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Comment on Docket No. FDA-2024-N-5471, “Tobacco Product Standard for Nicotine Yield
of Cigarettes and Certain Other Combusted Tobacco Products.”

To Whom It May Concern:

Trust for America’s Health (TFAH) is a non-profit, non-partisan public health policy, research,
and advocacy organization that promotes optimal health for every person and community and
makes the prevention of illness and injury a national priority. Our research, such as the
Promoting Health and Cost Control in States (PHACCS) report, highlights that evidence-based
policies that reduce smoking and tobacco consumption promote better health and reduce
healthcare costs.! TFAH is grateful for the opportunity to comment on the U.S. Food and Drug
Administration’s (FDA) proposed rule on “Tobacco Product Standard for Nicotine Yield of
Cigarettes and Certain Other Combusted Tobacco Products.”

TFAH supports the FDA’s proposal to establish a maximum nicotine level of 0.7 mg/g in
cigarettes and other combusted tobacco products to reduce their addictiveness. Our position is
detailed below.

Very low-nicotine content cigarettes reduce nicotine dependence and increase smoking
cessation

Research demonstrates that cigarettes with very low nicotine content decrease nicotine

! Promoting Health and Cost Control in States: How States Can Improve Community Health & Well-being Through
Policy Change (Tobacco Pricing). July 2019. Trust for America’s Health (TFAH). https://www.tfah.org/wp-
content/uploads/2019/12/TFAH-2019-PHACCS-TobaccoPricing-FINAL.pdf
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dependence and increase attempts to quit smoking.>** > One randomized control trial found that
compared to smokers of normal nicotine content, smokers of reduced nicotine content smoked
fewer cigarettes, reduced their nicotine dependence, and experienced reduced cravings.
Furthermore, smokers of reduced nicotine content were twice as likely to report attempts to quit
smoking.® In addition, research shows that an immediate reduction of nicotine content has
greater health benefits than a gradual approach, including decreased exposure to carbon
monoxide, lower nicotine dependence, and increased duration of smoking abstinence.” % °
Therefore, TFAH supports the FDA’s proposal to implement an immediate nicotine reduction
standard to maximize the policy’s public health benefits for the 28 million adults and 380,000

youth in the U.S. who smoke cigarettes. '’
A nicotine reduction rule can prevent youth from developing a lifelong nicotine addiction

A nicotine reduction standard is particularly crucial for protecting youth, as it can help prevent
those who experiment with cigarettes from developing a lifelong addiction. One study found that
youth are less sensitive to the addictive effects of cigarettes with very low nicotine content
compared to those with higher nicotine content.!!
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While combustible tobacco products are largely responsible for tobacco-related illness and death,
we urge the FDA to consider research on expanding the scope of the product standard to
electronic nicotine products, such as e-cigarettes. Vaping has emerged as the most popular form
of nicotine use among youth, impacting 1 in 10 high school students as of 2023.!? This can lead
to acute cardiovascular events, increased exposure to carcinogens, respiratory disease, and
impaired brain development from early nicotine use.'* '* 1> Given that vaping poses significant
health risks to youth whether or not they use other recreational tobacco products, reducing use in
this population is a critical public health priority.'® Therefore, the FDA should prioritize research
into nicotine reduction strategies tailored to e-cigarettes, accounting for their distinct use patterns
and diverse device characteristics.!”

A nicotine reduction rule can reduce tobacco-related health disparities

People with lower socioeconomic status, people with co-occurring psychiatric or substance use

disorders,'® 1°

exposure.?’ Research shows that low-income neighborhoods have a higher concentration of

and certain populations of color are disproportionately impacted by tobacco use or

tobacco retailers and are disproportionately located near schools.?! Tobacco-related morbidity
and mortality disproportionately impact Black and American Indian/Alaska Native (AI/AN)
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populations, who experience higher rates of lung and bronchus cancer, head and neck cancers,
hypertension, heart disease, and stroke.?22324

A 2024 U.S. Surgeon General’s report found that reducing nicotine in cigarettes and other
combustible tobacco products to minimally addictive levels can reduce tobacco use among
populations experiencing tobacco-related disparities.?*> 2° Furthermore, one study found that
cigarettes with very low nicotine content can reduce smoking rates for people with mental health
conditions and concurrent substance use disorders.?’” Therefore, TFAH supports the

establishment of a maximum nicotine level to mitigate disparities in tobacco-related illness and
death.

There is concern that a nicotine reduction standard could disproportionately drive individuals to
the black market to purchase high-nicotine content products. However, an experimental study
investigating the regulatory effects of a reduced-nicotine policy on behavior found that nicotine
content levels are not a driver of purchasing tobacco products. Researchers found that cigarette
purchases were highest when other combustible tobacco products were unavailable, and lowest
when alternative products were available.?® Therefore, TFAH supports the FDA’s proposal to
apply the maximum nicotine limit to multiple combustible tobacco products, including cigarette
tobacco, roll-your-own (RYO) tobacco, cigars, and pipe tobacco, to prevent the availability of
combustible, high-nicotine content products from undermining the policy’s public health
impacts.
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Conclusion

TFAH appreciates the opportunity to provide feedback on the FDA’s proposed rule on nicotine
yield standards for cigarettes and other tobacco products. We support the establishment of a
maximum nicotine level policy, recognizing its potential to reduce nicotine dependence, promote
smoking cessation, and address health disparities, particularly in communities of color and
among individuals of low socioeconomic status. We encourage the FDA to prioritize this
initiative as a critical step toward preventing youth addiction and improving public health
outcomes.

TFAH remains committed to advancing evidence-based policies that promote health equity and
reduce tobacco-related illnesses. We look forward to further engagement on this important issue.
For additional questions or information, please contact Dara Lieberman, TFAH’s Director of
Government Relations, at dlieberman@tfah.org. Thank you for considering our comments.

Sincerely,
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J. Nadine Gracia, MD, MSCE
President and CEO
Trust for America’s Health
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