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Ny are they a public

nealth issue?



“In line with our long-term strategy to transform
the tobacco industry and reduce the harm

caused by smoking, our companies have been
hard at work on developing a pipeline of new
smokeless and other product innovation."

—RJR’ s chief executive and president
July 28, 2012
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TWO CATEGORIES
OF NEW PRODUCTS

* Products containing tobacco
* Nicotine only products



PRODUCTS CONTAINING
TOBACCO
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NICOTINE ONLY PRODUCTS
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TOBACCO-DERIVED NICOTINE PRODUCT
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WHAT ARE THE
PUBLIC HEALTH HARMS
OF THE NEW PRODUCTS?
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DEAR SMOKING BAN,
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A\ WHY QUIT?  =romeoromes

ERENT WAY TO ENJOY MARLBORO,
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111:800-985-9889.

blu is the smart choice for smokers wanting a change. Take back your

freedom to smoke when and where you want without ash or smell.

blu is everything you enjoy about smoking and nothing else.
Nobody likes a quitter, so make the switch today.

: This product is not a
;native to cigarettes.

produces no smoke and no ash, only vapor, making it the smal V| S |1’ bl uc | 9 s.com
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12-DISSOLVABLE TOBACCO

WARNING:
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a safe alternative

to cigarettes.
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Careful
Definition




“Tobacco Product” means ...

...and any product or formulation of matter
containing biologically active amounts of
nicotine that is manufactured, sold, offered for
sale, or otherwise distributed with the
expectation that the product or matter will be
iIntroduced into the human body, but does not
Include any cessation product specifically
approved by the United States Food and Drug
Administration for use In treating nicotine or
tobacco dependence.



County of Monterey
Application for a Tobacco Retail License
Authority: Monterey County Code 7.80
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FDA LAW NOTES

PhIY) B e et

Electronic Cigarettes:
How They Are - and Could Be - Regulated

Electronic dgarettes, o e-Cigarettes, are essentially nicotine-delivery products,
relatively new to the market with a growing following. The battery-powered
devices provide inhaled doses of nicotine through a vaporized solution
for inhaling vapor contained in cartridges inserted into the apparatus. No smoke of combustion is
Involved; the device emits 3 vapor when used. For this reason, e-dgarette use is
sometimes referred to a5 *vaping.” E-cigarettes may be legally sold in the United
Mommbuy Compes States under federal law.
vapor from the
s kot After 3 federal court ruled the Food and Drug Administration (FDA) does not
the cartridge have the authority to regulate e-cigarettes as drugs of drug delivery dovices,!
in April 2011 the FDA announced plans 10 regulate 0-cigarettes 3s 3 10baco
peoduct under the Tobacco Control Act?
Battery s The Tobacco Control Act expressly allows state and local governments to
rechargeable, regulate the sale and use of tobaCco products, and Juthorizes them o enact
typically lichum-ion maasures that are more restrictive than federal law.* This fact sheet explains what
the FDA's decision means, and what additional steps state and local governments
can take.

f%::ﬂ‘:: FDA’s Initial Attempt to Regulate E-Cigarettes
mm'?‘hmd. In 2008, the FDA moved to estabiish authority over @-cigarettes as drugs of
l_ taditional ¢ = drug delivery devices by blocking new e-cigarette shipments into the United
States. (The FDA has authority to regulate “drugs,” “devices,” or drug/device
combinations through the Food, Drug and Cosmetic Act.9)
In response, an e-cigarette manufacturer sued the FDA in federal court, claiming
that the agency did not have authority over e-cigarettes as drugs or drug
delivery devices and therefore could not stop the shipments.
In 2010, the court ruled in favor of the manufacturer, holding that the FDA
may not regulate e-cigarettes as drugs or drug delivery devices if they are not
marketed as tobacco cessation aids (such as nicotine gum or patches). However,
MMZO",D!RN.M the court found that the FDA does have the authority to regulate e-cigarettes as
plans to regulate e-cigarettes as @ tobacco products.
fobacco product under the 2009
Farnily Smoking Prevention and Limitations on New FDA Regulations
Tobacco Control Act (the Tobacco The FDA decided not to appeal the decision to the U.S. Suprame Court, instead
announcing that it plans to issue regulations on e-cigarettes as a tobacco
product under the Tobacco Control Act. Although the FDA has the authority to
create restrictions on e-cigarettes, there are substantial limits to what it can do.

First, issuing a regulation is a lengthy process requiring several steps: drafting the
reguiation, providing a public comment period, and considering the submitted
comments before issuing a final regulation. Given this process, it is uncertain
when the regulations would take effect and how broad in scope they may be.
(For more information about the federal regulatory process, see PHLP'S fact sheet
“Getting Your Voice Heard: Commenting on Federal Regulations.”)
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DISCLAIMER

The information provided in this discussion is for informational
purposes only, and does not constitute legal advice.
ChangelLab Solutions does not enter into attorney-client
relationships.

ChangelLab Solutions is a non-partisan, nonprofit organization
that educates and informs the public through objective, non-
partisan analysis, study, and/or research. The primary purpose
of this discussion is to address legal and/or policy options to
Improve public health. There is no intent to reflect a view on
specific legislation.

© 2012 ChangelLab Solutions
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The information provided in this seminar is for informational purposes only, and does not constitute legal

advice. ChangelLab Solutions does not enter into attorney-client relationships. The primary purpose of this training is to
address legal and/or policy options to improve public health. There is no intent to reflect a view on specific legislation.
ChangelLab Solutions incorporates objective non-partisan analysis, study, and research in all our work.

© 2012 ChangeLab Solutions and The Center for Tobacco Policy & Organizing. This material cannot be copied or
reproduced without permission.
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