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Family Smoking Prevention and Tobacco
Control Act

e 2009 amendment to the Food, Drug and Cosmetic Act
e Creating new center to regulate tobacco products (CTP)

e Public health standard
 Must consider the risks and benefits to the population as a whole including
users and nonusers

e Section 907 — Product Standards

e Can limit nicotine
e Cannot require reducing nicotine to zero



10 years later...

FILTER CIGARETTES




Let’s dive in...

Top 6 questions about nicotine reduction
Addressed in 30 seconds each!



How low do you have to go to reduce smoking?
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*indicates significant (p<.0125) difference compared to 15.8 mg/g (controlling for BL)
Donny et al. NEJM. 2015



Should FDA reduce nicotine gradually or rapidly?
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Could people be exposed to more toxicants
because they smoke more intensely?
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Will it make it easier for smokers to quit?

a immediate Immediate

™ | reduction increased

odds of abstinence
at Week 20
(OR: 3.22)

m Control

Week 20

Hatsukami et al. JAMA. 2017



Will it reduce the likelihood that kids smoke?

Week2 mm 1824
25+

()]
I

o
L

Smoking Satisfaction
T3 = =




Won't this just lead to a massive illicit market?

Alternative
Nicotine
Delivery
Systems

Low
Nicotine
Cigarettes
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FDA ANNOUNCES COMPREHENSIVE REGULATORY PLAN

"Addressing the addictive levels of nicotine in
combustible cigarettes must be part of the FDA's
strategy for addressing the devastating addiction
crisis that is threatening American families.”

FDA COMMISSIONER Scott Gottlieb, M.D.
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