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WHAT TO EXPECT
Nearly a decade after the U.S. Supreme 

Court determined in Food and Drug 
Administration (FDA) v. Brown & 

Williamson Tobacco Corp. that the FDA 
did not have jurisdiction over tobacco 
products under the Food, Drug and 
Cosmetic Act (FDCA), on June 22, 2009, 
the Family Smoking Prevention and Tobacco Control Act 
(Tobacco Control Act) became law, amending the FDCA 
to give the agency authority to regulate the manufacture, 
labeling, distribution and marketing of tobacco products 
in the United States. Specifically, although a tobacco prod-
uct is defined broadly, in pertinent part, as “any product 
made or derived from tobacco that is intended for human 
consumption,”1 the law only provides the FDA with the 
immediate authority to regulate, through its Center for 
Tobacco Products (CTP), cigarettes, cigarette tobacco, 
roll-your-own tobacco and smokeless tobacco. The law 
further provides, however, that any “other tobacco prod-
ucts” may be subject to FDA regulation, but only after 
the agency deems such products to be regulated products 
pursuant to its rule-making authority.

Along with other currently unregulated tobacco prod-
ucts, such as cigars, pipe tobacco and dissolvable tobacco, 
e-cigarettes are expected to be captured by the FDA’s 
so-called deeming regulation.2 These products are battery-
powered devices that do not combust or even contain 
tobacco, but rather contain an “e-liquid” solution that often 
contains nicotine derived from tobacco (e-liquids also typi-
cally contains propylene glycol and/or glycerin, flavorings 
and possibly other ingredients). As such, e-cigarettes fall 
within meaning of the broad definition of tobacco product.3 
When the user puffs on the device, a sensor triggers a heat-
ing element (i.e., an atomizer or cartomizer), which vapor-
izes the e-liquid into an aerosol, which the user then inhales 
through the mouthpiece. The aerosol provides a flavor and 
physical sensation similar to that of using a traditional  

cigarette, but without the smoke, particulate matter (tar) 
and the many carcinogens and harmful substances associ-
ated with traditional cigarettes.  

It is well known that the typical “cig-a-like” devices 
(which are intended to mimic the look and feel of a conven-
tional cigarette) do not deliver nicotine nearly as effectively 
as a traditional cigarette.4 Moreover, because the tobacco 
product definition also includes “any component, part, or 
accessory of a tobacco product,” the other components of 
the device (e.g., the atomizer/cartomizer, circuitry, battery, 
sensor, etc.) also technically fall within the term tobacco 
product, although it is unclear if the FDA will regulate those 
components as such.5  

E-cigarettes and the deeming regulation
E-cigarettes were originally developed and patented in 2003 
by Ruyan Group (Holdings) Ltd., a company based in Beijing. 
Since their introduction into the U.S. market around 2006–
2007, the products have experienced exponential growth, 
now boasting more than 3.5 million “vapers,”6 most of whom 
are former smokers.7 Worldwide retail sales of e-cigarettes in 
2013 were approximately $2.5 billion.8

In October 2013, the FDA submitted its draft Notice of 
the Proposed Rulemaking for the Deeming Regulation to 
the Office of Management and Budget’s (OMB) Office of 
Information and Regulatory Affairs (OIRA) at the White 
House for review, where it remained at press time. The notice 
was expected to be published in December 2013, but the FDA 
has made a habit of missing its own deadlines when it comes 
to the deeming regulation.9 

If the OMB/OIRA ever approves the draft, the NPRM will 
be published in the Federal Register, and the public will be 
given an opportunity (likely at least 60 days) to submit com-
ments, which the agency is required to review and analyze 
in the final rule. The agency’s draft final rule would need to 
be approved by the OMB before being promulgated (with a 
stated effective date soon thereafter). This rule-making pro-
cess could potentially take years.
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What will the deeming regulation say?
While the regulation of e-cigarettes and their e-liquid com-
ponents via the deeming regulation is no longer a matter of if 
but when, the question remains: How will the FDA choose to 
regulate these products? Section 901 of the Tobacco Control Act 
states that in addition to the currently regulated tobacco prod-
uct types, the act, which is Chapter 9 of the FDCA, “shall apply 
to … any other tobacco products that the Secretary by regula-
tion deems to be subject to this chapter.” Strictly speaking, this 
means that the FDA is required to apply the Tobacco Control 
Act requirements (that currently only apply to the regulated 
products) to the products captured by the deeming regulation.  

Specifically, the most recent Unified Regulatory Agenda pub-
lished in November 2013 indicates that the FDA will subject, via 
the deeming regulation, all tobacco products to the “generally 
applicable requirements” of the Tobacco Control Act. While this 
suggests that other, non-generally applicable requirements (e.g., 
marketing and advertising restrictions)10 could be applied on a 
product-by-product basis, e-cigarette companies should expect 
the most onerous requirements to apply to their products. 

In the FDA’s April 25, 2011, letter to stakeholders11 stating 
its intent to expand its authority to include e-cigarettes and 
other currently unregulated tobacco products, the agency 
noted that such other tobacco products captured by its deem-
ing regulation “would be subject to general controls, such as 
registration, product listing, ingredient listing, good manu-
facturing practice requirements, user fees for certain prod-
ucts, and the adulteration and misbranding provisions, as 
well as to the premarket review requirements for ‘new tobacco 
products’ and ‘modified risk tobacco products.’”12  

If applied as currently written, the biggest hurdle for 
e-cigarette companies will be the premarket authorization 
requirement for new tobacco products. FDA premarket 
authorization is required before a new tobacco product can 
be marketed in the United States. For the traditional tobacco 
products like cigarettes, smokeless tobacco (snus/snuff), or 
roll-your-own tobacco, such products are considered “new” 
if they were not being marketed as of Feb. 15, 2007 (the 
“grandfather date”), or if any modification has been made to 
a product that was on the market on the grandfather date.13  If 
a tobacco product meets one of these criteria, it is considered 
a “new” product, and, before introducing that product to the 
market, the manufacturer must submit either a (1) Section 
910 premarket tobacco application (PMTA),14 (2) section 
905(j) substantial equivalence report,15 or (3) request a minor 
modification exemption from the substantial equivalence 
requirements pursuant to Section 905(j)(3).16 

As discussed below, there is a possibility that the FDA 
could adopt a delayed effective date or use its enforce-
ment discretion to adjust these premarket requirements for 
e-cigarettes and other novel nicotine/tobacco products not 
originally contemplated by the law. 

The grandfather date question
Critical to the determination of what is considered a “new” 
tobacco product is the grandfather date. As noted above, a 
traditional tobacco product is considered new if it was not 

being sold on the grandfather date, or if the product was 
modified in virtually any way from a predicate product that 
was sold on the grandfather date. If the FDA imposed this 
same Feb. 15, 2007, grandfather date to e-cigarettes, which, 
strictly speaking, it is required to do, e-cigarette companies 
would be required to submit premarket applications to the 
FDA for all of their products sold after the grandfather date—
which would be practically all of the products currently on 
the market. Such a rule would immediately disrupt the U.S. 
e-cigarette industry and could result in such products being 
pulled off the market. We believe this is highly unlikely, how-
ever, for several reasons.  

a. Impact on the public health
It would not be in the best interests of the public health to 
force e-cigarettes off the market. Evidence demonstrating that 
e-cigarettes are far less harmful than conventional cigarettes17 
and that smokers are using the products to substantially 
decrease their cigarette consumption18 continues to mount. 
Indeed, Mitch Zeller, the director of the FDA’s CTP, has 
publicly acknowledged that e-cigarettes and products that 
only contain nicotine do not create the same health risks 
compared to their tobacco-combusting alternatives. Zeller 
has been advocating for an agencywide “comprehensive nico-
tine regulatory policy” that recognizes that different nicotine-
containing and nicotine-delivering products pose different 
levels of risk to the individual.19    

Of course, when evaluating tobacco products, the FDA 
must not only consider the risk to the individual consumers, 
but also the impact of the product on the public health— 
i.e., the net population-level impact. Put simply, this comes 
down to whether the availability of the new product will 
adversely impact smoking/tobacco use initiation and cessa-
tion rates. A recent, much publicized survey by the Centers 
for Disease Control and Prevention (CDC) indicated that the 
percentage of students from grades six through 12 that had 
used an e-cigarette doubled to 6.8 percent from 3.3 percent 
in 2012. It has subsequently been revealed, however, that nine 
out of 10 high school students in that survey who reported 
vaping in the previous month were already cigarette smokers, 
suggesting that the increase in e-cigarette use is a positive step 
toward harm reduction.20  Moreover, despite concerns that 
e-cigarettes could lead to an increase in youth smoking, new 
data are demonstrating that youth smoking rates reached a 
record low in 2013.21 This is in line with the CDC’s announce-
ment last year that the overall U.S. smoking rate has declined 
for the first time in several years (to 18 percent of the popula-
tion down from 20–21 percent).22 It is unclear whether the 
sudden decrease in cigarette smoking and the corresponding 
increase in e-cigarette vaping is merely coincidence, but it is 
certainly hard to ignore.23  

b. Basis for grandfather date
It is also important to understand the basis of the original 
Feb. 15, 2007, grandfather date. That was the date the origi-
nal bill that eventually became the Tobacco Control Act 
was first introduced into Congress,24 thereby putting the 
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tobacco industry (i.e., manufacturers of cigarettes, smoke-
less tobacco and roll-your-own tobacco) on official notice 
that it was going to be regulated by the FDA. At the time, 
Congress had not contemplated including e-cigarettes 
(which were just being introduced into the U.S. market) 
or other nontraditional tobacco products in the legislation. 
Nowhere in the legislative history of the act was there any 
discussion or even mention of e-cigarettes or other novel 
nicotine-only recreational products. That original grandfa-
ther date was chosen simply because that was the date the 
bill that eventually became the Tobacco Control Act was 
first introduced in Congress. Thus, only a few companies 
have access to potential “predicate” e-cigarette products 
that were being sold prior to Feb. 15, 2007. Moreover, it 
would not make sense to apply the original grandfather 
date to such novel products that are only improving over 
time; the products on the market today are safer and 
cleaner compared to the rudimentary disposable models 
that may have been available on Feb. 15, 2007. Indeed, 
innovation in the e-cigarette industry is very different from 
that of traditional tobacco. As companies have become 
more sophisticated, the use of higher-quality ingredients 
and parts and the use of production quality standards have 
become more common.  

There is a vibrant competition among e-cigarette manu-
facturers to develop safer products for adult smokers looking 

to transition to less harmful forms of nicotine. For these 
reasons, it makes little sense for the FDA to strictly apply the 
original grandfather date to e-cigarettes.

c. Enforcement discretion for e-cigarettes
The best-case scenario for e-cigarette companies would be 
if the FDA were to apply a different grandfather date for the 
new product categories deemed regulated. Two much more 
appropriate grandfather dates for e-cigarettes would be either 
the date that the NPRM for the deeming regulation is finally 
published in the Federal Register or April 25, 2011, the date 
the agency published its letter to stakeholders indicating 
that it intended to capture e-cigarettes through the deeming 
regulation. Either of these dates would make more sense for 
e-cigarettes than the original grandfather date provided in 
the statute.  

It does not appear, however, that the FDA has the legal 
authority to change the grandfather date set forth in the 
Tobacco Control Act for the newly deemed products. 
Rather, the more likely scenario is that the agency will 
use its “enforcement discretion” to adjust the require-
ment for e-cigarettes to prevent the collapse of the market. 
For example, the FDA may allow e-cigarette and e-liquid 
companies to continue selling their products already on 
the market, as long as they submit a premarket application 
(i.e., a substantial equivalence report) for those products 
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before some deadline in the future (e.g., 21 months after 
the NPRM is published). Those applications will remain 
pending until the FDA has a chance to review them (which 
could take years) in the same way that tobacco companies 
were allowed to file provisional substantial equivalence 
reports for their products marketed after Feb. 15, 2007, but 
before March 23, 2011.25 This scenario would at least cre-
ate a mechanism to facilitate a smooth transition to fully 
regulated status for all products currently on the market. 
New products introduced after the NPRM is published 
will likely need to obtain FDA premarket authorization 
before being introduced into interstate commerce. The 
problem of finding an appropriate “predicate product”  
remains, however. 

Establishing a “baseline” predicate product
If the original Feb. 15, 2007, grandfather date remains 
applicable to e-cigarettes, the biggest potential hurdle 
remains obtaining the necessary information on a grand-
fathered/predicate product that was on the market before 
the grandfather date. As most e-cigarette companies had 
not yet entered the market, few will have access to such 
data. We think the FDA should take a different approach. 
Because of the significantly different risk profile of e- 
cigarettes compared to conventional cigarettes, the agency 
should acknowledge that a less rigorous implementation  

of substantial equivalence documentation would be appro-
priate. Rather than requiring that companies find a specific 
predicate product on their own, the FDA could estab-
lish threshold specifications (e.g., product standards) 
for a baseline e-cigarette against which companies could 
make the case that their products are substantially equiv-
alent. Until the FDA has had time to develop such  
e-cigarette product standards supported by sound science 
(and promulgated via its rulemaking procedures), it may 
consider either delaying publication of the deeming regu-
lation or the effective date of the rule.  

Conclusion
Considering the public health benefit that these products 
seem to provide, consumers who have benefited from e- 
cigarettes can only hope the FDA takes a reasonable regula-
tory approach with its deeming regulation, and does not use it 
to effectively ban the products. E-cigarette companies should 
prepare to comment on the NPRM as soon as it is published, 
and plan to be subject to the FDA’s regulatory requirements 
in due course.
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