended 
by public health agencies and advocates. Many 
of these practices are even recognized by the 
tobacco industry as basic measures to reduce 
youth access to tobacco.186 For all of the same 
reasons that these measures are imposed on the 
sale of cigarettes and smokeless tobacco, they 
should be applied to all OTPs, including cigars, 
dissolvables, hookah and e-cigarettes. 

Because application of these regulations to ci-
gars is set out fully in a previous petition,187 we 
address here specifically hookah and e-ciga-
rettes. As was noted above, young people do 
not comprehend the health risks associated with 
smoking hookah. The product is marketed in 
a manner that suggests it is more natural and 
therefore less harmful than cigarettes. Although 
many state and local laws restricting the sale of 
all tobacco products to minors apply to hoo-
kah, the lack of federal regulation of hookah 
contributes to the dangerous misunderstanding 
of the risks presented by its use. This concern 

is perhaps even more pronounced with respect 
to e-cigarettes. Under the Sottera decision, e-
cigarettes are a tobacco product for purposes 
of FDA regulation; yet many state and local 
youth access laws — including their self-service 
provisions — have not yet been amended to in-
clude these products as products that cannot be 
sold to youth.188 The public health community 
agrees that these products should not be sold to 
minors and that the FDA should take regula-
tory action to protect young people.189 Indeed, 
many e-cigarette manufacturers must agree as 
their product packaging notes that the product 
should not be sold to minors. There is simply 
no justification for failing to extend the federal 
sales restrictions to hookah and e-cigarettes.

Few issues are simple and concise in the federal 
regulatory arena; this is the exception to the rule. 
Presenting a risk of harm to young people, all 
tobacco products should be subject to federal 
regulations prohibiting sales to minors, mandat-
ing identification check by retailers, eliminat-
ing self-service displays, and prohibiting free 
samples. To fulfill Congress’s intent that the 
FDA act to protect the public health — espe-
cially the health of children — this modest step 
should be taken immediately.

The regulations discussed above are small step 
towards reducing youth access; in addition the 
FDA must also extend its mandatory minimum 
pack size requirement to all tobacco products. 
Current sales and distribution regulations pro-
hibit the sale of cigarettes in packages of less 
than twenty and prohibit a retailer from break-
ing a package of cigarettes or smokeless tobacco 
and selling the product in a package that is 
“smaller than the smallest package distributed 
by the manufacturer for individual consumer 
use.”190 The minimum pack size for cigarettes is 
designed to keep the price of access for cigarettes 
high to discourage youth purchasing.191 The 
provision prohibiting the breaking of pack-
ages also accomplishes this goal to some extent. 
Moreover, both provisions ensure that the prod-
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ucts sold will contain the required health warn-
ings, as single cigarettes or smokeless pouches 
do not contain such warnings. The petitioners 
request that the FDA establish a minimum 
package size for all tobacco products, and pro-
hibit breaking or opening of packages to sell 
individual tobacco products.

The minimum pack size for cigarettes serves as 
a model for what the FDA should impose with 
respect to all tobacco products and the provision 
prohibiting the breaking of packages should also 
apply to all tobacco products.

Minimum pack size is easily addressed with 
respect to small cigars and little cigars.192 Be-
cause they are virtually identical to cigarettes 
and are already marketed most often in a pack-
age of twenty, little cigars should be subject 
to the same restriction imposed on cigarettes. 
With respect to small cigars, which are often 
cheap, flavored and offered for sale as a single 
cigar, a four cigar minimum pack size is recom-

mended. Those jurisdictions that have imposed 
a minimum pack size have typically opted for 
the minimum of four or five to keep the prices 
up and consumption down. In addition, there 
is little burden on manufacturers because many 
of the products, when offered by the pack, are 
in a pack of four or five.193 Even this modest 
minimum drives up the price of access such that 
youth purchasing — and impulse purchasing by 
adults — will decrease. For example, a single 
small cigar may cost $1, an accessible price for 
young people; a five cigar pack will be priced at 
about $4.50, a level that reduces youth access, 
particularly by young teens.

Pack size regulation for other tobacco products, 
such as dissolvables, hookah, and e-cigarettes, 
is less obvious. While we do not have sufficient 
information to propose minimum packaging for 
these products, we encourage the agency to con-
duct research on whether there are appropriate 
minimum pack sizes for other products such that 
youth access and impulse purchasing decrease.

ii. Product Regulation

a. Prohibit characterizing flavors in all tobacco products

The Tobacco Control Act explicitly prohibits fla-
vored cigarettes, with the exception of those that 
are menthol — or tobacco — flavored.194 While 
Congress focused its attention on a wide range of 
flavored cigarettes, it did not expressly mention 
other tobacco products.195 This is an obvious 
gap that could be closed by agency regulation. 
Moreover, the prohibition on flavored OTPs can 
and should include all flavored products; there 
is no limitation in the Act that would prevent 
the FDA from including mint and menthol 
flavored products and there is no rational basis 
for excluding them from the prohibition.196 

The same reasons that undergird the prohibition 
on the sale of sweetly flavored cigarettes apply 
to flavored OTPs. As this agency’s Parental 

Advisory on Flavored Tobacco Products states, 
flavored tobacco products:197 

■■ Appeal to kids.

Young people are much more likely to use fla-
vored tobacco products than adults, and tobac-
co industry documents show that companies 
have designed flavored cigarettes with kids 
in mind. For example, one tobacco company 
suggested creating a honey-flavored cigarette 
to attract teenagers who like sweet products.

■■ Disguise the bad taste of tobacco.

Candy and fruit flavors mask the bad taste 
of tobacco, making it easier for kids to start 
using tobacco products. Once they start using 
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one tobacco product, however, they are more 
likely to experiment with others. 

■■ Are just as addictive as regular tobacco 
products.

Scientists have found that many kids think 
flavored tobacco products are safer and less 
addictive than regular tobacco products. This 
is not true. All tobacco products contain nic-
otine, the primary addictive chemical that 
makes it so hard to quit using tobacco. 

■■ Have the same harmful health effects as 
regular tobacco products.

Flavored cigarettes, cigars and pipes are not 
less dangerous than regular tobacco products. 
Smoking any kind of tobacco product in-
creases your risk of developing serious health 
problems, including lung cancer, heart disease 
and emphysema. Tobacco products that you 
don’t smoke, like snuff and chewing tobacco, 
have also been shown to cause gum disease 
and cancers of the mouth.

The FDA is absolutely correct about the appeal 
and harm of flavored tobacco products.198 While 
adults use flavored products as well, it is clear 
that these products are designed to appeal to 
youth. Even adult smokers and non-smokers 
understand that flavored tobacco products are 
designed to entice and addict youth because the 
marketing entices young people to try the prod-
uct and the flavors make it easier for youth to 
smoke or chew successfully.199 Flavorings clearly 
form the basis of youth-enticing marketing cam-
paigns. For example, Apple Blend Skoal Chew 
promotions assert that it will “combine rich, 
premium tobacco with the crisp flavor of juicy 
apples,”200 available in a pouch similar to a tea 
bag. One manufacturer’s little cigar is marketed 
as containing “a nice punch of ‘wild raspberry’ 
to tantalize the taste buds.”201 Advertisements 
and packaging employ stylish designs and bright 
colors that further emphasize the flavor and en-
tice youth.202 In fact, nearly every aspect of the 

marketing for these flavored tobacco products 
is strikingly similar to the marketing used for 
similarly flavored candies and sweetened bev-
erages. That kids like flavored tobacco products 
is supported by the target audience itself. One 
teen described Cherry Skoal as “a beginner’s 
product that helped me gradually go up the 
ladder.”203 “Cherry is like the kindergarten for 
Copenhagen,” said another high school boy.204 

In addition to their use by youth, it is troubling 
that many adults and subpopulations of adults 
are also attracted to flavored products. The at-
tractiveness of flavored tobacco products is sup-
ported by a recently published report from the 
CDC, which found that a substantial propor-
tion, 42.8%, of adult cigar smokers report us-
ing flavored cigars. Even more troubling is the 
CDC’s findings that the prevalence of flavored 
cigar use among smokers increases with decreas-
ing age, with 57.1% of 18–24 year old smokers 
reporting use of flavored cigars in comparison 
to 43.2% of smokers age 25–44, 28.9% of smok-
ers age 45–64, and 13.4% of smokers over age 
65.205 Moreover, the CDC report found that 
there are notable disparities in flavored cigar 
use across subpopulations of cigar smokers, with 
flavored cigar use higher among female than 
male cigar smokers (60.8% vs. 39.2%), higher 
among Hispanic than non-Hispanic white cigar 
smokers (61.7% vs. 37.9%), and higher among 
LGBT than heterosexual/straight cigar smokers 
(67.0% vs. 41.8%).206 

Additionally, there is evidence suggesting that 
flavors are contributing to the popularity and 
growth of the smokeless tobacco market. A 
study of smokeless tobacco users seeking ces-
sation treatment found that a majority of the 
subjects currently used a mint-flavored smoke-
less tobacco product (58.7%) and had initiated 
smokeless tobacco use with a mint-flavored 
products (57.7%).207 This study also observed 
that the likelihood of switching to a flavored 
smokeless tobacco product after initiating with a 
non-flavored product was higher than the like-
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lihood of switching to a non-flavored product 
after initiating with a flavored product.208 The 
importance of flavoring to the prevalence of 
smokeless tobacco product use is further sup-
ported by data indicating that sales of flavored 
moist snuff products not only increased 72.1% 
from 2005 to 2011, but also contributed to about 
60% of growth in sales in the moist snuff cat-
egory overall.209 Each year from 2005 to 2011, 
flavored products comprised at least 54% of the 
overall moist snuff market share.210 The market 
share of flavored products is even higher for the 
subcategory of snus — 79.6% in 2011.211 

Some state and local governments have taken 
action to prohibit the sale of flavored OTPs. The 
only state that has passed legislation prohibiting 
the sale of flavored cigars is Maine; that statute 
is comprehensive and is currently being enforced 
by the Attorney General of Maine.212 The City 
of New York passed an even more expansive bill 
restricting the sale of all flavored non-cigarette 
tobacco products, including flavored cigars and 
smokeless tobacco products, excepting menthol, 
mint and wintergreen but exempting sales in 
adult-only facilities.213 The City Council had 
been alarmed by the wide array of cigar flavors, 
like cookie dough, chocolate chip and pink berry, 
which appeared to target minors.214 Other ju-
risdictions, including Santa Clara County, Cali-
fornia, and Providence, Rhode Island, have fol-
lowed suit in enacting their own flavored OTP 
sales restrictions to protect youth.215 Providence 
and New York City are currently defending 
those provisions against legal challenges.216 Al-

though New York City and Providence have 
prevailed in the first round, both cases continue 
on appeal. The threat of litigation deters many 
local jurisdictions, with limited legal resources, 
from taking action. As a result, state and lo-
cal legislative efforts may fail217 and the effect 
of the flavored OTP sales restrictions that do 
pass does not measure up to the impact that a 
nationwide restriction on flavored tobacco prod-
ucts would have both with respect to decreasing 
youth initiation and reducing adult tobacco use.

Each of the products discussed in Section 1, 
above, is available in flavors that are undeniably 
attractive to young people as well as adults and 
present all of the hazards of flavored cigarettes. 
The FDA must take action to prevent the at-
traction and addiction of young people to these 
products that contribute to chronic disease and 
premature death. Therefore, the agency should 
prohibit the sale of all flavored tobacco products. 
The petitioners propose the following language, 
that mirrors the language prohibiting flavored 
cigarettes from the Tobacco Control Act:

No tobacco product or any component of a 
tobacco product (including the tobacco, filter, 
paper, liquid nicotine, or pouch) may contain, 
as a constituent (including a smoke constitu-
ent) or additive, an artificial or natural flavor 
(other than tobacco or menthol 218 ) or an herb 
or spice, including strawberry, grape, orange, 
clove, cinnamon, pineapple, vanilla, coconut, 
licorice, cocoa, chocolate, cherry, or coffee, that 
is a characterizing flavor of the tobacco product 
or tobacco smoke.219 

b. Establish warning labels for all tobacco products

Warning labels are one of the oldest and most 
basic public health measures to attempt to 
mitigate the negative health effects of smok-
ing.220 Since the first warning labels appeared 
on cigarette packages in 1965, warning labels 
have been an important source of information 
for tobacco users.221 While there is evidence 

that the current warning labels may have gone 
stale,222 and the need for large graphic warning 
labels is clear,223 the products mentioned in this 
petition are typically marketed with no warning 
labels whatsoever. This contributes to the state 
of confusion surrounding the health effects of 
these new products.224 The FDA must step in 
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and establish warning labels for cigars, hookah, 
and e-cigarettes and recognize that dissolvable 
tobacco products are smokeless tobacco products 
for the purpose of warning label regulation. 
At the very least, these products must display 

textual warnings; but to use the full extent of its 
authority and to provide the strongest protec-
tion for public health, the FDA should require 
large graphic warnings for all tobacco products.

iii. Advertising and Marketing

Consistent with the FDA’s existing sales and 
distribution regulations, the FDA’s advertising 
and marketing regulations, currently only ap-
ply to cigarettes and smokeless tobacco. These 
regulations should apply to all tobacco products; 
especially cigars,225 hookah and electronic ciga-
rettes. As noted above, the definition of smoke-
less tobacco product in the Act includes snus and 
dissolvables; and thus, the FDA must clarify that 
these products are smokeless tobacco products 
for the purposes of regulation. With respect 
to advertising and marketing restrictions, the 
petitioners specifically request that the FDA 
extend the following advertising and marketing 
restrictions that currently only apply to cigarettes 
and smokeless tobacco to all tobacco products:

■■ Prohibit tobacco product brand and trade 
names of non-tobacco products.226 

■■ Prohibit brand and trade name sponsorship 
of sporting and cultural events.227 

■■ Require notice of all advertising in any non-
traditional medium.228 

The justification underlying the application of 
these restrictions to cigarette and smokeless 
tobacco advertising apply to all tobacco prod-
ucts. The tobacco industry has a long history 
of marketing its products to young adults and 
children with the goal of getting them addicted 
to nicotine at a young age.229 These restrictions 
do not prevent the tobacco industry from com-
municating about its products to adult consum-
ers but do restrain the industry from preying on 
children. Given the increasing interest of these 
products to youth and young adults and the 
amount of experimentation that is already pres-
ent, there is clearly a need to implement these 
restrictions to curb youth initiation of tobacco 
use. These restrictions represent the first, small 
step in the right direction.

IV. CONCLUSION

The use of tobacco products is a scourge on 
public health and has been for many decades. 
The passage of the Family Smoking Prevention 
and Tobacco Control Act was heralded as a 
vigorous and aggressive step toward eliminat-
ing this plague on public health, finally taking 
a step towards stemming the tide of illness and 
death caused by tobacco products. The Act and 
the FDA have already had an impact, push-
ing toward the goal of eradicating morbidity 
and mortality associated with tobacco use. Yet 
there is much more to be done. The FDA must 

complement state and local activity by pro-
mulgating regulations designed to impact the 
products most attractive to young people, most 
likely to encourage adults to continue to use 
and most aggressively promoted by the tobacco 
industry to initiate youth. This is precisely what 
the public health standard requires: regulation 
that will increase cessation, decrease initiation 
and protect users and non-users from these dan-
gerous products. The tobacco industry has always 
been one step ahead of the regulatory curve, with 
tactics such as marketing light cigarettes just as 
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health warnings were required,230 or by creating 
more palatable and socially acceptable smokeless 
tobacco products as comprehensive smoke-free 
laws were enacted. The reality is that as one form 
of tobacco product is subject to regulation, the 
industry develops new products or strategies that 
expose regulatory gaps, illustrated by the explo-
sion in sweetly flavored cigars in response to the 
Tobacco Control Act’s prohibition of flavored 

cigarettes. The FDA has the power to bring 
all tobacco products under its jurisdiction and 
regulate all of these products for the protection 
of public health. A modest, evidence-based step 
in that direction is the assertion of jurisdiction 
over all tobacco products and the imposition of 
existing restrictions for cigarettes and smokeless 
tobacco on all tobacco products. The petitioners 
urge the FDA to take that step. 

V. ENVIRONMENTAL IMPACT

The action requested in this petition will not have any significant effect on the quality 
of the human environment.

VI. ECONOMIC IMPACT

No statement of economic impact of the requested action is presented as none has been 
requested by the Commissioner.231 

VII. CERTIFICATION

The undersigned certify, that, to the best knowledge and belief of the undersigned, this 
petition includes all information and views on which the petition relies, and that it 
includes representative data and information known to the petitioners and which are 
unfavorable to the petition.232 
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William Mitchell College of Law
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(651) 290-7520
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