August 8, 2014
Via Electronic Submission
Division of Dockets Management (HFA-305)
U.S. Food and Drug Administration
5630 Fishers Lane
Rm. 1061
Rockville, MD 29852
Re: Docket No. FDA-2014-N-0189
Deeming Tobacco Products To Be Subject to the Food, Drug, and Cosmetic Act, as
Amended by the Family Smoking Prevention and Tobacco Control Act; Regulations on
the Sale and Distribution of Tobacco Products and Required Warning Statements for
Tobacco Products
Dear Sir/Madam:
These comments are respectfully submitted on behalf of the Smoke-Free Alternatives Trade
Association (SFATA), a trade association comprised of 230 diverse domestic and foreign
members all of which operate in the emerging vapor industry. SFATA’s members include
manufacturers, importers, distributors, and retailers. SFATA has reviewed the proposed
regulations to extend the Food and Drug Administration’s (“FDA’s” or the “Agency’s”)
authority under the Family Smoking Prevention and Tobacco Control Act (“the Tobacco Act” or
“the Act”) to additional tobacco products (“Deeming Regulation”) (published April 24, 2014).
Among the products proposed to be deemed “tobacco products” are e-cigarettes and related
products. The members of SFATA represent a sizeable portion of the e-cigarette industry,
including a substantial number of small and medium-sized businesses. Accordingly, SFATA has
a significant interest in the regulatory status of e-cigarettes and vapor products, and the impact of
the proposed Deeming Regulations on small and medium-sized businesses.
Since SFATA’s inception in 2012, SFATA has proactively engaged members of Congress
and congressional staff, FDA, the Office of Management and Budget (OMB), the Small Business
Administration (SBA), and others and advocated for reasonable regulation of e-cigarettes and
vaping products. SFATA engaged in these activities long in advance of the Agency’s issuance
of the proposed Deeming Regulations. For the reasons set forth below, however, SFATA
strongly urges FDA to withdraw and not adopt the Proposed Rule as applied to e-cigarettes and
vaping products. SFATA’s fundamental legal objection to FDA’s proposal is that the Agency
lacks legal authority to regulate e-cigarettes in the absence of therapeutic claims. SFATA’s
fundamental practical objection is that because the Tobacco Act was never intended to apply to
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e-cigarettes (which, of course, is why the Agency lacks Tobacco Act jurisdiction over ecigarettes), regulation of e-cigarettes under the Tobacco Act is unworkable, impractical, unduly
burdensome, and overly expensive. FDA needs to recognize that the law in its hands will not
work to regulate e-cigarettes precisely because it was never designed or intended for this
purpose. FDA should seek new and appropriately tailored authority from Congress to properly
and effectively regulate e-cigarettes. SFATA would work with FDA to accomplish this
worthwhile objective.
I.

The Courts have been vigilant in policing FDA’s unfounded assertions of
jurisdiction.

The proposed Deeming Regulation is a fraught attempt by FDA to assert jurisdiction in the
absence of Congressional authorization. Similar attempts have failed in the past and have been
struck down by the courts. For example, the Supreme Court rejected FDA’s attempt to regulate
nicotine as a “drug” and cigarettes and smokeless tobacco as “devices” in FDA v. Brown &
Williamson Tobacco Corporation.1 Likewise, in Sottera Inc. v. FDA, the court rejected FDA’s
attempt to regulate e-cigarettes, holding that unless an e-cigarette is marketed for therapeutic
purposes, FDA may not regulate them as drugs/devices or combination products.2 Brown &
Williamson and Sottera foreshadow the outcome here if FDA adopts the Proposed Rule more-orless “as is” with respect to e-cigarettes: FDA can expect the courts to yet again reject the
Agency’s attempt to assert jurisdiction which Congress failed to grant.
Beyond losing on jurisdictional grounds, the courts have taken a highly skeptical view
overall of FDA’s tobacco regulatory activities. In R.J. Reynolds Tobacco Co. v. Food and Drug
Administration, for example, the court invalidated the final regulation requiring graphic warning
labels.3 Very recently, in Lorillard v. Food and Drug Administration, tobacco companies won a
court ruling that certain members of the Tobacco Product Scientific Advisory Committee were
impermissibly conflicted due to their anti-smoking connections.4
II.

Absent therapeutic claims, FDA does not have authority to regulate e-cigarettes.

FDA does not have jurisdiction over electronic cigarettes absent therapeutic claims, and
Sottera is not to the contrary. It is a severe misreading of the holding of Sottera to conclude that
the court there held that FDA has jurisdiction over e-cigarettes as tobacco products. That
question was not presented in the case. When Sottera was litigated and decided, FDA had not
(and to this day has not) regulated e-cigarettes as tobacco products. Thus, the question presented
in Sottera was not whether e-cigarettes are tobacco products, but whether they were, as FDA
1

529 U.S. 120 (2000).
627 F.3d 891 (2010).
3
696 F.3d 1205 (D.C. Cir. 2012).
4
Civil Case No. 11-440, Memorandum Opinion Filed Jul. 21, 2014.
2
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then asserted, “drugs” or “devices.”5 The court rejected FDA’s position, noting that FDA itself
frequently expressed the view that “cigarettes are beyond the scope of the [Food, Drug, and
Cosmetic Act (“FDCA”)] absent health claims establishing a therapeutic intent on behalf of the
manufacturer or vendor.”6 The court found it dispositive that, in enacting several statutes on
tobacco regulation, “Congress has acted against the backdrop of the FDA’s consistent and
repeated statements that it lacked authority under the FDCA to regulate tobacco absent claims of
therapeutic benefit by the manufacturer.”7
The Deeming Regulation, as proposed, purports to address the “jurisdictional lines established
by Sottera” by deeming e-cigarettes tobacco products subject to the Act. However, as explained
below, e-cigarettes do not meet the definition of a “tobacco product,” as defined in Section 201
(rr) of the Food Drug and Cosmetic Act (FDCA), as amended by the Tobacco Act.8
Consequently, FDA has no authority to regulate them as such. Moreover, e-cigarettes are not
intended for use as smoking cessation products, nor are they used as such by a vast majority of ecigarette consumers. Rather, they are a technology product for those who seek the unique,
recreational vapor experience e-cigarettes provide adult consumers.
A. E-cigarettes are not a “tobacco product,” as defined by the Act.
FDCA § 201 (rr) defines “tobacco product” as “any product made or derived from tobacco
that is intended for human consumption, including any component, part or accessory of a tobacco
product.” The Proposed Rule would “deem products meeting the statutory definition of
‘tobacco product,’ except accessories of a proposed deemed tobacco product” to be subject to the
Act.9 FDA interprets “tobacco products” to broadly cover a diverse range of currently marketed
products such as “certain dissolvables, gels, hookah tobacco, electronic cigarettes, cigars, and
pipe tobacco” as well as future products not currently marketed.10 “FDA envisions that there
could be tobacco products developed in the future that provide nicotine delivery (e.g, via dermal
or buccal absorption), similar to currently marketed medicinal nicotine products, but which are
not marketed for therapeutic purposes. Such products would be ‘tobacco products’ and subject
to FDA’s chapter IX authorities should the deeming rule be finalized.”11 Therefore, FDA
apparently acknowledges certain jurisdictional limits emphasized by Sottera while ignoring the
primary limit imposed by the statute - the definition of “tobacco product,” i.e. “made or derived
from tobacco.” In fact, e-cigarettes contain no solid tobacco; the only possible nexus that FDA
could assert to deem e-cigarettes tobacco products, as defined, is that certain e-cigarettes contain
varying levels of nicotine, and certain types of nicotine are derived from tobacco. That is a far
5

See id. at 898-92; Tobacco Act, Pub. L. No. 111-31, 123 Stat. 1776 (2009).
Sottera, at 9.
7
Id. (citing FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120, 144 (2000)).
8
Pub. L. No. 111-31, 123 Stat. 1776 (2009).
9
79 Fed. Reg. 23,142 (April 25, 2014) at 23,145.
10
Id. at 23,143.
11
Id.
6

Docket No. FDA-2014-N-0189
August 8, 2014
Page 4
too thin – and far too exception ridden – basis upon which to base jurisdiction, particularly
where, as here, the consequence of finding jurisdiction is the imposition of an unintended
crushing regulatory burden.
Congress enacted the Tobacco Act to regulate tobacco and the smoking of tobacco because
of the serious undisputed adverse health effects of tobacco smoking. No serious argument to the
contrary can be advanced. Proof of this unassailable proposition is found throughout the
Tobacco Act, starting explicitly in the factual findings which provide the predicate for the Act.12
For example, Finding No. 13 states that tobacco use “causes over 400,000 deaths in the United
States each year, and approximately 8,600,000 Americans have chronic illnesses related to
smoking” and Finding No. 14 indicates that a 50% reduction in youth smoking would “result in
approximately $75,000,000,000 in savings attributable to reduced health care costs.”13
Agencies should and courts generally do defer to congressional fact-finding.14 In Toyota
Motor Mfg., Ky., Inc. v. Williams, the Supreme Court interpreted Congress’s definition of
“disabled” strictly because Congress found that “some 43,000,000 Americans have one or more
physical or mental disabilities.”15 The Supreme Court reasoned that “if Congress intended
everyone with a physical impairment that precluded the performance of some isolated,
unimportant, or particularly difficult manual task to qualify as disabled, the number of disabled
Americans would surely have been much higher.”16 Therefore, the Supreme Court held that the
term “disabled” needed to be interpreted strictly to create a demanding standard for meeting the
definition in order to give relevance to the specific legislative findings and purposes that
motivate the ADA.17
Similarly, Congress specifically cited in its findings of fact 400,000 annual deaths
attributable to “tobacco use” as well as 8,600,000 chronic illnesses related to “smoking” tobacco
in its traditional form. Congress goes on to reference “smoking” in the context of potential cost
savings associated with a 50% reduction in youth tobacco use. Therefore, like in Williams,
giving “tobacco product” a broad meaning to include products not marketed during enactment,
and certainly not studied in order to capture associated illnesses and public health costs in its
findings of fact, would ignore Congress’s clear and specific findings of fact motivating the
Tobacco Act and attempt to regulate products outside FDA authority.
While the congressional findings of fact are relevant to interpreting the definition of “tobacco
products,” they are not, however, relevant to e-cigarettes whatsoever. Most fundamentally from
12

See Tobacco Act § 2.
Id.
14
See, e.g., Turner Broadcasting System, Inc. v. FCC (Turner II), 520 U.S. 180, 199 (1997).
15
See, e.g., Toyota Motor Mfg., Ky., Inc. v. Williams, 534 U.S. 184 (2002) (interpreting ‘disabled’ under the
Americans with Disabilities Act).
16
Id. at 197.
17
See id.
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a public health perspective, e-cigarettes involve no burning or combustion (“smoking,” in the
language of the congressional findings). They are reusable products that allow users to inhale a
wisp of vapor without fire, smoke, ash, or carbon monoxide. As a result of these and other
differences, there is no evidence of which we are aware (and certainly none which FDA has
published) which would suggest that the risks and public health costs of e-cigarettes are in any
way comparable to that of tobacco products, as defined in the Act based on the known costs of
tobacco use. The same point applies to good manufacturing practices (“GMPs”) and warning
labels originating in the Act. The differences between e-cigarettes and tobacco cigarettes are so
great that the GMP standards appropriate for one are plainly not appropriate for the other,
providing further support that Congress acted only to regulate “tobacco products” as defined.
Recent studies confirm that there is no comparable risk between tobacco smoke and ecigarette vapor when it comes to serious adverse health effects. In fact, researchers have found
that so-called secondhand vapor from e-cigarettes poses no discernible risk to the public health.
In October 2012, CHANGE, LLC at the Center for Air Resources Engineering and Science at
Clarkson University in Potsdam, NY published an indoor air quality study.18 The study
compared harmful by-products commonly found in tobacco smoke versus the levels of those
same compounds in several popular brands of vaporized e-cigarette liquid. The study concluded,
“For all byproducts measured, electronic cigarettes produce very small exposures relative to
tobacco cigarettes. The study indicates no apparent risk to human health from e-cigarette
emissions based on the compounds analyzed.”19 Therefore, even the risks associated with
secondhand smoke, not fully appreciated at the time of enactment but nonetheless an extension
of Congress’s intent to curb public health costs of combustible tobacco products, also do not
apply to e-cigarettes.
The Tobacco Act overtly, narrowly targeted one industry – the tobacco industry: “It is in the
public interest for Congress to adopt legislation to address the public health crisis created by the
actions of the tobacco industry.”20 Before FDA expands its “tobacco product” jurisdiction to,
illogically, include tobacco alternatives, FDA must shoulder the burden of proof to demonstrate
that it has a credible scientific basis for concluding that the health and safety risks of e-cigarettes
and other tobacco alternatives are comparable to the well-known and thoroughly documented
health and safety risks of tobacco smoking, particularly when it is the latter which clearly
underlies the statute. FDA cannot, at this time, meet this burden.21 In fact, the Deeming

18

T.R. McAuley, P.K. Hopke, J. Zhao & S. Babaian, Comparison of the effects of e-cigarette vapor and cigarette
smoke on indoor air quality, 24 INHAL TOXICOL. 850 (2012).
19
Id.
20
Tobacco Act § 2 (Finding No. 29) (emphasis added).
21
At the April 23, 2013 Food and Drug Law Institute Annual Conference, Grail Sipes, Counsel for FDA’s CTP,
indicated that there is a great deal we still do not know about e-cigarette use generally, not to mention all of the new
product designs. In her words, “the Agency is in a place where a lot is not known about e-cigarettes and it is
actively looking at research. However, there is not a solid body of evidence.”
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Regulation clearly states “we do not currently have sufficient data about e-cigarettes and similar
products to determine what effect they have on the public health.”22
The absence of evidence on this critical point goes directly to the question of legislative
intent behind Congress’s grant of authority to FDA via the Act. Congress gave FDA jurisdiction
over “tobacco products” because of the known health risks and determined public health costs of
“tobacco products.” FDA should not regulate e-cigarettes as “tobacco products” without first
demonstrating that e-cigarettes have risks comparable to the tobacco products set forth in the
Act, which Congress clearly intended to regulate.
If finalized “as is,” the Deeming Regulation’s inadequate nexus between e-cigarettes and the
clear statutory definition of tobacco products will certainly be challenged. Rather than devoting
resources to this jurisdictional dispute, persons concerned about the regulation of e-cigarettes,
certainly including SFATA and FDA, should work together to develop an appropriate statutory
scheme, a scheme intended to regulate e-cigarettes.
B. If the Proposed Rule is finalized, millions of e-cigarettes will remain unregulated
because they are not and never will be “derived from tobacco.”
The proposed definition of “tobacco product” to include e-cigarettes would create an
asymmetrical and incoherent regulatory framework by capturing some, but not all, e-cigarettes
and vapor products. Contrary to assertions in the Deeming Regulations, zero-nicotine ecigarettes are a growing segment of the market and would not be subject to regulation, unless
they contained tobacco derived flavor systems. Likewise, e-cigarettes containing nicotine
synthesized in a lab or derived from alternative sources, such as food or plant sources, also
would not be tobacco products, pursuant to the Act and FDA’s interpretation of the same. In
fact, the Deeming Regulation plainly states, “FDA is not aware of any currently marketed
tobacco product that does not contain nicotine,” perhaps inadvertently signaling the loophole its
Deeming Regulation creates for zero-nicotine products, a significant and growing segment of the
market.23 While the Deeming Regulation acknowledges that “the amount of nicotine in ecigarettes varies among brands,” it ignores that some e-cigarettes contain zero nicotine.24 Based
on SFATA’s knowledge of the industry, SFATA estimates that 10% to 20% of e-cigarette sales
in retail vape stores and from online sources are attributed to zero-nicotine products, a
percentage that appears to be growing. The fact that some, and perhaps most, e-cigarettes
contain nicotine and even that nicotine typically is derived from tobacco (albeit it can be derived
from non-tobacco sources) is not sufficient as a matter of fact or law to bring e-cigarettes within
the Act’s definition of “tobacco products.”

22

79 Fed. Reg. at 23,152 (emphasis added).
79 Fed. Reg. at 23,194.
24
Id. at 23,155.
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Moreover, the Deeming Regulation deems “parts and components,” but not related
accessories, “tobacco products.” Components and parts are included as part of a finished
tobacco product, or intended for consumer use in the consumption of a tobacco product.25 The
Deeming Regulation states that components and parts that would be covered include those items
“sold separately or as part of kits sold or distributed for consumer use or further manufacturing
or included as part of a finished tobacco product.”26 Here, FDA again defines terms inconsistent
with e-cigarettes and their parts and components. SFATA members manufacture, distribute, and
retail their products as kits, or as separate components, sub-components, parts, and sub-parts.
For example, a retailer will often offer customers the choice of purchasing a “kit” complete with
the e-cigarette (containing battery and vaporizer), e-liquid in or without cartridges, and/or
accessories (e.g. case, battery charger). Customers may also purchase individual cartridges and
e-liquid, with or without nicotine, interchangeable batteries and fillable liquid tank systems, or
disposables (e-cigarette with e-liquid).27 By FDA’s logic, the disposable containing nicotine eliquid is a tobacco product (presuming the nicotine was derived from tobacco), but the
disposable containing zero-nicotine is not, even if they are manufactured by the same facility and
contain the same ingredients, less nicotine. The individual zero-nicotine cartridges are not
tobacco products, nor are the cases (as an “accessory”). Therefore, if FDA finalizes the Deeming
Regulation as proposed, a single firm must comply with the “self-executing provisions in the
Tobacco Control Act,” for certain e-cigarettes but not for others. This presents a significant
enforcement challenge for FDA and a regulatory minefield for the firm.
Despite providing examples of components, parts, and accessories, the Deeming Regulation
fails to provide any definition and states “FDA is not proposing definitions for components,
parts, or accessories.”28 Due to the complex and technical nature of e-cigarettes (compared to
the simplicity of already-regulated tobacco cigarettes), this lack of clarity is extremely confusing
for e-cigarette companies. As discussed above, there are a variety of combinations in which ecigarettes can be manufactured and bought, and without specific definitions it is difficult, if not
impossible, to ensure compliance with any rule. For example, it is unclear in what category eliquid or the e-cigarette’s hardware would belong. While SFATA believes that FDA does not
possess the authority to regulate e-cigarettes, if this Proposed Rule is finalized, it must develop
exacting definitions specifically tailored to the e-cigarette industry to avoid rampant industry and
consumer confusion.
The next logical extension of FDA’s loophole is, predictably, certain firms using nontobacco-derived nicotine and avoiding tobacco-derived flavor systems to lower regulatory costs
and barriers, thereby capturing market share. If Firm A distinguishes itself from Firm B by
sourcing e-liquid from a producer who synthetically manufactures nicotine in a lab, or derives
25

Id. at 23,153.
Id. at 23,143.
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See, e.g., http://www.v2cigs.com/ecigs/e-cig-shop.
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79 Fed. Reg. at 23,153.
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nicotine from foods that contain naturally-occurring nicotine, such as eggplants,29 no part of
those products is made or derived from tobacco, placing them clearly outside the scope of the
Tobacco Act. By not incurring regulatory burdens and costs associated with the self-executing
provisions in the Act (e.g., registration, ingredient listing, premarket review) and by maintaining
more freedom to market, advertise and sell the e-cigarettes (e.g., using modified risk descriptors),
Firm A will undoubtedly provide the same or market-equivalent product at a lower price point,
capturing market share to the detriment of competitor Firm B. Moreover, from a public health
perspective, FDA does not collect information on Firm A’s e-cigarettes, a stated purpose of the
Deeming Regulation. In addition, Firm A’s consumers cannot reasonably rely on Firm A’s
compliance with manufacturing standards, ingredient listings, or truthful branding, another stated
purpose of FDA’s Deeming Regulation. 30 It is imperative that FDA address this scenario in its
Deeming Regulation; otherwise, market evolution driven by technological innovation will render
FDA’s new jurisdiction over e-cigarettes null and void before the Final Rule becomes effective.
Even e-cigarettes containing tobacco-derived nicotine do not fit squarely into the Act’s
definition, “product made or derived from tobacco,” because the principal components of an
electronic cigarette are non-tobacco manufactured parts.31 The dictionary definition of “derive”
is “obtain something from (a specified source).” An e-cigarette is obtained from combining
certain technology components (specifically, a battery, encrypted software on a chip, and
vaporizer) and e-liquid, which in certain circumstances contains nicotine. They are then input
into the e-cigarette device. Thus, comparing an e-cigarette to the statutory definition of a
“tobacco product” (a “product made or derived from tobacco”) logically leads to the conclusion
that an e-cigarette is something quite different than a “tobacco product.” In fact, e-cigarettes are
widely marketed, advertised, and consumed as adult tobacco alternatives, and not a competing
tobacco brand. As its name directly claims, SFATA members rely on branding their products as
“smoke-free alternatives” to grow their customer base, consequently diminishing the customer
base of tobacco products. The dictionary definition of “alternative” is “a choice limited to one of
two or more possibilities . . . the selection of which precludes any other possibility.” Therefore,
logically e-cigarettes cannot be both tobacco products, in the context of FDA’s reading of the
Act, and tobacco product alternatives, as the well-established realities of the industry and
consumer base dictate. The Deeming Regulation, however, does not deem “tobacco products”
consistent with the most logical reading of the statute, much less the realities of the industry.
See, e.g., Susan Searles Nielsen, PhD, et al, “Nicotine from edible Solanaceae and risk of Parkinson
disease,” ANNALS OF NEUROLOGY, May 9, 2013, available online at
http://onlinelibrary.wiley.com/doi/10.1002/ana.23884/full.
30
79 Fed. Reg. at 23,148. (“Deeming these products would permit us to collect information about their ingredients
to ensure that other potentially harmful constitutes are not present. Deeming would also allow us to collect
information regarding health and behavioral effects of these products.”)
31
Each e-cigarette consists of three parts: the nicotine cartridge, the atomizer or heating element, and the battery or
electronics. The plastic cartridge serves as the mouthpiece and contains liquid nicotine, water, propylene glycol, and
glycerol. See Sottera, 627 F.3d at 893.
29
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The only way for FDA to legally regulate e-cigarettes is for Congress to grant FDA separate
authority under a new and distinct regulatory scheme designed for these new and distinct tobacco
alternatives.
C. Fairness principles strongly oppose FDA jurisdiction over e-cigarettes under the
Tobacco Act framework.
In addition to the above paramount reasons, important small business and economic realities
are inconsistent with deeming e-cigarettes tobacco products, namely, applying an old regulatory
framework, tailored to an existing product with known risks to which the tobacco industry has
aptly adjusted since its inception, to a nascent industry comprised of numerous small and
medium-sized businesses competing with the tobacco industry for adult consumers. The ecigarette industry, quite unlike the tobacco industry, is comprised of a number of young, small,
technology companies and entrepreneurs. These companies, including SFATA members located
in various parts of the United States, are creating jobs and economic opportunity for thousands of
employees. The regulatory burden imposed by being deemed subject to the Tobacco Act will
crush these companies and destroy jobs. In the last five to six years, the e-cigarette industry has
grown to over $2 billion globally, and inapt regulations will no doubt have drastic economic
consequences.
The Deeming Regulation contradicts two core fairness principles well established in
regulatory practice. First, administrative law has adopted a balanced requirement of consistency
dictating that, generally, like circumstances should be treated alike (and, conversely, different
circumstances should be treated differently) for regulatory purposes.32 The FDA has
incorporated this core principle into its regulatory policy with respect to other products; for
example, in announcing its proposed approach to regulating cell and tissue products in 1997,
FDA’s risk-based framework addressed a broad range of products based on the concept that 1)
the level and type of regulation should be commensurate with risk; 2) like products should be
treated alike; and 3) the FDA should exercise regulatory oversight only to the degree appropriate
to protect the public health.33 Here, FDA betrays these same principles in its proposed Deeming
Regulation. E-cigarettes are not analogous – in composition, mechanics, consumer statistics,
individual health risks, public health costs, or industry profile - to traditional cigarettes or cigars
and, therefore, should not be regulated in the same manner.
Second, well-entrenched administrative law principles demand that the identifiable,
quantifiable benefits of any proposed rule should outweigh (preferably, significantly outweigh)
See, e.g., Henry v. INS, 74 F.3d 1, 6 (1st Cir. 1996) (“While a certain amount of asymmetry is lawful, an agency
may not adopt significantly inconsistent policies”).
33
See World Health Organization, Report: First Global Consultation on Regulatory Requirements for Human Cells
and Tissues for Transplantation at 18 , available online at
http://www.who.int/transplantation/ReportOttawaCTTx.pdf.
32
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the identifiable, quantifiable costs or burdens of such regulation.34 While an agency may
exercise judgment without strictly relying upon quantifiable risks, especially where those risks
have not been adequately studied, at a minimum, FDA must “offer a rational connection between
the facts found and the choice made.”35 Here, as FDA indirectly acknowledges in its statement
that “we do not currently have sufficient data about e-cigarettes and similar products to
determine what effects they have on the public health,”36 the cost-benefit calculation either
cannot be adequately undertaken, or, based on current information discussed herein,
overwhelmingly disfavors regulating e-cigarettes as “tobacco products.”
In the Tobacco Act, Congress directed FDA in plain and unambiguous terms to undertake the
enormously complex task of regulating tobacco products. FDA has made significant progress in
doing so; coarsely distending that tailored authority to e-cigarettes would contradict Congress’s
language, intent, and entrenched fairness principles.
SFATA does not, however, oppose FDA authority to regulate e-cigarettes under future
legislation. In fact, prior to FDA’s publication of the Deeming Regulation, SFATA advocated
that Congress grant FDA appropriate and distinct authority to reasonably regulate e-cigarettes,
which would be separately defined. This remains SFATA’s position.
The overall point of this entire section (A-C) is this: Because the Tobacco Act was not
intended to regulate e-cigarettes (and we doubt seriously that anyone at FDA or otherwise will
claim to the contrary), the Tobacco Act does not work either legally or practically to regulate ecigarettes. E-cigarettes are the ultimate “round peg” which the current proposal is seeking to jam
into a “square hole.”
III.

In the event FDA proceeds to finalize the deeming rule to include e-cigarettes, it
should do so using a new regulatory scheme.

As discussed above, SFATA’s position is that the Tobacco Act does not grant FDA authority
to regulate e-cigarettes, absent therapeutic claims. SFATA reserves all of its rights with respect
to that position. In the event FDA should nevertheless proceed to finalize the Deeming
Regulation to include e-cigarettes, the Agency should consider a new and different regulatory
framework that acknowledges and accommodates the unique issues associated with e-cigarettes.
Thus, without waiving its primary position that FDA has no authority over e-cigarettes, SFATA
offers these comments regarding a potential modified framework for e-cigarettes.

34

See, e.g., Corrosion Proof Fittings v. EPA, 947 F.2d 1201 (5th Cir. 1991).
947 F.2d at 1214, citing Chemical Mfrs. Ass’n v. EPA, 899 F.2d 344 (5th Cir. 1990).
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79 Fed. Reg. at 23,144.
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SFATA concurs with FDA regarding “distinctions in the hazards presented by various
nicotine-delivery products.”37 Specifically, e-cigarettes “may be less hazardous than
combustible products given the carcinogens in smoke and the dangers of secondhand smoke
from combustible products.”38 SFATA further concurs with FDA that e-cigarettes have potential
to help smokers, particularly those who have limited success with currently approved cessation
programs. Specifically, “emerging technologies such as the e-cigarette may have the potential to
reduce the death and disease toll from overall tobacco product use depending on who uses the
products and how they are used.”39
Given the potential for harm reduction that e-cigarettes may offer, it would be a serious
mistake in public health policy and contrary to FDA’s commitment to reduce tobacco harm, to
take any regulatory action that would have the reverse effect. That is the consequence of
subjecting these products to requirements for substantial equivalence (“SE”) or premarket
tobacco product applications (“PMTA”) because these requirements, as written, will force ecigarettes off the market. As acknowledged in the Proposed Rule, there are few if any
“predicate” e-cigarettes upon which a substantial equivalence filing could be based.40 If an
eligible predicate could be found, it would likely be relatively primitive compared to the
sophisticated batteries, wiring, and airflow systems of modern e-cigarettes, and thus lack certain
important improvements, including those aimed at improving safety and consistency of vapor
delivery. In addition, if a predicate were found, it is likely that relatively few companies would
have access to it, thus creating unfair competition.
Further, any regulations applied to e-cigarettes should be tailored to mitigate the economic
impact on small and medium-sized businesses, which comprise a majority of SFATA’s members
as well as a significant segment of the nascent e-cigarette industry. FDA’s initial Regulatory
Flexibility Act analysis acknowledged that the rule would have a significant economic impact on
a substantial number of small entities.41 However, the Small Business Administration
determined that the costs are likely understated and that the rule “may be disproportionately
burdensome to small entities that do not have the legal resources of larger businesses.”42 In a
recent review of FDA’s Regulatory Impact Analysis of the Deeming Regulations, Dunham and
Associates concludes that based on established economic parameters, “[i]n fact, the analysis

37

79 Fed. Reg. at 23,143.
Id.
39
Id. at 23,147.
40
Id. at 23,176 (“FDA is not certain that manufacturers would in fact be able to use the SE pathway for many
proposed deemed tobacco products because they may not be able to identify a viable predicate.”)
41
Id. at 23,195.
42
See U.S. Small Business Administration, comments to Docket No. FDA-2014-N-0189 (Jun. 11, 2014), available
at http://www.sba.gov/content/61114-deeming-tobacco-products-be-subject-federal-food-drug-and-cosmetic-actamended-family-smoking-prevention-and-tobacco-contr.
38
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shows that [FDA’s Proposed Rule] would likely even lead to an increase in the sale or
consumption of even more harmful products – namely traditional cigarettes.”43
If the Tobacco Act’s “self-executing provisions” are applied to e-cigarettes, including
pathways to market for new tobacco products, the economic impact will amount to making small
and medium-sized companies like SFATA’s members obsolete, as they are unable to absorb the
significant cost of such applications. In fact, the only e-cigarette firms that can reasonably afford
a new product application are the major tobacco companies who have been creating and
adjusting internal Tobacco Act compliance programs since enactment. While compliance with
the above provisions would be prohibitively expensive, these small and medium-sized businesses
would also lack the ability to comply in the time frame provided and would therefore require an
extension of the compliance period. As these businesses have no previous experience with FDA
regulation, this extension would be needed to create compliance programs and to gather the
required information. Therefore, if the Deeming Regulation became final, SFATA supports a
significant extension to the compliance period for small and medium-sized businesses. SFATA
recognizes the legal difficulties, as discussed in the Proposed Rule, of the notion of FDA
“changing” the grandfather date by regulation. There are other ways, however, that FDA can act
to eliminate, postpone, or soften the SE/PMTA requirements.
A. Investigational Use Exemption
One powerful tool that FDA could use to tailor the regulation of e-cigarettes in accordance
with their unique issues would be through the “investigational use” exemption:
The Secretary may exempt tobacco products intended for investigational use from
the provisions of this chapter under such conditions as the Secretary may by
regulation prescribe. 44
Although not discussed in the proposed Deeming Regulation, this provision provides clear
authority that could help solve many of the problems associated with the prospect of regulating
e-cigarettes. Specifically, FDA could issue a regulation declaring all e-cigarettes to be
“investigational use” tobacco products for an indefinite period of time so that the Agency and
manufacturers may gather additional epidemiological and other health and safety data on ecigarettes. Accordingly, FDA could at the same time exempt e-cigarettes from “new tobacco
product” regulation, while imposing conditions that would prohibit adulterated or misbranded
products and allow the Agency to gather information on the design, composition, and health and
safety effects of e-cigarettes and to regulate their labeling and marketing. For example, FDA
John Dunham and Associates, A Review of the Food and Drug Administration’s Regulatory Impact Analysis and
A Revised Regulatory Impact Analysis That Follows the Guidelines Established by the Office of Management and
Budget, 77, Aug. 7, 2014. See Attached Appendix.
44
21 U.S.C. § 387j(g).
43
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might consider imposing the following conditions (with appropriate compliance periods) for the
investigational use exemption:


Enforcement against products determined to be adulterated and misbranded,
possibly including provision and enforcement of good manufacturing practices
(GMP), if appropriately tailored to address manufacturing of e-cigarettes.



Requiring submission of ingredient listing and reporting of harmful and
potentially harmful constituents.



Requiring registration and product listing for all e-cigarette products.



Establishing 18 as the minimum age to purchase e-cigarettes and e-liquids.



Requiring health warnings for certain product packages and advertisements
(although any such warnings should be tailored to e-cigarettes and not simply
adopted from those used for combustible or smokeless products).



Prohibiting vending machine sales, unless located in a facility where the retailer
ensures underage persons are restricted from entering at any time.

At such time as FDA gains further understanding of e-cigarettes and their potential for harm
reduction, the Agency could consider implementation of a tobacco product standard for ecigarettes in lieu of SE or PMTA. FDA could also issue guidance tailored to SE/PMTA
submissions for e-cigarettes that outlines a streamlined approach consistent with the unique
characteristics of e-cigarettes.
B. Extension or Postponement of Compliance Period and FDA Review
The Proposed Rule includes an extended compliance periods for SE and PMTA submissions
under which manufacturers will have 24 months from the effective date of new Part 1100 to
submit their applications and may continue to market their products unless and until FDA issues
an order denying the application.45 Although this extended period is not explicitly provided for
by statute, it is well established that FDA has authority to delay its compliance enforcement
under its powers of enforcement discretion46 and its “authority to promulgate regulations for the
efficient enforcement of this Act.”47

45

79 Fed. Reg. at 23,144.
A federal agency has discretion in whether or not to enforce the law; however, an agency’s decision may become
subject to judicial review if it attempts to circumvent a statute where it clearly applies. Moreover, agencies are
permitted space in an enforcement decision based on appropriate allocation of limited agency resources. See
Heckler v. Chaney, 470 U.S. 821, 832 (U.S. 1985). FDA clearly does not have the resources to timely review the
thousands of new product or substantial equivalence applications that e-cigarette applicants would submit such
46
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The Proposed Rule requests comments on the “benefits and/or disadvantages of a new
product compliance period longer than the proposed 24-month period.”48 In addition, with
respect to the compliance policy for new tobacco products, FDA requests comments as to
whether it should adjust the policy according to product type and factors such as whether the
product is “non-combusted.”49
As discussed above, SFATA’s position is that FDA does not have authority to regulate ecigarettes. If the proposed Deeming Rule is nevertheless finalized to include e-cigarettes and
subjects them to the requirements regarding new tobacco products (and the Agency does not
adopt our suggestion regarding “investigational use” as outlined above), SFATA urges FDA to
extend the compliance period for e-cigarettes beyond 24 months. Given the new issues
presented by e-cigarettes and their promising potential in harm reduction, combined with the
difficulty in meeting SE requirements and the complexity of a PMTA submission, especially for
small businesses, SFATA believes a minimum of 48 months is needed as a compliance period.
FDA should extend the compliance period to the later of 48 months or the publication date of its
final guidance on SE and PMTA submissions that is specifically tailored to e-cigarettes. Better
yet would be an indefinite postponement of the compliance period until such time as FDA may
further develop its knowledge base and thinking with respect to e-cigarettes.
Additional factors also warrant extension or postponement of the compliance period. For
example, Congress may act to clarify that e-cigarettes are not subject to the Tobacco Act, and
enact a distinct regulatory framework for e-cigarettes. An extended or postponed compliance
period would allow time for this to occur which, if it occurred, would be in the interest of
consumers, FDA, and the e-cigarette industry.
IV.

Flavors

Again, SFATA’s position is that FDA lacks authority to regulate e-cigarettes as tobacco
products. In addition, SFATA strongly agrees with FDA that an e-cigarette is not a “cigarette,”
as defined in § 900(3) of the Act.50 Therefore, as acknowledged in the Proposed Rule, the
prohibition against flavors would not apply to e-cigarettes even if they were deemed to be
tobacco products in a final rule. As a matter of law, therefore, FDA cannot, in the present
rulemaking, take any action to prohibit, restrict, or limit the use of flavors in e-cigarettes.

applications. Therefore, FDA could reasonably determine not to enforce the new tobacco product provisions of the
Act against e-cigarettes, in part as a resource allocation decision.
47
21 U.S.C. § 371(a).
48
79 Fed. Reg. at 23,175.
49
Id. at 23,176.
50
Id. at 23,144.
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Under the Administrative Procedure Act (APA), FDA must provide adequate notice and
justification for its proposed regulations.51 Failure to provide either of these requirements would
require the Agency to use a separate rulemaking to apply flavor bans to e-cigarettes.
Justification for the inclusion of flavors into this Proposed Rule is lacking. The Proposed Rule
simply states that some e-cigarettes are marketed with flavors which may be attractive to young
people, and as such, FDA requests “comments, data, and research” to determine the Agency’s
role.52 Further, FDA acknowledges that even if e-cigarettes were subject to this regulation, the
existing statutory prohibition against characterizing flavors would not apply automatically to ecigarettes.53 As such, FDA requests data and information on this subject, as well.54 This
language is an acknowledgment FDA lacks information about flavoring in e-cigarettes and is
merely a request for more information. In no way does this constitute a justification to include
flavors in the Proposed or Final Rule.
Adequate notice is lacking, as well. As discussed previously, the Proposed Rule only
requests information and fails to propose any sort of rule regarding flavorings. In fact, Mitch
Zeller, Director of FDA’s Center for Tobacco Products (CTP), stated during an interview, “[i]n
order to ban flavors in e-cigarettes that requires an entire separate rulemaking, which we can’t do
until we have regulatory authority over these products.”55 Nevertheless, because FDA has
requested comments on establishing a standard for characterizing flavors for tobacco products
other than cigarettes, SFATA offers the brief comments below.
There is no reliable evidence that flavors have negative effects on public health or are likely
to initiate cigarette and/or dual use, including use by minors. Indeed, current research trends
illustrate potential benefits of flavors. In a peer-reviewed and published article from December
2013, researchers found that most e-cigarette users switched between flavors on a daily basis or
within the day, with former smokers switching more frequently.56 According to survey
respondents, variety in flavors is “very important” in reducing or quitting smoking.57 The survey
also found cigarette smokers typically began using tobacco flavored e-cigarettes, but as time
progressed these users switched to new non-tobacco flavors.58 Finally, almost half of the
respondents indicated that a reduction in available flavors would “increase craving[s] for tobacco
cigarettes and would make reducing or completely substituting smoking less likely.”59 Another
51

5 U.S.C. § 553.
79 Fed. Reg. at 23,148.
53
Id. at 23,147.
54
Id.
55
Appeal growing among kids, FDA cracks down on ‘wild west’ of e-cigarettes, PBS NEWS HOUR (April 24, 2014).
56
Konstantinos Farsalinos, et al., Impact of Flavour Variability on Electronic Cigarette Use Experience: An Internet
Survey, INT’L J. ENVTL. RESEARCH & PUB. HEALTH 7272, 7275 (2013), available at http://www.mdpi.com/16604601/10/12/7272.
57
Id. at 7276.
58
Id. at 7278.
59
Id. at 7275-7276.
52
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recent survey determined that 65.5% ofnon-smoking vapers considered flavors other than
tobacco important in helping them quit tobacco smoking.6o
This research demonstrates flavors can play a crucial role in mitigating tobacco use.
Therefore, absent future development and sound confirmation of such evidence, SFATA would
oppose any FDA rulemaking intended to prohibit e-cigarette flavors. Many SFATA members
distinguish themselves from their competitors, including Big Tobacco, by creating unique eliquid recipes incorporating flavors that appeal to their adult consumers. Much like the US
alcohol industry, SFATA members market and sell their products, including those incorporating
flavors, only to adults.
V.

Conclusions

For reasons set forth herein, FDA should not adopt Proposed Rule as applied to e-cigarettes.
In the event FDA should nevertheless proceed to do so, SFATA urges FDA to consider the
mitigating measures discussed above.
If you have any questions, please contact Todd A. Harrison at 202.344.4724 or
taharrison(a~venable.com.
Thank you for considering this submission.

Respectfully submitted,
Cynthia Cabrera, Executive Director
SFATA

. 1~
Todd A. Harrison
Ralph S. Tyler
Counsel to SFATA
Venable LLP
575 7th Street, NW
Washington, D.C. 20004

6o Big Survey 2014 —Initial Findings Eliquid, Vaping.com,
eliquid (last visited July 31, 2014).

http://vaping.com/data/big-survey-2014-initial-findings-
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Executive Summary of Full Report:
The Food and Drug Administration (FDA) has proposed a rule that would modify 21 CFR Part
1100 (Tobacco Products Subject to FDA Authority) to deem all products meeting the definition
of “tobacco product” under section 201(rr) of the Federal Food, Drug, and Cosmetic Act (FD&C
Act) (21 U.S.C. 321(rr)), except accessories of such other tobacco products, to be subject to the
FD&C Act.
The FD&C Act defines “tobacco products” as any product made or derived from tobacco that is
intended for human consumption, including any component, part, or accessory of a tobacco
product (except for raw materials other than tobacco used in manufacturing a component, part, or
accessory of a tobacco product). This is very general language and could make even inert items
such as a pipe or a hookah subject to the provisions of the FD&C Act.
While the actual regulatory provisions are substantial, based on the FDA’s Preliminary
Regulatory Impact Analysis (RIA), the proposed rule would subject the deemed tobacco
products to 11 specific provisions, with a resulting cost of at a minimum $304 million. This
makes the proposed rule subject to an extensive RIA, including a benefit-cost analysis, an
analysis examining the effect of the proposed rule on small businesses, and an analysis of
practical alternative solutions to the regulatory need for the rule.
Based on comments received from the Small Business Administration, and on Office and
Management and Budget guidelines, the FDA did not conduct a reasonable RIA, in that it failed
to examine the impact of the regulation on small businesses, did not present a detailed benefitcost analysis (although some attempt at estimating costs was done), and did not examine any
reasonable alternative solutions outside of making modest adjustments to its proposal.
What follows is an examination of the RIA document that the FDA prepared, with a comparison
to the provisions required of an agency RIA. Following that, an alternative RIA is presented
examining the FDA’s proposed rule, and three distinctly different alternative solutions to the
stated regulatory need. In addition, the alternative RIA presents an examination of the
implications of each of the four alternatives examined on small businesses.
The resulting analysis shows that, using reasonable assumptions and available data, the
anticipated benefits of each of the alternatives examined do not outweigh the costs of
implementing the proposed rule.
This analysis was commissioned by a number of companies that would be impacted by the
proposed Deeming Rule, and their trade associations. It was prepared by John Dunham and
Associates, a New York City based economic research and consulting firm. All of the work in
this report, including data, assumptions and conclusions are those of John Dunham and
Associates and do not necessarily reflect the opinions of any of the commissioning parties. Any
errors, omissions, or misstatements of fact are the responsibility of John Dunham and Associates.
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Introduction and Background:
The FDA currently has authority to regulate cigarettes, cigarette tobacco, roll-your-own tobacco,
and smokeless tobacco granted under chapter IX of the FD&C Act.1 The same provisions grant
the Secretary the authority to deem any additional tobacco products to be under the FDA’s
authority subject to certain rulemaking provisions.
FDA is now proposing a new rule (the proposed rule) which is designed to grant the agency
authority over a number of additional tobacco products that were not specifically identified in the
statute. These products include cigars, pipe tobacco, hookah tobacco, electronic cigarettes,
dissolvable products and gels. By placing these products under FDA jurisdiction, the agency
would in effect be subjecting these manufacturers and retailers to various requirements under the
FD&C Act and its implementing regulations. These requirements include, but are not limited to:
Establishment registration and product listing, ingredient listing, submissions prior to the
introduction of new products, labeling requirements, prohibitions on sampling, minimum age and
identification requirements, vending machine restrictions, and required warning statements for
packages and advertisements.
Since the enactment of the proposed rule would have a substantial impact on business,
consumers and the economy, it is what the Office of Management and Budget defines as a
“significant” regulation.2 This means that the FDA is required to perform a regulatory impact
analysis (RIA) under the guidelines set out under Executive Order 12866,3 Executive Order
13563,4 the Regulatory Flexibility Act (5 U.S.C. 601-612),5 and the Unfunded Mandates Reform
Act of 1995 (Public Law 104-4).6 Under these provisions the FDA must not only determine if the
regulation is necessary but must assess all costs and benefits of available regulatory alternatives
to select approaches that maximize net benefits (including potential economic, environmental,
public health and safety, and other advantages; distributive impacts; and equity). It also requires
the FDA to among other things analyze regulatory options that would minimize any significant
impact of a rule on small entities.
The Proposed Rule:
The proposed rule would modify 21 CFR Part 1100 (Tobacco Products Subject to FDA
Authority) to deem all products meeting the definition of “tobacco product” under section

1

2

3
4
5
6

FD&C Act Chapter IX: Tobacco Products, Subchapter IX - Tobacco Products (sections 387 - 387u) at:
www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/FDCActChapterIXTobaccoProducts/defa
ult.htm.
‘‘Significant regulatory action’’ means among other things any regulatory action that is likely to result in a rule that may have an
annual effect on the economy of $100 million or more or adversely affect in a material way the economy, a sector of the economy,
productivity, competition, jobs, the environment, public health or safety, or State, local, or tribal governments or communities. See:
Executive Order 12866 of September 30, 1993, at: www.reginfo.gov/public/jsp/Utilities/EO_12866.pdf.
Executive Order 12866 of September 30, 1993, at: www.reginfo.gov/public/jsp/Utilities/EO_12866.pdf.
Executive Order 13563 of January 18, 2011, at: www.gpo.gov/fdsys/pkg/FR-2011-01-21/pdf/2011-1385.pdf.
5 U.S. Code Chapter 6 - The Analysis Of Regulatory Functions, at: http://www.law.cornell.edu/uscode/text/5/part-I/chapter-6.
Public Law 104 - 4 - Unfunded Mandates Reform Act Of 1995, at: http://www.gpo.gov/fdsys/pkg/PLAW-104publ4/contentdetail.html.
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201(rr) of the FD&C Act (21 U.S.C. 321(rr)), except accessories of such other tobacco products,
to be subject to the FD&C Act.7
The term “tobacco product” is defined in the FD&C Act as any product made or derived from,
tobacco that is intended for human consumption, including any component, part, or accessory of
a tobacco product (except for raw materials other than tobacco used in manufacturing a
component, part, or accessory of a tobacco product). This is very general language and could
make even inert items such as a pipe or a hookah subject to the provisions of the FD&C Act.8
While the actual regulatory provisions are substantial, based on the FDA’s Preliminary
Regulatory Impact Analysis (RIA), the proposed rule would subject the deemed tobacco
products to 11 provisions.9 These are:
Establishment Registration: Owners and operators of domestic tobacco product manufacturing
establishments must register annually. Importers may be considered manufacturers if they
repackage products. In its RIA the FDA uses the number of domestic manufacturers as a lower
bound, and manufacturers plus importers as the upper bound. Each registration is estimated to
take companies three hours of administrative filing time.
Product Listing: Manufacturers and importers are required to list all the tobacco products they
produce or bring into the country. Tobacco products are defined as formulations, rather than
individual items or SKUs, so a cigar sold in a package of five and the same cigar sold in a
package of 10 would be one formulation. In the RIA, the FDA assumes that this will take 0.75
hours of administrative time per tobacco product for manufacturers and importers.
Ingredient Listing: Manufacturers and importers must submit a complete list of ingredients by
brand, including the quantity for each brand and sub-brand. Six months is given from the
passing of the law; thereafter, ingredient listings will be required 90 days prior to introducing a
new tobacco product.
As with tobacco product listing, FDA interprets the ingredient listing requirement to apply to
tobacco products that differ in any way other than packaging differences, or in other words, the
number of unique formulations. In its RIA, the FDA assumes that it will take three hours per
tobacco product at a labor cost of $66.30 to submit an ingredient listing.
Harmful Constituents: The proposed rule would require that manufacturers and importers submit
a listing by brand and sub-brand those quantities of tobacco product constituents identified as
harmful or potentially harmful. The FDA port does not attempt to quantify the costs or benefits

7

8

9

See: Deeming Tobacco Products To Be Subject to the Federal Food, Drug, and Cosmetic Act, as Amended by the Family Smoking
Prevention and Tobacco Control Act; Regulations on the Sale and Distribution of Tobacco Products and Required Warning
Statements for Tobacco Products at: www.regulations.gov/#!documentDetail;D=FDA-2014-N-0189-0001.
Because there is almost no data on these components, this analysis does not include the cost or any anticipated benefits that might
accrue from deeming components such as pipes or filters.
JDA analysis of: Deeming Tobacco Products To Be Subject to the Federal Food, Drug, and Cosmetic Act, as Amended by the Family
Smoking Prevention and Tobacco Control Act; Regulations on the Sale and Distribution of Tobacco Products and Required Warning
Statements for Tobacco Products at: www.regulations.gov/#!documentDetail;D=FDA-2014-N-0189-0001.
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of this component in its RIA, but assumes that the cost should closely mimic the costs of
ingredient listing.
Tobacco Health Documents: Manufacturers and importers must submit to the FDA any
documents relating to health, toxicological, behavioral, or physiological effects for current and
future tobacco products. This statute applies to any document produced after June 22, 2009.
According to the FDA, since nearly all of the newly-regulated tobacco product manufacturing
businesses would be small, very few routinely develop health documents. As such the RIA
provides no estimate of the cost or the benefits of this provision.
Premarket Review: A premarket review is required for all products that were not on the market
as of February 15, 2007. This is a very time-consuming and expensive process and in no way
guarantees that a tobacco product can even be brought to market. In fact, only two cigarette
products have received clearance from the FDA (out of a total of about 3,788 premarket review
requests submitted) since enactment of the legislation in 2009.10
According to the FDA in its RIA, there are four pathways for premarket review. The FDA
proposes that all deemed products stay on the market during the review process as long as one of
the four pathways has been initiated within two years of the adoption of the rule. The first
pathway is a full premarket tobacco application. FDA assumes that this would mainly apply to
new products such as electronic nicotine delivery systems (e-cigarettes). In its RIA, the FDA
suggests that it would require many years and about 5,000 man hours to complete a premarket
application, at a rate of $66.50 per hour for an average cost of at least $332,500 per tobacco
product.
The second pathway, which the FDA believes can be used for most popular cigar and pipe
tobacco products, but is optional, is a submission to recognize the product as grandfathered since
it was on the market prior as of February 15, 2007. In the RIA, the FDA suggests that this would
take only 10 hours per product for a cost of about $665.
The third pathway is a request for a “substantial equivalence exemption.” Tobacco products may
be eligible for an exemption if they are formulaically very similar to another product but for a
minor modification relating to the amount or presence of a tobacco additive (for example tobacco
products are identical except that product A has one less flavoring ingredient than product B).
Tobacco products using this pathway are estimated to require about 19.6 hours of submission
costs on average or about $1,300 per product.
Finally, the FDA suggests that most companies currently marketing existing cigar, pipe, and
hookah products are likely to file a substantial equivalence (SE) report. This could take about
220 man hours to prepare according to the RIA for a cost of about $14,600.
Free Samples: There would be a prohibition on free samples of any kind for deemed products.
The FDA does not quantify either the benefits or costs of this provision in its RIA.
10

United States Government Accountability Office, NEW TOBACCO PRODUCTS: FDA Needs to Set Time Frames for Its Review
Process, September 2013, at: http://www.gao.gov/assets/660/657451.pdf In this case, however, the FDA is allowing these products to
stay on the market unless it rules that there were no substantially equivalent products prior to the legislation. Only 4 products have
been removed from the market to date.
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Labeling: All tobacco products affected by the proposed rule would need to undergo at least
some change in their labeling. The cost of this requirement would be borne by both the
manufacturer/importer (labeling) and by the retailers (changing and maintaining displays). The
FDA estimates that there would be a cost of $6,525 for non-cigars and $8,600 for cigars for each
UPC to redesign labels. There is no estimate of the additional cost of changes to labeling
machinery, discarded labels or anything else associated with this proposed regulation.
Advertising Removal: Retailers and manufacturers will be responsible for removing existing
point-of-sale advertising that fails to meet FDA requirements. In its RIA, the FDA report
assumes that this would cost each retailer about $20 and that there would be some additional
incidental costs for printing and creating new warning sign displays.
Minimum Age and ID: This requirement would extend Federal minimum age restrictions to
deemed products. Since most states already have minimum age restrictions at least as severe as
the federal standard there should be no impact, either positive or negative, from this requirement.
Vending Machines: The tobacco settlement agreements between the various states and the major
cigarette manufacturers banned the sale of those companies’ products in vending machines. As
such there are very few cigarette vending machines, and virtually all of those are located in
adults-only establishments such as a tavern or an American Legion hall. The tobacco products
that are covered under the proposed rule are generally not sold in vending machines. As such
there would likely be no impact, either positive or negative, from this requirement.
Regulatory Impact Analysis Requirements:
According to the Office of Management and Budget, there are 16 key elements that every
Regulatory Impact Analysis needs to address.11 The OMB provides agencies with a detailed
Primer on how to conduct an RIA in accordance with its guidelines and the underlying Executive
Orders.12 Additional requirements from the various laws governing RIAs such as the Unfunded
Mandates Reform Act and the Regulatory Flexibility Act also need to be met by the FDA.
The nine key elements that the OMB suggests that each agency include are:
1. A reasonably detailed description of the need for the regulatory action;
2. An explanation of how the proposed regulatory action will meet that need;
3. An appropriate baseline assessment of how the world would look in the absence of the
proposed action;
4. An assessment of potentially effective and reasonably feasible alternatives to the
proposed regulatory action;
5. An explanation of why the planned regulatory action is preferable to the potential
alternatives;
6. An uncertainty analysis;
11

12

Office of Management and Budget, Agency Checklist: Regulatory Impact Analysis,
www.whitehouse.gov/sites/default/files/omb/inforeg/regpol/RIA_Checklist.pdf.
Office of Management and Budget, Regulatory Impact Analysis: A Primer, at:
www.whitehouse.gov/sites/default/files/omb/inforeg/regpol/circular-a-4_regulatory-impact-analysis-a-primer.pdf.
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7. A description and discussion of the distributive impacts of the potential alternatives;
8. A clear, plain-language executive summary including an accounting statement that
summarizes the benefit and costs for the regulatory action;
9. A clear and transparent table presenting anticipated benefits and costs.
In addition, the OMB states that each regulatory impact analysis:
1. Use the best reasonably obtainable scientific, technical economic information and present
it in a clear, complete and unbiased manner;
2. Provide the data, sources and methods used in the RIA to the public via the internet;
3. Quantify and monetize the anticipated benefits from the regulatory action to the extent
feasible;
4. Quantify and monetize the anticipated costs from the regulatory action to the extent
feasible;
5. Explain and support how the benefits of the intended regulation justify its costs;
6. Ensure that the preferred option has the highest net benefits unless the law requires a
different approach;
7. Use appropriate discount rates for benefits and costs expected to occur in the future;
In addition to these 16 items, a proper RIA must examine a number of additional impacts
including international effects and the effects on small businesses.
Critique of the Analysis Prepared by the FDA:
Simply put, the RIA performed by the FDA staff for the proposed rule is significantly lacking in
respect to the provisions outlined by the OMB. As the following section discusses, the analysis
of the effect on small businesses was so inadequate as to encourage the Small Business
Administration to offer its assistance to the FDA in completely redrafting the RIA. Looking just
at the provisions outlined by the OMB, the RIA fails to perform 14 of the 16 checklist items.
Critiques based on each of these items are provided below.
1. A reasonably detailed description of the need for the regulatory action: Although it is
convoluted and full of non sequiturs, the RIA does document a need for regulatory
action on part of the FDA. The mission of the FDA is to protect the public health by
assuring the safety, efficacy and security of human and veterinary drugs, biological
products, medical devices, the nation’s food supply, cosmetics, and products that emit
radiation.13 In addition, the FDA is responsible for regulating the manufacturing,
marketing and distribution of tobacco products to protect the public health and to reduce
tobacco use by minors.
According to the RIA, the proposed rule would protect the public health in two ways.
First, the premarket review provisions would ensure that no new tobacco products would
be developed that pose substantially greater health risks than those already on the market.
Second, the warning statements required by this proposed rule would provide information

13

US Food and Drug Administration website, What We Do, at: www.fda.gov/aboutfda/whatwedo/.
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to consumers about the risks and characteristics of deemed tobacco products, encouraging
a reduction in either incidence or use.
The FDA also suggests that because there is substitutability among tobacco products,
certain regulatory gaps could exist if FDA regulates some tobacco products but not
others. Maintaining the status quo could provide incentives for manufacturers to market
new tobacco-based or tobacco-derived products that are not regulated by FDA and may
induce people to switch to products that FDA does not regulate at all or with the same
stringency.
While the RIA presents a lot of disparate and somewhat contradictory data on youth
initiation of cigar usage, it does not suggest that the proposed rule will reduce initiation;
therefore a reduction in youth tobacco use is not a stated goal.14
In short, the RIA suggests that the proposed rule is needed to protect the public health by
providing additional warnings about the health risks of tobacco and to ensure that no new
tobacco products developed are more harmful than those that are currently on the market.
2. An explanation of how the proposed regulatory action will meet that need: While it is
true that the FDA has the authority to regulate tobacco products, and while there are
regulatory gaps that the proposed rule might address, the RIA does not provide any
direct statement of how the proposed rule might meet that regulatory need. Some of
the provisions are self-evident. The need to provide warnings about the dangers of
tobacco use is obviously met by the requirement to provide warning labels and signage to
the extent that the warnings are accurate and not misleading. The requirements to ensure
that the FDA has information about all tobacco products, and that sampling and point-ofsale advertising is restricted for all tobacco products (not just those directly covered by
the Family Smoking Prevention and Tobacco Control Act), would eliminate most if not
all of the ability for companies to market newly developed tobacco products to induce
switching from regulated products.
For example, the existing premarket review requirements, which are supposed to ensure
that new tobacco products that enter the market do not present different issues of public
health than “grandfathered” products, seem to be ill-designed to meet that goal. First, the
statutory deadline for tobacco products to be considered “grandfathered” for the purpose
of this requirement is set to February of 2007. This, according to the FDA, would cause
as many as 77 percent of the deemed products currently on the market to require
14

The RIA suggests that cigars are smoked to some extent by 13.3 million people in the country, and that there is epidemiological
evidence to suggest that cigar smoking leads to some adverse health effects. The FDA also suggests that there is limited evidence that
smoking pipe tobacco leads to adverse health effects. In addition, the FDA concludes that about 3,000 young people begin smoking
cigars each and every day, or that just over 1 million young people between the ages of 12 and the legal age of 18 begin smoking
cigars each year. This would suggest that every young person in the country has about a 24 percent chance of becoming a cigar
smoker during their early teenage years. According to the US Department of Commerce, Bureau of the Census, in 2012, there were a
total of just over 25 million people in the country between the ages of 12 and 17.
(http://factfinder2.census.gov/faces/tableservices/jsf/pages/productview.xhtml?src=bkmk) Since a given 12 year old will be within
this age cohort for 6 years, and since (according to FDA) there is a 4 percent chance per year of becoming a cigar smoker, this would
imply a 24 percent chance of initiating cigar use during this period. Unless there is a massive uptake in cigar usage, this is
contradictory to the earlier statement that there are only 13.3 million cigar smokers (of all ages) in the country. Data from the Cigar
Association of America.
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premarket review. In addition, nearly all of the tobacco products covered by the
proposed regulations are likely substantially less harmful than the cigarettes that are on
the market today.15
In short, while many of the components of the proposed rule may meet the regulatory
goals set out by the FDA, others could actually harm those goals.
3. An appropriate baseline assessment of how the world would look in the absence of the
proposed action: FDA does not provide a “null analysis” in its RIA. There are no
estimates of how protecting the public health, reducing youth tobacco use, or preventing
the introduction of more or less harmful tobacco products would occur without the
proposed rule. In fact, the FDA admits that it has not done this by stating for example:
We do not quantify the benefits of this proposed rule here because we lack sufficient
evidence to estimate within acceptable levels of certainty how consumers will use the new
label information. We expect that consumers will respond with changes in their use of
tobacco products and with changes in other behaviors. However, reliable evidence on the
effects of warning labels and other restrictions on users of cigars and other covered
tobacco products, cigarette tobacco, and roll-your-own tobacco does not, to our
knowledge, exist. Estimating the effects of the proposed rule on users of these products
would require extrapolating from the experience of other products and other warning
labels. This extrapolation would require evidence on the baseline practices, knowledge,
and attitudes toward risk of current and potential users of proposed deemed products.
The combined uncertainties of inferring changes in behavior based on different products,
different warnings, different baseline practices, and different risk profiles create too wide
a band of uncertainty to allow us to quantitatively estimate the effects of the proposed
rule.16 Hence, the FDA’s RIA simply ignores the OMB requirement altogether.
4. An assessment of potentially effective and reasonably feasible alternatives to the
proposed regulatory action: No actual alternatives analysis is presented in the RIA. In
fact, the alternatives presented are all minor modifications to the proposed rule and are
not, as suggested by OMB, a range of potentially effective and reasonably feasible
regulatory alternatives including deferral to state or local regulation, the use of economic
incentives to encourage the desired behavior, market-oriented approaches, different
compliance dates or different requirements depending on firm size. The whole reason for
an RIA is to examine alternatives and weigh the costs and benefit of different approaches
to achieving the same goal. The FDA’s RIA, as emphasized in the Small Business
Administration’s comments (below) completely fails on this important aspect.
5. An explanation of why the planned regulatory action is preferable to the potential
alternatives: Since no alternatives were presented there is no explanation of why the
FDA’s preferred regulatory action is preferable.
15

16

See for example: Rodu, Brad and William Godshall, Tobacco harm reduction: an alternative cessation strategy for inveterate smokers
Harm Reduction Journal, 3:37, Published on-line December 21, 2006, at: www.ncbi.nlm.nih.gov/pmc/articles/PMC1779270/.
US Department of Health and Human Services, Food and Drug Administration, Deeming Tobacco Products to be Subject to the Food,
Drug, and Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act; Regulations Restricting the Sale
and Distribution of Tobacco Products and Required Warning Statements for Tobacco Product Packages and Advertisements:
Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis, Unfunded Mandates Reform Act Analysis, Docket No.
FDA-2014-N-0189, April 2014, Page 14.
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6. An uncertainty analysis: While the RIA is filled with uncertainty, in that the FDA
appears to be uncertain about just about every listed benefit and cost, no uncertainty
analysis, as outlined in OMB Circular A-4, is included.17
7. A description and discussion of the distributive impacts of the potential alternatives:
While the RIA contains a section labeled Distributional Effects, it only examines a very
narrow number of entities that may be impacted, and even this is only done in a very
cursory qualitative manner. OMB states that the analysis of the distributional effects
should examine the impact of the proposed action across the population and economy
divided up by a range of demographic and economic categories.18 The RIA only
examines various segments of the tobacco product supply chain and does this only in
a qualitative manner. This is not an analysis of the distributional impacts of the
proposed rule as laid out in OMB Circular A-4.
8. A clear, plain-language executive summary including an accounting statement that
summarizes the benefit and costs for the regulatory action: No executive summary is
included in the RIA. The introduction is disjointed and does not include any accounting
statement summarizing the benefits and costs of the regulatory action.
9. A clear and transparent table presenting anticipated benefits and costs: Only a table
summarizing costs is presented. A quantitative analysis of benefits is not included
in the RIA.
In addition, the OMB states that each regulatory impact analysis:
10. Use the best reasonably obtainable scientific, technical economic information and present
it in a clear, complete and unbiased manner: As the FDA points out, information on the
sale, use and effects of many tobacco products are difficult to obtain. In addition, much
of what is currently available is biased in that it is produced by individuals and
organizations dedicated to eradication of tobacco. The agency includes three articles from
a journal titled Tobacco Control which is an International peer review journal covering
the nature and consequences of tobacco use worldwide; tobacco's effects on population
health, the economy, the environment, and society; efforts to prevent and control the
global tobacco epidemic through population level education and policy changes; the
17

18

Specifically Circular A-4 States: You should provide expected-value estimates as well as distributions about the estimates, where such
information exists. When you provide only upper and lower bounds (in addition to best estimates), you should, if possible, use the 95
and 5 percent confidence bounds. Although we encourage you to develop estimates that capture the 5 of plausible outcomes for a
particular alternative, detailed reporting of such distributions is not required, but should be available upon request. See: Office of
Management and Budget, Circular A-4, September 17, 2003, at: www.whitehouse.gov/omb/circulars_a004_a-4#f
Specifically Circular A-4 States: Those who bear the costs of a regulation and those who enjoy its benefits often are not the same
people. The term "distributional effect" refers to the impact of a regulatory action across the population and economy, divided up in
various ways (e.g., income groups, race, sex, industrial sector, geography). Benefits and costs of a regulation may also be distributed
unevenly over time, perhaps spanning several generations. Distributional effects may arise through "transfer payments" that stem
from a regulatory action as well. For example, the revenue collected through a fee, surcharge in excess of the cost of services
provided, or tax is a transfer payment.
Your regulatory analysis should provide a separate description of distributional effects (i.e., how both benefits and costs are
distributed among sub-populations of particular concern) so that decision makers can properly consider them along with the effects
on economic efficiency. See: Office of Management and Budget, Circular A-4, September 17, 2003, at:
www.whitehouse.gov/omb/circulars_a004_a-4#f.
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ethical dimensions of tobacco control policies; and the activities of the tobacco industry
and its allies.19 This journal is published by BMJ Publishing Group Ltd, a wholly owned
subsidiary of the British Medical Association. Relying on journal articles published
for the stated purpose of limiting tobacco use suggests that the RIA might not have
been conducted in a non-biased manner.
11. Provide the data, sources and methods used in the RIA to the public via the internet:
While the report is extensively cited, much of the source material is not readily available
or is not available without some additional cost. The FDA does not provide a library
of the materials or data used in its analysis that is available to the public.
12. Quantify and monetize the anticipated benefits from the regulatory action to the extent
feasible: The RIA does not quantify the anticipated benefits from the regulatory
action. The analysis suggests that the estimated costs are equivalent to the saving of
between 5,885 and 4,648 life years. However, there is no evidence presented to show
that the proposed rule will save any life years, and in fact there is nothing presented to
suggest that the proposed rule might not actually cost life years.
FDA suggests that the years of life saved would be from reducing the number of cigar
smokers, changes in the consumption of other tobacco products, and from other changes
in consumer behavior, such as compensating health behaviors. But FDA concludes in the
RIA that it lacks sufficient evidence to estimate with acceptable levels of certainty the
change in usage and other behavioral responses.
13. Quantify and monetize the anticipated costs from the regulatory action to the extent
feasible: The FDA does attempt to quantify and monetize the costs of the regulatory
action. While there may be differences in opinion as to how these costs should be
calculated, and the assumptions used in the RIA, FDA did not attempt to do this.
14. Explain and support how the benefits of the intended regulation justify its costs: Since
the FDA did not include any calculation of benefits, nor make any determination as to if
the proposed rule will even have any benefits, it could neither explain nor support how
benefits would justify the calculated cost.
15. Ensure that the preferred option has the highest net benefits unless the law requires a
different approach: Since no alternatives are analyzed this has not been done.
16. Use appropriate discount rates for benefits and costs expected to occur in the future: The
FDA discounts its cost estimates using discount rates of three percent and seven percent;
however, these are applied individually as separate analyses, and not used appropriately
to discount effects on private capital (7 percent) and effects on private consumption (3
percent) as suggested by the OMB. The discounting performed in the RIA is,
therefore, not properly conducted.

19

Tobacco Control, BMJ http://tobaccocontrol.bmj.com/.
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Other Critiques of the Analysis Prepared by the FDA:
JDA is not the only organization to find the FDA’s analysis to be lacking. The Small Business
Administration (SBA), in comments sent to the FDA, suggested that the Regulatory Flexibility
Analysis performed by that agency lacked essential information required under the Regulatory
Flexibility Act.20 In particular, the SBA suggested that the FDA failed to discuss the quantitative
or qualitative costs of the proposed rule on many potentially affected small entities. It also did
not adequately consider or explain significant alternatives which accomplish the stated FDA
objectives while minimizing the significant economic impact of the proposal on small entities.
According to the SBA, Because it does not adequately describe the impacts on all types of newly
covered small entities and because it does not adequately explain significant alternatives that
might reduce those impacts, Advocacy believes that the IRFA contained in the proposed rule is
deficient, and for this reason, the FDA should republish a Supplemental IRFA for additional
public comment before proceeding with this rulemaking. Under the RFA, an IRFA must contain:
(1) a description of the reasons why the regulatory action is being taken; (2) the objectives and
legal basis for the proposed regulation; (3) a description and estimated number of regulated
small entities; (4) a description and estimate of compliance requirements, including any
differential for different categories of small entities; (5) identification of duplication, overlap,
and conflict with other rules and regulations; and (6) a description of significant alternatives to
the rule. Advocacy is concerned that because the proposed rule’s IRFA is deficient, the public
has not been adequately informed about the possible impact of the proposal on small entities and
whether there are less burdensome significant alternatives to the proposed rule that would meet
the FDA’s objectives.
In particular, the SBA commented that it found the Substantial Equivalent requirement laid out
in the act to be burdensome for small businesses, stating, Because businesses in industries for
newly covered products would not be able to obtain marketing orders as many of these
industries, such as e-cigarettes, were not in existence as of the Grandfather Date, or they rely on
proprietary technologies. Small businesses have even confided to Advocacy that the costs
associated with the proposal’s premarket submission requirements could force many of them to
exit the market and cease operating.
It adds that the IRFA does not fully consider alternatives which accomplish the stated FDA
objectives and which minimize the significant economic impact of the proposal on small entities
and encourages the FDA to further consider alternatives that may be able to more greatly
decrease the regulatory burden on small business while still allowing it to meet its regulatory
goals.
It also suggested that the FDA should also provide additional data and analysis to illustrate why
the benefits of deeming some of these products outweigh the substantial costs.
Alternative Regulatory Impact Analysis:
20

Letter from Winslow Sargeant, Ph.D., Chief Counsel for Advocacy and Dillon Taylor, Assistant Chief Counsel Advocacy, Small
Business Administration, Deeming Tobacco Products To Be Subject to the Federal Food, Drug, and Cosmetic Act, as Amended by the
Family Smoking Prevention and Tobacco Control Act, June 11, 2014, at: www.sba.gov/advocacy/816/1086461.
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Because the FDA failed to conduct an adequate Regulatory Impact Analysis, a number of
impacted companies commissioned JDA to perform a proper analysis using FDA’s own
assumptions wherever possible. The analysis below has been conducted based on OMB’s
guidelines.21 It not only includes the baseline cost analysis that FDA focused on in its report, but
also documents the benefits of the proposed rule. In addition, as required by the OMB, the new
analysis includes both an alternatives analysis and an analysis of how each alternative impacts
small businesses.
The analysis relies first, where possible, on the FDA’s own assumptions and data. Where these
are not available, other federal and state government statistics are used. If no government data
are available published studies, private data sources and our own analysis are utilized.

Revised Regulatory Impact Analysis
Executive Summary:
The FDA currently has authority to regulate cigarettes, cigarette tobacco, roll-your-own tobacco,
and smokeless tobacco granted under chapter IX of the FD&C Act. The same provisions grant
the Secretary the authority to deem any additional tobacco products to be under the FDA’s
authority subject to certain rulemaking provisions, and under this authority, the agency has
proposed a new rule (the proposed rule) which is designed to grant the FDA authority over a
number of additional tobacco products that were not specifically identified in the statute.
Since the enactment of the proposed rule would have a substantial impact on business,
consumers and the economy, it is what the Office of Management and Budget defines as an
“significant” regulation, which means that the FDA is required to perform a regulatory impact
analysis (RIA).
The analysis below follows the guidelines set forth by the Office of Management and Budget
under the guidelines set out under Executive Order 12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C. 601-612), and the Unfunded Mandates Reform Act of 1995
(Public Law 104-4).
Four distinct alternative ways of meeting the FDA’s regulatory intent were examined, the
proposed rule itself, a less onerous set of regulations that provide information to consumers
about the produces that would be deemed to be under FDA’s jurisdiction, and two alternatives
that would change the number of products that would subject to premarket review. Based on an
extensive analysis, none of the proposed alternatives have a positive benefit-cost ratio, and all
have net social costs of at least about $400 million, when discounted over time.

21

Office of Management and Budget, Regulatory Impact Analysis: A Primer, at:
www.whitehouse.gov/sites/default/files/omb/inforeg/regpol/circular-a-4_regulatory-impact-analysis-a-primer.pdf.
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Table 1
Summary of Cost-Benefit Alternatives
Discounted Cost
FDA Proposed Rule
Information Alternative
Revised Date Alternative
Grandfather Alternative

$
$
$
$

1,090,077,677
655,237,272
689,248,541
787,946,763

Discounted Benefit
$
$
$
$

Net Present Value

428,377,273
257,494,270
270,859,973
309,646,269

$
$
$
$

(661,700,404)
(397,743,002)
(418,388,568)
(478,300,494)

In addition to not having any net social benefit, the rule as envisioned by the FDA would have a
disproportionate impact on small businesses, which make up over 90 percent of the companies
that currently manufacture deemed products. (See Table 2 on the following page).
Table 2
Small Business Impacts for Each Alternative
Industry
Cigarette manufacturing
Other tobacco product manufacturing

0-4
22.2%
50.8%

05-19
7.4%
13.1%

20-99
33.3%
21.3%

100-499
18.5%
4.9%

500+
18.5%
9.8%

It is expected that even the least restrictive of the alternatives studied could put over 5 percent of
small enterprises out of business, and the most restrictive could eliminate nearly 68.9 percent of
the firms in this sector of the economy. Table 3 below outlines these impacts.
Table 3
Expected Change in the Number of Firms by Alternative
Baseline
> 20
20 to 99
100 to 499
500 +
Total

341
114
26
52
533

FDA Proposal
16
86
17
48
166

Information
Alternative
317
112
26
52
506

Date Change
Alternative
317
112
26
52
506

Grandfather
Alternative
317
112
26
52
506

A sensitivity analysis of the assumptions used in this RIA suggest that they are likely modest,
and even making them more conservative would not likely impact the overall nature of the
benefit-cost calculation (although it could impact the overall magnitude).
Introduction:
The FDA currently has authority to regulate cigarettes, cigarette tobacco, roll-your-own tobacco,
and smokeless tobacco granted under chapter IX of the FD&C Act.22 The same provisions grant
the Secretary the authority to deem any additional tobacco products to be under the FDA’s
authority subject to certain rulemaking provisions.
22

FD&C Act Chapter IX: Tobacco Products, Subchapter IX - Tobacco Products (sections 387 - 387u) at:
www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/FDCActChapterIXTobaccoProducts/defa
ult.htm.
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In April of 2014, the FDA proposed a new rule (the proposed rule) which is designed to grant the
agency authority over a number of additional tobacco products that were not specifically
identified in the statute. By placing these tobacco products under FDA jurisdiction, the agency
would in effect be subjecting their manufacturers and retailers to various requirements in the
FD&C Act and its implementing regulations. These requirements include, but are not limited to:
Establishment registration and product listing, ingredient listing, submissions prior to the
introduction of new products, labeling requirements, prohibitions on sampling, minimum age and
identification requirements, vending machine restrictions, and required warning statements for
packages and advertisements.
Since the enactment of the proposed rule would have a substantial impact on business,
consumers and the economy, it is what the Office of Management and Budget defines as a
“significant” regulation.23 This means that the FDA was required to perform a regulatory impact
analysis (RIA) under the guidelines set out under Executive Order 12866,24 Executive Order
13563,25 the Regulatory Flexibility Act (5 U.S.C. 601-612),26 and the Unfunded Mandates
Reform Act of 1995 (Public Law 104-4).27 Under these provisions the FDA must not only
determine if the regulation is necessary but must assess all costs and benefits of available
regulatory alternatives to select approaches that maximize net benefits (including potential
economic, environmental, public health and safety, and other advantages; distributive impacts;
and equity). It also requires the FDA to among other things analyze regulatory options that
would minimize any significant impact of a rule on small entities.
The Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis and
Unfunded Mandates Reform Act Analysis issued by the FDA in April of 2014 in conjunction
with the announcement of the proposed rule did not follow the guidelines for this type of analysis
as set out by the Office of Management and Budget. Specifically, the FDA did not analyze any
significant alternatives to their proposed rule, they did not perform a reasonable cost/benefit
analysis, and they did not examine the impact of the proposed rule on small businesses in the
United States.
The report that follows presents a proper Regulatory Impact Analysis using FDA’s own
assumptions wherever possible. The analysis below has been conducted based on OMB’s
guidelines. It not only includes the baseline cost analysis that FDA focused on in its report, but
also documents the benefits of the proposed rule. In addition, as required by the OMB, the new
analysis includes both an alternatives analysis and an analysis of how each alternative impacts
small businesses.
The analysis relies first, where possible, on the FDA’s own assumptions and data. Where these
are not available, other federal and state government statistics are used. If no government data
23

24
25
26
27

Significant regulatory action means among other things any regulatory action that is likely to result in a rule that may have an annual
effect on the economy of $100 million or more or adversely affect in a material way the economy, a sector of the economy,
productivity, competition, jobs, the environment, public health or safety, or State, local, or tribal governments or communities. See:
Executive Order 12866 of September 30, 1993, at: www.reginfo.gov/public/jsp/Utilities/EO_12866.pdf.
Executive Order 12866 of September 30, 1993, at: www.reginfo.gov/public/jsp/Utilities/EO_12866.pdf.
Executive Order 13563 of January 18, 2011, at: www.gpo.gov/fdsys/pkg/FR-2011-01-21/pdf/2011-1385.pdf.
5 U.S. Code Chapter 6 - The Analysis Of Regulatory Functions, at: http://www.law.cornell.edu/uscode/text/5/part-I/chapter-6.
Public Law 104 - 4 - Unfunded Mandates Reform Act Of 1995, at: http://www.gpo.gov/fdsys/pkg/PLAW-104publ4/contentdetail.html.
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are available published studies, private data sources and our own analysis are utilized.
Need for Government Regulation:
The mission of the FDA is to protect the public health by assuring the safety, efficacy and
security of human and veterinary drugs, biological products, medical devices, the nation’s food
supply, cosmetics, and products that emit radiation.28 In addition, the FDA is responsible for
regulating the manufacturing, marketing and distribution of tobacco products to protect the
public health and to reduce tobacco use by minors. The FDA’s authority to regulate cigarettes,
cigarette tobacco, roll-your-own tobacco, and smokeless tobacco was granted under chapter IX
of the FD&C Act.29 The same provisions grant the Secretary the authority to deem any
additional tobacco products to be under the FDA’s authority subject to certain rulemaking
provisions.
This proposed rule is designed to grant the FDA authority over a number of additional tobacco
products that were not specifically identified in the statute. These tobacco products include
cigars, pipe tobacco, hookah tobacco, electronic cigarettes, dissolvable products and gels.
Millions of people use these non-covered tobacco products, such as cigars, pipe tobacco, and
electronic nicotine delivery systems (electronic cigarettes). For example, estimates show that in
2010 nearly 13.2 people had smoked cigars in the past month and more than 2.1 million had
smoked pipe tobacco.30 This suggests that a substantial regulatory gap exists whereby one set of
tobacco products faces health and safety regulations while another group does not. The
proposed rule is necessary to ensure that a consistent set of regulatory criteria are applied to all
tobacco products and nicotine delivery devices.
To the extent that there is substitutability among tobacco products, regulatory gaps will exist if
FDA regulates some products but not others. Maintaining the status quo provides incentives for
manufacturers to market new tobacco-based or tobacco-derived products that are not regulated
by FDA and may induce people to switch to products that FDA does not regulate.
Current Baseline Situation:
Sales:
The most recent data indicates that tobacco product sales, excluding cigarettes and smokeless,
total just under $23.6 billion.31 Roughly 5 million electronic cigarette units (ENDS) were sold in
2011, leading to sales of $2 billion.32 Approximately 30.5 million pounds of pipe tobacco and 5.2
28
29

30

31
32

US Food and Drug Administration website, What We Do, at: www.fda.gov/aboutfda/whatwedo/.
FD&C Act Chapter IX: Tobacco Products, Subchapter IX - Tobacco Products (sections 387 - 387u) at:
www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/FDCActChapterIXTobaccoProducts/defa
ult.htm.
Substance Abuse and Mental Health Services Administration, Center for Behavioral Health Statistics and Quality, Results from the
2010 National Survey on Drug Use and Health: National Findings: Detailed Tables. Section 2:Tobacco Product and Alcohol Use
Tables – 2.1 to 2.84, September 2011, at: http://oas.samhsa.gov/NSDUH/2k10NSDUH/tabs/LOTSect2pe.htm#TopOfPage >
Calculation based on sum of proposed deemed products.
Koch, Wendy, E-Cigarettes: No smoke, but fiery debate over safety,” USA Today, September 17, 2012, at:
http://usatoday30.usatoday.com/news/health/story/2012-08-18/electronic-cigarettes-smokeless-vaping-risks/57121894/1, and Craver,
Richard, Reynolds American rolling out e-cig operation Monday in Forsyth Co., Winston-Salem Journal, June 17, 2014, at:
www.journalnow.com/business/business_news/local/reynolds-american-rolling-out-vuse-nationwide-on-monday/article_3a8acdeaf62e-11e3-84de-0017a43b2370.html.
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million pounds of roll-your-own tobacco were consumed in 2011, leading to estimated sales of
$233.2 million and $27.2 million respectively.33 Approximately 13.7 billion cigars were sold in
2011, leading to an estimated $21.4 billion in sales.34
Table 4
Estimated Tobacco Sales in 2011

Electronic Cigarettes
Pipe Tobacco
RYO Tobacco
Cigars
Total

Pounds
(millions)
30.5
5.2
-

Units
Dollars
(millions) ($ millions)
5.0
2,000.0
233.2
27.2
13,700.0
21,356.1
23,616.5

Manufacturers and Importers:
Based on data from Dun & Bradstreet (D&B), there are currently 202 cigar manufacturers in the
United States, 231 cigarette manufacturers, and 183 companies manufacturing other tobacco
products.35 The D&B data are self-reported and likely include both manufacturers and
importers. The Alcohol and Tobacco Tax and Trade Bureau of the US Department of Treasury
states in its latest Annual Report that there are a total of 936 tobacco manufacturers and
importers/wholesalers licensed in the country.36 Calibrating the D&B data to the TTB figures
suggests that there are a total of 295 cigar manufacturers, and 284 manufacturers of other noncigarette products.
Table 5
Estimated Number of Tobacco Product Manufacturers
Product
Cigar
Little Cigar
Pipe/Hookah/Smoking
ENDS
Total

33

34

35

36

Number of Licensees
289
6
27
211
533

Unique Brands
1,394
79
152
211
1,836

United States Government Accountability Office, Tobacco Taxes: Large Disparities in Rates for Smoking Products Trigger
Significant Market Shifts to Avoid Higher Taxes, Report to Congressional Committees, at: www.gao.gov/assets/600/590192.pdf, and
Oller, Samantha, Tobacco, RYO, E-cigarettes & Lighters 2014, CSP Magazine, December 29, 2013, at: www.cspnet.com/print/cspmagazine/article/tobacco-cigarettes-ryo-e-cigarettes-lighters-2014. JDA calculates the per unit and per pound prices from convenience
stores, and use the per unit or per pound price to determine total sales when only unit or poundage data is available.
Center for Disease Control, Economic Facts About U.S. Tobacco Production and Use, Smoking & Tobacco Use, Updated February
2014, at: www.cdc.gov/tobacco/data_statistics/fact_sheets/economics/econ_facts/.
Dun & Bradstreet Hoovers Database, accessed June 2014. In this RIA, manufacturers of tobacco products are counted once for each
type of product they produce. A manufacturer of pipe tobacco and cigars would be counted twice.
US Department of Treasury, Alcohol and Tobacco Tax and Trade Bureau, Annual Report: Fiscal Year 2013, at:
www.ttb.gov/foia/ttbar2013.pdf.
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While it is impossible to know exactly how these manufacturers split out in terms of particular
tobacco products, and many manufacture multiple products, the total number is broken out into
pipe, hookah and Electronic Nicotine Delivery System (ENDS) manufacturers based on relative
sales volumes from the 2013 Tax Burden on Other Tobacco Products.37
Tobacco Products:
Assuming each combination of nicotine strength and flavor constitutes an individual product, we
estimate (conservatively) each brand offers approximately 60 unique products.38 If each size
constitutes a unique tobacco product, or if we used the mean rather than median number of
products per brand, this count would be significantly higher. Table 5 on the prior page outlines
our tobacco product count estimate.
Table 6
Number of Unique Products per E-Cigarette Brand

Flavors per Brand
Strengths per Brand
Unique Products

251 Older
215 Newer
Brands
Brands
15
33
4
5
60
165

The number of cigar products is based off numbers presented in Perelman’s Pocket Cyclopedia
of Cigars.39 The number of unique products per brand is estimated to be 6, based off the median
of a sample of 39 companies. Pipe tobacco product estimates are based off formulations and
distinct products listed on pipesandcigars.com.40 The median number of products, based on a
sample of 30 companies, is 3. We calculate the number of ENDS products that will likely be delisted by assuming an 80-20 distribution, and eliminating those products that do not produce
enough revenue to cover premarket and related costs. The large manufacturers will be left largely
intact, while smaller producers will be chased out of the market or will have to greatly reduce the
variety of ENDS products offered.
Due to the high costs of compliance, several of the tobacco products currently on the market will
be de-listed. Of the 12,660 electronic tobacco products, approximately 600 are profitable enough
to justify following through with the process, more than 12,000 distinct products will be
discontinued, or tabled until substantial equivalence precedents are set.
Retailers:
There will be over 370,000 retail locations that will be affected by the warning and training
portions of requirements that would result from the rule. The percentage of retail locations
37

38

39

40

Orzechowski and Walter and John Dunham and Associates, The Tax Burden On Other Tobacco Products: FY 2011, available from
the authors.
Zhu, Dr Shu-Hong, et al, “Four Hundred and Sixty Brands of E-Cigarettes and Counting: Implications for Product Regulation,”
Tobacco Control, May 2014, Available online at http://tobaccocontrol.bmj.com/content/23/suppl_3/iii3.full
Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars.
Pipe Tobacco – Shop by Brand, Pipes and Cigars, at: www.pipesandcigars.com/pipe-tobacco/.
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carrying tobacco products is taken from the 2007 Economic Census of Retail Trade. This
percentage is unique for the various NAICS codes classified as selling tobacco products. The
percentage is then applied to two categories of classification: stores with employees and nonemployee locations. Data for stores with employees comes from the U.S. Census’ Statistics of
U.S. Businesses, and data on non-employee retail outlets comes from Nonemployer Statistics,
2012.41 The results are outlined in Table 7 below.
Table 7
Number of Establishments Selling Deemed Products

General Merchandise
Supermarket & Grocery
Convenience Stores
Convenience w/ Gas
Service Stations
Drug Stores
Specialty Tobacco Store
Food Services
Drinking Places
Other
Total

Establishment
with Payroll
7,984
78,196
28,916
86,417
5,010
17,025
7,514
6,062
8,143
2,761
248,028

Nonemployer
Establishment
6,059
77,667
26,930
3,108
5,687
3,811
123,261

Total
14,043
155,862
28,916
86,417
5,010
43,955
7,514
9,170
13,830
6,572
371,289

Usage Rates:
Roughly 18 percent of the U.S. population currently smokes cigarettes.42 Incidence rates are
significantly lower for other tobacco products, particularly those covered by the proposed rule.
For example, a little over 1 percent of the population smokes pipe tobacco,43 and approximately
6 percent smoke cigars or use electronic cigarettes.44
The average age for a cigarette smoker (the bulk of tobacco consumers) is estimated to be a little
over 41 years old, and incidence rates appear to peak in middle age. Over 17 percent of persons
age 18-24 smoke, 21 percent of those 25-44 smoke, 19.5 percent of those 45-64 smoke, and only

41

42

43

44

U.S. Census Bureau, Statistics of U.S. Businesses (SUSB), Latest SUSB Annual Data, U.S., All Industries, 2011, at:
www.census.gov/econ/susb/, and U.S. Census Bureau, Nonemployer Statistics 2012, at: http://censtats.census.gov/.
Agaku, Israel, et al, “Current Cigarette Smoking Among Adults – United States, 2005-2012,” Morbidity and Mortality Weekly
Report, Center for Disease Control, January 17, 2014. Available online at
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6302a2.htm?s_cid=mm6302a2_w#tab.
How Many People Use Tobacco? American Cancer Society, February 2014. Available online at
http://www.cancer.org/cancer/cancercauses/tobaccocancer/questionsaboutsmokingtobaccoandhealth/questions-about-smokingtobacco-and-health-how-many-use.
DeAngelis, Tori, Are E-Cigarettes a Game Changer, American Psychological Society, Vol 45, No 3. March 2014. Available online at
http://www.apa.org/monitor/2014/03/e-cigarettes.aspx.
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about 9 percent of those over 65 smoke.45 Additionally, it is estimated that approximately 14
percent of high school aged persons have begun smoking.46
Table 8
Estimated Incidence of Tobacco Use

Relative Risks:
All tobacco products are not equivalent in terms of availability, usage and health risk. In fact,
depending on how risk is defined, cigarettes could be as much as 5 times more dangerous than
large cigars. According to a recent study that examined the potential dangers of various tobacco
products, cigarettes pose far greater mortality and morbidity risks than cigars, pipes and hookahs,
and electronic cigarettes. Focusing entirely on the health indicators, it is estimated that small
cigars cause 0.89 as much harm as cigarettes. Pipes, large cigars, water pipes, and electronic
devices carry risk factors of 0.28, 0.20, 0.17, and 0.07 respectively.47
Table 9
Relative Risk of Various Tobacco Products
Cigarettes Small Cigar
Product Specific Mortality
Product Related Mortality
Product Specific morbidity
Product Related Morbidity
Dependence
Injury
Total

0.3
27
32
2
5
8
100%

Pipes

Cigars

27
32
2
5

5
12

89%

Water Pipe

Electronic
Cigarettes

4

5
6
1
3

4
6
1
2

1
1
2
1

28%

20%

17%

7%

Time Horizon for Analysis:

45

46

47

Agaku, Israel,et al, Current Cigarette Smoking Among Adults – United States, 2005-2012, Morbidity and Mortality Weekly Report,
Center for Disease Control, January 17, 2014. Available online at
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6302a2.htm?s_cid=mm6302a2_w#tab.
How Many People Use Tobacco? American Cancer Society, February 2014. Available online at
http://www.cancer.org/cancer/cancercauses/tobaccocancer/questionsaboutsmokingtobaccoandhealth/questions-about-smokingtobacco-and-health-how-many-use.
Nutt, DJ, et al., Estimating the Harms of Nicotine-Containing Products Using the MCDA Approach, European Addiction Research,
April 2014, at: http://karger.com/article/fulltext/360220. The data presented here examine those indicators directly tied to bodily harm,
and leave out internalized factors like loss of relationships, loss of tangibles, crime, and economic costs.
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Since the effects of the proposed rule would be on-going, it is preferable that the benefit and cost
analysis of the various alternatives be conducted over an extended period of time. However, the
bulk of the costs occur in the first few years while the benefits of the rule, which would occur as
a result of lower usage of the deemed products, would not be seen until many years in the future.
There is little research available on how the products covered under this proposed rule impact
mortality; however, controlling for differences between smokers and nonsmokers and taking into
account observed probabilities of quitting at every age, the life expectancy of a typical 24-yearold female cigarette smoker is reduced by 2.4 years and the life expectancy of a typical 24-yearold male smoker is reduced by 4.4 years.48 The effects of other combustible tobacco products on
mortality may differ.49 For example, there is evidence to show that cigar smoking causes many
of the same diseases as cigarette smoking, although likely at lower rates due to lower frequency
or lower intensity of use and less tendency to inhale. One analysis using data from the Cancer
Prevention Study I, finds that mortality risk of cigar smokers who never smoked any other type
of tobacco, relative to never-smokers, is 1.08.50 Based on these figures, and using data from the
Social Security Administration, the benefits from reduced morbidity would stretch out over 100
years.51 Therefore, any discounting must take this long “payback” period into account.
Proposed Rule:
The proposed rule deems all products meeting the statutory definition of “tobacco product,”
except accessories of a proposed deemed tobacco product, to be subject to chapter IX of the
FD&C Act. Once deemed, tobacco products become subject to the FD&C Act and its
implementing regulations. The FD&C Act requirements that would apply to proposed deemed
products include establishment registration and product listing, ingredient listing, submissions
prior to the introduction of new products, and labeling requirements. Free samples of proposed
deemed tobacco products would also be prohibited.
In addition, the proposed rule would include minimum age and identification requirements,
vending machine restrictions, and required warning statements for packages and advertisements.
The products covered under the proposed rule would include cigars, pipe tobacco, hookah
tobacco, electronic nicotine delivery systems (electronic cigarettes), and other novel tobacco
products such as dissolvable products and gels. Of these products to be deemed, cigars are the
most commonly used.52
Alternative Approaches:
The goals of the proposed rule are to first ensure that, to the extent that there is substitutability
48
49
50

51
52

Sloan Frank A., et al., The Price of Smoking, MIT Press: Cambridge, MA, 2004.
However, because smoking incidence data are available these are used as a proxy for use of the deemed tobacco products.
Shanks, Thomas G. and David M. Burns, Disease Consequences of Cigar Smoking, in D. Burns, K. Cummings, & D. Hoffman (Eds.),
Cigars: Health effects and trends, Smoking and Tobacco Control Monograph No. 9, U.S. Department of Health and Human Services,
National Institute of Health, National Cancer Institute, 1998, at:
http://cancercontrol.cancer.gov/tcrb/monographs/9/m9_complete.PDF.
Social Security Administration, Period Life Table, 2009, at: http://www.ssa.gov/oact/STATS/table4c6.html.
In the case of this analysis only actual tobacco and nicotine products are used. The proposed rule suggests that component parts of
tobacco products and electronic nicotine delivery systems like pipes, vaporizers, and other smoking accessories could also be subject
to the deeming regulations.
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among tobacco products, regulatory gaps do not exist, and to protect the public health by both
ensuring that no new products are developed that pose substantially greater health risks than
those already on the market and provide information to consumers about the risks and
characteristics of tobacco products, encouraging a reduction in either incidence or use.
The rules proposed by the FDA are designed to meet these two goals; however, there are other
approaches that can be taken that may have similar, or even preferable, results. For the purpose
of this RIA, four alternatives are considered. These are:
1) The Null Alternative: This approach would continue the existing regulatory system
with no additional rules or burdens placed on consumers or the industry.
2) The Information Alternative: This approach would grant FDA regulatory authority
over all tobacco products listed under the proposed rule, and would enact all of the
informational provisions outlined under that regime. This would include the following
provisions: Establishment registration, product listing, ingredient listing, harmful
constituents listing, the disclosure of all tobacco health documents, and labeling. Under
this alternative deemed products would not be subject to premarket review, nor would
sampling, minimum age and vending restrictions apply to these items at the federal
level.53
3) Grandfather Date Alternative: This alternative would change the grandfather date for
deemed tobacco products to the date that the proposed rule is published in final form. All
deemed products on the market as of the date of publication would therefore be
considered grandfathered. This approach would enable these grandfathered products to
stay on the market without premarket review or approval (unless they are modified) and
would allow them to serve as predicates in substantial equivalence (SE) reports for any
new or modified products that manufacturers might introduce in the future. JDA
estimates that roughly 80 percent of cigar and pipe tobacco products would be submitted
for grandfathering under the proposed rule.54 Under this alternative, all of the other
aspects of the FDA’s proposed rule, including sampling and access restrictions would be
implemented.
4) The Enforcement Discretion Alternative: Under this alternative, FDA would exercise
its enforcement discretion to enforce section 910’s premarket review requirements only
against deemed products launched or modified after the date of publication of the final
rule. Thus, products on the market of the date of publication of the final rule would not
require a marketing order, but unlike in the grandfather date scenario, could not serve as
predicate products in SE reports for new or modified product launched after the date of
publication. Under this alternative, all of the other aspects of the FDA’s proposed rule,
including sampling and access restrictions would be implemented.
Expected Effects of Each Regulatory Alternative:
53
54

However, these restrictions are generally already in place at the state level.
Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars. Based on the number of new products listed in the most recent edition, multiplied by the number of years
since 2007, as a percentage of the total cigar market.
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Proposed Rule: The goals of the proposed rule are to first, ensure that to the extent that there is
substitutability among tobacco products, regulatory gaps do not exist, and to protect the public
health by both ensuring that no new products are developed that pose substantially greater health
risks than those already on the market and provide information to consumers about the risks and
characteristics of tobacco products, encouraging a reduction in either incidence or use.
In addition, it is anticipated that the proposed rule will impact tobacco consumption by both
greatly reducing the number of products on the market while at the same time increasing their
price.
The Null Alternative: This alternative would likely not meet the goals set out by the FDA as
there would still be significant regulatory gaps as products like Electronic Nicotine Delivery
Systems would not be subject to any FDA oversight. In addition, the Null Alternative would not
ensure that a substantial number of new products entering the market would not pose additional
health risks, nor would it provide consumers with information relating to the risks and
characteristics of a range of different tobacco products. Therefore, the null alternative is not
considered further as it fails to meet the basic regulatory goals set forth by the FDA.
The Information Alternative: This approach would grant FDA regulatory authority over all
tobacco products listed under the proposed rule, and would include all of the informational
provisions outlined under that regime. Therefore it would easily meet two of the three goals set
forth by the agency in almost exactly the same way as the proposed rule. Under this alternative
deemed products would not be subject to the onerous premarket review requirements of the
proposed rule nor would sampling, additional minimum age and vending restrictions apply to
these items at the federal level. The marketing restrictions listed by the FDA are generally in
place at the state level (and in fact some states have even more restrictive regulations in place)
and are not needed to meet the stated objectives of the agency. The agency’s third regulatory
goal is to ensure that no new tobacco products enter the market that might be “riskier” than
existing products. While the Information Alternative does not directly address this goal, the fact
that all of the tobacco products subject to deeming are arguably less risky than existing
traditional cigarette products suggests that the agency goals will all likely be met even if this less
restrictive alternative is enacted.
Grandfather Date Alternative: Since this alternative would adopt all of the provisions of the
proposed rule save for one, it ensures that the goals of reducing regulatory gaps and providing
information would be met in much the same way as the proposed rule. What this alternative
does do is simply change the grandfather date for deemed tobacco products to the date that the
new rule is published in final form. All deemed tobacco products on the market as of the date of
publication would be considered grandfathered. This approach would enable these grandfathered
products to stay on the market and to serve as predicates in SE reports for any new or modified
products that manufacturers may introduce in the future. Since all of the deemed products are
arguably less risky than traditional cigarettes, this alternative would meet agency goals and may
actually lead to an overall reduction in the risk profile of tobacco product use over time as
consumers may turn to non-traditional products.
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The Enforcement Discretion Alternative: This alternative would be the most like the proposed
rule in that all of the access and informational elements would be retained, as would the
substantial equivalence requirements under the premarket review process. However, in this case,
all deemed tobacco products on the market as of the date of publication would be considered
grandfathered. This approach would enable these grandfathered products to stay on the market
without requiring a marketing order, but unlike the case of the Grandfather Date Alternative,
they could not serve as predicates in SE reports for any new or modified products that
manufacturers may introduce after the date of publication. Since all of the deemed products are
already considered to be less risky than traditional cigarettes, this alternative would meet agency
goals; however, it would be unlikely that any additional new or non-traditional products would
be brought to market in the future under the more onerous substantial equivalence restrictions.
Based on the above, further analysis should be undertaken for the proposed rule, the Information
Alternative, the Grandfather Date Alternative and the Enforcement Discretion Alternative as
each of these approaches should meet the FDA’s regulatory goals.
Expected Economic Costs of Each Regulatory Alternative:
Table 10
Estimated Base Cost of Proposed Rule

Component
Establishment Registration
Product Listing
Ingredient Listing
Harmful Constituents
Tobacco Health Docs
Premarket
Free Samples
Private Sector Labeling
Advertising Removal
Minimum Age and ID
Vending Machines
Administrative Gov. Costs
Total

$
$
$
$
$
$
$
$
$
$
$
$
$

Initial Costs
221,972
663,741
1,424,721
1,424,721
1,276,057
231,874,695
69,741,284
4,662,421
13,965,000
325,254,613

$
$
$
$
$
$
$
$
$
$
$
$
$

Ongoing Costs
(Discounted)
3,165,550
32,216
222,243
222,243
59,295,740
199,154,961
262,092,954

$
$
$
$
$
$
$
$
$
$
$
$
$

Total Costs
3,387,522
695,957
1,646,965
1,646,965
1,276,057
291,170,435
69,741,284
4,662,421
213,119,961
587,347,567

Proposed Rule: The proposed rule would make all deemed tobacco products subject to various
requirements of the FD&C Act and its implementing regulations. These requirements include,
but are not limited to: Establishment registration and product listing, ingredient listing,
submissions prior to the introduction of new products, labeling requirements, prohibitions on
sampling, minimum age and identification requirements, vending machine restrictions, and
required warning statements for packages and advertisements. While many of these provisions
subject manufacturers to only minor administrative costs, and others have little (if any) cost
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because state restrictions already apply, other parts of the implementing regulations can have
significant (even fatal) impacts on certain companies.
For the purpose of the cost analysis, the administrative wage rate for tobacco industry employees
is assumed to be $20.15.55 The rate used in this RIA is doubled in order to account for taxes,
benefits and other costs paid by the employer. Therefore, one hour of administrative services is
assumed to cost a tobacco company $40.30. On the other hand, the wage rate for technical
workers is $34.75, based on a composite of engineering, life & social science, administrative,
and legal wages.56 These wages are doubled to account for taxes, benefits and other costs carried
by the employer. The use of these employees then is assumed to cost a tobacco company an
hourly rate of $69.50.
Establishment Registration:
Chapter IX of the FD&C Act requires annual registration by owners and operators of domestic
tobacco product manufacturing establishments and immediate registration of new ownersoperators and new establishments. Although this requirement only applies to domestic
manufacturing establishments, importers who repack or re-label would fit the FD&C
Act definition of tobacco product manufacturer. Based on how long it takes for currently
regulated manufacturers to register, it is expected to take each manufacturer about 3 hours to
comply with the establishment regulation requirement.57 This is multiplied by the number of
manufacturers to calculate the cost which is estimated to be about $221,970 for existing
companies. Based on the history with cigarette manufacturers, it is assumed that there would be
only a limited number of new tobacco product companies following the adoption of this
alternative. Since the registration must be renewed every year, a discounted cost is included for
each of the following 100 years. Obviously, assuming a 7 percent discount rate assures that
about 73 percent of the discounted cost of registration occurs within the first 20 years after the
adoption of the proposed rule. Table 11 below outlines how these costs would impact different
company types.
Table 11
Estimated Cost for Registration
Large Cigar
Establishment Count
Time Requirement
Hourly Wage Rate
Cost

55

56

57

1,394
3
$40
$168,535

Small Cigar
79
3
$40
$9,551

Pipe & Hookah
152
3
$40
$18,377

Electronic
Cigarettes
211
3
$40
$25,510

Total
1,836
3
$40
$221,972

Bureau of Labor Statistics, Occupational Employment Statistics, May 2013 National Industry-Specific Occupational Employment and
Wage Estimates: NAICS 312200 – Tobacco Manufacturing, at: www.bls.gov/oes/current/naics4_312200.htm.
Bureau of Labor Statistics, Occupational Employment Statistics, composite of multiple wages: 20 percent Architecture and
Engineering Occupations, 30 percent Life, Physical, and Social Science Occupations, 30 percent Office and
Administrative Occupations, and 20 percent Legal Occupations. The first three occupation types have wage data specific to the
tobacco industry, the last one is a general wage rate.
US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Registration and Product
Listing for Owners and Operators of Domestic Tobacco Product Establishments, April 2014, at:
www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM191940.pdf.
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Product Listing: Manufacturers and importers are required to list all the products they produce or
bring into the country. Products are defined as formulations, rather than individual items or
SKUs, so a cigar sold in a package of five and the same cigar sold in a package of 10 would be
one formulation. Changes in the product list (new and discontinued products) are to be reported
twice a year. The number of products would be the main determinant of the product listing cost.
Based on FDA experience with currently regulated tobacco products, it is expected to take 0.75
minutes to comply with the product listing requirement. This is multiplied by the number of
products, for a total estimate of $663,741.58 Based on historical approvals of new products
currently subject to FD&C Act, as Amended by the Family Smoking Prevention and Tobacco
Control Act, very few new products will be approved in the future. In fact to date under 7-tenths
of one percent (.0067) of products submitted for approval based on the substantial equivalence
test have actually been approved for sale.59 This analysis assumes a similar approval rate for
other deemed products.60
Table 12
Estimated Cost for Product Listing and De-listing by Product
Large Cigar
Unique Products
Listing
De-Listing
Time Requirement
Hourly Wage Rate
Cost

8,364
5,576
2,788
1
$40
$252,802

Small Cigar
474
316
158
1
$40
$14,327

Pipe & Hookah
462
308
154
1
$40
$13,964

Electronic
Cigarettes
12,660
633
12,027
1
$40
$382,649

Total
21,960
6,833
15,127
1
$40
$663,741

Ingredient Listing: Manufacturers and importers must submit a complete list of ingredients by
brand, including the quantity for each brand and sub-brand. Six months is given from the
passing of the law; thereafter, ingredient listings will be required 90 days prior to introducing a
new product.
Table 13
Expected Cost of Ingredients Listing by Product
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

5,576
3
$70
$1,162,629

Small Cigar
316
3
$70
$65,888

Pipe & Hookah
308
3
$70
$64,220

Electronic
Cigarettes
633
3
$70
$131,984

Total
6,833
3
$70
$1,424,721

It is expected to take 3 hours to complete the ingredient listing process for each unique product.
58

59

60

US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Registration and Product
Listing for Owners and Operators of Domestic Tobacco Product Establishments, April 2014, at:
www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM191940.pdf.
See, Examining The Implementation Of The Tobacco Control Act, Hearing Transcript from House of Representatives, Subcommittee
on Energy and Commerce Committee on Health, April 8, 2014.
Currently regulated products are different that the tobacco products subject to deeming; however, for the purpose of this analysis the
experience of existing manufacturers is used as a proxy.
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Ingredient listing is assumed to require the composite wage, as there is some input from
scientists, legal staff, administrators, and so on.61 Again, it is assumed that there will be very few
new products in the future.
Harmful Constituents: Beginning three years after the enactment of the proposed rule,
companies must identify all deemed product constituents (including smoke constituents)
identified by the FDA as harmful or potentially harmful. This process would be similar to the
ingredients listing except that companies would be required to analyze the smoke constituents of
combustible products. Currently, there is no set of rules pertaining to the testing of these
constituents; therefore, the minimum cost that this rule would impose would be similar to the
administrative requirements of the product listing.62 The same 0.7 percent approval ratio for new
products is used for calculating the number of future filings.
Table 14
Cost of Harmful Constituents Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

Small Cigar

5,576
3
$70
$1,162,629

Pipe & Hookah

316
3
$70
$65,888

308
3
$70
$64,220

Electronic
Cigarettes
633
3
$70
$131,984

Total
6,833
3
$70
$1,424,721

Tobacco Health Documents: Chapter IX of the FD&C Act requires tobacco product
manufacturers or importers to submit to FDA documents “that relate to health, toxicological,
behavioral, or physiologic effects of current or future tobacco products, their constituents
(including smoke constituents), ingredients, components, and additives” if those documents were
developed after June 22, 2009. The agency estimates that it will take each company about 10
hours of professional staff time to complete this process based on the cost for currently covered
manufacturers, for a total of $1.276 million.63 This is assumed to be a one-year payment with no
future discounted costs.
Table 15
Cost of Submitting Health Related Documents
Large Cigar
Number of Manufacturers
Time Requirement
Hourly Wage Rate
Cost

61

62

63

1,394
10
$70
$968,858

Small Cigar

Pipe & Hookah
79
10
$70
$54,907

152
10
$70
$105,643

Electronic
Cigarettes
211
10
$70
$146,649

Total
1,836
10
$70
$1,276,057

US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Listing of Ingredients in
Tobacco Products, November 2009, at:
www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM192053.pdf.
However, because the rule will necessarily require additional product testing, in reality the cost should be substantially higher than for
ingredient product listing.
US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Tobacco Health Document
Submission, April 2010, at: www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM208916.pdf.
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Premarket Review: A premarket review is required for all products that were not on the market
as of February 15, 2007. There are four ways that companies can complete premarket reviews
for their products, some of which could require an expensive multi-year process. Costs for each
of these processes are determined based on the estimated hours that it would take to complete an
application for a specific product. These estimates come from unknown “experts” in FDA’s
Center for Tobacco Products.64 According to the FDA, it would require many years and about
5,000 man hours to complete a premarket application, at a rate of $66.50 per hour for an average
cost of at least $332,500 per product; 10 hours for a grandfathering review for a cost of about
$665; 19.6 hours for a request for a “substantial equivalence exemption,” or about $1,300 per
product and about 220 man hours to prepare an SE report according to the RIA for a cost of
about $14,600.65
The premarket application process is perhaps the most expensive piece of the plan. JDA
estimates that roughly 80 percent of cigar and pipe tobacco products will be grandfathered.66
There is insufficient information to predict the percentage of deemed products that might be
successful in obtaining a Substantial Equivalence Order or SE exemption. It is therefore
assumed that the remaining deemed products will be split evenly between these two processes.67
The relative newness of electronic cigarette products means all products will likely be required to
go through the premarket application process. The costs associated with the premarket process
will drive the vast majority of product and brand exits for electronic cigarette products.
Based on these assumptions, the costs for premarket reviews will be substantial, accounting for
as much as 95 percent of the initial cost of the proposed rule. These costs will also fall
disproportionately on ENDS products, as these will have to undergo an incredibly expensive
process. Based on a declining monotonic function, only 633 of the existing ENDS products
(about 5 percent of the current number of products) would even be economically viable if the
proposed rules were to be adopted.68 Nearly all of the remaining costs would be borne by cigar
manufacturers.
64

65

66

67

68

These figures come from: US Department of Health and Human Services, Food and Drug Administration, Deeming Tobacco Products
to be Subject to the Food, Drug, and Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act;
Regulations Restricting the Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Product
Packages and Advertisements: Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis, Unfunded Mandates
Reform Act Analysis, Docket No. FDA-2014-N-0189, April 2014. No data, studies, reports or other reference materials are cited to
justify these figures, not are any substantiated equations or methodological notes provided.
Note that while grandfathering reviews may not always be required; however, for the purpose of this analysis and since the estimated
cost is not significant for any given tobacco product, it is assumed that tobacco products manufactures will submit information to the
FDA to demonstrate that a product was commercially marketed in the U.S. as of the effective date of the proposed rule, and request a
grandfathering determination.
Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars. Based on the number of new products listed in the most recent edition, multiplied by the number of years
since 2007, as a percentage of the total cigar market.
Occam's razor is a principle used in modeling that devised in the 14 th Century by William of Ockham that states that among
competing hypotheses, the one with the fewest assumptions should be selected. Other, more complicated solutions may ultimately
prove correct, but—in the absence of certainty—the fewer assumptions that are made, the better. The justification for the principle
comes from probability theory. By definition, all assumptions introduce possibilities for error; if an assumption does not improve the
accuracy of a theory, its only effect is to increase the probability that the overall theory is wrong.
There are currently about 12,660 different ENDS products on the market, taking into account different nicotine levels, different
flavors, etc. Most of these are very small run products from single, independent, manufacturers, while others are large distribution
products made by large integrated tobacco product companies. The assumed cost of undertaking a full premarket review process is
over $332,000. Based on a 10-year bond at 7 percent interest, it would cost a company about $47,340 per year (amortized over 10
years) to pay for this process. As such, no product that has a profit potential of less than $47,340 would be continued after the passage
of the proposed rule.
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As noted above the FDA has issued Substantial Equivalence Orders for only a tiny percentage of
the over 4,000 SE applications have been filed by companies currently subject to FDA
regulation.69 In order to calculate how many new product submissions would occur in the future,
the numbers developed for ENDS were used.70 Currently there is a growth rate of just about 7.8
percent in the number of new tobacco products each year.71 The number of tobacco products
estimated to be approved in the base year is multiplied by 7.8 percent and then by 5 percent
which is the estimated percentage of products that would be considered to be profitable enough
to sustain the large costs associated with the registration process. It is impossible to know
exactly which pathway new products would take to undergo FDA review, but it is likely that few
if any viable predicates will exist for ENDS products. In the case of cigars, small cigars and
pipe/hookah products, it is assumed that new products would be split in thirds, with one-third
marketed as grandfathered, one-third filing for SE exemptions, and one-third taking the
substantial equivalence route. In the case of ENDS products, it is predicted that most, if not all,
would be required to undergo a complete pre-market review.
Table 16
Preapproval Application Costs Per Product
Large Cigar
Grandfathered Products
Time Requirement
Hourly Wage Rate
Subtotal
SE Exemptions
Time Requirement
Hourly Wage Rate
Subtotal
Substantial Equivalence
Time Requirement
Hourly Wage Rate
Subtotal
Premarket Application
Time Requirement
Hourly Wage Rate
Subtotal
Cost

Small Cigar

4,450
10
$40
$1,793,533
563
20
$70
$766,632
563
192
$70
$7,509,865
5,016
$70
$0
$10,070,030

Pipe & Hookah

252
10
$40
$101,642
32
20
$70
$43,446
32
192
$70
$425,595
5,016
$70
$0
$570,683

246
10
$40
$99,069
31
20
$70
$42,346
31
192
$70
$414,820
5,016
$70
$0
$556,236

Electronic
Cigarettes

Total
-

10
$40
$0
20
$70
$0
192
$70
$0
633
5,016
$70
$220,677,746
$220,677,746

4,948
10
$40
$1,994,244
626
20
$70
$852,424
626
192
$70
$8,350,281
633
5,016
$70
$220,677,746
$231,874,695

Since the profit margin for tobacco product companies (including the cost of capital) is about 39 percent (based on the Input/Output
tables of the United States as produced by IMPLAN, Inc. for 2012), a product would need to have about $121,400 in sales to meet this
burden. Taking the 12,660 products and assuming an exponential distribution where 80 percent of the products account for just 0.6
percent of sales, only about 633 products would meet that criteria, as per the table below:
Products
10,128
1,266
633
317
158
79
79

69

70
71

$
$
$
$
$
$
$

Sales
12,500,000
12,500,000
25,000,000
50,000,000
100,000,000
200,000,000
1,600,000,000

$
$
$
$
$
$
$

Sales Per Product
1,234
9,874
39,494
157,978
631,912
2,527,646
20,221,169

See, Examining The Implementation Of The Tobacco Control Act, Hearing Transcript from House of Representatives, Subcommittee
on Energy and Commerce Committee on Health, April 8, 2014.
See Note 68.
See: Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars. Based on the average rate of growth in new cigar products from 2005 through 2011.
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Free Samples: Sampling is an important part of the tobacco sales process, particularly for pipe
tobacco and for premium cigars, many of which can cost over $10 a unit. Eliminating the ability
to sample, would place a great burden on this segment of the industry. While there is a
substantial literature on the relationship between advertising and tobacco sales and use, JDA
could find no published studies on how cigar and pipe tobacco sampling impacted sales or
incidence. The elimination of sampling would surely reduce brand switching and the fact that
tobacco product companies include sampling as one of their advertising expenditures (amounting
to 1.6 percent of spending for smokeless tobacco products) implies that there is likely some sales
impact.72 Since it is proposed that sampling would be banned upon the effective date of the rule,
these costs will all occur within year-one and no discounted future costs need to be calculated.
Labeling: All products affected by this proposed rule would be required to undergo a labeling
change to satisfy the requirements of the FD&C Act, and to include warning statements.
Proposed deemed products other than cigars would be required to carry a single addiction
warning. Cigars would be required to display five rotating warnings, four of which are currently
displayed on a sizable segment of the cigar market as a result of FTC consent decrees. For cigars
sold individually without a product label, the required warning statement would be displayed on
a sign or placard at the point of sale.
All product re-labels are assumed to take place as mandatory design changes. While it is possible
some may tie mandatory labeling compliance with voluntary product/packaging redesign, there
is no evidence of wide-scale plans to do so. The Product Labeling is expected to run
approximately $69.7 million, based on total number of products multiplied by the cost of label
change.73 As with sampling, labeling is considered to be a one-off cost for the purpose of this
analysis.
Table 17
Cost of New Product Labels
Large Cigar
Products
Per Product Labeling Cost
Cost

5,576
$10,527
$58,698,552

Small Cigar
316
$10,527
$3,326,532

Pipe & Hookah
308
$8,200
$2,525,600

Electronic
Cigarettes
633
$8,200
$5,190,600

Total
6,833
$69,741,284

This is likely an extremely conservative figure in that it does not take into account major costs
such as trademark registrations, and copyrights, costs that will vary considerably by company
and brand. In addition, adding new warning labels would require substantial changes to trade
dress, which would increase marketing costs and could potentially lower the value of brands and
trademarks.
72

73

Note that under the tobacco settlement agreements with the states, as well as under the FD&C Act, cigarette companies are prohibited
from sampling. Smokeless tobacco product companies do sample as reported in Federal Trade Commission, Smokeless Tobacco
Report for 2011, 2013, at: www.ftc.gov/sites/default/files/documents/reports/federal-trade-commission-smokeless-tobacco-report2011/130521smokelesstobaccoreport.pdf. Limited sampling of smokeless products is permitted under the FD&C Act.
For e-cigarettes, pipe tobacco, and other non-cigar products, the prescribed warning must cover 30 percent of the 2 primary panels and
requires additional text. Cigar advertising is expected to be more costly due to the imposition of 5 rotating warning statements. Label
pricing is based on design, inventory, and testing/marketing costs. See: Muth, M.K., Melanie J. Ball, Michaela C. Coglaiti, and
Shawn A. Karns), Model to Estimate Costs of Using Labeling as a Risk Reduction Strategy for Consumer Products Regulated by the
Food and Drug Administration, Research Triangle Park, NC: RTI International, March 2011.
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Advertising Removal:
The removal of non-compliant advertisements must be carried out in all retail establishments. It
is assumed that the volume of advertising affected is proportional to the sales volume of the
particular store. A weighted average store cost of $12.56 is constructed using the 1996 cigarette
regulations as a baseline.74 It is assumed the one-time cost of cleanup and re-organizing is
different for different store types; therefore, a convenience store has an expected cost of $18
while other establishments (things like restaurants) have a $1 weight. The total one-time cost of
compliance with is estimated at $4.67 million. This is considered to be a cost that is incurred
only in the first year following the adoption of the proposed rule. It is important to note that this
does not include the cost to retailers of the loss of Point of Purchase Advertising Incentives
(POPAI) from manufacturers. For the purpose of this analysis this is considered to be a transfer,
so lost revenues to retailers would be equal to advertising savings by manufacturers.75
Table 18
Cost for Removing Advertising
Number of Stores
Advertising Removal
Cost

371,289
$12.56
$4,662,421

Minimum Age and ID: Since this is already required by most state laws, and retailers perform
this action for non-deemed products, there is no additional cost associated with this provision of
the proposed rule.
Vending Machines: The tobacco settlement agreements between the various states and the major
cigarette manufacturers banned the sale of those companies’ products in vending machines. In
addition, vending machine sales of cigarettes and smokeless tobacco products are prohibited
under FDA regulations. As such there are very few cigarette vending machines, and all of those
are located in adult-only facilities. The tobacco products that are covered under the proposed
rule are generally not sold in vending machines, as such there would likely be no cost from this
requirement.
Regulatory Costs: FDA’s regulation of tobacco products is fully funded by industry user fees,
which are fixed by statute. Fully loaded employee costs at FDA average of $253,918 per fulltime-equivalent employee (FTE), and the agency expects that 55 new FTE employees will be
needed to carry out the proposed rule. This means that the cost of user fees will be
approximately $13.965 million per year.76 These costs would continue indefinitely as the
agency would be creating an entirely new bureaucracy.
74

75

76

Federal Register, Vol. 75, No. 218, November 12, 2010 / Proposed Rules, page 69524, Department Of Health And Human Services,
Food and Drug Administration , 21 CFR Part 1141, [Docket No. FDA–2010–N–0568], RIN 0910–AG41, Required Warnings for
Cigarette Packages and Advertisements. In this case cigarette data are being used as a proxy for costs for deemed products.
This assumption assumes that advertising has no value to manufacturers, consumers and retailers ensuring that the cost calculations
are conservative.
From US Department of Health and Human Services, Food and Drug Administration, Deeming Tobacco Products to be Subject to the
Food, Drug, and Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act; Regulations Restricting the
Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Product Packages and Advertisements:
Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis, Unfunded Mandates Reform Act Analysis, Docket No.
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In addition to regulatory and administrative costs resulting from the proposed rule, the reduction
in tobacco product sales that would result from higher prices and a higher regulatory burden
would lead to fewer benefits to both producers and consumers – what economists call consumer
surplus and producer surplus.
Products like cigars, ENDS and hookah tobacco are subject to the normal laws of demand in
economics. In other words, all else being equal, as the price of a product increases, quantity
demanded falls; likewise, as the price of a product decreases, quantity demanded increases.
Whether or not certain individuals or institutions approve of the morality or the “goodness” of
tobacco products, they are subject to, and reflective of, the basic principles of economics. This
means that nobody would purchase tobacco products if they did not provide an individual benefit
at least equal to (and likely more than) their marginal cost. In other words, for a person to
purchase a cigar for $10.00 they would need to derive a minimum of $10.00 in economic
benefits from the cigar.77 Likewise, if a producer is to receive $10.00 from the sale of a cigar,
than the marginal cost of producing the cigar would have to be no more than $10.00 all things
being equal.
The actual price of a product and the amount purchased resolves to an equilibrium level in the
marketplace whereby the last consumer (the marginal consumer) receives a utility exactly equal
to the price that they pay for the product. Every other consumer receives something called a
consumer surplus or a level of utility higher than the price that they pay for the cigar. On the
supply side the same thing is true. Producers will increase production or enter markets as long as
the price they receive is no higher than their cost of producing an additional unit. Again,
manufacturers and importers receive a “producer surplus” on units up to the marginal unit.
By artificially increasing the price of deemed products by about $58.7 million, the proposed rule
would artificially change the pricing structure of these goods, leading to a reduction in both
demand and production.78 This would – in turn – reduce both the consumer surplus and the
producer surplus currently generated in the tobacco market. These are real costs that accrue to
real people and businesses and need to be taken into account in any RIA.
Taking the most conservative approach to the equation, consumers lose $502.7 million in
consumer surplus (or utility over these 10 years) and the discounted value of the lost utility in
future years.79 Producers will lose about $18,000 during the same period. Over the entire
period, this equals as much as $502.730 million in lost utility. See Table 19 on the following
page.

77
78

79

FDA-2014-N-0189, April 2014. Note that it is impossible to independently confirm the number of employees required by the FDA to
administer the proposed rule.
Economists use the word “utility” to describe these benefits.
This is the discounted cost of the regulations over the entire 100 year study period divided by 10. Since about 75 percent of the total
discounted direct cost occurs within 10 years, it is assumed that the various companies impacted by the regulations will pass on the
total cost over this 10 year period by borrowing the total cost as a 10 year bond. Changes to this assumption will impact both the cost
of lost utility and the expected benefits about equally.
Discounted at 7 percent. For simplicity this model assumes a 45 degree demand and a 45 degree supply curve. The expected costs of
the regulations are passed on to consumers much like a tax; however, unlike a tax any loss in consumer surplus – or utility – is not
transferred to the government but simply lost from the economy. Calculations are based on changes in products sales using the
elasticity calculations described in more detail in the benefits section. There is also a small loss in producer surplus and an equal
deadweight loss.
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Table 19
Lost Utility
Discounted Value
$
587,347,567
$
502,711,581
$
18,529
$
1,090,077,677

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs

The Information Alternative: This alternative rule would make all deemed tobacco products
subject to certain provisions of the FD&C Act and its implementing regulations. These
requirements include, but are not limited to: Establishment registration and product listing,
ingredient listing, labeling requirements, and required warning statements for packages and
advertisements.80 Most of these provisions subject manufacturers to only minor administrative
costs, but other restrictions can have significant impacts on a small number of companies.
The basic assumptions used in analyzing this alternative are the same as those used in the
analysis of the proposed rule above.
Table 20
Estimated Base Cost for Information Alternative

Component
Establishment Registration
Product Listing
Ingredient Listing
Harmful Constituents
Tobacco Health Docs
Premarket
Free Samples
Private Sector Labeling
Advertising Removal
Minimum Age and ID
Vending Machines
Administrative Gov. Costs
Total

$
$
$
$
$
$
$
$
$
$
$
$
$

Initial Costs
221,972
663,741
4,349,852
4,349,852
1,276,057
190,606,125
9,038,191
210,505,790

$
$
$
$
$
$
$
$
$
$
$
$
$

Ongoing Costs
(Discounted)
3,165,550
708,596
4,888,222
4,888,222
128,893,706
142,544,296

$
$
$
$
$
$
$
$
$
$
$
$
$

Total Costs
3,387,522
1,372,337
9,238,074
9,238,074
1,276,057
190,606,125
137,931,897
353,050,086

Establishment Registration:
Establishment registration and annual updates of these registrations are assumed to cost the same
as under the base alternative, which is estimated to be about $221,970 for existing companies.

80

Other restrictions proposed by the FDA, such as minimum age to purchase requirements, and vending machine sales are already in
place in most states.
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Based on the history with cigarette manufacturers, it is assumed that there would be no new
tobacco product companies following the adoption of this alternative.81
Table 21
Estimated Cost for Registration
Large Cigar
Establishment Count
Time Requirement
Hourly Wage Rate
Cost

1,394
3
$40
$168,535

Small Cigar

Pipe & Hookah

79
3
$40
$9,551

152
3
$40
$18,377

Electronic
Cigarettes
211
3
$40
$25,510

Total
1,836
3
$40
$221,972

Product Listing: Manufacturers and importers are required to list all the products they produce or
bring into the country. The number of products would be the main determinant of the product
listing cost. In this case, the base number of products is assumed to be equal to that under the
base alternative; however, without the onerous burden of premarket review, there will be more
listed rather than de-listed products. In addition, it is assumed that the number of new tobacco
products entering the market each year will grow by about 7.9 percent per year (or that about
1,650 new products per year would be brought to market). Currently there is a growth rate of
just about 7.8 percent in the number of new products each year.82 This leads to increased costs
over time as more and more products enter the market and must be listed.
Table 22
Estimated Cost for Product Listing and De-listing
Large Cigar
Unique Products
Listing
De-Listing
Time Requirement
Hourly Wage Rate
Cost

8,364
7,946
418
1
$40
$252,802

Small Cigar
474
450
24
1
$40
$14,327

Pipe & Hookah
462
439
23
1
$40
$13,964

Electronic
Cigarettes
12,660
12,027
633
1
$40
$382,649

Total
21,960
20,862
1,098
1
$40
$663,741

Ingredient Listing: Manufacturers and importers must submit a complete list of ingredients by
brand, including the quantity for each brand and sub-brand. Six months is given from the
passing of the law; thereafter, ingredient listings will be required 90 days prior to introducing a
new product. Costs for ingredient listing are calculated in the same manner as under the
proposed rule alternative; although, ingredient listing costs are assumed to grow over time as
more tobacco products enter the marketplace. Table 23 on the following page documents these
costs under this alternative.

81
82

The experience of manufacturer of currently regulated products are used as a proxy for deemed tobacco products.
See: Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars. Based on the average rate of growth in new cigar products from 2005 through 2011.
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Table 23
Expected Cost of Ingredients Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

Small Cigar

7,946
3
$70
$1,656,747

450
3
$70
$93,890

Pipe & Hookah
439
3
$70
$91,513

Electronic
Cigarettes
12,027
3
$70
$2,507,702

Total
20,862
3
$70
$4,349,852

Harmful Constituents: Beginning three years after the enactment of the proposed rule,
companies must identify all deemed product constituents (including smoke constituents)
identified by the FDA as harmful or potentially harmful. Costs associated with this provision are
similar to those outlined in the proposed alternative section of the RIA.
Table 24
Cost of Harmful Constituents Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

Small Cigar

7,946
3
$70
$1,656,747

450
3
$70
$93,890

Pipe & Hookah
439
3
$70
$91,513

Electronic
Cigarettes
12,027
3
$70
$2,507,702

Total
20,862
3
$70
$4,349,852

Tobacco Health Documents: These costs are consistent throughout all of the proposed
alternatives.
Table 25
Cost of Submitting Health Related Documents
Large Cigar
Number of Manufacturers
Time Requirement
Hourly Wage Rate
Cost

1,394
10
$70
$968,858

Small Cigar
79
10
$70
$54,907

Pipe & Hookah
152
10
$70
$105,643

Electronic
Cigarettes
211
10
$70
$146,649

Total
1,836
10
$70
$1,276,057

Labeling: All products affected by this proposed rule would be required to undergo a labeling
change to satisfy the requirements of the FD&C Act, and to include warning statements. Costs
are calculated in the same manner as under the proposed rule alternative abouve.
All product re-labels are assumed to take place as mandatory design changes. While it is possible
some may tie mandatory labeling compliance with voluntary product/packaging redesign, there
is no evidence of wide-scale plans to do so. The Product Labeling is expected to run
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approximately $190.6 million, based on total number of products multiplied by the cost of label
change.83 Table 26 below outlines these costs.
Table 26
Cost of New Product Labels
Large Cigar
Products
Per Product Labeling Cost
Cost

7,946
$10,527
$83,645,437

Small Cigar
450
$10,527
$4,740,308

Pipe & Hookah
439
$8,200
$3,598,980

Electronic
Cigarettes
12,027
$8,200
$98,621,400

Total
20,862
$190,606,125

Regulatory Costs: FDA’s regulation of tobacco products is fully funded by industry user fees,
which are fixed by statute. Fully loaded employee costs at FDA average of $253,918 per fulltime-equivalent employee (FTE), and the agency expects that 55 new FTE employees will be
needed to carry out its preferred alternative of the proposed rule. This means that the cost of user
fees will be approximately $13.965 million per year.84 However, since this alternative is not as
burdensome, the number of employees is likely to be smaller. It is impossible to determine
exactly how the FDA will staff up, but assuming that staffing costs are linearly related to the
overall industry cost of the regulation an estimate of $9.038 million per year is used for this
alternative.
In addition to regulatory and administrative costs resulting from the proposed rule, the reduction
in tobacco product sales that would result from higher prices and a higher regulatory burden
would lead to fewer benefits to both producers and consumers – what economists call consumer
surplus and producer surplus. Using the same methodology as was described under the proposed
rule section of this analysis, it is estimated that the Information Alternative would raise prices of
deemed products by about $35.3 million, the proposed rule would artificially change the pricing
structure of these goods, leading to a reduction in both demand and production.85 This would –
in turn – reduce both the consumer surplus and the producer surplus currently generated in the
tobacco market. These are real costs that accrue to real people and businesses and need to be
taken into account in any RIA. Table 27 on the following page outlines the lost utility estimated
under this alternative.

83

84

85

For e-cigarettes, pipe tobacco, and other non-cigar products, the prescribed warning must cover 30 percent of the 2 primary panels and
requires additional text. Cigar advertisement is expected to be more costly due to the imposition of 5 rotating warning labels. Label
pricing is based on design, inventory, and testing/marketing costs. See: Muth, M.K., Melanie J. Ball, Michaela C. Coglaiti, and
Shawn A. Karns, Model to Estimate Costs of Using Labeling as a Risk Reduction Strategy for Consumer Products Regulated by the
Food and Drug Administration, Research Triangle Park, NC: RTI International, March 2011.
From US Department of Health and Human Services, Food and Drug Administration, Deeming Tobacco Products to be Subject to the
Food, Drug, and Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act; Regulations Restricting the
Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Product Packages and Advertisements:
Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis, Unfunded Mandates Reform Act Analysis, Docket No.
FDA-2014-N-0189, April 2014. Note that it is impossible to independently confirm the number of employees required by the FDA to
administer the proposed rule.
This is the discounted cost of the regulations over the entire 100 year study period divided by 10. Since about 78 percent of the total
discounted direct cost occurs within 10 years, it is assumed that the various companies impacted by the regulations will pass on the
total cost over this 10 year period by borrowing the total cost as a 10 year bond. Changes to this assumption will impact both the cost
of lost utility and the expected benefits about equally.
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Table 27
Lost Utility
Discounted Value
$
353,050,086
$
302,180,491
$
6,695
$
655,237,272

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs

Taking the most conservative approach to the equation, consumers lose $302.2 million in
consumer surplus (or utility over these 10 years) and the discounted value of the lost utility in
future years.86 Producers will lose about $7,000 during the same period. Over the entire period,
this equals as much as $302.187 million in lost utility. See Table 27 on the prior page.
Table 28
Estimated Base Cost of Grandfather Date Alternative

Component
Establishment Registration
Product Listing
Ingredient Listing
Harmful Constituents
Tobacco Health Docs
Premarket
Free Samples
Private Sector Labeling
Advertising Removal
Minimum Age and ID
Vending Machines
Administrative Gov. Costs
Total

$
$
$
$
$
$
$
$
$
$
$
$
$

Initial Costs
221,972
663,741
4,349,852
4,349,852
1,276,057
8,407,386
190,606,125
4,662,421
9,624,526
224,161,932

$
$
$
$
$
$
$
$
$
$
$
$
$

Ongoing Costs
(Discounted)
3,165,550
60,082
414,476
414,476
5,903,842
137,255,427
147,213,854

$
$
$
$
$
$
$
$
$
$
$
$
$

Total Costs
3,387,522
723,823
4,764,328
4,764,328
1,276,057
14,311,228
190,606,125
4,662,421
146,879,953
371,375,786

The Grandfather Date Alternative: This alternative to the proposed rule would make all
deemed tobacco products subject to various requirements of the FD&C Act, including
establishment registration and product listing, ingredient listing, submissions prior to the
introduction of new products, labeling requirements, prohibitions on sampling, minimum age and
identification requirements, vending machine restrictions, and required warning statements for
packages and advertisements. The alternative differs from the proposed rule in that it would
change the grandfather date for deemed tobacco products to the date that the proposed rule is

86

Discounted at 7 percent. For simplicity this model assumes a 45 degree demand and a 45 degree supply curve. The expected costs of
the regulations are passed on to consumers much like a tax; however, unlike a tax any loss in consumer surplus – or utility – is not
transferred to the government but simply lost from the economy. Calculations are based on changes in products sales using the
elasticity calculations described in more detail in the benefits section. There is also a small loss in producer surplus and an equal
deadweight loss.
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published in final form. All deemed tobacco products on the market as of the date of publication
would therefore be considered grandfathered.
This approach would enable these grandfathered products to stay on the market without
premarket review or approval (unless they are modified) and would allow them to serve as
predicates in SE reports for any new or modified products that manufacturers might introduce in
the future.
The basic assumptions used in analyzing this alternative are the same as those used in the
analysis of the proposed rule above.
Establishment Registration:
Establishment registration and annual updates of these registrations are assumed to cost the same
as under the base alternative, which is estimated to be about $221,970 for existing companies.
Based on the history with cigarette manufacturers, it is assumed that there would be no new
tobacco product companies following the adoption of this alternative.87
Table 29
Estimated Cost for Registration
Large Cigar
Establishment Count
Time Requirement
Hourly Wage Rate
Cost

Small Cigar

1,394
3
$40
$168,535

Pipe & Hookah

79
3
$40
$9,551

152
3
$40
$18,377

Electronic
Cigarettes
211
3
$40
$25,510

Total
1,836
3
$40
$221,972

Product Listing: Manufacturers and importers are required to list all the products they produce or
bring into the country. Products are defined as formulations, rather than individual items or
SKUs, so a cigar sold in a package of five and the same cigar sold in a package of 10 would be
one formulation. Changes in the product list (new and discontinued products) are to be reported
twice a year. The number of products would be the main determinant of the product listing cost.
Table 30
Estimated Cost for Product Listing and De-listing
Large Cigar
Unique Products
Listing
De-Listing
Time Requirement
Hourly Wage Rate
Cost

87

8,364
7,946
418
1
$40
$252,802

Small Cigar
474
450
24
1
$40
$14,327

Pipe &
Hookah
462
439
23
1
$40
$13,964

Electronic
Cigarettes
12,660
12,027
633
1
$40
$382,649

Total
21,960
20,862
1,098
1
$40
$663,741

The experience of cigarette manufacturers is being used as a proxy for manufacturers of newly deemed products.

42

Based on FDA experience with currently regulated tobacco products, it is expected to take 0.75
minutes to comply with the product listing requirement. This is multiplied by the number of
products, for a total estimate of $663,741.88 It is expected that about 82 new products will be
listed each year under this alternative. This is because there is only a slim chance that the FDA
would approve premarket applications. In order to calculate how many new products would be
listed each year, the current growth rate of just about 7.8 percent in the number of new products
each year is multiplied by 5 percent which is the overall proportion of new formulations with
expected profits high enough to sustain the large costs associated with the registration process.89
Ingredient Listing: Ingredient listing costs are determined in the same manner as used in the
proposed rule alternative section of this RIA, and are reported in Table 31 below.
Table 31
Expected Cost of Ingredients Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

7,946
3
$70
$1,656,747

Small Cigar
450
3
$70
$93,890

Pipe &
Hookah
439
3
$70
$91,513

Electronic
Cigarettes
12,027
3
$70
$2,507,702

Total
20,862
3
$70
$4,349,852

Harmful Constituents: As was mentioned in the analysis of the other alternatives, currently,
there is no set of rules pertaining to the testing of these constituents; therefore, the cost that this
requirement would impose would be similar to that under the Information Alternative.
Table 32
Cost of Harmful Constituents Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

7,946
3
$70
$1,656,747

Small Cigar
450
3
$70
$93,890

Pipe &
Hookah
439
3
$70
$91,513

Electronic
Cigarettes
12,027
3
$70
$2,507,702

Total
20,862
3
$70
$4,349,852

Tobacco Health Documents: These costs are consistent throughout all of the proposed
alternatives.
Premarket Review: Under this alternative, those tobacco products on the market as of the date of
publication of the final rule would effectively be grandfathered. These tobacco products could
88

89

US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Registration and Product
Listing for Owners and Operators of Domestic Tobacco Product Establishments, April 2014, at:
www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM191940.pdf.
See: Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars. Based on the average rate of growth in new cigar products from 2005 through 2011. See Note 61 for
calculation of 5 percent.
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then serve as potential predicates for new products. For new of modified tobacco products
introduced after the date of publication, as with the proposed rule, there would be four ways that
companies can complete premarket reviews for their products, some of which have minimal
costs, while others could require an expensive multi-year process. Costs for each of these
processes are outlined under the proposed rule alternative section of the analysis.
Table 33
Cost of Submitting Health Related Documents
Large Cigar
Number of Manufacturers
Time Requirement
Hourly Wage Rate
Cost

1,394
10
$70
$968,858

Small Cigar

Pipe & Hookah

79
10
$70
$54,907

152
10
$70
$105,643

Electronic
Cigarettes
211
10
$70
$146,649

Total
1,836
10
$70
$1,276,057

Under this alternative, the vast majority of existing tobacco products would be grandfathered,
and therefore, would not be subject to premarket approval. This RIA assumes that manufacturers
would file for a grandfathering determination for the vast majority of products since the cost is
only about $400 per product so it is not onerous to submit for different flavorings, lengths, and
strengths so little product rationalization should occur.
Table 34
Preapproval Application Costs
Large Cigar
Grandfathered Products
Time Requirement
Hourly Wage Rate
Subtotal
SE Exemptions
Time Requirement
Hourly Wage Rate
Subtotal
Substantial Equivalence
Time Requirement
Hourly Wage Rate
Subtotal
Premarket Application
Time Requirement
Hourly Wage Rate
Subtotal
Cost

7,946
10
$40
$3,202,157
20
$70
$0
192
$70
$0
5,016
$70
$0
$3,202,157

Small Cigar
450
10
$40
$181,471
20
$70
$0
192
$70
$0
5,016
$70
$0
$181,471

Pipe &
Hookah
439
10
$40
$176,877
20
$70
$0
192
$70
$0
5,016
$70
$0
$176,877

Electronic
Cigarettes
12,027
10
$40
$4,846,881
20
$70
$0
192
$70
$0
5,016
$70
$0
$4,846,881

Total
20,862
10
$40
$8,407,386
20
$70
$0
192
$70
$0
5,016
$70
$0
$8,407,386

Over time, it is estimated that only about 82 new products a year will be submitted for premarket
review. Since it is impossible to determine exactly how these products will be brought through
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this process, for simplicity, it is assumed that one-third of these new products will consist of
grandfather filings of tobacco products currently on the market, one third will undergo
substantial equivalence review, and one-third will be exempted from the substantial equivalence.
Most tobacco products would not be subject to the more onerous premarket application process
since the change in the grandfather date will provide viable predicates for future tobacco
products (unless these new products are substantially different from those marketed as of the
grandfather date). Table 34 on the prior page outlines these costs.
Free Samples: Sampling is an important part of the tobacco sales process, particularly for pipe
tobacco and for premium cigars, many of which can cost over $10 a unit. Eliminating the ability
to sample would place a great burden on this segment of the industry. The costs are assumed to
be similar to those outlined under the proposed alternative section of this RIA.
Labeling: All products affected by this proposed rule would be required to undergo a labeling
change to satisfy the requirements of the FD&C Act, and to include warning statements.
All product re-labels are assumed to take place as mandatory design changes. While it is possible
some may tie mandatory labeling compliance with voluntary product/packaging redesign, there
is no evidence of wide-scale plans to do so. The Product Labeling is expected to run
approximately $190.6 million, based on total number of products multiplied by the cost of label
change.90
Table 35
Cost of New Product Labels
Large Cigar
Products
Per Product Labeling Cost
Cost

Small Cigar

7,946
$10,527
$83,645,437

450
$10,527
$4,740,308

Pipe &
Hookah
439
$8,200
$3,598,980

Electronic
Total
Cigarettes
12,027
20,862
$8,200
$98,621,400 $190,606,125

Advertising Removal:
Table 36
Cost for Removing Advertising
Number of Stores
Advertising Removal
Cost

371,289
$12.56
$4,662,421

The removal of non-compliant advertisements must be carried out in all retail establishments
under this alternative. It is estimated that the cost of complying with this provision will be the
90

For e-cigarettes, pipe tobacco, and other non-cigar products, the prescribed warning must cover 30 percent of the 2 primary panels and
requires additional text. Cigar advertisement is expected to be more costly due to the imposition of 5 rotating warning labels. Label
pricing is based on design, inventory, and testing/marketing costs. See: Muth, M.K., Melanie J. Ball, Michaela C. Coglaiti, and
Shawn A. Karns, Model to Estimate Costs of Using Labeling as a Risk Reduction Strategy for Consumer Products Regulated by the
Food and Drug Administration, Research Triangle Park, NC: RTI International, March 2011.
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same as under the proposed rule.
Minimum Age and ID: Since this is already required by most state laws, and retailers perform
this action for non-deemed products, there is no additional cost associated with this provision of
the alternative.
Vending Machines: As with the proposed rule, there are no expected costs from this requirement
under this alternative.
Regulatory Costs: FDA’s regulation of tobacco products is fully funded by industry user fees,
which are fixed by statute. Fully loaded employee costs at FDA average of $253,918 per fulltime-equivalent employee (FTE), and the agency expects that 55 new FTE employees will be
needed to carry out its preferred alternative of the proposed rule. This means that the cost of user
fees will be approximately $13.965 million per year.91 However, since this alternative is not as
burdensome, the number of employees is likely to be smaller. It is impossible to determine
exactly how the FDA will staff up, but assuming that staffing costs are linearly related to the
overall industry cost of the regulation an estimate of $9.625 million per year is used for this
alternative.
In addition to regulatory and administrative costs resulting from the proposed rule, the reduction
in tobacco product sales that would result from higher prices and a higher regulatory burden
would lead to fewer benefits to both producers and consumers – what economists call consumer
surplus and producer surplus. Using the same methodology as was described under the proposed
rule section of this analysis, it is estimated that the Grandfather Date Alternative would raise
prices of deemed products by about $37.1 million, the proposed rule would artificially change
the pricing structure of these goods, leading to a reduction in both demand and production.92
This would – in turn – reduce both the consumer surplus and the producer surplus currently
generated in the tobacco market. These are real costs that accrue to real people and businesses
and need to be taken into account in any RIA.
Table 37
Lost Utility

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs
91

92

Discounted Value
$
371,375,786
$
317,865,348
$
7,408
$
689,248,541

From US Department of Health and Human Services, Food and Drug Administration, Deeming Tobacco Products to be Subject to the
Food, Drug, and Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act; Regulations Restricting the
Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Product Packages and Advertisements:
Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis, Unfunded Mandates Reform Act Analysis, Docket No.
FDA-2014-N-0189, April 2014. Note that it is impossible to independently confirm the number of employees required by the FDA to
administer the proposed rule.
This is the discounted cost of the regulations over the entire 100 year study period divided by 10. Since about 78.5 percent of the total
discounted direct cost occurs within 10 years, it is assumed that the various companies impacted by the regulations will pass on the
total cost over this 10 year period by borrowing the total cost as a 10 year bond. Changes to this assumption will impact both the cost
of lost utility and the expected benefits about equally.
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Taking the most conservative approach to the equation, consumers lose $317.8 million in
consumer surplus (or utility over these 10 years) and the discounted value of the lost utility in
future years.93 Producers will lose about $7,400 during the same period. Over the entire period,
this equals as much as $317.872 million in lost utility. See Table 37 on the prior page.
The Enforcement Discretion Alternative: Under this alternative, FDA would exercise its
enforcement discretion to enforce section 910’s premarket review requirements only against
deemed products launched or modified after the date of publication of the final rule. Thus,
tobacco products on the market of the date of publication of the final rule would not require a
marketing order, but unlike in the grandfather date scenario, could not serve as predicate
products in SE reports for new or modified product launched after the date of publication. All of
the other provisions of the proposed rule would apply.
Table 38
Estimated Base Cost of Enforcement Discretion Alternative

Component
Establishment Registration
Product Listing
Ingredient Listing
Harmful Constituents
Tobacco Health Docs
Premarket
Free Samples
Private Sector Labeling
Advertising Removal
Minimum Age and ID
Vending Machines
Administrative Gov. Costs
Total

$
$
$
$
$
$
$
$
$
$
$
$
$

Initial Costs
221,972
663,741
4,349,852
4,349,852
1,276,057
8,407,386
190,606,125
4,662,421
9,624,526
224,161,932

$
$
$
$
$
$
$
$
$
$
$
$
$

Ongoing Costs
(Discounted)
3,165,550
32,216
222,243
222,243
59,496,018
137,255,427
200,393,698

$
$
$
$
$
$
$
$
$
$
$
$
$

Total Costs
3,387,522
695,957
4,572,095
4,572,095
1,276,057
67,903,404
190,606,125
4,662,421
146,879,953
424,555,630

Establishment Registration:
Establishment registration and annual updates of these registrations are assumed to cost the same
as under the base alternative, which is estimated to be about $221,970 for existing companies.
Based on the history with cigarette manufacturers, it is assumed that there would be no new
tobacco product companies following the adoption of this alternative.94

93

94

Discounted at 7 percent. For simplicity this model assumes a 45 degree demand and a 45 degree supply curve. The expected costs of
the regulations are passed on to consumers much like a tax; however, unlike a tax any loss in consumer surplus – or utility – is not
transferred to the government but simply lost from the economy. Calculations are based on changes in products sales using the
elasticity calculations described in more detail in the benefits section. There is also a small loss in producer surplus and an equal
deadweight loss.
The experience of cigarette manufacturers is being used as a proxy for manufacturers of newly deemed products.
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Table 39
Estimated Cost for Registration
Large Cigar
Establishment Count
Time Requirement
Hourly Wage Rate
Cost

1,394
3
$40
$168,535

Small Cigar
79
3
$40
$9,551

Pipe & Hookah
152
3
$40
$18,377

Electronic
Cigarettes
211
3
$40
$25,510

Total
1,836
3
$40
$221,972

Product Listing: Manufacturers and importers are required to list all the tobacco products they
produce or bring into the country. The number of products would be the main determinant of the
product listing cost. Based on FDA experience with currently regulated tobacco products, it is
expected to take 0.75 minutes to comply with the product listing requirement. This is multiplied
by the number of products, for a total estimate of $663,741.95
Table 40
Estimated Cost for Product Listing and De-listing
Large Cigar
Unique Products
Listing
De-Listing
Time Requirement
Hourly Wage Rate
Cost

8,364
5,576
2,788
1
$40
$252,802

Small Cigar
474
316
158
1
$40
$14,327

Pipe & Hookah
462
308
154
1
$40
$13,964

Electronic
Cigarettes
12,660
633
12,027
1
$40
$382,649

Total
21,960
6,833
15,127
1
$40
$663,741

It is expected that about 68 new tobacco products will be listed each year under this alternative.
This is because there is only a slim chance that the FDA would approve premarket applications.
In order to calculate how many new products would be listed each year, the current growth rate
of just about 7.8 percent in the number of new products each year is multiplied by 5 percent
which is the overall proportion of new formulations with expected profits high enough to sustain
the large costs associated with the registration process.96 In the case of ENDS, the number of
new products is assumed to be equal to those anticipated under the proposed rule alternative.
Ingredient Listing: Manufacturers and importers must submit a complete list of ingredients by
brand, including the quantity for each brand and sub-brand. Six months is given from the
passing of the law; thereafter, ingredient listings will be required 90 days prior to introducing a
new product.
It is expected to take 3 hours to complete the ingredient listing process for each unique product.
Ingredient listing is assumed to require the composite wage, as there is some input from

95

96

US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Registration and Product
Listing for Owners and Operators of Domestic Tobacco Product Establishments, April 2014, at:
www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM191940.pdf.
See: Perelman, Richard, Perelman’s Pocket Cyclopedia of Cigars, 2011 Edition, at: www.cigarcyclopedia.com/cyclopedias-ofcigars/cyclopedia-of-cigars. Based on the average rate of growth in new cigar products from 2005 through 2011. See Note 61 for
calculation of 5 percent.
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scientists, legal staff, administrators, and so on.97
Table 41
Expected Cost of Ingredients Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

Small Cigar

7,946
3
$70
$1,656,747

450
3
$70
$93,890

Pipe &
Hookah
439
3
$70
$91,513

Electronic
Cigarettes
12,027
3
$70
$2,507,702

Total
20,862
3
$70
$4,349,852

Harmful Constituents: As with the other alternatives, this is assumed to be equal in cost to the
ingredients listing provisions. See Table 42 below.
Table 42
Cost of Harmful Constituents Listing
Large Cigar
Unique Products
Time Requirement
Hourly Wage Rate
Cost

Small Cigar

7,946
3
$70
$1,656,747

450
3
$70
$93,890

Pipe &
Hookah
439
3
$70
$91,513

Electronic
Cigarettes
12,027
3
$70
$2,507,702

Total
20,862
3
$70
$4,349,852

Tobacco Health Documents: These costs are consistent throughout all of the proposed
alternatives.
Table 43
Cost of Submitting Health Related Documents
Large Cigar
Number of Manufacturers
Time Requirement
Hourly Wage Rate
Cost

1,394
10
$70
$968,858

Small Cigar
79
10
$70
$54,907

Pipe & Hookah
152
10
$70
$105,643

Electronic
Cigarettes
211
10
$70
$146,649

Total
1,836
10
$70
$1,276,057

Premarket Review: Under this alternative, a premarket review would be required for all products
that were not on the market as of the date of publication of the final rule. Although products on
the market as of the date of publication of the final rule would not be subject to premarket
review, they would not, under this alternative, be eligible to serve as predicates for new or
modified products. There are four ways that companies can complete premarket reviews for
97

US Department of Health and Human Services, Food and Drug Administration, Guidance for Industry: Listing of Ingredients in
Tobacco Products, November 2009, at:
www.fda.gov/downloads/TobaccoProducts/GuidanceComplianceRegulatoryInformation/UCM192053.pdf.
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their products: A grandfathering review, a substantial equivalence exemption, a substantial
equivalence review, or a complete a premarket application. Under this alternative, SE reports for
new or modified products would be required to cite as a predicate a product that was on the
market as of February 15, 2007.
Table 44
Preapproval Application Costs
Large Cigar
Grandfathered Products
Time Requirement
Hourly Wage Rate
Subtotal
SE Exemptions
Time Requirement
Hourly Wage Rate
Subtotal
Substantial Equivalence
Time Requirement
Hourly Wage Rate
Subtotal
Premarket Application
Time Requirement
Hourly Wage Rate
Subtotal
Cost

7,946
10
$40
$3,202,157
20
$70
$0
192
$70
$0
5,016
$70
$0
$3,202,157

Small Cigar
450
10
$40
$181,471
20
$70
$0
192
$70
$0
5,016
$70
$0
$181,471

Pipe &
Hookah
439
10
$40
$176,877
20
$70
$0
192
$70
$0
5,016
$70
$0
$176,877

Electronic
Cigarettes
12,027
10
$40
$4,846,881
20
$70
$0
192
$70
$0
5,016
$70
$0
$4,846,881

Total
20,862
10
$40
$8,407,386
20
$70
$0
192
$70
$0
5,016
$70
$0
$8,407,386

Based on the assumption that just 63 tobacco products will be brought to market annually in
future years, and that premarket reviews are spread between grandfathering, substantial
equivalence exemptions and substantial equivalence reviews for all tobacco products save for
ENDS (which would likely be required to go through the full premarket approval process), the
annual cost per year would be about $4.2 million per year over the life of the analysis. 98 These
costs are outlined in Table 45 on the following page.
Free Samples: Sampling is an important part of the tobacco sales process, particularly for pipe
tobacco and for premium cigars, many of which can cost over $10 a unit. Eliminating the ability
to sample, even in adults-only tobacco retailers, would place a great burden on this segment of
the industry. While there is a substantial literature on the relationship between advertising and
tobacco sales and use, JDA could find no published studies on how cigar and pipe tobacco
sampling impacted sales or incidence. Were this the case, the elimination of sampling would
simply reduce brand switching; however, the fact that tobacco product companies include
98

Generally ENDS products not grandfathered will need to undergo the full PMTA process; however, it is not known if substantial
equivalent predicates actually exist. Products such as Altria’s Accord or Reynolds Eclipse might serve as predicates for some future
ENDS offerings. Since JDA is not sure exactly what channel future ENDS products will undergo, they are divided up between SE
exemptions, SE review and full PMTA. This is likely a very conservative assumption and if all products must undergo the PMTA the
costs would be $11.6 million per year for these products alone.
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sampling as one of their advertising expenditures (amounting to 1.6 percent of spending for
smokeless tobacco products) there is likely an impact on sales.99
Table 45
Future Preapproval Application Costs

Grandfathered Products
Time Requirement
Hourly Wage Rate
Subtotal
SE Exemptions
Time Requirement
Hourly Wage Rate
Subtotal
Substantial Equivalence
Time Requirement
Hourly Wage Rate
Subtotal
Premarket Application
Time Requirement
Hourly Wage Rate
Subtotal
Cost

Large
Cigar
10
10
$40
$4,206
10
20
$70
$14,216
10
192
$70
$139,255
5,016
$70
$0
$157,676

Small
Cigar
1
10
$40
$238
1
20
$70
$806
1
192
$70
$7,892
5,016
$70
$0
$8,936

Pipe &
Hookah
1
10
$40
$232
1
20
$70
$785
1
192
$70
$7,692
5,016
$70
$0
$8,710

Electronic
Cigarettes

Total

10
$40
$0
11
20
$70
$14,985
11
192
$70
$146,788
11
5,016
$70
$3,834,842
$3,996,615

12
10
$40
$4,676
23
20
$70
$30,791
23
192
$70
$301,627
11
5,016
$70
$3,834,842
$4,171,937

Labeling: All products affected by this proposed rule would be required to undergo a labeling
change to satisfy the requirements of the FD&C Act, and to include warning statements.
Table 46
Cost of New Product Labels
Large Cigar
Products
Per Product Labeling Cost
Cost

7,946
$10,527
$83,645,437

Small Cigar
450
$10,527
$4,740,308

Pipe &
Hookah
439
$8,200
$3,598,980

Electronic
Total
Cigarettes
12,027
20,862
$8,200
$98,621,400 $190,606,125

All product re-labels are assumed to take place as mandatory design changes. While it is possible
some may tie mandatory labeling compliance with voluntary product/packaging redesign, there
is no evidence of wide-scale plans to do so. The Product Labeling is expected to run

99

Note that under the tobacco settlement agreements with the states cigarette companies are prohibited from sampling. Smokeless
tobacco product companies do sample as reported in Federal Trade Commission, Smokeless Tobacco Report for 2011, 2013, at:
www.ftc.gov/sites/default/files/documents/reports/federal-trade-commission-smokeless-tobacco-report2011/130521smokelesstobaccoreport.pdf.
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approximately $190.6 million, based on total number of products multiplied by the cost of label
change.100
Advertising Removal:
The removal of non-compliant advertisements must be carried out in all retail establishments
under this alternative. It is estimated that the cost of complying with this provision will be the
same as under the proposed rule.
Table 47
Cost for Removing Advertising
Number of Stores
Advertising Removal
Cost

371,289
$12.56
$4,662,421

Minimum Age and ID: Since this is already required by most state laws, and retailers perform
this action for non-deemed products, there is no additional cost associated with this provision of
the alternative.
Vending Machines: As with the proposed rule, there are no expected costs from this requirement
under this alternative.
Regulatory Costs: FDA’s regulation of tobacco products is fully funded by industry user fees,
which are fixed by statute. Fully loaded employee costs at FDA average of $253,918 per fulltime-equivalent employee (FTE), and the agency expects that 55 new FTE employees will be
needed to carry out its preferred alternative of the proposed rule. This means that the cost of user
fees will be approximately $13.965 million per year.101 However, since this alternative is not as
burdensome, the number of employees is likely to be smaller. It is impossible to determine
exactly how the FDA will staff up, but assuming that staffing costs are linearly related to the
overall industry cost of the regulation an estimate of $9.625 million per year is used for this
alternative.
In addition to regulatory and administrative costs resulting from the proposed rule, the reduction
in tobacco product sales that would result from higher prices and a higher regulatory burden
would lead to fewer benefits to both producers and consumers – what economists call consumer
surplus and producer surplus. Using the same methodology as was described under the proposed
rule section of this analysis, it is estimated that the Grandfather Date Alternative would raise
100
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For e-cigarettes, pipe tobacco, and other non-cigar products, the prescribed warning must cover 30 percent of the 2 primary panels and
requires additional text. Cigar advertisement is expected to be more costly due to the imposition of 5 rotating warning labels. Label
pricing is based on design, inventory, and testing/marketing costs. See: Muth, M.K., Melanie J. Ball, Michaela C. Coglaiti, and
Shawn A. Karns, Model to Estimate Costs of Using Labeling as a Risk Reduction Strategy for Consumer Products Regulated by the
Food and Drug Administration, Research Triangle Park, NC: RTI International, March 2011.
From US Department of Health and Human Services, Food and Drug Administration, Deeming Tobacco Products to be Subject to the
Food, Drug, and Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control Act; Regulations Restricting the
Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Product Packages and Advertisements:
Preliminary Regulatory Impact Analysis, Initial Regulatory Flexibility Analysis, Unfunded Mandates Reform Act Analysis, Docket No.
FDA-2014-N-0189, April 2014. Note that it is impossible to independently confirm the number of employees required by the FDA to
administer the proposed rule.
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prices of deemed products by about $42.5 million, the proposed rule would artificially change
the pricing structure of these goods, leading to a reduction in both demand and production.102
This would – in turn – reduce both the consumer surplus and the producer surplus currently
generated in the tobacco market. These are real costs that accrue to real people and businesses
and need to be taken into account in any RIA.
Table 48
Lost Utility

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs

Discounted Value
$
424,555,630
$
363,381,453
$
9,681
$
787,946,763

Taking the most conservative approach to the equation, consumers lose $363.4 million in
consumer surplus (or utility over these 10 years) and the discounted value of the lost utility in
future years.103 Producers will lose about $9,700 during the same period. Over the entire period,
this equals as much as $363.391 million in lost utility. See Table 48 above.
Expected Benefits of Each Regulatory Alternative:
Proposed Rule: The proposed rule is designed to both assist the FDA in reducing its regulatory
burden, and also to reduce tobacco use by ensuring that consumers are aware of the risks of
tobacco products. FDA is also responsible for ensuring that young people (those younger than
minimum age requirements allow) do not have access to tobacco products and are not
encouraged to begin consuming tobacco products.
The FDA claims that deeming all tobacco products to be under its jurisdiction will lead to more
efficient enforcement and increased compliance by tobacco product manufacturers and retailers.
While they cannot be quantified, there are potential benefits that may arise from nationwide
uniformity of vending machine, minimum age, and identification standards across all covered
tobacco products, which could lead to more efficient enforcement. The definition of “tobacco
products” varies among states; in most states the term covers products such as cigars and pipe
tobacco but does not explicitly cover all proposed deemed products derived from tobacco, which
are included in the Tobacco Control Act’s definition of “tobacco product” and the FDA’s
proposed definition of “covered tobacco product.” As such, minors may have retail access to
some products derived from tobacco, such as electronic cigarettes, that may not currently the
subject of age restrictions.
102

103

This is the discounted cost of the regulations over the entire 100 year study period divided by 10. Since about 74.4 percent of the total
discounted direct cost occurs within 10 years, it is assumed that the various companies impacted by the regulations will pass on the
total cost over this 10 year period by borrowing the total cost as a 10 year bond. Changes to this assumption will impact both the cost
of lost utility and the expected benefits about equally.
Discounted at 7 percent. For simplicity this model assumes a 45 degree demand and a 45 degree supply curve. The expected costs of
the regulations are passed on to consumers much like a tax; however, unlike a tax any loss in consumer surplus – or utility – is not
transferred to the government but simply lost from the economy. Calculations are based on changes in products sales using the
elasticity calculations described in more detail in the benefits section. There is also a small loss in producer surplus and an equal
deadweight loss.
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Table 49
Calculation of Incidence Benefits

Year
2001
2002
2003
2004
2005
2006
2007
2008
2009
2010
2011

Adult
Incidence
22.80%
22.50%
21.60%
20.90%
20.90%
20.80%
19.80%
20.60%
20.60%
19.30%
19.00%

Cigarette Price
Per Pack
$
3.124
$
3.372
$
3.722
$
3.715
$
3.740
$
3.888
$
3.926
$
4.200
$
4.352
$
5.315
$
5.554

Percent
Tax
13.1%
14.3%
16.0%
17.3%
18.9%
20.2%
22.4%
23.9%
23.6%
22.0%
21.9%

Even so, the largest benefits that might result from the implementation of the proposed rule is a
reduction in overall tobacco product usage rates, as tobacco product companies are obligated to
increase the price of their products to cover regulatory costs. In addition, the type of regulatory
restrictions imposed by the proposed rule could effect on social norms as they related to tobacco
products. For example, the Institute of Medicine, in an evaluation of state tobacco control efforts
found that fully-funded anti-tobacco programs were successful in reducing smoking incidence.104
The incidence of cigarette use has been falling for years, as both tobacco control efforts have
increased and prices have risen. Since there is such a divergence in state tobacco control efforts,
it is difficult to determine exactly how or if they have had a direct effect on cigarette use or
which efforts are more effective than others.105 A simple regression analysis plotting cigarette
smoking incidence against average cigarette prices and a calculation of the percentage of price
that is comprised of taxes (as a proxy for anti-smoking sentiments) does reveal modest incidence
elasticities from both higher prices and from greater regulations. Using data from the CDC and
from the Tax Burden on Tobacco, an incidence elasticity of -0.29 can be calculated, and a
“tobacco control” elasticity of -0.00133 is derived.106 Table 49 above outlines the data used in
the calculation.
This suggests that if the proposed rule were to add an additional 10 percent to the price of
tobacco products, that incidence would fall by about 2.7 percent. In addition, based on the proxy
104

105

106

Bonnie, Richard J., Stratton, Kathleen, and Robert B. Wallace, editors, Ending the Tobacco Problem: A Blueprint for the Nation,
Institute of Medicine of the National Academies, 2007, at: www.iom.edu/Reports/2007/Ending-the-Tobacco-Problem-A-Blueprintfor-the-Nation.aspx.
Note incidence is a measure of use not of the amount smoked. Higher prices (for example through higher taxes) tend to reduce
tobacco product use or the amount smoked. Incidence on the other hand is more likely impacted by demographics and social norms.
Cigarettes are used as a proxy for deemed products since data on these specific tobacco products is not available.
Centers for Disease Control and Prevention, Trends in Current Cigarette Smoking Among High School Students and Adults, United
States, 1965–2011, at: www.cdc.gov/tobacco/data_statistics/tables/trends/cig_smoking/index.htm and: The Tax Burden on Tobacco:
Volume 48, April 2014, Orzechowski and Walker. The regression yields the following equation: Incidence = 0.2729+(Price* 0.0094)+(Percent Tax*-.13308). The equation and the coefficients are statistically significant to at least the 95% CI. Cigarettes are
used as a proxy for deemed products since data on these specific tobacco products is not available.
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for each percentage of total tax burden added by the proposed rule (considering the price
increases as a tax), incidence will fall by an additional 0.13 percent. It is important to remember
that this is a rough calculation and is based on cigarette smoking incidence. There may be a
large number of different factors that dictate whether or not someone will smoke cigars or a pipe,
but this is cannot be known without extensive further research. For now, these elasticities should
serve as a guide to help determine the magnitude of quitting that the proposed rule might
engender.
This analysis also does not take into account the potential increase in black market sales that
could result from consumers seeking to evade higher cost, or banned products. Currently, some
markets for cigarettes (for example New York) experience smuggling rates of beyond 50
percent.107
Based on these figures, and the cost assumptions derived above, it is suggested that overall costs
for deemed tobacco products will increase by roughly 0.7 percent, and the percent that is made
up for from taxes would rise from 27.7 to 28.7 percent. If this is the case, incidence would fall
from 5.7 percent for cigars to just about 5.68 percent. For pipe smoking, incidence would fall
from about 1.1 percent of the adult population to 1.096 percent, and for ENDS, the incidence
would fall from an estimated 6.2 percent to 6.18 percent. Table 50 below outlines the change in
incidence for each type of tobacco product, and calculates an estimated number of consumers
under each scenario.
Table 50
Change in Incidence by Product

Product
Cigarette
Cigar
Pipe Tobacco
ENDTS

Current Incidence
18.100%
5.700%
1.100%
6.200%

Post Rule
Incidence
18.104%
5.681%
1.096%
6.179%

Current
Consumers
43,772,780
13,784,798
2,660,224
14,993,991

Post Rule
Consumers
43,783,475
13,738,061
2,651,205
14,943,155

In the case of ENDS there is some literature on the propensity of smokers to switch from
electronic cigarettes to the traditional combustible variety.108 This would suggest that at a
minimum the proposed rule could increase the number of cigarette smokers marginally. This is
also reported in Table 50.
It is not government policy to simply reduce tobacco product use in order to damage the
industry. Rather, use of certain tobacco products is tied to various negative health outcomes.
For example, substantial literature is available to document how smoking can reduce ones’ life
expectancy. Controlling for differences between smokers and nonsmokers and taking into
account observed probabilities of quitting at every age, some researchers have found that the life
107

108

See Henchman, Joseph, and Scott Drenkard, Cigarette Taxes and Cigarette Smuggling by State, March 19, 2014, at:
http://taxfoundation.org/article/cigarette-taxes-and-cigarette-smuggling-state
See for example, Heavner, Karyn, et. al., Electronic cigarettes (e-cigarettes) as potential tobacco harm reduction products: Results of
an online survey of e-cigarette users, working paper, available at: http://tobaccoharmreduction.org/wpapers/011v1.pdf.
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expectancy of a typical 24-year-old female cigarette smoker is reduced by 2.4 years and the life
expectancy of a typical 24-year-old male smoker is reduced by 4.4 years.109 It is uncertain as to
how these life-years might be returned to someone who decides to refrain from smoking in the
future, but these reported benefits could be considered a high case. Taking into account the
relative risk between cigarettes and the products to be regulated under the proposed rule, this
would suggest that a male cigar smoker who quits would regenerate 0.88 life-years, a male pipesmoker, 1.23 life-years, and a male who quite consuming ENDS, about 0.31 life-years.
Aggregating these adjusted life-years across the number of consumers who are estimated to quit
(106,592), suggests that there would be a total of 15,431 risk-adjusted tobacco product quitters as
a result of the price and regulatory impacts of the proposed rule.
Table 51
Estimated Gain in Life Years
Age Range
24-34
35-44
45-54
55-64
65-74
75-84
85-94
95 and Over
Total

Gained Life Years
854
1,999
2,871
3,805
4,946
7,827
12,713
18,630
53,644

Cigarette smoking incidence among males was 22.7 percent in 2008 and among females it was
18.5 percent.110 Applying this to the male and female population in 2008, suggests that there
were 25.4 million male smokers and 21.8 million female smokers. Based on these data, and
assuming equivalent rates for other tobacco products, the percentage of male tobacco consumers
would be 53.8 percent and 46.2 for female consumers.111 These figures are applied to the 15,431
risk adjusted quitters, suggesting that over time, the proposed rule would save about 53,644 lifeyears.112
Since the diseases associated with smoking tend to occur later in live, these life-years are saved
over an extended period of time. This “amortization” of saved life years is calculated by
adjusting the Social Security Administration’s current life expectancy tables, and comparing the
old life expectancy at each year with the new life expectancy.113 Lost life years are then
calculated weighted 53.8 percent male and 43.2 female. Table 51 shows the life-year gains by
109

110

111
112
113

See: Sloan, Frank A., Ostermann, Jan, Conover, Christopher, Taylor, Donald H., and Gabriel Picone, The Price of Smoking, MIT
Press: Cambridge, MA, 2004. Smoking adjusted by relative risk measures are used to determine changes in life years.
Summary Health Statistics for U.S. Adults: National Health Interview Survey, Centers for Disease Control and Prevention, December
2009, at: www.cdc.gov/nchs/data/series/sr_10/sr10_242.pdf#table24.
Cigarette incidence is used as a proxy. Detailed demographic data are not available for all proposed deemed products.
Cigarettes and Smoking are being used as a proxy for tobacco products.
These adjustments are made by adjusting average life expectancy downward by 4.4 years for males and 2.4 years for females and then
solving for a fitted equation to adjust life expectancies from 24-years through the end year of the tables (age 119-years). The adjusted
equations are power-functions of the current life expectancy tables, with males having a quadratic adjustment and females fitting
better to a cubic. In both cases the trend line is a near perfect fit.
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age range. As the table shows, the vast majority of these gained life years happen very late in the
average life.
According to the US Department of Transportation, the average value of a statistical life in the
United States is $9.1 million.114 Dividing this by the average life expectancy at birth (arithmetic
average of males and females) suggests that the average statistical life year is valued at about
$116,138. This provides the basis for the benefits calculation, with the average value discounted
over the nearly 100 years that the benefits would string out at a rate of 3 percent. This suggests
that the discounted value of gained life expectancy is about $1.321 billion. A more detailed
description of the discounting is in the following section.
Other benefits from quitting the use of tobacco products have been discussed in the literature, but
most of these are incredibly inexact. One area where there would be potential benefits would be
in the provision of medical services to tobacco product consumers. The fact that the market
recognizes that smokers have higher health care costs than non-smokers and insurance plans are
priced accordingly provides a good basis for the use of this benefit in any analysis of the effect of
the proposed rule.
The same source that provides data on the life-years saved by not smoking also provides
estimates of how cigarette smokers use more medical services over their life cycles than do
comparable nonsmokers, with a specific net cost of $5,822 per female 24-year-old smoker and
$4,056 per male 24-year-old smoker.115 Applying these costs to the risk-adjusted number of
people estimated to stop using tobacco products as a result of the proposed rule suggests a
discounted benefit of $75.2 million.116 See Table 52 below.
Table 52
Discounted Benefits
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

Discounted Value
$
1,320,599,034
$
75,174,742
$
(915,293,659)
$
(52,102,843)
$
428,377,273

These benefits must be offset because a significant number of current cigar and ENDS
consumers may shift to cigarette use. The cost of shifting to higher risk combustible products
needs to be taken into account, as does the potential for consumers to purchase black market
products that contain ingredients not verified by the FDA. There is not a sizable literature on
tobacco product use shifting; however, there are estimates of cross-elasticities between smoking
tobacco products and cigars and cigarettes. In fact, for both of these products, cigarettes are a
114
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Trottenberg, Polly, Memorandum To: Secretarial Officers, Modal Administrators, Guidance on Treatment of the Economic Value of a
Statistical Life in U.S. Department of Transportation Analyses, at: www.dot.gov/regulations/economic-values-used-in-analysis.
See: Sloan, Frank A., Ostermann, Jan, Conover, Christopher, Taylor, Donald H., and Gabriel Picone, The Price of Smoking, MIT
Press: Cambridge, MA, 2004. These costs were updated to current dollars using the Bureau of Labor Statistics Consumer Price Index
www.bls.gov/cpi/. The present value calculation used a 3 percent discount rate.
Cigarettes and Smoking are being used as a proxy for tobacco products.
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“substitute good” with a cross elasticity of 0.01, so for every 100 percent increase in cigar prices,
cigarette sales will increase by 1 percent. Similar cross-elasticities for ENDS are not readily
available in the literature but the very fact that they are euphemistically called e-cigarettes
suggests at least some substitutability.
Applying the 0.01 elasticity to the change in price used for the benefits analysis above suggests
that cigarette sales would increase by about 7/1000ths of a percent. But this is a measure of
volume. Since the incidence elasticity figures were calculated based on cigarette use and sales
data, they should also apply to the cross elasticity calculation. Applying the same incidence
elasticity to total elasticity ratio to cigarettes suggests that incidence would increase by about
4/1000ths of a percent, from 18.1 percent to 18.104 percent.117 This implies that of the 106,600
people who stop consuming newly deemed products, about 10,700 (roughly 10 percent) will
switch to cigarettes. (See Table 50 on page 56).
Using the same analysis as was used in the calculation of benefits, these additional 10,700
smokers would impose social costs due to a reduction in life-years. Using the same 4.4 life years
for men and 2.4 for women, the increased number of smokers would lead to a reduction of
37,180 life-years over time, offsetting 69 percent of the baseline benefit. This would suggest that
the overall benefit in terms of life-years saved would be just $405.3 million. In addition, all of
the new cigarette smokers would continue to face higher health care costs. This would bring
down the discounted savings from health care costs to $23.1 million, for a total net discounted
benefit of $428.4 million.
The Information Alternative: This approach would grant FDA regulatory authority over all
tobacco products listed under the proposed rule, and would include all of the informational
provisions outlined under that regime. The alternative would both assist the FDA in reducing its
regulatory burden, and also to reduce tobacco product use and initiation by ensuring that
consumers are aware of the risks of tobacco products. As with the proposed rule, the largest
benefits that might result from the implementation of the proposed rule is a reduction in overall
rates of tobacco product use, as tobacco product companies are obligated to increase the price of
their products to cover regulatory costs. In addition, the type of regulatory restrictions imposed
by the proposed rule could effect on social norms as they related to tobacco products. The
Institute of Medicine, in an evaluation of state tobacco control efforts found that fully-funded,
anti-tobacco programs were successful in reducing smoking incidence.118
Based the same model and assumptions used to calculate the benefits of the proposed rule, it is
estimated that the adjusted life-years across the number of consumers who are estimated to quit
(64,072), suggests that there would be a total of 9,726 risk-adjusted deemed product “quitters” as
a result of the price and regulatory impacts of the information alternative. Using the same model
as was used for the proposed rule, this would equate to about 32,245 saved life years. See Table
53 on the following page.
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Based on a demand elasticity of -0.45.
Bonnie, Richard J., Stratton, Kathleen, and Robert B. Wallace, editors, Ending the Tobacco Problem: A Blueprint for the Nation,
Institute of Medicine of the National Academies, 2007, at: www.iom.edu/Reports/2007/Ending-the-Tobacco-Problem-ABlueprint-forthe-Nation.aspx.
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Using the same 100 year model and discounting at a rate of 3 percent, the discounted value of
gained life expectancy is about $793.8 million.
Table 53
Estimated Gain in Life Years
Age Range
24-34
35-44
45-54
55-64
65-74
75-84
85-94
95 and Over
Total

Gained Life Years
513
1,201
1,726
2,287
2,973
4,704
7,642
11,198
32,245

Other benefits from quitting the use of tobacco and tobacco products have been discussed in the
literature, but most of these are incredibly inexact. One area where there would be potential
benefits would be in the provision of medical services to tobacco product consumers. The fact
that the market recognizes that smokers have higher health care costs than non-smokers and
insurance plans are priced accordingly provides a good basis for the use of this benefit in any
analysis of the effect of the proposed rule.
The same source that provides data on the life-years saved by not smoking also provides
estimates of how cigarette smokers use more medical services over their life cycles than do
comparable nonsmokers, with a specific net cost of $5,822 per female 24-year-old smoker and
$4,056 per male 24-year-old smoker.119 Applying these costs to the risk-adjusted number of
people estimated to stop using tobacco products as a result of the proposed rule suggests a
discounted benefit of $45.2 million.120 See Table 54.
Table 54
Discounted Benefits
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

119

120

Discounted Value
$
793,801,879
$
45,186,956
$
(550,175,949)
$
(31,318,617)
$
257,494,270

See: Sloan, Frank A., Ostermann, Jan, Conover, Christopher, Taylor, Donald H., and Gabriel Picone, The Price of Smoking, MIT
Press: Cambridge, MA, 2004. These costs were updated to current dollars using the Bureau of Labor Statistics Consumer Price Index
www.bls.gov/cpi/. The present value calculation used a 3 percent discount rate.
Costs for cigarette smokers are used as a proxy for consumers of deemed products.
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These benefits must be offset because a significant number of current cigar and ENDS
consumers may shift to cigarette use. Applying the same model as was used for the proposed
rule, suggests that incidence would increase by about 3/1000ths of a percent, from 18.1 percent
to 18.103 percent.121 This implies that of the 64,070 people who stop consuming newly deemed
products, about 6,430 (10 percent) will switch to cigarettes. See Table 55 below.
Using the same analysis as was used in the calculation of benefits, these additional smokers
would impose social costs due to a reduction in life-years. Using the same 4.4 life years for men
and 2.4 for women, the increased number of smokers would lead to an offsetting reduction
amounting to about 69 percent of the baseline benefit. This would suggest that the overall
benefit in terms of life-years saved would be $243.6 million. In addition, all of the new cigarette
smokers would continue to face higher health care costs. This would bring down the discounted
savings from health care costs to $13.9 million, for a total net discounted benefit of $257.5
million. Table 54 on the prior page outlines these benefits.
Table 55
Change in Incidence Under Information Alternative

Product
Cigarette
Cigar
Pipe Tobacco
ENDTS

Post Rule
Current Incidence Incidence
18.100%
18.103%
5.700%
5.688%
1.100%
1.098%
6.200%
6.187%

Current
Consumers
43,772,780
13,784,798
2,660,224
14,993,991

Post Rule
Consumers
43,779,209
13,756,705
2,654,803
14,963,434

Grandfather Date Alternative: This approach would grant FDA regulatory authority over all
tobacco products listed under the proposed rule, and would enact all of the provisions outlined in
that alternative except that this alternative would change the grandfather date for deemed tobacco
products to the date that the proposed rule is published in final form. All deemed tobacco
products on the market as of the date of publication would therefore be considered
grandfathered. This approach would enable these grandfathered products to stay on the market
without premarket review or approval (unless they are modified) and would allow them to serve
as predicates in SE reports for any new or modified products that manufacturers might introduce
in the future.
The alternative would both assist the FDA in reducing its regulatory burden, and also to reduce
tobacco product use by ensuring that consumers are aware of the risks of tobacco products. As
with the proposed rule, the largest benefits that might result from the implementation of the
proposed rule is a reduction in overall rates of tobacco product use, as tobacco product
companies are obligated to increase the price of their products to cover regulatory costs. In
addition, the type of regulatory restrictions imposed by the proposed rule could effect on social
norms as they related to tobacco products. For example, the Institute of Medicine, in an
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Based on a demand elasticity of -0.45.
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evaluation of state tobacco control efforts found that fully-funded, anti-tobacco programs were
successful in reducing smoking incidence.122
Based the same model and assumptions used to calculate the benefits of the proposed rule, it is
estimated that the adjusted life-years across the number of consumers who are estimated to quit
(67,398), suggests that there would be a total of 9,757 risk-adjusted deemed product “quitters” as
a result of the price and regulatory impacts of the information alternative. Using the same model
as was used for the proposed rule, this would equate to about 33,919 saved life years.
Table 56
Estimated Gain in Life Years
Age Range
24-34
35-44
45-54
55-64
65-74
75-84
85-94
95 and Over
Total

Gained Life Years
540
1,264
1,815
2,406
3,127
4,949
8,038
11,780
33,919

Using the same 100 year model and discounting at a rate of 3 percent, the discounted value of
gained life expectancy is about $835.0 million.
Other benefits from quitting the use of tobacco and tobacco products have been discussed in the
literature, but most of these are incredibly inexact. One area where there would be potential
benefits would be in the provision of medical services to tobacco product consumers. The fact
that the market recognizes that smokers have higher health care costs than non-smokers and
insurance plans are priced accordingly provides a good basis for the use of this benefit in any
analysis of the effect of the proposed rule.
Table 57
Discounted Benefits
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits
122

Discounted Value
$
835,005,593
$
47,532,467
$
(578,733,821)
$
(32,944,266)
$
270,859,973

Bonnie, Richard J., Stratton, Kathleen, and Robert B. Wallace, editors, Ending the Tobacco Problem: A Blueprint for the Nation,
Institute of Medicine of the National Academies, 2007, at: www.iom.edu/Reports/2007/Ending-the-Tobacco-Problem-A-Blueprintfor-the-Nation.aspx.
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The same source that provides data on the life-years saved by not smoking also provides
estimates of how cigarette smokers use more medical services over their life cycles than do
comparable nonsmokers, with a specific net cost of $5,822 per female 24-year-old smoker and
$4,056 per male 24-year-old smoker.123 Applying these costs to the risk-adjusted number of
people estimated to stop using tobacco products as a result of the proposed rule suggests a
discounted benefit of $47.5 million.124 See Table 57.
These benefits must be offset because a significant number of current cigar and ENDS
consumers may shift to cigarette use. Applying the same model as was used for the proposed
rule, suggests that incidence would increase by about 3/1000ths of a percent, from 18.1 percent
to 18.103 percent.125 This implies that of the 67,400 people who stop consuming newly deemed
products, about 6,760 (10 percent) will switch to cigarettes. (See Table 58).
Table 58
Change in Incidence Under Grandfather Date Alternative

Product
Cigarette
Cigar
Pipe Tobacco
ENDTS

Current Incidence
18.100%
5.700%
1.100%
6.200%

Post Rule
Incidence
18.103%
5.688%
1.098%
6.187%

Current
Consumers
43,772,780
13,784,798
2,660,224
14,993,991

Post Rule
Consumers
43,779,542
13,755,247
2,654,521
14,961,847

Using the same analysis as was used in the calculation of benefits, these additional 6,760
smokers would impose social costs due to a reduction in life-years. Using the same 4.4 life years
for men and 2.4 for women, the increased number of smokers would lead to a reduction of
23,509 life-years over time, offsetting 69 percent of the baseline benefit. This would suggest that
the overall benefit in terms of life-years saved would be $256.3 million. In addition, all of the
new cigarette smokers would continue to face higher health care costs. This would bring down
the discounted savings from health care costs to $14.6 million, for a total net discounted benefit
of $270.9 million. Table 57 on the prior page outlines these benefits.
The Enforcement Discretion Alternative: This approach would grant FDA regulatory
authority over all tobacco products listed under the proposed rule, except that under this
alternative, FDA would exercise its enforcement discretion to enforce section 910’s premarket
review requirements only against deemed products launched or modified after the date of
publication of the final rule. Thus, products on the market of the date of publication of the final
rule would not require a marketing order, but unlike in the grandfather date scenario, could not
serve as predicate products in SE reports for new or modified product launched after the date of
publication. The other provisions outlined in the proposed rule would all apply under this
alternative.
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See: Sloan, Frank A., Ostermann, Jan, Conover, Christopher, Taylor, Donald H., and Gabriel Picone, The Price of Smoking, MIT
Press: Cambridge, MA, 2004. These costs were updated to current dollars using the Bureau of Labor Statistics Consumer Price Index
www.bls.gov/cpi/. The present value calculation used a 3 percent discount rate.
Costs for cigarette smokers are used as a proxy for consumers of deemed products.
Based on a demand elasticity of -0.45.
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The alternative would both assist the FDA in eliminating its regulatory burden, and also to
reduce tobacco product use by ensuring that consumers are aware of the risks of tobacco
products. As with the proposed rule, the largest benefits that might result from the
implementation of the proposed rule is a reduction in overall tobacco usage rates, as tobacco
product companies are obligated to increase the price of their products to cover regulatory costs.
In addition, the type of regulatory restrictions imposed by the proposed rule could effect on
social norms as they related to tobacco products. The Institute of Medicine, in an evaluation of
state tobacco control efforts found that fully-funded, anti-tobacco programs were successful in
reducing smoking incidence.126
Table 59
Estimated Gain in Life Years
Age Range
24-34
35-44
45-54
55-64
65-74
75-84
85-94
95 and Over
Total

Gained Life Years
617
1,445
2,075
2,750
3,575
5,657
9,189
13,466
38,776

Based the same model and assumptions used to calculate the benefits of the proposed rule, it is
estimated that the adjusted life-years across the number of consumers who are estimated to quit
(77,049), suggests that there would be a total of 11,154 risk-adjusted smoking quitters as a result
of the price and regulatory impacts of the information alternative. Using the same model as was
used for the proposed rule, this would equate to about 38,776 saved life years.
Using the same 100 year model and discounting at a rate of 3 percent, the discounted value of
gained life expectancy is about $954.6 million.
Other benefits from quitting the use of tobacco products have been discussed in the literature, but
most of these are incredibly inexact. One area where there would be potential benefits would be
in the provision of medical services to tobacco consumers. The fact that the market recognizes
that smokers have higher health care costs than non-smokers and insurance plans are priced
accordingly provides a good basis for the use of this benefit in any analysis of the effect of the
proposed rule.127
The same source that provides data on the life-years saved by not smoking also provides
estimates of how cigarette smokers use more medical services over their life cycles than do
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Bonnie, Richard J., Stratton, Kathleen, and Robert B. Wallace, editors, Ending the Tobacco Problem: A Blueprint for the Nation,
Institute of Medicine of the National Academies, 2007, at: www.iom.edu/Reports/2007/Ending-the-Tobacco-Problem-ABlueprint-forthe-Nation.aspx.
Costs for cigarette smokers are used as a proxy for consumers of deemed products.
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comparable nonsmokers, with a specific net cost of $5,822 per female 24-year-old smoker and
$4,056 per male 24-year-old smoker.128 Applying these costs to the risk-adjusted number of
people estimated to stop using tobacco products as a result of the proposed rule suggests a
discounted benefit of $54.3 million. See Table 60.
Table 60
Discounted Benefits
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

Discounted Value
$
954,575,767
$
54,338,966
$
(661,606,683)
$
(37,661,781)
$
309,646,269

These benefits must be offset because a significant number of current cigar and ENDS
consumers may shift to cigarette use. Applying the same model as was used for the proposed
rule, suggests that incidence would increase by about 3/1000ths of a percent, from 18.1 percent
to 18.103 percent.129 This implies that of the 77,050 people who stop consuming newly deemed
products, about 7,730 (10 percent) will switch to cigarettes. (See Table 61).
Using the same analysis as was used in the calculation of benefits, these additional 7,730
smokers would impose social costs due to a reduction in life-years. Using the same 4.4 life years
for men and 2.4 for women, the increased number of smokers would lead to a reduction of
26,875 life-years over time, offsetting 69 percent of the baseline benefit. This would suggest that
the overall benefit in terms of life-years saved would be $293.0 million. In addition, all of the
new cigarette smokers would continue to face higher health care costs. This would bring down
the discounted savings from health care costs to $16.7 million, for a total net discounted benefit
of $309.6 million.
Table 61
Change in Incidence Under Grandfather Date Alternative

Product
Cigarette
Cigar
Pipe Tobacco
ENDTS

Current Incidence
18.100%
5.700%
1.100%
6.200%

Post Rule
Incidence
18.103%
5.686%
1.097%
6.185%

Current
Consumers
43,772,780
13,784,798
2,660,224
14,993,991

Post Rule
Consumers
43,780,511
13,751,015
2,653,705
14,957,245

Discounted Cost/Benefit Ratio of Each Regulatory Alternative:
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See: Sloan, Frank A., Ostermann, Jan, Conover, Christopher, Taylor, Donald H., and Gabriel Picone, The Price of Smoking, MIT
Press: Cambridge, MA, 2004. These costs were updated to current dollars using the Bureau of Labor Statistics Consumer Price Index
www.bls.gov/cpi/. The present value calculation used a 3 percent discount rate.
Based on a demand elasticity of -0.45.
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Table 62
Benefit-Cost Calculation Proposed Rule
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs

Discounted Value
$
1,320,599,034
$
75,174,742
$
(915,293,659)
$
(52,102,843)
$
428,377,273
Discounted Value
$
587,347,567
$
502,711,581
$
18,529
$
1,090,077,677

Net Benefit

$

(661,700,404)

Proposed Rule: Since the bulk of the costs of the proposed rule occur in the early years after it
would be adopted, and the vast majority of benefits would occur in the distant future as would be
consumers are healthier over a longer period of time, discounting is particularly important in this
analysis. Discounting costs and benefits over the entire study period, suggests that the proposed
rule will result in a net social cost of about $661.7 million dollars over the entire period in
question, for a cost/benefit ratio of 2.5. This suggests that the cost of the proposed rule are two
and a half times the estimated benefits that might result from reduced tobacco product
consumption.
Table 63
Benefit-Cost Calculation Information Alternative
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs
Net Benefit

Discounted Value
$
793,801,879
$
45,186,956
$
(550,175,949)
$
(31,318,617)
$
257,494,270
Discounted Value
$
353,050,086
$
302,180,491
$
6,695
$
655,237,272
$

(397,743,002)

The Information Alternative: As with the proposed rule, most of the costs related to this
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alternative would occur up front, while benefits would stretch out over a long period of time.
However, just as with the proposed alternative, lost consumer surplus generally matches any
benefits from the rule due to reductions in the loss of life years, and medical costs savings. As
such, the overall cost of the information alternative is much lower, simply because its
compliance costs are lower. See Table 63 on the prior page.
Grandfather Date Alternative: As with the proposed rule, most of the costs related to this
alternative would occur up front; however, since more products will likely enter the market
under this alternative, administrative costs continue to grow over time. As with the other
alternatives, lost consumer surplus generally matches any benefits from the rule due to
reductions in the loss of life years, and medical costs savings. In this case, the discounted net
cost is $418.4 million, for a cost/benefit ratio of 2.55.
Table 64
Benefit-Cost Calculation Grandfather Date Alternative
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs
Net Benefit

Discounted Value
$
835,005,593
$
47,532,467
$
(578,733,821)
$
(32,944,266)
$
270,859,973
Discounted Value
$
371,375,786
$
317,865,348
$
7,408
$
689,248,541
$

(418,388,568)

The Enforcement Discretion Alternative: This alternative is virtually identical to the proposed
rule; however, by allowing grandfathering of existing products, the alternative has a net cost that
is $183.4 million less. As with the other alternatives, lost consumer surplus generally matches
any benefits from the rule due to reductions in the loss of life years, and medical costs savings.
In this case, the discounted net cost is $478.3 million, for a cost/benefit ratio of 2.55. See Table
65 on the following page.
Evaluation of Non-monetized Benefits and Costs:
This revised RIA has attempted to monetize all costs and benefits associated with the four
alternative scenarios; however, there are some items that simply cannot be quantified. Most
importantly, the main goal of the proposed rule is to grant FDA regulatory authority over all
tobacco products in order to ensure that substantial regulatory gaps do not exist whereby one set
of tobacco products faces health and safety regulations while another group does not. It will also
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ensure that a consistent set of regulatory criteria are applied to all products that meet the statutory
definition of “tobacco products.” How this benefits the FDA, the federal government or the
country in monetary terms is not calculated as part of this analysis.
Table 65
Benefit-Cost Calculation Enforcement Discretion Alternative
Benefit
Life Years (Quitters)
Medical Benefits (Quitters)
Offset Life Years (New Cigarette Smokers)
Offset Medical Benefits (New Cigarette Smokers)
Total Benefits

Regulatory Costs
Lost Consumer Surplus
Lost Producer Surplus
Total Costs
Net Benefit

Discounted Value
$
954,575,767
$
54,338,966
$
(661,606,683)
$
(37,661,781)
$
309,646,269
Discounted Value
$
424,555,630
$
363,381,453
$
9,681
$
787,946,763
$

(478,300,494)

In addition, while the revised RIA identifies lost consumer surplus resulting from the proposed
regulatory action, it does not provide quantitative estimates of the cost of reduced consumer
choice in the tobacco product markets, particularly for those alternatives that greatly preclude the
introduction of new brands or products. New products may have very different taste or risk
profiles than those currently on the market, and how these may impact consumer decisions,
benefits or utility cannot be calculated ex-ante. Therefore, no attempt to calculate these
consumer or social benefits has been included in this analysis.
Sensitivity Analysis and Examination of Uncertainties:
The results presented are highly dependent on a large set of assumptions. The model economy is
much simpler the real world and results may vary as larger macroeconomic effects influence the
system.
Despite the use of rigorous and highly accepted economic principles, it is at best theoretical to
recognize the impact of every aspect of this proposal. Other extenuating factors not included in
this analysis, for example, involve the rapid expansion of black market products. Bans and price
increases will encourage existing tobacco consumers to seek lower priced products that may
avoid FDA evaluation altogether. It has been reported that black market products contain high
quantities of pesticides, biological contaminants and other substances that are clearly not deemed
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appropriate for human consumption.130 The FDA will have no ability to prevent these
substances from being consumed if they are part of the illegal tobacco product market.
In addition, the model is built on the assumption that, where possible, prior tobacco product
regulations are a good indicator of what can be expected from additional regulation. It also
includes a number of additional simplifying assumptions, many of which can impact the final
cost and benefit numbers. In all cases, it is anticipated that the benefit/cost ratio for each of the
alternatives examined will continue to be negative.
In particular, the following simplifying assumptions to the base model need to be examined:
Number of Existing Tobacco Products:
The costs associated with the various alternatives are highly dependent on the number of effected
tobacco products. In this analysis it is estimated that a total of about 21,960 unique products
would be subject to the deeming regulations, and that over half of these (12,660) are ENDS or
electronic-cigarettes, vaporized products, etc. While the number of cigars is a fairly well
documented number, there are no generally accepted data on the number of non-traditional
tobacco products. In the case of this analysis it is assumed that each brand has about 60
products, which would be similar to offerings for cigars. It is impossible to know whether this
number is too large, or too small; however, each 10 percent change in the number of ENDS
would raise or lower the reporting costs by about 5.8 percent or $11.65 million. In the lowest
cost alternative (the information alternative) this would be equal to just 3 percent, suggesting that
even if the estimate of the number of products is substantially different that that used in the
analysis the overall results would be materially change.
Number of Effected Tobacco Products
The number of effected tobacco products is highly correlated with the number of existing
products, and drive the overall compliance costs in much the same way. In the case of this
analysis only actual tobacco and nicotine products are used. The proposed rule suggests that
component parts of tobacco products and electronic nicotine delivery systems like pipes,
vaporizers, and other smoking accessories could also be subject to the deeming regulations.
Were this the case the costs of compliance would increase substantially, as each product would
be subject to registration and pre-market approvals.
As none of these products is currently included in the analysis, it is likely that the costs will be
higher than those reported. For example, for each individual component that is subject to the
deeming rules, the registration and certification costs alone would be at least $1,040 in the first
year, with continuing registration costs of about $120 per year.
Premarket Approval Routes

130

See for example: Preece, Rob, Human excrement, asbestos and dead flies: The ingredients found in fake cigarettes that cost the
taxpayer billions, Daily Mail Online, September 9, 2012, at: www.dailymail.co.uk/news/article-2200633/Human-excrement-asbestosdead-flies-The-ingredients-fake-cigarettes-Britain.html#ixzz39RBveSLs
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Under current regulations, there are four different paths that manufacturers can take to solicit
premarket approval from the FDA. Some of these, for example filing for a grandfathering
determination, are not particularly expensive, while others can cost well over $350,000 per
product with a very limited chance of even having the application processed. In this analysis,
very few products are assumed to be submitted for a full pre-market application review. In fact,
only manufacturers of ENDS products would even consider undertaking the process, as they
would have no other means to stay in business.
The analysis assumes that of the 12,660 different ENDS products on the market, and the
assumed cost of undertaking a full premarket review process is over $332,000, it would cost a
company about $47,310 per year per product (based on a 10-year bond at 7 percent interest). As
such, no ENDS product that has a profit potential of less than $47,340 would be continued after
the passage of the proposed rule.
Individual product profit margins are not available but the profit margin for tobacco product
companies (including the cost of capital) is about 39 percent.131 A product would, therefore,
need to have about $121,400 in sales just to meet this burden and assuming a reasonable chance
of actually being approved. Again, no data on individual product profit margins is available, but
assuming an exponential distribution where 80 percent of the products account for just 0.6
percent of sales (the 80/20 rule), only about 633 products would meet that criteria. If
manufacturers take into account the very low approval process (about 0.7 percent), this number
could fall to only 44 products. Were this the case, the costs of premarket applications would fall
significantly, (about $220.7 million in the base case); however, the benefits from reduced
tobacco product usage would also fall accordingly so the benefit-cost ratio would remain about
the same, and the costs of lost product choice would rise considerably.
Supply and Demand Assumptions
The FDA suggests that there would be substantial savings from the proposed rule due to
reductions in mortality and reduced health care costs. These savings would have to be
manifested through reduced consumption of tobacco products, particularly of higher risk
products like cigarettes and cigars. These reduced sales do; however, also have negative impacts
in terms of the economic value (or utility) received by consumers and producers.
While many anti-tobacco advocates are loathe to believe that the consumption of tobacco
products can generate any utility for consumers, the simple fact that the products are normal
goods, and that consumers actually purchase them in a relatively free and open market belies that
point. Like any product, cigars, little cigars, hookah tobacco and ENDS generate consumer and
producer surpluses due to their sale and consumption.
Calculating these utility benefits is impossible without knowing the exact shape and slope of the
demand curve for these products, but production costs and prices simply are not available, either
because these are very small segments of the overall OTP market (and the data are therefore
aggregated to higher levels) or because they are new product lines and data simply have not been
collected.
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In the case of this analysis, a simplified supply and demand model is used, where the curves
cross at right angles to each other. Demand changes are calculated separately (see Incidence
Elasticities below), and the relevant changes are imposed on the simplified model in order to
calculate out utilities.
It is impossible to know from the available data if these utility calculations are either too small or
too large, but in its own analysis of the proposed rules, the FDA cut benefit calculations by an
arbitrary 30 percent in order to account for lost utility.132 The lost utility calculations in this RIA
represent about 37 percent of the base benefits from the proposed rule, suggesting that the
calculations are not overly high. If the 30 percent number were to be used, for the base case, lost
utility would fall by $94.8 million.
Relative Risks
The way in which benefits are calculated in the analysis is dependent on the risk profile of
tobacco products. Reductions in consumption of ENDS or hookah tobacco, for example have
significantly smaller benefits than do reductions in cigarette smoking.
In fact, depending on how risk is defined, cigarettes could be 5 times more dangerous than large
cigars based on a recent study published in European Addiction Research.133 One reason that the
benefit calculations in this analysis are much lower than those anticipated by the FDA is that
even a small degree of substitution of cigarettes for say pipe tobacco products would have large
negative effects (see substitution effects below). At this time, JDA does not have access to other
comparative research on relative risk between these particular products. Changes in these risk
profiles could either positively or negatively impact the benefit-cost ratio as calculated in this
analysis.134
Discounted Life Value
According to the Office of Management and Budget, Federal agencies often design health and
safety regulation to reduce risks to life, and the “value of a statistical life” (VSL) is best
understood not as the “valuation of life,” but as the valuation of statistical mortality risks.. The
value of reducing the risk of 1 statistical (as opposed to known or identified) fatality in this
population would be a certain amount, which represents the aggregation of the willingness to pay
values held by everyone in the population. Different agencies use different statistical life values
in their analysis.
According to the OMB, a value of a statistical live can vary from roughly $1.2-$12.2 million.
Two agencies, EPA and DOT, have developed official guidance on VSL, with DOT using a
value of $9.1 million, and the EPA a value of $8.9 million. DHS has recently used a value of
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See for example: Begley, Sharon, FDA calculates costs of lost enjoyment if e-cigarette rules prevent smoking, Reuters on-line, June 2,
2014, at: www.reuters.com/article/2014/06/02/us-fda-tobacco-insight-idUSKBN0ED0A620140602
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Cigarettes and smoking are being used as a proxy for tobacco products.
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$6.3 million ($2008) OSHA used a value of $8.7 million ($2010). The FDA has consistently
used values of $5.0 and $6.5 million ($2002) in several of its rulemakings to monetize mortality
risks, but it also uses a monetary value of the remaining life-years saved by alternative policies.
This is sometimes referred to as a “Value of a Statistical Life Year” or VSLY.135
This analysis uses the DOT value of $9.1 million which is on the high end of the range. Lower
values for a statistical life (or a statistical life year) would result in lower benefits than are
reported in this RIA.
Incidence Elasticities
While there is a developed literature on the price elasticity of demand for cigarettes, there is
almost no research on how changes in the price of tobacco products impacts incidence. This is
the key variable in determining how the benefits of the proposed deeming regulation should be
scored, in that health risks from tobacco product use seem to be a binary. Either one consumes
tobacco products and therefore has health risks, or one does not. Since the volume of tobacco
products consumed apparently has no effect, then the effect of the regulations and their impact
on the demand for products is not a relevant calculation.
Demand for tobacco products and smoking (or use) incidence should be considered similar to
demand for gasoline and driving. If the price of gasoline rises, people will drive less miles, but
higher gas prices do not mean that many people will stop driving altogether.
In the case of tobacco incidence, models are complicated by the fact that tobacco product use is
determined by a wide number of factors including state tobacco control efforts. For this analysis
a OLS regression analysis plotting cigarette smoking incidence against average cigarette prices
and a calculation of the percentage of price that is comprised of taxes (as a proxy for antismoking sentiments) was used to calculate an estimated incidence elasticities from both higher
prices and from greater regulations. Using data from the CDC and from the Tax Burden on
Tobacco, an incidence elasticity of -0.29 can be calculated, and a “tobacco control” elasticity of 0.00133 is derived.136
These are actually fairly large elasticities and suggest that as much as half of the reduction in
cigarette consumption over time is due to lower incidence. They are, however, based on
cigarette sales, not on the sale of the proposed deemed products. In addition, while the
regression equation is statistically significant (F=28.42) and both coefficients are significant to
the 0.05 percent level, the model is simple and there could be a wide number of cofounding or
spurious variables that are not taken into account.
Small changes in these elasticities can have large impacts on the overall benefits of the
regulation; however, it is unlikely that they would or could be larger than the overall general
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Volume 48, April 2014, Orzechowski and Walker. The regression yields the following equation: Incidence = 0.2729+(Price* 0.0094)+(Percent Tax*-.13308). The equation and the coefficients are statistically significant to at least the 95% CI.
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elasticity for cigarette sales (generally considered to be about -0.45). This means that the
benefits could be as much as 55 percent higher than those reported; however, were the incidence
of the deemed products to be less reactive to price than are cigarettes, then the benefits could also
be substantially lower.
Substitution Effects
One reason why the proposed regulations will not produce sizable benefits, is that when faced
with higher prices for newly deemed products, some consumers will switch to cigarettes as a
source for nicotine. Since cigarettes have a much greater relative risk than any of the newly
deemed products, each new cigarette smoker will reduce the overall number of life years saved,
and will also reduce medical cost savings. Economists call this reaction a cross-elasticity
These benefits must be offset because a significant number of current cigar and ENDS
consumers may shift to cigarette use. The cost of shifting to higher risk combustible products
needs to be taken into account. There is not a sizable literature on tobacco product use shifting;
however, there are estimates of cross-elasticities between smoking tobacco products and cigars
and cigarettes. In fact, for both these products, cigarettes are a substitute good with a cross
elasticity of 0.01, so for every 100 percent increase in cigar prices, cigarette sales will increase
by 1 percent. Similar cross-elasticities for ENDS are not readily available in the literature but
the very fact that they are euphemistically called e-cigarettes suggests at least some
substitutability.
Applying the 0.01 elasticity to the change in price used for the benefits analysis above suggests
that for the base case cigarette sales would increase by about 7/1000ths of a percent. But this is a
measure of volume. Since the incidence elasticity figures were calculated based on cigarette use
and sales data, they should also apply to the cross elasticity calculation. Applying the same
incidence elasticity to total elasticity ratio to cigarettes suggests that incidence would increase by
about 4/1000ths of a percent, from 18.1 percent to 18.104 percent.137
Even this small substitution has a tremendous impact on the calculated benefits from any of the
proposed alternative regulations, simply because cigarette consumption has significantly higher
relative risks that cigars or particularly ENDS. In fact, in the base case, nearly 70 percent of the
savings due to reduced lost life years would be eliminated from higher cigarette smoking rates. 138
This assumption equates changes in demand for cigars with those for hookah tobacco products
and ENDS which could not be the case. If ENDS consumers do not switch to cigarettes, benefits
could be substantially higher.
Effects on Small Businesses:
The Regulatory Flexibility Act (RFA) was enacted in 1980 to ensure that agencies evaluate a
proposed regulation’s anticipated impacts on small entities. Small entities may include small
businesses, small nonprofits, and small governmental jurisdictions. The purpose of the RFA is
137
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neither to prohibit regulation nor to give preferential treatment to small entities, but rather to
encourage consideration of regulatory alternatives that achieve the agency’s stated goal while
“minimizing the burden on small entities.”139
In instances where the proposal is likely to affect a significant number of small entities, the
regulating agency is required to prepare an initial regulatory flexibility analysis (IRFA) that
considers alternate regulatory strategies that might achieve the stated impact without
disproportionately hurting small players. The ultimate purpose of the Regulatory Flexibility Act
is ensure that any regulation passed is built upon as level a playing field as possible by
minimizing barriers to competition, innovation, and entry.
Table 66
Size of Other Tobacco Product Manufacturing Firms
Other tobacco product manufacturing
Firm Size
Number of
Percent of
(number of
Firms from
Firms
employees)
Census
0 to 4
31
50.8%
5 to 19
8
13.1%
20 to 99
13
21.3%
100 to 499
3
4.9%
Small Firms
55
90.2%
500 and over
6
9.8%

The United States Census Bureau, on behalf of the Small Business Administration, maintains a
dataset detailing the composition of American industries by size of company. 140 The Statistics of
U.S. Businesses (SUSB) data includes a report that represents a snapshot of industry in 2011.
While the data are not detailed enough to break down the small business composition for
manufacturers of each product (cigars, pipe & hookah tobacco products, and e-cigarettes) data
are provided for the general category “Other Tobacco Product Manufacturing “(NAICS 312229).
Table 66 on the prior page shows the small business composition of these firms.
According to data, 55 of the 61 firms (90.2 percent) in the OTP industry are small firms of fewer
than 500 employees which is the SBA’s definition of a small business in this particular industrial
category. Of those businesses, 31 (or 50.8 percent of total) have fewer than 5 employees and 8
(13.1 percent of total) have between 5 and 19 employees.
While these data show that most of the impacted firm will be small businesses, the OTP
manufacturing firm category cannot provide a full and accurate portrayal of the industries
impacted by the proposed rule. In particular, there are simply no data available from the
government on the size of the ENDS category; however, the SBA data can provide usable, and
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perhaps conservative, estimates of the true makeup of the firms that could be subject to FDA
regulation.
As has been shown in this analysis, there has been tremendous growth in the number of ENDS
manufacturers over the last few years. As such, it is likely that the vast majority of these new
companies are small entities. Additionally, the Census data do not include manufacturers that
don’t have a payroll, which by definition would be small entities.
To get a better portrait of the industry and the impact of the deeming proposal on small
businesses, the breaks determined from the S.B.A.-Census data are projected onto the firm count
presented in Table 4. The calculation shows that the vast number of firms affected by the
proposed rule would be small entities. In fact, of the 533 firms that would be impacted, 481
would be small businesses, and of those, 341 have fewer than 20 employees. See Table 67.
Table 67
Estimated Size Breakdown of Impacted Firms
Other tobacco product manufacturing
Firm Size
(number of employees)
0 to 4
5 to 19
20 to 99
100 to 499
Small Firms
500 and over

Percent of
Firms
50.8%
13.1%
21.3%
4.9%
90.2%
9.8%

Number of
Firms Affected
by Deeming
271
70
114
26
481
52

The proposed rule includes eleven broad provisions each of which have vastly different costs and
require varying degrees of expertise to complete. The costs of providing information (such as
ingredients listing or labeling) are sizable but likely manageable. The larger costs related to the
premarket process as it is currently presented in the proposed rule, particularly for ENDS
products, could have significant impacts on the regulated industries, especially the smaller
companies that have neither the market capitalization nor reserves to proceed through the stage.
The alternatives examined in this analysis will all meet the FDA’s stated regulatory goals, and
will all do so without disproportionately impacting the smaller producers. The main reason for
this is that the three alternatives presented did not propose the enactment of an onerous process
whereby products on the market as of the date of publications would need to file a premarket
submission within 24 months to say on the market pending review. As Table 68 on the
following page shows, over that 2-year period, the FDA’s proposal could eliminate nearly 68.9
percent of the newly regulated products that exist today, including nearly all electronic nicotine
delivery systems. In addition, the proposed rule would basically stamp out the development of
any new products, ensuring that the manufacturers of the remaining 6,800 or so cigar, hookah,
and alternative products will maintain dominant positions far into the future.
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On the other hand, the other alternatives examined, all of which mandate the registration, listing,
and labeling of companies and products, and, along with other state laws and restrictions ensure
that access restrictions are in place nationally, will not effectively ban many existing products
over a 2-year period. In fact, even under the most stringent alternative, it is estimated that only a
small percentage of very marginally profitable product offerings will be dropped from the
market. In each alternative, the existing companies (both large and small businesses) would still
be able to compete with existing brands, flavorings and offerings. New product development
would be significantly hampered, particularly under the Enforcement Discretion Alternative; but
monopoly production by mainly large firms would not likely occur.
Table 68
Estimated Number of Products on the Market Under Each Alternative
Unique Products
Year 1
Years 2 - 20
6,833
75
20,862
1,644
20,862
139
20,862
75
21,960

FDA Proposal
Information Only
Grandfather, w/ SE
Grandfather, w/o SE
Current Products

The FDA’s proposed rule would give larger manufacturers the opportunity to combine tobacco
products or eliminate redundant offerings, but smaller manufacturers may find it unprofitable to
go through the process at all. Assuming this alternative, the industry would shrink from roughly
533 companies today to roughly 166 producers following enactment of the proposed rule.141 The
vast majority of these would be smaller firms. Companies with fewer than 20 employees would
not be able to sustain the increased cost, and only a few would remain. There would be sizable
declines in the other small business categories. Large companies would be most capable of
weathering the impact.
Table 69
Estimated Number of Firms Remaining (By Size) Under Each Alternative
Baseline
> 20
20 to 99
100 to 499
500 +
Total

341
114
26
52
533

FDA Proposal
16
86
17
48
166

Information
Alternative
317
112
26
52
506

Date Change
Alternative
317
112
26
52
506

Grandfather
Alternative
317
112
26
52
506

The FDA’s deeming proposal, as it stands, disproportionately affects smaller OTP manufacturing
businesses. The costs associated with regulation, especially the premarket review, require upfront
141

Based on the data currently available it is impossible to directly determine how specific companies may respond to the proposed
regulations. The changes in the number of viable firms calculated here are based on the expected number of products available on the
market. The distribution of eliminated firms is based on an exponential distribution of impacts, with the smallest firms accounting for
two-thirds of the lost companies, the second smallest firms accounting for two-thirds of the remainder and so on.
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costs that cannot be sustained by hundreds of small manufacturers, and will put them out of
business.
Summary and Conclusions:
The above RIA examined four distinct alternative ways of meeting the FDA’s regulatory intent
were examined, the proposed rule itself, a less onerous set of regulations that provide
information to consumers about the produces that would be deemed to be under FDA’s
jurisdiction, and two alternatives that would change the number of tobacco products that would
subject to premarket review. Based on an extensive analysis, none of the proposed alternatives
have a positive benefit-cost ratio, and all have net social costs of at least about $400 million,
when discounted over time.
In addition to not having any net social benefit, the rule as envisioned by the FDA would have a
disproportionate impact on small businesses, which make up over 90 percent of the companies
that currently manufacture deemed products. It is expected that even the least restrictive of the
alternatives studied could put 27 small enterprises out of business, and the most restrictive could
eliminate nearly 68.8 percent of the firms in this sector of the economy.
A sensitivity analysis of the assumptions used in this RIA suggest that they are likely quite
modest, and even making them more conservative would not likely impact the overall nature of
the benefit-cost calculation (although it could impact the overall magnitude).
Therefore, the proposed deeming regulations will likely not benefit the economy or society in
any significant manner, and another solution to the FDA’s desire to ensure that a consistent set of
regulatory criteria are applied to all tobacco products and nicotine delivery devices, and to
reduce incentives for manufacturers to market new tobacco-based or tobacco-derived products
that are not regulated by FDA and may induce people to switch to products that FDA does not
regulate should be undertaken.

Conclusions:
The Food and Drug Administration has the authority to regulate the manufacturing, marketing
and distribution of tobacco products to protect the public health and to reduce tobacco product
use by minors. There are many ways that the agency could go about doing this, not only for
tobacco products specifically listed under the Family Smoking Prevention and Tobacco Control
Act, but also for cigars, pipe tobacco, hookah tobacco and other more novel products such as
those generally classified as Electronic Nicotine Delivery Systems. Under the provisions of the
Act, the FDA was granted this authority for specific purposes, namely to:
1. Act as the primary Federal regulatory authority with respect to the manufacture,
marketing and distribution of tobacco products;
2. Address issues of particular concern to the public health, especially the use of tobacco
products by youth and tobacco product dependence;
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3. Set standards;
4. Have flexible enforcement authority to ensure that there is oversight of industry efforts to
develop, introduce and promote less harmful products;
5. Regulate certain harmful components of tobacco products;
6. Require manufacturers to disclose research related to the health and dependency effects
or safety of tobacco products;
7. Promote cessation;
8. Strengthen legislation against illicit trade in tobacco products; and
9. Continue to permit the sale of tobacco products to adults in conjunction with measures to
ensure that they are not sold to accessible to underage purchasers.142
Based on the legislative intent outlined above, it appears to be appropriate that the FDA extend
its regulatory authority to the tobacco products outlined in this proposed “deeming” rule. It does
not, however, indicate that the FDA should, or even can, propose regulations in a manner that is
not consistent with the requirements of applicable executive orders and other legal requirements.
This means that FDA is required to conduct a proper Regulatory Impact Analysis.
As this document shows, while it might be difficult, it is far from impossible to produce a
relatively complete and fully substantiated RIA of this particular rule. Based on this recreated
RIA, there is little if any evidence to suggest that the draconian proposal outlined by the FDA is
necessary to meet the stated regulatory goals. In fact, the analysis shows that it would likely lead
to an increase in the sale and consumption of even more harmful products – namely traditional
cigarettes.
Rather than taking this approach, it appears to be reasonable that the FDA should adopt a more
market oriented approach (outlined as the Grandfather Date Alternative in the recreated RIA).
This approach would achieve all of the FDAs stated goals with the minimal cost to business and
to the economy.

142

PUBLIC LAW 111–31—JUNE 22, 2009, Family Smoking Prevention And Tobacco Control And Federal Retirement Reform, at:
http://www.gpo.gov/fdsys/pkg/PLAW-111publ31/pdf/PLAW-111publ31.pdf.
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