November 16, 2021
The Honorable Janet Woodcock
Acting Commissioner
United States Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, Maryland 20993
Dear Acting Commissioner Woodcock:
We write to express great concern over the public health challenge presented by synthetic
nicotine products, including their role in prolonging the youth vaping epidemic. As the Food and
Drug Administration (FDA) continues to process pre-market tobacco product applications
(PMTAs) for deemed new tobacco products, we are deeply alarmed by reports that
manufacturers are switching to synthetic nicotine in order to skirt required pre-market reviews
and continue marketing their nicotine-containing products. We write to urge your agency to act
without delay to ensure that these products do not evade regulatory oversight by using the
authority granted by Congress through the Federal Food, Drug, and Cosmetic Act (FDCA) to
regulate synthetic nicotine products as drugs. We also write to ask what additional authorities or
resources would be helpful for the FDA to regulate synthetic nicotine as a tobacco product.
The FDA is aware1 that manufacturers of synthetic nicotine products allege that their nicotine is
not derived from tobacco plants. Manufacturers producing synthetic nicotine products—such as
the e-cigarette brand Puff Bar—make unsubstantiated claims that the nicotine is crafted from a
“patented manufacturing process” that results in synthetic nicotine “without the residual
impurities of tobacco-derived nicotine.”2 Many other companies also market synthetic nicotine
with assertions about their products’ purity, despite the fact that these claims are not verified, are
potentially misleading, and fail to acknowledge nicotine’s well-established addictive properties3
and potential harm to adolescent brain development.4
We are particularly concerned that manufacturers’ use of synthetic nicotine will undermine
efforts to reduce the continued popularity of youth vaping. For example, Puff Bar markets
Lychee Ice, Banana Ice, Blue Razz, Strawberry Banana, and other fruit flavors5 which have been
shown to attract youth to vaping.6 The original Puff Bar devices are also priced as low as $12.00
per e-cigarette device and come in colorful designs, making these products even more appealing
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to youth and young adults. Similarly, oral nicotine products containing synthetic nicotine also are
marketed in fruit and candy flavors that appeal to youth and are marketed as “convenient” and
“discreet” alternatives.
Data released from your agency in September indicate that more than 2 million middle and high
school students reported current e-cigarette use in 2021. Of these, over 8 in 10 of youth favor
flavored products, and fruit-flavored e-cigarettes remain the most popular on the market. These
data also show that Puff Bar, a synthetic nicotine product, was reported as the most commonly
used brand among high school e-cigarette users. As such, these products present a grave concern
for sustaining this public health crisis.7
We understand that manufacturers of synthetic nicotine, and manufacturers of products that
contain synthetic nicotine, have asserted that these products are not subject to FDA regulation as
a tobacco product. These manufacturers cite the statutory definition of “tobacco product” under
the Family Smoking Prevention and Tobacco Control Act (TCA, Pub.L 111-31), which defines a
tobacco product as any product “made or derived from tobacco,” and argue that synthetic
nicotine-containing products are therefore exempt from required pre-market authorization.
However, leading public health groups have written to the FDA three times, in November 20188,
March 20219, and September 202110 asserting in detail that synthetic nicotine meets the
definition of a “drug” as defined by the FDCA because these products are intended to affect the
structure or function of the human body (21 U.S.C. §321(g)(1)). The FDA itself has recognized
the effects of nicotine on the human body, by explicitly stating that nicotine “produces
significant pharmacological effects in consumers, including satisfaction of addiction, stimulation,
sedation, and weight control.”11
We implore you to use all available authority granted by Congress through the FDCA to regulate
synthetic nicotine products as drugs, absent FDA authority to regulate synthetic nicotine as a
tobacco product. The agency’s failure to assert its jurisdiction over these products threatens to
undermine and negate the agency’s continued review of PMTAs. The FDA cannot allow
manufacturers whose PMTA was denied to immediately pivot—or not submit a PMTA
altogether—to market a host of new “synthetic nicotine” products that will prolong or even
worsen the youth vaping crisis.
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Given the urgency presented by these products, we request a response to this letter and the
following questions within 30 days of receipt:
1. What steps is the FDA taking to ensure that manufacturers of tobacco products do not claim
to have switched to use synthetic nicotine as a means to stay on the market after receiving a
marketing denial order (MDO) from your agency?
2. On March 2, 2021, an FDA spokesperson said the FDA was aware of Puff Bar’s transition to
synthetic nicotine and noted an ongoing investigation.12 In the more than seven months since
that statement, what actions has FDA taken to investigate whether Puff Bar products are in
violation of the drug or tobacco product provisions of the FDCA?
3. What additional authorities or resources would be helpful for FDA to regulate synthetic
nicotine as a tobacco product?
Thank you for your attention to this critical public health concern.
Sincerely,

Jeffrey A. Merkley
United States Senator

Tim Kaine
United States Senator

Elizabeth Warren
United States Senator

Sherrod Brown
United States Senator
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Edward J. Markey
United States Senator

Richard Blumenthal
United States Senator

Tammy Baldwin
United States Senator

Tina Smith
United States Senator

Amy Klobuchar
United States Senator

