August 18, 2021

Via E-Mail and U.S. Mail

Hon. Janet Woodcock
Acting Commissioner
Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Dear Commissioner Woodcock:

High-potency nicotine products sold in youth-friendly flavors have swamped the marketplace.
These flavored products—from e-cigarettes to oral nicotine pouches—are inherently attractive to
youth, a problem compounded when they are marketed in ways that further entice children and teens.
Lack of effective national regulation of such products would all but guarantee that a new generation
of young people will needlessly become addicted to nicotine. The Food and Drug Administration has
the power to regulate these harmful products, and we implore you to take swift, effective measures to
protect America’s youth.

These products should not be on the market in the first place, as they have not received
marketing orders required by Section 910 of the Food, Drug, and Cosmetic Act, as amended by the
Family Smoking Prevention and Tobacco Control Act. As the FDA now considers whether to grant
Premarket Tobacco Product Applications (PMTAS) for these products and allow them to stay on the
market, the undersigned Attorneys General urge you to take the following measures: (1) prohibit all
non-tobacco flavors—including menthol, (2) limit the amount of nicotine in these products, and (3)
impose marketing restrictions and effective age verification to prevent youth access and appeal.

Although the full scope of the health risks posed by e-cigarettes and the newest generation of
oral nicotine products is not yet known—including how their harm compares to that of traditional
tobacco products—these products contain nicotine and will serve as a gateway to nicotine addiction
for young people. Nicotine has particularly harmful effects on the developing brain, with adolescents
being significantly more likely to become addicted than adults.® Adolescent nicotine consumption is
also associated with numerous adverse physical outcomes such as nicotine poisoning and toxicity, as
well as mental health and behavioral problems like major depressive disorder, academic problems,

! Menglu Yuan et al., Nicotine and the adolescent brain, 593(16) J. of Physiology, 3397-3412 (2015).
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and addiction to other substances.? Moreover, use of e-cigarettes is associated with higher
susceptibility to later use of combustible cigarettes and cigars.®

Our concerns are based on our extensive experience in dealing with the dangers of
combustible tobacco products. Manufacturers of such products have a well-documented history of
using appealing flavors and marketing tactics to target youth. Manufacturers of new nicotine products
have been quick to adopt many of those tried-and-true approaches and have taken full advantage of
the relatively few restrictions applicable to their products. As a consequence, these products are still
permitted to be sold in a virtually unlimited variety of flavors and are marketed in ways that directly
appeal to youth.

The disparity in the way the FDA has treated e-cigarettes and regular cigarettes has allowed
an explosion of growth in e-cigarette use and nicotine addiction, especially amongst youth,* to the
point that the U.S. Surgeon General called it an epidemic in 2019.° E-cigarette use among high school
students increased dramatically, from just 1.5% in 2011 to 11.7% in 2017, and then to 27.5% in 2019.°
2020 data shows that 19.6% of high school students have used an e-cigarette in the past 30 days, with
38.9% of those reporting e-cigarette use on 20 or more days of the past 30 days, and 22.5% reporting
daily use. This youth e-cigarette boom was led by JUUL, but countless other companies—including
all the major tobacco companies—have also cashed in.

At the same time, new oral nicotine products (like Zyn, On!, and Velo) threaten to become
the next JUUL, further intensifying the nation’s underage nicotine binge.’ Indeed, nicotine pouches—
led by Zyn—are quickly becoming the fastest-growing nicotine category in convenience stores,
growing by about 500% during the 24 weeks ending on May 30, 2020.8 A fall 2020 survey shows
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that 13% of 15-24 year olds used nicotine pouches in the past 30 days.® Critically, sale of these
products has not been authorized by the FDA, much less approved for cessation purposes. The FDA
should act quickly to rein in these products before a full-blown youth crisis emerges—as we are still
experiencing with e-cigarettes—and countless additional youth become addicted to nicotine.

Newer oral nicotine products are designed to be much more discreet and attractive than
previous generations of products. For instance, a nicotine pouch, which is small and sits unnoticeably
between the lips and gums, does not contain actual tobacco leaves and does not require the user to
spit.1® These products can be consumed anytime, anywhere—including in schools—without any
visible indication they’re being used. Unsurprisingly, manufacturers are vigorously marketing these
nicotine products by touting users’ ability to consume them in any setting. In fact, a recent study
shows that of 38 million pieces of oral nicotine direct mail sent to US consumers, 84% featured claims
that the product could be used anywhere.!

In weighing whether e-cigarettes and oral nicotine products should be allowed to remain on
the market, the FDA should protect children by eliminating youth-appealing flavors, limiting nicotine
levels, and restricting marketing.

Prohibit Non-Tobacco Flavors

The common denominator with all of these youth-appealing nicotine products is clear: flavors.
Instead of tobacco flavor, these products come in a staggering variety of flavors, including in the
broad categories of fruit, dessert, and mint/menthol. Allowing such flavors to remain on the market
poses a serious risk to the health of America’s youth.

It has been well documented that flavored combustible and e-cigarettes (including menthol)
attract youth at alarming rates, and we have every reason to expect that the same will be true for the
newest generation of oral nicotine products. Young people are more likely to report interest in trying
an e-cigarette if it is flavored, with e-cigarette “taste” being one of the top reasons why teens start
using e-cigarettes.'?> More than 80% of adolescents using e-cigarettes choose non-tobacco-flavors,
and the most popular flavors are fruit, mint, and menthol.*®
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The concern over flavors is not new. On August 8, 2014, twenty-nine Attorneys General
submitted comments in support of the FDA’s Notice of Proposed Rule, 79 Fed. Reg. 23142 (April
25, 2014), deeming all tobacco products, including e-cigarettes, to be under its jurisdiction. Those
comments supported the FDA’s rule, but also urged it to restrict e-cigarette flavors in the same manner
in which cigarette flavors were restricted because of the risk flavored e-cigarettes pose to young
people. The FDA declined to take that step, however, partly out of hope that flavored e-cigarettes
would help transition current smokers to a potentially less harmful product.!* Seven years later, there
is still no definitive evidence that e-cigarette use is associated with smoking cessation, much less that
flavored e-cigarettes contribute to smoking cessation. However, as shown by the data cited above,
there is overwhelming evidence that flavored e-cigarettes are hooking a new generation on nicotine.

Indeed, the FDA has repeatedly acknowledged the role flavors play in addicting youth to
tobacco products. In January 2020, the FDA announced that it would prioritize its enforcement against
flavored cartridge-based e-cigarettes (except menthol and tobacco flavors) because of their appeal to
youth.™® In response, on February 27, 2020, twenty-seven Attorneys General wrote a letter appealing
to the FDA to include menthol flavors in its enforcement priorities for ENDS and to expand its
enforcement priorities of ENDS products beyond cartridge based systems to include popular products
such as sealed disposables like Puff Bar.

Following menthol’s exception from the FDA’s restriction on flavors, there has been a surge
in popularity among youth of e-cigarette products with menthol flavoring. Menthol-flavored e-
cigarette sales jumped 54.5% in market share over the four weeks following the FDA 2020 guidance,
and 82.8% over eight weeks.*® Despite industry arguments, it is clear that menthol appeals to youth,
just like all other non-tobacco flavors.

The FDA has long known that menthol flavoring in combustible cigarettes appeals to youth
and increases the number of teens who become regular smokers.t” The FDA acknowledged the
insidious history of menthol marketing and youth appeal in April of this year when it announced its
plan to ban menthol-flavored cigarettes along with all flavors of little cigars. In banning menthol in
combustible tobacco products, the FDA took a substantial step in reducing youth initiation. However,
the appeal of menthol flavoring to youth does not go away because it is consumed through an e-
cigarette or oral product rather than combustible tobacco. The FDA should work toward the same
goal it has announced for combustible tobacco and ban menthol, along with all other flavors, for any
nicotine product that has not been approved as a cessation product. The FDA can immediately
effectuate this goal by denying all PMTASs for products containing menthol or other flavors.

14 Food and Drug Administration, HHS, 81 Fed. Reg. 28974, at 29055 (2016). On July 19, 2018, a coalition of states
continued to raise concerns about flavors, submitting comments in response to the FDA’s Advance Notice of Proposed
Rulemaking titled “Regulation of Flavors in Tobacco Products,” again calling upon the FDA to ban the use of flavors,
including menthol, in all tobacco products. The comments described how tobacco companies use flavors to mask the
harshness of tobacco and nicotine, thereby making it easier for new and younger users to become addicted.

15 FDA finalizes enforcement policy on unauthorized flavored cartridge-based e-cigarettes that appeal to children,
including fruit and mint, Food and Drug Administration (Jan. 2, 2020) https://www.fda.gov/news-events/press-
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Limit Nicotine Amount

In addition to prohibiting flavored products, the FDA should limit the amount of nicotine in
e-cigarette and oral nicotine products.

Unsurprisingly, research shows that higher amounts of nicotine are related to greater
likelihood of the user becoming addicted and dependent.® With the advent of JUUL’s 5% nicotine
salt formula, a “nicotine arms race” ensued that resulted in extremely powerful and addictive e-
cigarette products flooding the market and quickly addicting young people, many of whom had never
used—and likely would never have used—a tobacco product before.®

The same concern exists in the woefully under-regulated market for oral nicotine products,
where the FDA has also not imposed any rules on acceptable levels of nicotine and companies offer
a wide variety of nicotine strengths.2 A recent study of nicotine content in popular nicotine pouch
brands, which revealed a wide range in nicotine levels, observed that “nicotine pouch products with
high free nicotine may lead to greater nicotine dependency.”?! This is especially concerning given
prior research showing that young people are often unable to ascertain whether certain tobacco
produzczts contain comparably low or high amounts of nicotine—or whether they even contain nicotine
at all.

Other countries have tackled this problem by imposing limits on the amount of nicotine in
products. For instance, the United Kingdom and the European Union allow only 20mg/mL nicotine
in e-cigarettes; by contrast, in the United States, JUUL’s 5% product delivers a staggering 59mg/mL
nicotine.

The FDA should act now to curb ever-higher levels of nicotine by limiting the nicotine
strengths of all products. The FDA can immediately effectuate this goal by denying all PMTAs for
products containing high levels of nicotine.

Restrict Marketing
Finally, the FDA should use its authority under Sections 906 and 910 of the Food, Drug, and

Cosmetic Act to ensure that nicotine products—whether e-cigarettes, pouches, gum, or lozenges—
are not marketed to youth.
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20 gstephen Stanfill et al., Characterization of Total and Unprotonated (Free) Nicotine Content of Nicotine Pouch
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young adults, and older adults in the United States, 27(6) Drugs: Education, Prevention and Policy 451-461 (2020).

5



Research shows that marketing influences decision-making by young people and is a
significant reason why young people use e-cigarettes.”® Adolescents are particularly susceptible to
marketing and advertising, and exposure to e-cigarette marketing is associated with lower perceptions
of risks, including risk of addiction.?* Manufacturers’ use of the Internet and social media to market
their nicotine products heightens the susceptibility of youth as it greatly increases manufacturers’
opportunity to reach and interact with young consumers.?> Moreover, the tobacco industry’s use of
social media “influencers” can be especially pernicious for youth, given that tobacco marketing
messages are more effective when they appear to come from peers rather than corporations.?

E-cigarette companies regularly engage in activities from which their combustible
counterparts are barred. In its first few years, JUUL took several pages out of big tobacco’s playbook,
including the use of company-sponsored parties, billboards with youthful imagery, advertising in
magazines read by youth, celebrity endorsements, and emphasis on youthful themes like rebellion,
irreverence, popularity, and attractiveness.?’” While JUUL has been subjected to scrutiny by the FDA
and States for its role in the vaping epidemic and has experienced a decline in market share, other e-
cigarette companies have stepped in to vie for that market share. For instance, in November 2020,
VUSE, in conjunction with Rolling Stone magazine, promoted its e-cigarette products through a
multi-day concert featuring a number of celebrities.?® Unfortunately, these marketing tactics
successfully appeal to youth and increase the likelihood that young people will begin vaping.?®

Accordingly, the FDA should impose restrictions in any marketing orders it issues that ensure
marketing tactics and materials are not attractive to youth and that youth are not bombarded with
messages encouraging them to use these products. In addition to imposing the more traditional
marketing restrictions that already apply to combustible tobacco products, the FDA should closely
examine the digital marketing landscape, including website advertising and the use of social media
platforms popular with young people, such as Instagram, Snapchat, and TikTok. As part of that effort,
the FDA should require effective age-verification for access to promotional material on the Internet
and on social media sites.

*k*k
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As the FDA reviews pending Premarket Tobacco Product Applications, the undersigned
Attorneys General urge it to deny applications that will exacerbate America’s youth nicotine epidemic
and jeopardize our children’s health. In addition to addressing the explosion of high-nicotine, flavored
e-cigarette products popular among youth, the FDA should be proactive—not reactive—in its
approach to newer nicotine products, such as pouches, gums, and lozenges, to ensure they do not add
to that epidemic. Now is the time to take decisive action to rein in all youth-appealing products before
irreversible damage is done to the public health.
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200 Independence Avenue SW
Washington, DC 20201

Hon. Mitch Zeller

Director

Center for Tobacco Products
Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002



