Federal Approaches to the Regulation of
Noncigarette Tobacco Products
Michael J.A. Freiberg, JD
Context: Under a grant funded by ClearWay MinnesotaSM and in partnership with nationally
recognized experts in tobacco product regulation, the Public Health Law Center investigated how
laws at every level apply, or fail to apply, to noncigarette tobacco products—also called “other tobacco
products.”

Evidence acquisition: During the years 2010 –2011, standard legal research techniques were used
to identify and compile relevant statutes, regulations, decisions, pleadings, proposals, and related
materials. Sources included standard commercial legal databases such as LexisNexis and Westlaw,
online sources for pending rules and legislation, and direct contact with courts for legal pleadings and
unpublished decisions. These legal authorities related to many aspects of the regulation, including
price, flavorants, youth access, marketing restrictions, and product design of other tobacco products.
Five of these products were used as case studies: dissolvable tobacco products, electronic cigarettes,
little cigars, snus, and water pipes.
Evidence synthesis: Research during the years 2010 –2011 revealed that the federal regulation of
other tobacco products lags behind the regulation of more “traditional” tobacco products, such as
cigarettes and moist snuff. Federal regulatory options to expand regulation of these products were
identifıed.

Conclusions: The article highlights several federal policy interventions that would address gaps in
the regulation of other tobacco products. The FDA must determine whether these interventions will
benefıt public health and, if so, to what extent—the legal criteria for intervention under the federal
Family Smoking Prevention and Tobacco Control Act.
(Am J Prev Med 2012;43(5S3):S249 –S254) © 2012 American Journal of Preventive Medicine

Context

I

n 2009, President Obama signed into law the Family
Smoking Prevention and Tobacco Control Act1
(TCA)—far-reaching legislation giving the Food and
Drug Administration (FDA) the authority to regulate
tobacco products. In his signing statement, the President
stated that “the decades-long effort to protect our children from the harmful effects of tobacco has emerged
victorious.”2 Yet, despite this optimism, tobacco remains
the leading cause of preventable death in the U.S.3
At least in part, tobacco remains a problem because the
TCA left many gaps in regulation— gaps that may lead to
increased tobacco initiation and use. One area in which
these regulatory gaps are particularly apparent relates to
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bacco products”—such as cigars, electronic cigarettes,
pipes, and certain kinds of novel smokeless tobacco products. So far, the bulk of the TCA has been applied to only
four types of tobacco products: cigarettes, cigarette tobacco, roll-your-own tobacco, and smokeless tobacco.4
Similarly, the FDA’s 2010 youth-access regulation applies
only to cigarettes and smokeless tobacco.5 Further provisions of the law, such as the prohibition on characterizing
flavors other than tobacco or menthol,6 apply only to
cigarettes. The failure of some provisions of the TCA to
apply to some types of these other products represents a
potential public health hazard.
Some of these gaps can be fılled by state and local
governments.7,8 However, the TCA contemplated that
many of these gaps would be fılled by the FDA itself
through regulation. Although there are many steps the
FDA could take to regulate these other tobacco products
more comprehensively, the FDA’s ability to issue regulations is limited by budgetary and statutory constraints.
This article will describe the criteria the FDA is required to use in evaluating regulatory options for other
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tobacco products. It will also point out some of the gaps in
federal law relating to the regulation of these products,
which at least arguably harm public health, and scientifıc
reasons that these gaps might represent public health
hazards. This is not intended to be an exhaustive list. Nor
is the purpose of highlighting these gaps to recommend
that the FDA address them all. Rather, it is intended to
demonstrate that the FDA has many available regulatory
options. Ultimately, it will be up to the FDA to determine
which of these regulatory options will have the greatest
positive impact on public health—the essential criterion
for regulation under the TCA.

Evidence Acquisition
During the years 2010 –2011, standard legal research techniques
were used to identify and compile relevant statutes, regulations,
decisions, pleadings, proposals, and related materials. Sources included standard commercial legal databases such as LexisNexis and
Westlaw, online sources for pending rules and legislation, and
direct contact with courts for legal pleadings and unpublished
decisions. These legal authorities related to many aspects of the
regulation of other tobacco products, including price, flavorants,
youth access, marketing, and product design. Five of these products were used as case studies: dissolvable tobacco products, electronic cigarettes, little cigars, snus, and water pipes.

Evidence Synthesis
Research during the years 2010 –2011 revealed that the
federal regulation of these other products lags behind the
regulation of more “traditional” tobacco products, such
as cigarettes and moist snuff. Federal regulatory options
to expand regulation of these products were identifıed.

Limitations on the U.S. Food and Drug
Administration’s Authority
Before highlighting some of the regulatory options available to the FDA, several limitations on the FDA’s authority must be acknowledged. First, it might be tempting to
recommend that the FDA simply apply all cigarette regulations to the other products. Indeed, there are likely
many instances where this would be appropriate from a
public health perspective.
However, the TCA limits the FDA’s ability to impose
requirements, or standards, on tobacco products. The
FDA can issue new product standards only if “such regulation would be appropriate for the protection of the
public health.”9 The TCA charges the FDA with making
this determination “with respect to the risks and benefıts
to the population as a whole,” taking into account the
increased or decreased likelihood of tobacco cessation or
initiation. These statutory requirements for product standards can be summarized as four criteria: public health

protection, population-level impact, cessation potential,
and initiation potential.
Applying these four criteria to each kind of other tobacco product may yield results unique to each product
type. For example, it may turn out that little cigars pose a
greater risk than noncombustible tobacco products because of the appeal of flavored little cigars. Or, it may turn
out that dissolvable tobacco products represent the greatest threat because of the possibility of the use of multiple
kinds of tobacco products. In contrast, it is possible that
some products have the potential to be used for cessation,
or lead to substitution without initiation.
Determining the answer to these questions will likely
be expensive, requiring market surveillance to determine
whether a specifıc product makes tobacco initiation, continuation, or cessation more likely. The FDA has a limited
budget, however, and must carefully prioritize which regulatory options it pursues.
However, these requirements do not present an insurmountable burden. The FDA is required to “consider”
the risks and benefıts to the population and the possibility
of initiation or cessation, but the law does not require the
FDA to fınd that all four criteria are met before issuing a
new product standard. Presumably, if only one criterion
is met, the FDA can adopt the regulation. So, for example, if the FDA determines that dissolvable tobacco
products make tobacco initiation more likely but that
the evidence is inconclusive regarding the likelihood of
cessation or the population-level impact, it would have
a suffıcient basis to restrict access to the products.
Further, the public health rationale applies only to
tobacco product standards. It does not apply to other
provisions of the law, such as the requirement that the
FDA review new tobacco products before they become
available on the market.10
The FDA will also need to take additional regulatory
steps before regulating any product over which it has not
yet declared jurisdiction (i.e., electronic cigarettes, little
cigars, and water pipes). In the case of products already
within the FDA’s jurisdiction (i.e., dissolvables and snus),
it will be a more straightforward process. However, because the regulatory options are often the same, this article will discuss both groups of products.
Finally, this is a very dynamic regulatory fıeld. The
FDA has stated its intent to regulate some of these products but has not yet done so. Consequently, the FDA
could adopt or decide not to adopt regulatory options
highlighted in this article even before this article is published. Further, the tobacco industry has already challenged some FDA regulations in the courts, and will likely
do so with any future meaningful regulation issued by the
agency.
www.ajpmonline.org
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Product Characteristics
The health risks and increasing popularity of the fıve
studied product types (dissolvable tobacco products,
electronic cigarettes, little cigars, snus, and water pipes)
have been explored in other articles11–15 and are beyond
the scope of this article. However, this section will describe
some characteristics unique to specifıc product types that
lead to them not being regulated in the same manner as
cigarettes or other noncigarette tobacco products.
In the case of some dissolvable tobacco products, there
is some question regarding what kind of tobacco products they are. In January 2011, Star Scientifıc, the maker of
Ariva and Stonewall brand dissolvable tobacco pellets,
sought approval to sell a new line of products under these
brand names16 as “modifıed-risk tobacco products.”17 In
a puzzling decision a few months later, the FDA concluded that the products, known as Ariva-BDL and
Stonewall-BDL, were not subject to regulation as tobacco
products, presumably because they do not meet the defınition of “smokeless tobacco.”18 The rationale for this
conclusion was redacted from a letter obtained through a
Freedom of Information Act request. As a result of this
decision, these products are not subject to any federal
regulation.
In contrast, other forms of dissolvable tobacco likely
meet the TCA’s defınition of “smokeless tobacco,” which
is defıned as “any tobacco product that consists of cut,
ground, powdered, or leaf tobacco . . . that is intended to
be placed in the oral or nasal cavity.”19 Snus would also
meet this defınition. As a result, the FDA currently has
jurisdiction over these two categories of products, although not every regulation that applies to cigarettes also
applies to them, as will be discussed.
In the case of electronic cigarettes, the FDA has announced its intent to regulate the products as tobacco
products “unless they are marketed for therapeutic purposes, in which case they are regulated as drugs and/or
devices.”20

Available Federal Regulatory Options for
Other Tobacco Products
Category Prohibition
The fırst regulatory option available to the FDA is perhaps the most dramatic. The FDA has the authority to
issue tobacco product standards which it determines
would protect public health.21 These standards could include the prohibition of entire classes of tobacco products
with certain exceptions, including all cigarettes, all
smokeless tobacco products, all little cigars, and all pipe
tobacco.22
Moreover, the FDA has the authority to require premarket review for products that are not “substantially
November 2012
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equivalent” to those marketed in the U.S. prior to February 15, 2007.23 New tobacco products that have different
characteristics than products marketed before this date
are not considered “substantially equivalent.”24 “Characteristics” are defıned broadly to include “the materials,
ingredients, design, composition, heating source, or
other features of a tobacco product.”25 If any of these
characteristics are different in a new tobacco product, it
must go through the premarket review process. Further,
this provision of the TCA does not require the FDA to
meet the public health criteria required for tobacco product standards. If a product is a “new tobacco product,” it
must not be sold until a premarket review is completed. It
is therefore logical to place the burden on tobacco manufacturers to prove that a new tobacco product is “substantially equivalent” to previously existing products.
Among the fıve types of other tobacco products studied, there are two types of products that the FDA could
prohibit because they would likely not meet the statutory
defınition of “substantially equivalent”: dissolvable tobacco products and electronic cigarettes.
In the case of dissolvable tobacco products, R.J. Reynolds began test marketing its Camel-brand line in 2009,26
well after the February 2007 marketing deadline date. The
products came in three varieties: “sticks” resembling
toothpicks, “strips” resembling breath freshener strips,
and pellet-shaped “orbs.” The design of Camel Strips and
Camel Sticks is unlike anything available in the market
prior to February 15, 2007, suggesting that they are not
“substantially equivalent.” Although Camel Orbs may
have a superfıcial resemblance to products such as Ariva
and Stonewall, evidence suggests that the two types of
products have different compositions. One study concluded that “levels of total nicotine per tablet in Camel
Orbs were signifıcantly lower than found in Ariva and
Stonewall.”27
Even though the dissolvable brands Ariva and Stonewall were marketed before 2007, evidence suggests that
the products have changed substantially. The manufacturer of the products stated in a comment to the FDA that
it began “a program to update the Ariva and Stonewall
products” in 2008.28 Consequently, it seems unlikely that
any of these brands of dissolvables meet the defınition of
“substantially equivalent,” and that the FDA could require their removal from the marketplace.
In the case of the new line of dissolvable products
marketed as Ariva-BDL and Stonewall-BDL, it may be a
moot point whether or not they are substantially equivalent, given that the FDA views them as not falling into the
four categories over which it has declared jurisdiction.
Although it could be credibly argued that the FDA should
have a broader reach where new products are concerned,
this does not appear to be the position that it has taken.
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The argument that electronic cigarettes do not meet
the defınition of “substantially equivalent” relies on more
indirect evidence, but it is no less compelling. A search of
the LexisNexis database for news articles containing the
phrase “electronic cigarettes” published prior to February
15, 2007, revealed only nine unique relevant articles. Four
are from the years 2004 –2006, and suggest that Ruyanbrand electronic cigarettes were being sold in China.29
Four 2003 articles from Australian news sources discussed the future of smoking and mentioned “smokeless
electronic cigarettes, asthma puffer-like nicotine inhalers” as one example of a product that might be sold in the
future.30 Finally, an article from November 1995 described a Chinese entrepreneur who invented a device
which he initially named an electronic cigarette, but
which contained “a concoction of Chinese herbs.”31
This review suggests that no electronic cigarettes were
marketed in the U.S. prior to February 15, 2007. Given
that the burden is on tobacco manufacturers to demonstrate substantial equivalence, the evidence seems suffıcient for the FDA to remove electronic cigarettes from the
marketplace and require the products to undergo a premarket review process.

Other Policy Options
There are additional regulatory options that the FDA
could consider that are applied to cigarettes but not to
other tobacco products. These options are presented
mainly to highlight regulatory approaches that the FDA
could take if it determines that doing so would benefıt
public health.
If the FDA chooses to implement these policy options,
it would be consistent with the law to preserve to the
maximum extent possible the authority of state and local
governments to adopt more stringent measures to protect
public health.32 The TCA permits state and local governments to regulate “the sale, distribution, possession, exposure to, access to, advertising and promotion of, or use
of tobacco products.”33 Further, current administration
policy disfavors preemption.34

Price-Related Options
Increasing the price of tobacco products has generally
been recognized as sound public health strategy.35 Although taxation is not part of the FDA’s standard regulatory arsenal,36 the agency can consider several other regulations that would affect the price of the other products.
First, the FDA could prohibit the distribution of free
samples of all tobacco products. Although the TCA required the FDA to issue a rule restricting the distribution
of free samples of “cigarettes, smokeless tobacco, or other
tobacco products,”37 the FDA has determined that this
provision applies only to cigarettes and smokeless to-

bacco.38 Consequently, there is no federal prohibition on
the distribution of free samples of electronic cigarettes,
little cigars, or water pipe tobacco.
An exemption further expands the availability of free
samples of tobacco products. Under the TCA and the
FDA rule, a tobacco retailer may distribute free samples
of up to 0.53 ounces of smokeless tobacco in a “qualifıed
adult-only facility.”39 This term includes facilities at
events with a substantial youth audience, such as rodeos,
car races, and concerts. Because of the extremely light
weight of products such as dissolvables and snus, this
represents a potentially serious loophole. By prohibiting
the distribution of free samples of all tobacco products,
the FDA would both expand the types of products covered and remove the exemption for qualifıed adult-only
facilities.
Second, the FDA could prohibit the redemption of
coupons. The TCA does not defıne the term “free samples,” and tobacco manufacturers have used deep discounts and coupons containing “buy one, get one free
offers” to circumvent the limitations on free samples.
Indeed, the tobacco industry has spent staggering sums
on price-related strategies such as coupons and valueadded discounts.40 Restricting the redemption of coupons would help mitigate this loophole.
Finally, the FDA could create a minimum pack size for
the other products. The federal tobacco marketing regulation prohibits the sale of cigarettes in packages containing fewer than 20 cigarettes,41 but there is no comparable
pack size limitation for the other products. Single cigarette sales have been shown to appeal to minors because
of their low price, and have the potential to lead to tobacco initiation.42 Creating a minimum pack size for
other tobacco products would be one way to mitigate this
possibility, although different systems would be needed
for products sold in discrete units (i.e., dissolvables, little
cigars, and snus) than for products sold en masse (i.e.,
water pipe tobacco).

Flavors
The TCA prohibited the sale of cigarettes containing
characterizing flavors such as fruit, candy, or alcohol, but
excluding tobacco and menthol flavors.43 In the context
of cigarettes, documents uncovered in tobacco litigation
demonstrate that tobacco manufacturers use flavors “as a
way to target youth.”44 Yet there is no comparable prohibition on flavoring in other tobacco products; prohibiting
them from containing characterizing flavors would seem
to be a promising way to reduce tobacco initiation.

Warning Labels
The TCA required that as of September 2012, all cigarette
packages sold in the U.S. must contain a color image
www.ajpmonline.org
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graphically depicting the health effects of smoking. The
law requires the warnings to occupy at least 50% of both
sides of cigarette packages, as well as the top 20% of
cigarette advertisements. Studies reveal that graphic
warnings create an emotional response that leads to
greater memory of the health risks associated with smoking.46 Additionally, these graphics are better understood
by individuals with poor reading comprehension skills.
Federal courts have split on the constitutionality of
graphic warning labels, increasing the possibility of review by the U.S. Supreme Court. In November 2011, a
federal judge prevented these warning labels from taking
effect.47 In March 2012, in contrast, a federal appeals
court upheld the constitutionality of graphic warning
labels.48
Federally mandated warning labels for other tobacco
products are likely not nearly as effective. The warning
labels for smokeless tobacco are text-only and required to
cover only 30% of the two principal display panels of a
smokeless tobacco package.49 Further, snus and some
dissolvables are the only products highlighted in this
article that clearly meet the TCA defınition of “smokeless
tobacco.” Consequently, the TCA requires no warning
labels for Ariva-BDL dissolvables, electronic cigarettes,
little cigars, and tobacco smoked in water pipes. If the
U.S. Supreme Court were to uphold the constitutionality
of graphic warning labels for cigarettes, the FDA may also
want to consider graphic warning labels for other tobacco
products.
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pipe tobacco. Several provisions of this regulation may
benefıt public health if applied to these other products.
First, the regulation sets a nationwide standard for
youth access. The minimum age to purchase cigarettes
and smokeless tobacco is set at 18, and procedures are put
in place to ensure compliance.54 Second, the regulation
prohibits the sale of cigarettes and smokeless tobacco by
vending machines and by self-service methods in any
facility that a minor can enter.55 Finally, limitations are
placed on the use of cigarette and smokeless tobacco
brand names as well as the format, content, and location
of those advertisements.56 It might benefıt public health if
these requirements were applied to Ariva-BDL, electronic cigarettes, little cigars, and/or water pipe tobacco.

Summary

Health Claims

Because many tobacco products are not currently regulated in the same manner as cigarettes, there is a need to
consider new federal regulation of the products. This
regulation could take many forms: prohibiting an entire
category of tobacco products; price regulation, including
regulations related to free samples, coupons, and minimum pack size; a prohibition on characterizing flavors;
expanded warning labels, potentially including graphic
warnings; a prohibition on health descriptors; and expanded youth access and marketing restrictions. However, it will be up to the FDA to determine which regulatory options advance its statutory goal of protecting the
public health at a population level, and which options are
feasible given budgetary constraints and the likelihood of
litigation.

The TCA prohibits the sale of any tobacco product sold
“for use to reduce harm or the risk of tobacco-related
disease” unless the manufacturer has received permission
to sell the product in such a manner.50 This includes any
product “the label, labeling, or advertising of which uses
the descriptors ‘light’, ‘mild’, or ‘low’ or similar descriptors.”51 By its terms, this provision applies to “any tobacco product.”52 However, the FDA has interpreted this
provision as applying to only the four categories of tobacco products over which the TCA grants authority to
the agency.53 Consequently, products such as little cigars
are still being sold with descriptors such as “light.” The
FDA could consider expanding the prohibition on health
descriptors so that it covers these other tobacco products,
unless the products have been shown to benefıt public
health.
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Youth Access and Marketing Restrictions
The FDA’s 2010 youth-access regulation applies only to
cigarettes and smokeless tobacco, excluding products like
Ariva-BDL, electronic cigarettes, little cigars, and water
November 2012
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