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October 22, 2013

The Honorable Margaret Hamburg, Commissioner
U.S. Food and Drug Administration
10903 New Hampshire Avenue Silver Spring, MD 20993

Re: FDA Regulation of E-Cigarettes
Dear Commissioner Hamburg:

On behalf of the Association of State and Territorial Health Officials (ASTHO), we urge
the Food and Drug Administration (FDA) to take all available measures to meet the
FDA’s stated deadline of October 31, 2013, to issue proposed regulations that will
address the advertising, ingredients, and sale to minors of electronic cigarettes (known as
e-cigarettes).

We believe that the FDA should have the authority to regulate the manufacturing,
marketing, labeling, distribution, and sale of all tobacco products because it is the only
agency with both the scientific expertise and regulatory authority to accomplish this
mission. The FDA has the authority to regulate electronic cigarettes as “tobacco
products” under the Tobacco Control Act, as they are products “made or derived from
tobacco” that are not a “drug,” “device,” or combination product. Furthermore, case law,
such as Sottera, Inc. v. Food & Drug Administration, 627 F.3d 891 (D.C. Cir. 2010),
supports the contention that e-cigarettes are “made or derived from tobacco” and can be
regulated as “tobacco products” under the Tobacco Control Act. We urge the FDA to act
quickly to ensure that all tobacco products are tested and regulated.

Considerable controversy has arisen over the contents of e-cigarette cartridges. Evidence
suggests that e-cigarettes contain lower levels of some common tobacco-related toxicants
than traditional cigarettes,® but an analysis by your agency identified concentrations of
several impurities harmful to human health in e-cigarette cartridges.? E-cigarettes are also
produced by a number of different manufacturers, and the level of exposure to nicotine
and toxins can vary widely between products, some of which contain nicotine levels that
approach fatal doses.® The amount of nicotine and other substances delivered in an e-
cigarette often fluctuates between puffs taken by the same user.*° The labeling of e-
cigarettes may also be misleading. Your agency also found that e-cigarettes claiming to
be nicotine-free actually contain small amounts of nicotine.® Research confirms that
smoking e-cigarettes has many of the same immediate adverse effects on lung functions
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as traditional cigarettes.” As a relatively new and understudied product, however, any
long-term health effects of e-cigarettes remain unknown.

E-cigarette users are most likely to be current smokers.?® Research of tobacco consumers
demonstrates that e-cigarettes may be used as a smoking cessation device or harm-
reduction tool when substituted for cigarettes.*®** Your agency does not, however,
formally recognize e-cigarettes as a form of nicotine replacement therapy.'? Some
tobacco experts have also cited concerns that instead of being used as a quit aid, e-
cigarettes may be a gateway that entices more consumers—particularly youth—to initiate
using tobacco products and become addicted to nicotine.*?

High school students’ use of e-cigarettes has doubled over the course of one year
according to the data from the CDC’s 2011 and 2012 National Youth Tobacco Surveys.
In addition, 1.8 million middle and high school students said they had tried e-cigarettes in
2012.* This increased use is likely facilitated by the availability of these products at an
affordable price. Consumers overwhelmingly believe that e-cigarettes are effective for
cessation and purchase these products despite the fact that e-cigarettes are not FDA-
approved cessation devices.'® Furthermore, e-cigarette manufacturers are developing
products and using marketing techniques--such as different flavors and visually appealing
cartoons or ad placements--to entice youth into using e-cigarettes, demonstrating that
cessation and individual harm reduction are not the manufacturers’ goals. These trends
only exaggerate the urgent need for quick action.

ASTHO's members, the chief health officials of the 57 state and territorial jurisdictions,
are dedicated to formulating and influencing sound public health policy and ensuring
excellence in state-based public health practice. Therefore, we urge that the FDA meet
the October 31, 2013 deadline to issue regulations regarding e-cigarettes. We support the
FDA’s mission to reduce tobacco use and decrease the morbidity and mortality associated
with tobacco consumption.

Because tobacco use is a major driver in causing chronic disease, ASTHO’s members are
concerned with its public health implications. Tobacco use is the single most preventable
cause of disease, disability, and death in the United States. An estimated 443,000 people
die prematurely each year from smoking or exposure to second-hand smoke, and another
8.6 million have a serious illness caused by tobacco use.*® The emergence of novel
tobacco products like e-cigarettes presents new challenges to state public health agencies
and the public. Some key considerations for our membership include the inclusion of e-
cigarettes into clean indoor air laws, youth marketing, and taxation laws. Until we
understand more about the long-term health effects of e-cigarettes, these products should
be tested and regulated as rigorously as conventional tobacco products.
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Sincerely,
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Paul Jarris, MD, MBA Terry Cline, PhD
Executive Director President

Oklahoma Commissioner of Health
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Jewel Mullen, MD, MPH, MPA Ed Ehlinger, MD, MSPH
Connecticut Commissioner Minnesota Commissioner of Health
ASTHO Prevention Policy Committee, Chair ASTHO Tobacco Issues Forum, Chair
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