MAnited States Senate

WASHINGTON, DC 20510

March 6, 2019

Dr. Scott Gottlieb, M.D.
Commissioner

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, Maryland 20993

Dear Commissioner Gottlieb,

As we have noted previously, the rapid increase in youth use of e-cigarettes is unprecedented and
troubling. We remain concerned that insufficient action by the Food and Drug Administration
(FDA) is creating a new generation of youth addicted to nicotine. With the news of your
resignation, we urge you and your successor at FDA to move immediately and aggressively to
review these products and take action to protect children and public health.

As you know, electronic cigarettes or e-cigarettes are the most commonly used tobacco product
among youth. The 2018 National Youth Tobacco Survey (NYTS) found that current (past 30
days) use of e-cigarettes increased by 78 percent among high school students and by 48 percent
among middle school students between 2017 and 2018. The 2018 NYTS found that 4.9 million
middle and high school students reported current use of any tobacco product in 2018, an increase
of 38 percent among high school students and 29 percent among middle school students — and
that this increase was clearly driven by e-cigarette use.! U.S. Surgeon General Vice Adm. Jerome
M. Adams and Health and Human Services Secretary Alex Azar have recognized the epidemic
of youthzc;-cigarette use, which threatens to reverse decades of progress in stopping youth use of
tobacco.

Juul is the most popular e-cigarette sold in the U.S. and is largely responsible for the increase in
the number of youth using and becoming addicted to nicotine. It resembles a flash drive, is easy
for kids to hide, and comes in a variety of flavors popular with kids. We have called on FDA to
take action to prohibit the use of flavors in Juul and other e-cigarettes until or unless they have
undergone a thorough FDA review that shows they are of benefit to the public health, because
we believe flavors are contributing to the rapid rise in the use of these products by kids.
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Flavors are added to make the products more appealing to and tolerable for youth, and data show
that that strategy works — FDA’s Population Assessment of Tobacco and Health (PATH) study
shows that 81.5 percent of youth using e-cigarettes do so “because they come in flavors [they]
like.™ The 2018 NYTS also found that more than two-thirds of high school e-cigarette users had
used a flavored e-cigarette in the past month, and more than half use mint or menthol e-cigarettes
flavors —sunderscoring the need for FDA to take action against all flavors, including mint and
menthol.

Another alarming aspect of Juul’s products that has not received sufficient attention is their high
levels of nicotine. Juul released its original nicotine pods for e-cigarettes in 2015 with a nicotine
concentration of 5 percent. Juul claims that each pod has the equivalent amount of nicotine as an
entire pack of cigarettes.® The majority of competing products on the market at that time Juul
released its nicotine pod had 1 percent to 2 percent nicotine concentration.” Today, many e-
cigarettes and e-liquids reach the 5 percent to 7 percent nicotine content range. Juul’s
competitors, seeking to emulate the company’s financial success, have flooded the U.S. market
with e-cigarettes and e-liquid with these higher nicotine levels, resulting in what some
researchers have referred to as a “nicotine arms race.”® Even more worrisome is that among
youth Juul users, only about one-third are aware that these products contain any nicotine.’

The use of nicotine salts — first by Juul and then by its competitors — has facilitated this
escalation in nicotine levels. In a recent advisory on youth use of e-cigarettes, the Surgeon
‘General noted that nicotine salts “allow particularly high levels of nicotine to be inhaled more
easily and with less irritation” than other forms of nicotine traditionally used in e-cigarettes and
other tobacco products.!? Consequently, the use of nicotine salts could make it easier for youth to
start using nicotine and become addicted. The 2018 NYTS found that more than one in four
youth (27.7%) are using e-cigarettes frequently — more than 20 days in the past 30 days, but no
significant change in frequent use was observed for other tobacco products. This is an increase
from 2017, which raises the concern that more youth are becoming addicted to high-nicotine
concentrated e-cigarettes. As you acknowledged in your November 2018 statement, kids, their
families, and their pediatricians are now struggling with how to end their addiction to nicotine.!!
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While FDA recently held a workshop that recognized the lack of data on how to effectively treat
kids addicted to nicotine, we urge FDA do more to prevent kids from becoming addicted in the
first place. FDA’s decision to delay compliance deadlines for the review of products that entered
the market between February 15, 2007 and August 8, 2016 until 2022 has resulted in e-cigarette
products remaining on the market without a review of their impact on public health. We again
ask FDA to revisit that decision in light of the increases in e-cigarette use by children.

We also remain concerned that some products — including products imitating Juul’s design and
use of nicotine salts — illegally came onto the market after August 8, 2016 without undergoing a
premarket review by FDA. The failure of FDA to adequately review all aspects of e-cigarettes,
including the nicotine levels, use of nicotine salts, and the role of device characteristics that
affect nicotine delivery, is exposing youth to products that are highly addictive. It is time for
FDA to end the ability of Juul and other companies to design their products to maximize profits
without regard to the impact of their products on the health of our nation’s children.
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