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This comment details how the proposed product standard can create unintended public health
harm if the standard is written in a way that can be used by the tobacco industry to simply shift
the mix of dangerous products that it markets to continue to build its markets. Specifically, if the
nicotine product standard for cigarettes or even all combustible tobacco products is not
implemented in the broader context of the entire recreational nicotine market, the product
standard could create substantial public health risks. FDA must develop the standard in a way
that explicitly considers that: 1) e-cigarettes and other non-combusted nicotine products do
carry health risks, and 2) FDA resources must be devoted to targeted public education
campaigns and concurrent regulatory action to ensure that the combustible product standard
does not inadvertently increase nicotine use among youth and young adults.

3. POSSIBLE COUNTERVAILING EFFECTS

(1) In addition to a nicotine tobacco product standard, should FDA consider any additional
regulatory action to address the possibility of migration to, or dual use with, other
tobacco products?

Implicit in the framing of this Advanced Notice of Proposed Rule Making (ANPRM) is the
assumption that, aside from its addictive properties, nicotine has few direct adverse health
effects. Another assumption implicit in the ANPRM is that creating a product standard to reduce
nicotine to non-addictive levels would move smokers to purportedly less harmful forms of
nicotine delivery and would result in lower harm both to individual smokers and to the
population as a whole. However, if the nicotine concentration in cigarettes is reduced, it is likely
that a significant fraction of cigarette smokers will use e-cigarettes or other new products to
supplement their nicotine consumption. Rapidly accumulating evidence from the study of e-
cigarettes as well independent analysis of the Philip Morris International Modified Risk Tobacco



Product application for its IQOS heated tobacco product' calls both these assumptions into
question.

Pulmonary Effects of Nicotine
It is generally assumed that the negative health effects of cigarettes are due to the many

chemical species produced by combustion and not due to nicotine itself. However, recent
experimental evidence suggests nicotine may significantly contribute to the pulmonary toxicity
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of cigarette smoke. Specifically, Garcia-Arcos and colleagues® exposed adult mice to the aerosol
of saline, nicotine-free, or nicotine-containing e-liquid for 4 months and found that only the
nicotine-laden aerosol increased airway and alveolar cell death and airspace enlargement
reminiscent of COPD. Similarly, a 2018 study” reported that rats exposed to either subcutaneous
nicotine or e-cigarette nicotine-containing aerosol for 5 weeks (achieving plasma nicotine
concentrations comparable to habitual cigarette smokers) suffered emphysematous airspace
enlargement and loss of lung vascular elements. Thus, animal studies in two different species
are consistent with nicotine having direct pulmonary toxicity.

Many important questions are raised by these findings, including: (a) To what extent are
these findings generalizable to humans? (b) Does inhalational as compared to systemic nicotine
have the same spectrum of toxicity? (¢) What will be the lung health impact of increased dual
use of combustible cigarettes and nicotine-laden aerosols from e-cigarettes (or other inhaled
nicotine products such as heated tobacco products)? (d) Are adolescents with still-growing lungs
at increased risk for nicotine-mediated pulmonary toxicity given the substantial literature
implicating nicotine in disrupting lung development in animal models and humans?”*

Increasing evidence demonstrates that components of e-cigarette aerosol may have a unique
spectrum of toxicity relative to combusted cigarettes secondary to aerosolized propylene glycol,’
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flavorants including diacetyl,’ and metals.” Studies have also unexpectedly found harmful flame
retardant chemicals (used in the production of plastic e-cigarette casings) in the acrosol® and the
urine of users.”

Recent work reveals that e-cigarette users have major changes in the lung proteome,'’ and
case reports of unique lung toxicity are accumulating.' Remarkably, a recent study showed that
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chronic exposure to e-cigarette aerosol in mice caused multi-organ fibrosis,'> demonstrating that
whole-body toxicological assessments of these novel devices will be essential going forward.

Consistent with these animal results, a cross-sectional analysis of Wave 1 of the PATH
dataset found that current (daily or nondaily) e-cigarette users were nearly twice as likely to have
been diagnosed with COPD (including COPD, chronic bronchitis, or emphysema) than people
who did not use e-cigarettes (adjusted odds ratio, 1.86; 95% CI, 1.22-2.83)." This study
controlled for other tobacco product usage and secondhand smoke exposure using propensity
score matching.

Given the potential pulmonary toxicity of nicotine alone, and the growing body of
literature on the adverse health effects of e-cigarettes, it is essential that the FDA not make
policies regarding reduction of nicotine in combustible tobacco products on the assumption
that e-cigarettes are substantially safer than conventional cigarettes to avoid the unintended
consequence of supplanting one form of nicotine-mediated lung toxicity for another.

Cardiovascular Effects

Both e-cigarettes and conventional cigarettes deliver ultrafine particles that are 1-2 orders of
magnitude smaller than a human hair,'* which in smoke and air pollution increase risk of
cardiovascular disease and acute myocardial infarction with a nonlinear dose-response curve.'
Myocardial infarction risk drops when people stop smoking conventional cigarettes or stop being
exposed to secondhand smoke.'® E-cigarette and traditional cigarette smoking in healthy smokers
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with no known cardiovascular disease exhibit similar inhibition of endothelial function as
measured by flow mediated dilation of arteries, shift in cardiac autonomic balance toward
sympathetic predominance, and increased oxidative stress, which are associated with increased
cardiac risk."” There is also increased oxidative stress in both e-cigarette users and conventional
cigarette smokers.'® Laboratory studies done with e-cigarette extracts found that e-cigarette use
increases the release of inflammatory mediators from keratinocyte, alveolar epithelial cell lines
and neutrophils."” E-cigarette aerosol also induces platelet activation, aggregation, and
adhesion.” In mice, chronic whole body exposure to e-cigarette aerosol accelerates aortic
stiffness, significantly impairs aortic endothelial function, and may lead to impaired cardiac
function.”’ These observations lead to concerns that e-cigarette use would be associated with
increased risk of acute myocardial infarction.

Alzahrani et al** used the National Health Interview Surveys of 2014 (n=36,697) and 2016
(n=33,028) to examine the cross-sectional association between e-cigarette use (never, former,
some days, daily) and cigarette smoking (same categories) and myocardial infarction in a single
logistic regression model that also included demographics (age, gender, BMI) and health
characteristics (hypertension, diabetes, and hypercholesterolemia) using logistic regression.
(Because this is a cross-sectional study the timing of e-cigarette use and the myocardial
infarction is not known.) Daily e-cigarette use was independently associated with increased
odds of having had a myocardial infarction (OR=1.79, 95% CI=1.20, 2.66, p=0.004) as was daily
conventional cigarette smoking (OR=2.72, 95% CI=2.29, 3.24, p<0.001). Former and some day
e-cigarette use were not significantly associated with having had a myocardial infarction
(p=0.608 and p=0.392) whereas former (OR=1.70, p<0.001) and some day cigarette smoking
(OR=2.36, p<0.001) were. Odds of a myocardial infarction were also increased with history of
hypertension (OR=2.32, p<0.001), high cholesterol (OR=2.36, p<0.001), and diabetes (OR=1.77,
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p<0.001) and age (OR=1.65 per 10 years, p<0.001). Women (OR=0.47, p<0.001) had lower
odds of having had a myocardial infarction. Thus, daily e-cigarette use, adjusted for smoking
conventional cigarettes as well as other risk factors, is associated with increased risk of
myocardial infarction.

The finding that dual use of e-cigarettes and conventional cigarettes is more dangerous
than use of either product alone is of particular concern in the context of this ANPRM
because a policy that simply reduced cigarette or other tobacco product consumption when
users add other inhaled tobacco products could result in net public health harm.

(2) If FDA were to issue a product standard setting a maximum nicotine content for
cigarettes, would smokers seek to add liquid nicotine to their VLNC cigarettes?
Therefore, should such a regulation include provisions prohibiting the sale or
distribution of any tobacco product designed for the purposes of supplementing the
nicotine content of a combusted tobacco product (or any product where the reasonably
foreseeable use is to supplement this nicotine content)? How could such a provision be
structured to efficiently and effectively achieve this purpose? Should FDA consider
other means to prevent supplementing the nicotine content of a combusted tobacco
product subject to a nicotine tobacco product standard?

Yes. The availability of such products would effectively nullify the intent of the product
standard, which is to move people away from regulated combusted products.

(3) Would a nicotine tobacco product standard affect the current illicit trade market, and,
if so, to what extent? How would users obtain their sources of tobacco in an illicit
market? How would manufacturers distribute their illicit products and develop
consumer awareness of such products? How would such sales take place?

As described in detail in our public comment on illicit trade,* the major cigarette companies
have a long well-documented history of participating in the illicit market to avoid taxation, other
tobacco control laws and regulations, and to open markets. The FDA needs to be cognizant of
this history and accompany any new product standard with strong rules and enforcement to
prevent the tobacco companies from taking such actions.

The recent paper by Gilmore et al** details extensive efforts by the tobacco companies to use
illicit trade to avoid taxes and undermine other tobacco control policies by co-opting and
undermining the enforcement process. The abstract of their paper summarizes these issues:

BACKGROUND: The Illicit Trade Protocol (ITP) requires a global track and trace (T&T)
system to reduce tobacco smuggling. Given the tobacco industry's (TT) historical

2 Crosbie E, Bialous S, Lempert L, Glantz SA. To minimize illicit tobacco trade, FDA should reject any
partnership with the tobacco industry, reject industry estimates and exaggeration of illicit trade, and use the FCTC
Protocol on Illicit Trade as a model to counter the supply side of illicit trade. Docket No. FDA-2018-N-0529. May
30, 2018. https://www.regulations.gov/searchResults?rpp=25&po=0&s=1k2-93fq-

** Gilmore AB, Gallagher AWA, Rowell A. Tobacco industry's elaborate attempts to control a global track and
trace system and fundamentally undermine the Illicit Trade Protocol. Tob Control. 2018 Jun 13. pii: tobaccocontrol-
2017-054191. doi: 10.1136/tobaccocontrol-2017-054191. [Epub ahead of print]



involvement in tobacco smuggling, it stipulates that T&T 'shall not be performed by or
delegated to the tobacco industry'. This paper explores the rationale for & nature of the TI's
effors to influence the ITP & its T&T system.

METHODS: Analysis of leaked TI documents and publicly available data, investigation of
front groups, trademark and patent ownership.

FINDINGS: Growing & diverse sources of evidence indicate that the TI remains involved in
tobacco smuggling and that TI cigarettes account for around two-thirds of the illicit cigarette
market. The TI therefore has a vested interest in controlling the global T&T system aimed to
curtail this behaviour. To this end, Philip Morris International (PMI) adapted its pack marker
system, Codentify, to meet T&T requirements, licensed it for free to its three major
competitors who then collectively promoted it to governments using front groups and third
parties including companies claiming to be independent despite clear TI links. PMI also
sought to suggest Codentify was independent by selling some parts of its intellectual property
on Codentify while retaining others, leaving a complex web of shared interests. In Africa,
British American Tobacco used payments to obtain data suggesting its smaller competitor
companies were evading taxes and secure influence with tax authorities. Regulatory capture
has been enhanced by a public relations effort involving TI funding for conferences, training,
research, and international police and anti-corruption organisations. Collectively this has
created public messaging and a powerful network of organisations supportive of the TI's
misleading position on illicit.

CONCLUSIONS: Governments should assume the TI seeks to control T&T systems in order
to avoid scrutiny and minimise excise tax payments and that any T&T system based on
Codentify, on intellectual property currently or previously owned by the TI, or being
promoted or implemented by companies with TI links, is incompatible with the ITP and
would not serve to reduce illicit trade.

While this paper was written in terms of international issues, particularly around taxation,
precisely the same issues and likely industry behavior can be anticipated if the FDA develops
and implements a nicotine product standard.

In particular, the actual risk of increasing demand for non-conforming products in the illicit
market following adoption of a product standard will be highly dependent on the final standard
adopted and the timeline for implementation. As these tobacco product standards are developed
and implemented, it will be necessary for the FDA to prepare to respond to tobacco industry
claims that the standard will increase demand for illicit products.”

In particular, Family Smoking Prevention and Tobacco Control Act (FSPTCA) section
907(a)(3) gives FDA the authority to establish tobacco product standards that are “appropriate
for the protection of the public health.” In addition to considering scientific evidence concerning
the risks and benefits of the proposed standard to the population as a whole, including users and
nonusers of tobacco products, FSPTCA section 907(b)(2) requires FDA to consider the
“countervailing effects” of the tobacco product standard on population health, such as “the

23 Joossens L, Raw M. Turning off the tap: the real solution to cigarette smuggling. Int J Tuberc Lung Dis. 2003
Mar;7(3):214-22.



creation of a significant demand for contraband or other tobacco products” that do not meet
FDA’s tobacco product requirements and “the significance of such demand.”*

Since it is required for the FDA to consider the possibilities of illicit trade in its rulemaking,
the FDA should use its considerable authority to discourage illicit trade, rather than relying on
the regulated tobacco companies to voluntarily reign in illicit trade. The FDA should:

1) Reject any partnership with the tobacco industry
2) Reject industry estimates and exaggeration of illicit trade
3) Use FCTC Protocol on Illicit Trade as model to counter the supply side of illicit trade

(4) FDA hypothesizes that, based on currently available research, nicotine levels like those
levels that FDA would consider with a possible nicotine tobacco product standard
would be self-limiting (i.e., smokers would be unable to obtain their nicotine dose from
cigarettes no matter how they smoke them and eventually would stop trying to do so).
Do any peer-reviewed studies demonstrate that lowering the nicotine content of
cigarettes to minimally addictive levels might encourage consumers to smoke more
VLNC cigarettes to achieve the higher nicotine doses currently delivered by NNC
cigarettes?

All studies to date indicate that smokers dislike reduced nicotine content cigarettes. As
discussed in Part 1 of this public comment, smokers who are switched to cigarettes containing
0.4 mg nicotine/gram tobacco smoke fewer cigarettes per day compared to those smoking their
own brand or high nicotine research cigarettes. However, with gradual reduction there is a small
increase in cigarettes per day when nicotine content is moderately reduced (5 mg nicotine/gm
tobacco).”’ Some smokers experience nicotine withdrawal symptoms during nicotine reduction.
Notably non-compliance with research cigarettes is common, although not many non-study
cigarettes are smoked per day. Smokers appear to be smoking their usual cigarettes when they
have a desire for nicotine. There is evidence that compliance with reduced nicotine content
cigarettes is enhanced when non-combustible nicotine products are readily available.

(5) If a nicotine tobacco product standard were in effect, the following outcomes could
occur: (1) Smokers could continue to smoke but use the low nicotine products; (2)
smokers could completely switch to, or dual use low nicotine products with, other legal
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tobacco or nicotine products; (3) smokers could quit using any nicotine or tobacco
product; or (4) smokers could seek to buy illegal cigarettes in an illicit market. Are
there data that would provide information on which of these outcomes is most likely? Is
there some other outcome that could occur?

It is plausible that any or all of these outcomes could occur. Which of these outcomes occurs
will depend on the details of the product standard and how it is implemented and enforced.

In addition, an implicit assumption that pervades current FDA nicotine policy (and the
framing of this question) is that there is a substantial “hard core” of smokers who cannot or will
not stop smoking and so there is a substantial irreducible need for a source of chronic self-
administration of recreational nicotine.”® The empirical evidence to date does not support this
assumption. Over time, as smoking prevalence has declined, cigarette consumption among the
remaining smokers has declined and quit attempts have increased, indicating that the population
of smokers is softening not hardening. This pattern exists among the general population®® and
among people with mental illness who smoke at much higher rates than the general population.™
It is important that FDA not undermine this process.

Equally important, most smokers could quit without the use of alternative sources of
nicotine.”’ In fact, quitting “cold turkey” is the most common way that people quit smoking. It
is crucial that the FDA recognize this fact and ensure that any nicotine product standard not
inadvertently undermine smoking and other tobacco cessation that does not involve the use of
nicotine products.

(6) If an illicit market developed, what percentage of current smokers would switch to
illicit conventional cigarettes rather than quitting or switching to other legal products?
How would this change if illicit conventional cigarettes were more expensive and/or
harder to obtain? How would this change with the implementation of improved
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monitoring and enhanced enforcement by FDA and its partners?

The response to this question will depend heavily on how effectively FDA uses its authority
to prevent the emergence of an illicit market. See response to question 6(3).

(7) If a nicotine tobacco product standard prompted growth of an illicit market, how long
would it likely last? Would demand likely decrease over time, stay the same, or
increase?

The response to this question will depend heavily on how effectively FDA uses its authority
to prevent the emergence of an illicit market. See response to question 6(3).

(8) If a nicotine tobacco product standard prompted growth of an illicit market, what
effect, if any, would this have on the market for illegal drugs? Are there data showing a
relationship between illicit tobacco use and illegal drug use?

The multinational tobacco companies have a history of working with organized crime,
including drug cartels:

... in some cases, the manufacturers have worked directly with organized crime figures.
In Colombia, tobacco companies are alleged to have helped launder drug money and to have
worked closely with distributors who are involved in drug trafficking. A Colombian lawsuit
against Philip Morris and BAT accuses them of involvement in drug-money laundering
through what is known as the “black market peso exchange,” a circuitous system by which
drug dollars are laundered for clean pesos through the purchase and importation of such
goods as cigarettes and alcohol. In a federal civil racketeering lawsuit launched in 2000,
Colombia’s governors accused tobacco company executives of illegally entering the country
to organize smuggling networks and retrieve cash payments, which were then smuggled out
for deposit in offshore banks. Company employees are also alleged in the lawsuit to have
bribed border guards. And their agents have been implicated in illegal cash campaign
contributions to Colombia’s former president Ernesto Samper.

In Italy, court cases and police and government reports reveal an intricate web of Mafia
families that through bribery, intimidation, and murder control the smuggling of billions of
Philip Morris and R.J. Reynolds cigarettes into Europe through Cyprus, Albania, and
Montenegro. In Spain, at least one major distributor for RJR is allegedly a black market
distributor linked to illegal drug trafficking. In Canada, RJR sales executives dealt directly
with smugglers linked to the American and Canadian mafia. In some cases, tobacco industry
executives actively played various gangs off against each other and solicited and received
millions of dollars in kickbacks or bribes in return for selling to preferred criminal
syndicates, according to court records and sources.”

The FDA needs to be cognizant of this history and develop tight independent monitoring of

*? International Consortium of Investigative Journalists. Tobacco companies linked to criminal organizations in
lucrative cigarette smuggling. May 14, 2014. https://www.icij.org/investigations/big-tobacco-smuggling/tobacco-
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tobacco product production and distribution to block such collaborations from developing in the
future.

(9) What mechanisms may be used to prevent, control, or contain illicit markets in
conventional cigarettes that may develop if FDA establishes a product standard? What
State and Federal entities may be responsible for these mechanisms, and how much
would they cost?

See response to question 6(3).
4. OTHER CONSIDERATIONS

(1) What data may be helpful to assess the universe of tobacco products that are currently
available to consumers and their relevant characteristics, such as nicotine levels? How
can available sources of information, such as manufacturer registrations and/or
product listings with FDA, be used in this assessment?

No comment.

(2) How should potential consumer surplus or utility loss from the removal of nicotine in
cigarettes be considered, given the availability of other sources of nicotine such as
ENDS and the continued availability of combustible tobacco products?

As noted above, the policy should apply to all combusted tobacco products and perhaps all
inhaled nicotine products to minimize the possibility that the new product standard will expand
or prolong the tobacco epidemic. The FDA’s application of the concept of consumer surplus has
overstated the “benefits” of smoking and ignored the empirical evidence that smokers regret
smoking, a behavior mostly initiated in youth.”> To the extent that a new product standard helps
people break their nicotine addiction, there will be an increase in consumer welfare.

(3) What sources of information could be used to estimate the change in demand for VLNC
cigarettes? What factors should we consider in estimating the changes in demand for
other tobacco products?

No comment.
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(4) What factors should be considered in estimating changes in experimentation and
initiation that may occur as a result of a potential nicotine tobacco product standard?

There should be detailed surveillance of tobacco-related perceptions and behaviors before,
during, and after the implementation VLNC products, particularly among youth and other
vulnerable populations. This includes assessment of perceived harm, youth susceptibility
(willingness to try; curiosity; use expectation), attitudes, and beliefs.

Existing surveillance systems, such as the National Youth Tobacco Survey and Population
Assessment of Tobacco and Health, should be fully supported by the FDA to expand
measurement of perceptions and behaviors related to VLNC products as they come to market.
Because these national surveys are large, complex undertakings, there is also need to conduct
more nimble and targeted studies, such as focus groups and Internet or telephone panel surveys
to identify potential unexpected or unintended or effects of VLNC products on the likelihood that
youth or other vulnerable populations will initiate tobacco product use. Timely identification of
how these new products might be perceived will inform appropriate public communication from
the FDA to limit misunderstanding or unintended consequences.

Possible misperceptions that could undermine the effectiveness of the VLNC strategy
include:

e Dbelief that VLNC cigarettes are safe

e belief that VLNC cigarettes are as effective or more effective for quitting smoking
than FDA-approved cessation aids

e perception that VLNC cigarettes are technologically advanced, modern, or exciting

e Dbelief that smoke from VLNC cigarettes is not harmful to others nearby

e belief that clean indoor air laws or other tobacco control policies do not apply to
VLNC cigarettes

The FDA must monitor for these or other potential misperceptions so that the public at large
has accurate information about VLNC products that does not encourage experimentation or
initiation among individuals who otherwise would not have used tobacco or nicotine products.
The rule should be written in a way that will permit FDA to make adjustments to the standard
in response to the surveillance information without going through additional years of
rulemaking.

(5) In what ways might a change in nicotine levels in cigarettes spur innovation in the
market for both combusted and noncombusted tobacco products?

The tobacco companies view smoking cessation as a competing brand>* . Based on past
behavior, the tobacco companies can be expected to develop and market new products that will
maintain nicotine addiction to prevent smokers from quitting in order to keep their customers.

** Dutra LM, Grana R, Glantz SA. Philip Morris research on precursors to the modern e-cigarette since 1990. Tob
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The FDA should also consider the advent of new players, exemplified by JUUL, which have
led to an explosion of youth use® of a product that is nominally sold as an alternative to
conventional cigarettes for adult established smokers.

To the extent that the FDA policy facilitates this process, the FDA will contribute to the
tobacco epidemic.

(6) What factors should be considered in estimating the impacts of externalities that might
exist for VLNC cigarettes, such as secondhand smoke, litter, and pollution? How could
the impact of externalities for VLNC cigarettes be compared to the impacts from NNC
cigarettes?

Alternative inhaled nicotine products such as e-cigarettes and heated tobacco products
involve substantial electronics, plastic and metal cases, and batteries, all of which generate
substantial amounts of toxic e-waste.’® To the extent that consumers are driven to these
products, there could be substantial negative environmental consequences. These effects
would, to some extent, be offset by fewer cigarette butts. The net effect could be substantial
and should be estimated in the regulatory impact analysis and not dismissed as “minor”
without a quantitative analysis.

(7) What factors should we consider in estimating the impact of changes in demand for
other tobacco products?

See responses to questions 1B(4) and 7(4).

(8) If FDA were to finalize a nicotine tobacco product standard, what might be the costs to
current smokers?

See response to question 7(2).

(9) Are there any other relevant comments or information that would be helpful for FDA
to consider in analyzing the economic impacts of a proposed nicotine tobacco product
standard?

No additional comments.

5. POTENTIAL PUBLIC HEALTH BENEFITS OF PREVENTING INITIATION TO
REGULAR USE AND INCREASING CESSATION
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FDA issued an accompanying preliminary impact analysis
(http://www.nejm.org/doi/pdf/10.1056/NEJMsr1714617) recognizing potential costs and benefits
from a possible nicotine tobacco product standard, including the potential impacts on growers of
tobacco and current users of potentially regulated products. FDA’s population-based simulation
model projects the potential public health impact of enacting a regulation lowering nicotine
levels in cigarettes and certain other combusted tobacco products to minimally addictive levels.
Based on experts’ determinations that the reduction in nicotine levels in combusted tobacco
products would create substantial reductions in smoking prevalence due to increased cessation
and reduced initiation, the model calculates that by 2100, more than 33 million youth and young
adults who would have otherwise initiated regular smoking would not start as a result of the
nicotine standard, and 5 million additional smokers would quit smoking one year after
implementation of the standard, compared to the baseline scenario, which would increase to
approximately 13 million additional former smokers within five years after policy
implementation.

This analysis does a good job as far as it goes. However, it considers only tobacco use
prevalence and mortality as outcomes. It does not include any measure of impact on health care
utilization or costs. The assumptions about transitions between different tobacco use categories
include only combusted products, notably excluding electronic cigarettes which are commonly
used by cigarette smokers and an important pathway into nicotine addiction for youth, an effect
that could be aggravated by a nicotine product standard that does not consider the whole market.
The transition rates are derived from the opinions of 8 experts, a reasonable approach given the
lack of experience with a low nicotine product. However, the expert opinions vary considerably
and do not approach consensus, suggesting great levels of uncertainty in the estimates.

FDA notes that the analysis does not address certain potential added benefits, including: (1)
increased quality of life from decreased tobacco-related morbidity and costs savings from
medical care averted; (2) impacts of secondhand smoke exposure on public health; (3) reductions
in harms caused by smoking-related fires; (4) potential impact on population health from use of
other combusted products (e.g., cigars, pipes) if the assumed rule were to cover such products;
and (5) potential health benefits associated with smokers cutting down on the number of
cigarettes smoked as a result of the standard. These are all important issues that need to be in the
final analysis. In addition, the effects of shifting to noncombusted tobacco products (such as e-
cigarettes), including their effects on initiation and cessation and their direct health effects needs
to be modeled.

All of these questions presume only positive effects of the policy and do not allow for
consideration of adverse unintended consequences, such as increases in youth initiation, or
shifting current tobacco users to other nicotine products with the net result that overall cessation
would be reduced, which is the tobacco companies’ goal in the development of new products.

CONCLUSION

A product standard to reduce nicotine delivery in all combustible recreational tobacco products
could have unintended negative consequences, such as increasing the demand for and innovation



of other inhaled nicotine products, such as e-cigarettes. The likelihood of increased youth and
young adult initiation is of particular concern. A reduced nicotine product standard could bring
substantial public health benefits if it is done in a way that does not open the door to the
tobacco companies to deter cessation and expand their customer base



