June 30, 2022
Center for Tobacco
U.S. Food and Drug Administration
10903 New Hampshire Ave
Silver Spring, MD 20993
Re: Tobacco Product Standard for Menthol in Cigarettes
Docket No: FDA-2021-N-1349
RIN: 0910-AI60
Dear Dr. Califf:
The Competitive Enterprise Institute (CEI) welcomes the opportunity to offer comments on the Food
and Drug Administration’s (FDA) proposed ban on menthol as a characterizing flavor in cigarettes. As a
non-partisan, non-profit public policy organization, CEI has a long history of research and advocacy on
consumer issues with an emphasis on advocating for evidence-based policies based on objective
analyses of intended, as well as unintended, effects on public health and consumer welfare.
The evidence is unambiguous that smoking combustible cigarettes is a dangerous habit that can cause
serious harm to individuals’ health over the long term. We share the FDA’s desire to reduce the
prevalence of smoking, as well as an interest in addressing longstanding health disparities in smoking
and smoking-related health outcomes. But we share the concerns raised by civil rights and criminal
justice advocates that approaching these public health goals with criminal law—as with the war on
drugs—will fail to help smokers in the most vulnerable populations and exacerbate racial discrimination
in the criminal justice and health care systems.1
Based on our review of the available evidence, we fear that the proposal will neither substantially
reduce smoking nor reduce racial health disparities, as expected. Moreover, we believe that the FDA’s
assessment that the proposal will not have a significant impact on illicit tobacco markets—based on its
understanding of the drivers of the current illicit tobacco trade in the U.S.—fails to account for the
transformation in demand and supply likely to result from this proposal and from other policy changes
proposed or already implemented at both the federal and state level.
While the FDA’s belief that some smokers will quit smoking as a result of eliminating menthol as a
characterizing flavor in cigarettes may be correct, we project that it will lead to a lower quit rate than
anticipated, as a greater portion of smokers switch to equally harmful non-mentholated cigarettes and
many opt to purchase both menthol and non-menthol cigarettes from illicit suppliers, spurring a larger,
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more profitable, and more accessible illicit tobacco market that, ironically, will facilitate youth access to
combustible tobacco products, lead to more over-policing of minority communities, worsen racial health
disparities, and increase economic inequities.
Background: While there is mixed evidence that menthol flavoring may play a role in the initiation and
sustainment of smoking behaviors, there is no credible evidence that mentholated cigarettes are more
harmful than non-mentholated ones. In fact, some evidence finds that menthol smokers have lower
risks for mortality from lung cancer (though this is likely due to menthol smokers tending to consumer
fewer cigarettes on average).2
Furthermore, no credible evidence suggests that mentholated cigarettes are more addictive or harder to
quit, with studies finding similar cessation rates among menthol and non-menthol smokers, regardless
of ethnicity.3 For example, a study of over 16,000 low-income black and white adult smokers found that
the odds ratio of quitting menthol cigarettes—adjusted for race, age, education, income, and smoking
history—was 1.01 among black smokers and 1.02 among white smokers.4
While smoking remains a serious public health issue, particularly among certain groups, the overall
smoking rates for among adults, at 12.5 percent, and youth, at 1.5 percent, are lower than ever, and
there is little indication that the continued availability of menthol cigarettes has meaningfully impacted
smoking rates among the general population, youth, or racial minorities. As noted in the FDA’s proposed
rule, menthol cigarette use is disproportionately higher among youth smokers than among older
smoking cohorts. Still, menthol smoking among youth smokers is lower than non-menthol cigarette
smoking (with 60 percent of high school smokers and 65 percent of middle school smokers reportedly
smoking non-mentholated cigarettes).5 Furthermore, while menthol smoking among youth may be
proportionally higher compared to adult populations, the prevalence of smoking overall remains
significantly lower in younger than in older cohorts, which suggests that menthol cigarettes have little
effect on smoking prevalence.6
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Similarly, some researchers and anti-tobacco activists have suggested that menthol cigarettes are a
driving factor of racial health disparities related to smoking because, as the FDA notes, menthol
cigarette use is disproportionately high among black adult smokers compared to the general population.
However, the prevalence of smoking among black adults is functionally no different from the prevalence
among white adults (14.4 percent versus 13.3 percent).7 Again, as with youth, this suggests that
menthol cigarette use is not a major factor driving smoking prevalence.
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Intended and Unintended Effects: In its rulemaking materials, the FDA asserts that its proposed rule on
menthol cigarettes would avert up to 654,000 smoking-attributable deaths by 2060 due to declines in
smoking initiation and increases in smoking cessation among menthol smokers “if menthol cigarettes
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were no longer available.” However, as we have seen from the U.S. experience with drug and tobacco
prohibitions, criminalizing the sale of substances for which demand remains high does not result in such
substances being unavailable for those who want them. To the contrary, the higher price consumers are
willing to pay for formerly legal substances can attract illicit suppliers into the market, perversely making
access to such substances easier, particularly for minors who were previously blocked from purchasing
such substances in a legal, regulated market.
Furthermore, the FDA’s estimate of life-years saved as a result of the menthol ban rely primarily on
models presented by Levy et al., which as the authors themselves make clear, are limited by the
assumptions used in the models.8 Specifically, the models are based on the current composition of the
legal market for nicotine and tobacco products, current consumption patterns, and expert opinions
about likely changes in consumer behavior in response to a menthol cigarette ban. However, we believe
these predictions about future market and consumer behavior are inaccurate for two reasons:
1) The market for both legal and illicit tobacco, though previously relatively stable, will shift
dramatically in response to product bans as consumers will likely shift to the illicit market for
both tobacco products.
2) The market for cigarette alternatives, such as e-cigarettes, will continue to change dramatically
in response to product bans.
The legal market for nicotine and tobacco products has become increasingly dynamic in recent years as
non-combustible nicotine products rise and fall in popularity, are legalized, or prohibited. This market is
likely to continue evolving dramatically as states, the U.S. government, and foreign governments
implement new rules. Additionally, though the illicit tobacco market in the U.S. has remained relatively
stable, that is likely to change in the wake of significant federal policy changes, such as a menthol ban
and a move to reduce the nicotine concentration in tobacco cigarettes to non-addictive or near-nonaddictive levels.
Predicted behavioral response to a menthol cigarette ban among current and would-be menthol smokers
Levy et al.
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First, the reduction in life-years lost that Levy et al. project from a menthol cigarette ban arises in part
from the belief that many current and future “menthol smokers would be especially likely to switch to
menthol [nicotine vapor products.]” In fact, the substitution of high-risk combustible menthol cigarettes
for lower-risk menthol-flavored nicotine vapor products (NVPs) accounts for approximately half of the
benefits Levy et al. estimate from a menthol cigarette ban. But menthol smokers’ interest in and ability
to switch to lower-risk nicotine products as a substitute for combustible menthol cigarettes depends
largely on the availability and acceptability of such products in the marketplace. Given that the FDA has
yet to approve a single menthol-flavored e-cigarette (and has indicated it may never do so), consumer
access to menthol-flavored NVPs will continue to decline. Therefore, it is likely that many current and
future menthol smokers who Levy et al. predict would switch to menthol-flavored NVPs in response to a
menthol cigarette ban will do something else, with an unknown impact on rates of combustible
smoking, smoking cessation, and use of illicit market products.
Second, although Levy et al. do incorporate estimates about the impact a menthol cigarette ban would
have on illicit tobacco sales, these estimates stem from experts’ beliefs about consumer behavior in
relation to current illicit market conditions. They do not predict menthol smokers’ behavior in the
presence of a larger and more accessible illicit tobacco market. Based on economic logic, a larger and
more accessible illicit market for menthol cigarettes seems a highly likely outcome.
Under current market conditions, Levy et al. predict that upwards of 10 percent of current menthol
smokers would turn to illicit sources in the wake of a menthol cigarette ban. Given the relative ease of
converting legal, non-menthol cigarettes into contraband mentholated cigarettes, illicit suppliers would
have little difficulty in meeting this growing demand. Furthermore, in the wake of a menthol ban, illicit
sellers could charge a higher price for menthols than consumers currently pay for legal menthol
cigarettes. That would make the illicit tobacco trade significantly more profitable than it is currently.
Traditionally, illicit tobacco sales in the U.S. have been driven by domestic bootlegging, with small-scale
operators purchasing legal cigarettes in low-tax jurisdictions and transporting them for sale in higher-tax
jurisdictions.9 Under this model, profits for illicit tobacco sellers are marginal, as the prices charged by
illicit sellers must remain lower than the cost of legal cigarettes in high-tax jurisdictions. However, when
products become illegal, illicit sellers can charge higher prices than products cost when they were legal,
making such schemes significantly more profitable, and therefore more attractive to greater numbers of
illicit and more sophisticated operators into the market.
As experience has shown, larger and more visible illicit tobacco sales increase the perceived
acceptability of illicit tobacco markets in communities where they occur.10 And, given that illicit tobacco
markets are frequently concentrated in low and primarily minority communities, such an outcome could
significantly impact the projected effects of a menthol cigarette ban on public health and health
disparities.
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Effects of a menthol cigarette ban on smoking behavior: In assessing the likely effects of a menthol
cigarette ban on consumer behavior, the FDA cites several studies conducted in countries, states, and
cities that have banned menthol or other flavored-tobacco products. However, several of the studies
cited, such as Gammon et al. rely exclusively on sales data, which cannot fully assess the impact of
substitution, illicit sales, or cross-border sales, and therefore do not accurately reflect potential
behavioral changes in response to the city’s ban on flavored tobacco products.11
In fact, studies that include survey data of smoking behavior pre- and post-ban show increased
combustible cigarette sales in the wake of bans on menthol or other tobacco flavors. This includes Yang
et al., which, as the FDA states, shows a reduction in overall tobacco product use following San
Francisco’s ban on flavored tobacco.12 However, this same study indicates that that reduction was
driven largely by decreases in the use of lower-risk NVPs and shows significant increases in combustible
cigarette smoking, both menthol and non-menthol, particularly among young adults. Prior to the ban,
Yang et al. show that 27.4 percent of adults reported any cigarette use, while after the ban 37.1 percent
in this group reported smoking combustible cigarettes. Among those aged 18 to 24, Yang et al. show
that 14.5 percent reported smoking menthol cigarettes prior to the ban, while this percentage increased
to 19.4 percent after the ban.
The FDA claims that statewide sales of cigarettes declined in Massachusetts following its June 2020 ban
on flavored tobacco, including menthol cigarettes, citing Asare et al.13 However, other studies of the
regional effects of Massachusetts’s flavored tobacco find that, while sales did decrease in
Massachusetts, they increased in neighboring states, indicating that cigarette consumption did not
decline in Massachusetts after the flavor ban, but rather that sales were simply diverted to neighboring
states.14
Similarly, the FDA cites several studies examining the effects of flavored tobacco bans in Canadian
provinces to project potential consumer responses to such a ban in the U.S. Among those cited is a study
by Carpenter and Nguyen, which, according to the FDA, “found that provincial menthol sales restrictions
were associated with decreases in menthol cigarette smoking.”15 That is true, but the authors also found
that when they supplemented their analysis of sales data with survey data about self-reported smoking
behaviors in youth and adults, they “do not find that provincial menthol bans had any significant effects
on population rates of cigarette smoking or quit behaviors for either youths or adults,” with decreases in
menthol cigarette sales and use offset by youth switching to non-menthol cigarettes and adults
11
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purchasing menthol cigarettes from First Nations reservations, where menthol bans do not apply. While
the FDA asserts that this finding is “inconsistent with the authors’ supplemental analysis that found
decreases in menthol cigarette sales and no effect on non-menthol cigarette sales postimplementation,” that apparent inconsistency is more likely due to the limitations of official sales data,
which may not capture changes in other sources of cigarette acquisition, such as illicit and contraband
cigarettes.
The FDA also cites evidence from Canada’s experience with a menthol cigarette ban to support its
expectation that such a ban in the U.S. would promote smoking cessation attempts and success rates.
This is likely an inapt comparison, as menthol cigarette use is substantially less prevalent in Canada than
the United States—5 percent compared to 30 percent. Because of this lower demand for menthol
cigarettes and the ability to continue purchasing menthol cigarettes through First Nations reservations,
the demand for illicit menthol cigarettes does not appear to have been great enough to significantly
increase illicit supply. Therefore, the stability in illicit tobacco sales observed in Canada after its
nationwide menthol cigarette ban went into effect is unlikely to be replicated in the U.S.
Moreover, unlike in Canada, the menthol cigarette ban proposed for the U.S. would not exempt Native
American reservations or flavored accessories. While the FDA suggests that this will increase the
likelihood of a menthol ban having its intended effect, we propose that this will have the opposite
effect. Because a much greater proportion of the U.S. population prefers menthols and, in the wake of
the FDA’s proposal, would not be able to acquire menthol cigarettes from alternative sources like Native
American reservations, the demand for illicitly supplied menthol cigarettes would be far greater in the
U.S. than in Canada.
This higher demand, coupled with the relative ease by which illicit cigarette manufacturers can convert
non-mentholated cigarettes into mentholated ones, makes it highly likely that illicit suppliers will be
both motivated to, and capable of, meeting demand for illicit menthol cigarettes after the
implementation of a national sales ban. Menthol cigarettes would remain more widely available in the
U.S. than in Canada, which could diminish the predicted effects of the ban on smoking cessation.
In countries where menthol cigarette use is similar to U.S. rates, studies of the effects of national
menthol cigarette bans on smoking behaviors have found mixed results. In Poland, for example, menthol
cigarettes comprise approximately 28 percent of all cigarette sales (with 22 percent of current Polish
smokers self-reporting menthol cigarette use.)16 That is similar to the U.S., where menthol cigarette
sales comprise 37 percent of total cigarette sales and about 40 percent of smokers report smoking
menthol cigarettes.17 In their study of Polish smoking behaviors after the implementation of a European
Union-wide ban on menthol cigarette sales, Liber et al. found no significant change in cigarette sales
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attributable to the ban. However, when stratified by region, Liber et al. did find that areas with higher
menthol pre-ban consumption had significant reductions in total cigarettes after the ban.18
The results observed by Liber et al. in Poland could suggest that a similar ban on menthol cigarette sales
in the U.S. would be particularly effective among black adult smokers, among whom menthol cigarette
use is higher than in the general population. However, the results from Poland are likely not applicable
to the U.S. population due to differences in the characteristics of the two populations. As Liber et al.
note, menthol smokers in Poland tend to be more highly educated and wealthier than non-menthol
smokers, unlike in the U.S. where menthol smokers tend to be less educated and have lower income—
characteristics that are also associated with lower odds of smoking cessation attempts and successful
quitting.19 Therefore, a ban on menthol cigarette sales in the U.S. is likely to be even less successful than
it was in Poland.20
Impact on illicit tobacco sales: The FDA states that the proposed rule would not have a significant
impact on the illicit market, based on observations in countries that have banned menthol cigarettes,
U.S. states that have implemented bans on flavored tobacco products, and projections about how the
existing illicit tobacco supply chains in the U.S. might respond to a nationwide menthol cigarette ban.
However, as noted, studies of other countries’ experiences with menthol cigarette bans are limited by
differences in the characteristics of smokers, menthol smokers, and levels of demand for menthol
cigarettes. Furthermore, we believe that the FDA’s assessment ignores the potential role of domestically
produced tobacco and manufactured cigarettes and severely underestimates the resourcefulness of
illicit supply chains to respond to increasing demand.
Compared to other types of trafficking—such as for narcotics, human, and weapons—cigarette
smuggling is a low-risk criminal activity, with less chance of detection and less harsh penalties. In an
effort to diversify income sources, drug cartels have already begun expanding into the illicit tobacco
trade.21 That trend is likely to continue as nations around the world impose stricter laws on cigarette
sales and higher tobacco taxes, increasing demand for illicitly-supplied tobacco products and, as a result,
increasing the profitability of illicit tobacco sales. Given the size of the U.S. menthol cigarette market,
estimated at $17 billion in revenue each year, it is highly likely that existing illicit tobacco suppliers and
other criminal outfits attracted to the more profitable market will attempt to profit from this unmet
demand.22
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In addition to its impact on tax revenue collection, crime, and national security, an increase in the illicit
tobacco trade also has implications for the public health effects of tobacco policies.23 Currently, illegal
cigarette sales tend to be concentrated in lower-income and minority communities, contraband
cigarettes tend to be lower-priced than their legal equivalents, and illicit dealers have little incentive to
comply with age restrictions and prohibitions on single-cigarette sales.24 Should a menthol cigarette ban
lead to a larger or more accessible illicit tobacco market, it may have the unintended effect of making
non-mentholated cigarettes more available and affordable for the very populations the policy intends to
help: minors and people of color. Thus, while a ban on menthol cigarettes may result in decreased
consumption of menthol cigarettes as the FDA predicts, the consumption of non-mentholated
cigarettes, legal and illicit, may increase to a significantly higher degree than the FDA predicts.
Because the U.S.-based illicit tobacco market operates primarily by smuggling cigarettes from lower-tax
states into higher-tax jurisdictions, some—including the FDA—assume that a national ban on menthol
cigarette sales would make it harder for illicit cigarette dealers to find supplies, resulting in fewer illicit
sales compared to regional bans. However, as seen from trafficking in other nationally prohibited
substances, such as narcotics, a federal ban is unlikely to prove a significant hurdle to international illicit
supply chains.
Moreover, while the current illicit tobacco market is predicated on offering customers lower-priced
cigarettes, the return on investment from illicit tobacco sales is relatively small. A national ban on
menthol cigarettes, however, could allow illicit tobacco dealers to charge higher prices for contraband
menthol cigarettes. As such, while the ban might increase transaction costs for suppliers attempting to
transport tobacco across national borders, it would also increase the profitability of doing so
successfully, potentially attracting more sophisticated drug trafficking outfits—with already established
supply chains—to enter the market for illicit tobacco.
Furthermore, the FDA does not account for the impact of domestic production of menthol cigarettes.
Unlike the production of non-menthol cigarettes, which requires growing tobacco and rolling it into
cigarettes on a mass scale, the production of illicit menthol cigarettes would be significantly less
burdensome. To produce illicit menthol cigarettes, producers need only to have access to raw tobacco
or non-menthol cigarettes, which they can then convert into menthol by adding menthol to raw tobacco
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or menthol accessories to rolled tobacco cigarettes, such as flavored filters, capsules, sprays, and other
devices already gaining popularity in countries where menthol cigarettes are banned.25
Effects on social justice: While it is possible that the proposed menthol ban would result in measurable
smoking reductions among certain populations, we believe that the FDA has not fully weighed the
societal cost of pursuing this well-intentioned public health goal through criminal enforcement policies.
In particular, we are concerned that enforcement efforts, particularly in the event of increased illicit
activity, will have the unintended effect of exacerbating economic, social, and criminal justice
disparities.
Contraband cigarettes already make up a significant portion of the cigarettes consumed by American
smokers. That is particularly true in states with higher tobacco taxes, like New York, where an estimated
half consumed cigarettes are contraband, and in lower-income neighborhoods, such as in the South
Bronx, where contraband cigarettes make up an estimated 80 percent of cigarette sales, with Newport
cigarettes comprising over 80 percent of contraband cigarettes sold.26
In an attempt to address concerns about the social justice implications of outlawing menthol cigarette
sales, the FDA announced its intent not to enforce the ban on individual consumers and target
enforcement only at operators of illicit tobacco sales. However, that disregards the fact that illicit
market operators are mostly people who use those illicit products.27 It also disregards that the FDA has
little control over how state and local authorities will enforce the law.
The sale and distribution of contraband cigarettes is a felony under federal law, as well as state law in 44
states. 37 states make the punishment for such crimes subject to mandatory minimum prison
sentences.28 Additionally, 36 states, plus the District of Columbia, treat the mere possession of
contraband cigarettes as a crime.29 Outlawing menthol cigarettes and subsequent efforts by local
authorities to enforce the law will result in more negative and potentially violent interactions between
law enforcement and citizens. We have already observed such incidence arising from tobacco law
enforcement around the country, such as the death of Eric Garner in New York, the tasering of young
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men in Maryland and Georgia, and numerous other cases.30 That is a major reason that groups like the
National Association of Black Law Enforcement Officers, National Association of Blacks in Criminal
Justice, the National Association of Criminal Defense Lawyers, and a coalition of mothers whose black
children have been killed by police have spoken out in opposition to outlawing menthol cigarette sales.31
The size of the illicit tobacco market has already led to calls for authorities to crack down on the
activity.32 Suggestions on how authorities can tamp down on illicit tobacco sales, provided by health
groups, include expanding definitions of illegal tobacco activity subject to state prosecution and
penalties, reducing requirements to trigger violations, assigning additional enforcement agents looking
for illegal sales, steeper fines for violators, jail or prison sentences for those participating in large
smuggling efforts or who are guilty of repeatedly violating states’ anti-smuggling or tax-avoidance laws,
and the seizure of property suspected of being used in connection with cigarette smuggling.33
It is unclear how effective such policies are in reducing illicit sales. What is clear is that these punitive
approaches fall disproportionately on minority communities.34 As illicit tobacco sales are concentrated in
lower-income and minority communities, assigning more police to look for such activity would mean
more over-policing in those communities. It would also increase opportunities for potentially violent
interactions between people of color and authorities, more arrests, and more incarceration.
As a result, the quest to enforce a menthol cigarette ban would likely exacerbate the economic, social
justice, and criminal justice disparities our country is just now beginning to address. We urge the FDA to
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menthol cigarette ban will accomplish justify the harms such a prohibition will inevitably produce,
particularly for the people and groups it claims to want to help most.
Conclusion: Based on the evidence we have analyzed, we estimate far lower reductions in smoking
initiation and lower rates of smoking cessation as a result of the proposed rule than those envisioned by
the FDA.
Just as importantly, we estimate a far higher non-compliance rate, with a significant portion of the
current and future menthol smoking population turning to the illicit supply chain. In addition to the
criminal and social justice implications arising from attempts to enforce the proposed standard, we fear
that increasing the size and accessibility of illicit tobacco sales will have the perverse effect of increasing
youth access to combustible tobacco products. Under such conditions, the effects of the proposed ban
would be significantly more harmful than beneficial to public health.
In light of this, we urge the FDA to pursue public health approaches, rather than criminal policies, aimed
at discouraging combustible cigarette smoking or encouraging smokers to switch to less harmful
alternatives. These may include increasing access to FDA-approved smoking cessation products or
encouraging smokers to switch to lower risk non-combustible substitutes, such as e-cigarettes, snus, and
heated tobacco. That will require for the FDA to drastically alter its current course on non-combustible
nicotine products, by approving a wider array of products and flavors that smokers might switch to,
including menthol. This harm-reduction approach, rather than one focused on criminal penalties, would
more likely help reduce the harmful health consequences of smoking, address racial health disparities,
and avoid exacerbating criminal justice disparities as happened with the war on drugs.
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