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We write in support of the Food and Drug Administration’s (FDA's) decision to authorize 20 ZYN Nicotine
Pouch products.' Smoking kills nearly half a million Americans every year.? Harm reduction products
such as nicotine pouches have the potential to help smokers quit while drastically decreasing the risks
posed by tobacco use. The result is healthier lives for current smokers and lower spending on smoking-
related diseases by patients and safety-net programs such as Medicare and Medicaid. By approving
these products, the FDA expands the choices available to smokers seeking to quit by ensuring access to
less harmful alternatives.

ZYN's Nicotine Pouch products are the first of their kind to receive authorization after successfully
completing the Premarket Tobacco Product Application (PMTA) process. The FDA's authorization
correctly recognizes the dramatically lower risks of nicotine pouches compared to cigarettes. These
products have tested negative for mutagenicity, genotoxicity, and cytotoxicity.® They also have fewer
harmful or potentially harmful constituents—and at much lower levels—than combustible cigarettes.”
Zyn pouches have lower toxin levels than cigarettes, as the products contain no tobacco leaf. While
nicotine is addictive, it is not the cause of smoking related diseases. Smoking related diseases are
caused by the harmful chemicals in tobacco—especially combusted products.
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A study of smokers using oral nicotine pouches to quit showed significant reductions in exposure to
harmful chemicals, in some cases exposure to toxins for those using the pouches is similar to study
participants who quit tobacco products entirely.’

Although nicotine pouch use remains relatively low among the general population,® evidence suggests
that their primary role has been in harm reduction and smoking cessation. Short-term studies show
statistically significant reductions in daily cigarette consumption.” Other research indicates that
nicotine pouch users tend to be people who already use tobacco products, with current and daily use
most common among adults who recently quit another tobacco product.® This pattern of adoption
strongly suggests pouches are functioning as a cessation aid for many smokers.®

Authorizing these pouches provides adult smokers with more regulated, quality-controlled options to
leave cigarettes behind. Sweden has already demonstrated the population-wide benefits of low-risk
oral nicotine products, with smoking related cancer rates falling after widespread snus adoption.’® ZYN
nicotine pouches are likely even safer than snus products available in Sweden and the U.S. since they
contain no tobacco at all.

The FDA's action on ZYN is an important step, but it should mark the beginning—not the end—of
broader approvals for harm-reduction products. Hundreds of thousands of smokers will continue to be
left behind if only a narrow subset of lower-risk products makes it through the PMTA process. Different
smokers need different tools to quit; some will respond best to nicotine pouches, others to e-
cigarettes, heated-tobacco products, or other noncombustible alternatives. Public health is best served
when a wide range of rigorously tested, lower-risk alternatives are available to smokers.
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Before this authorization the FDA had authorized only 42 harm-reduction products for smokers."
Increasing the number to 62 is a meaningful improvement, but still a very limited set of options
compared with the 900 cigarettes the agency authorized in just five years.” Providing smokers with
more alternatives is essential to accelerating the voluntary shift away from combustible cigarettes and
reducing the burden of smoking-related disease.

Cigarettes remain the leading cause of preventable death in the United States, but nicotine pouches
eliminate the tobacco and combustion that drive the vast majority of smoking-related harm. The
authorization of 20 ZYN nicotine pouch products provides a clear public-health benefit by expanding
the availability of smoke-free alternatives that expose users to dramatically fewer toxic chemicals. We
urge the FDA to continue this progress and authorize additional tobacco harm reduction products
across a variety of categories.

Respectfully,

Justin Leventhal
Senior Policy Analyst
The American Consumer Institute

4350 N. Fairfax Drive
Suite 725
Arlington, VA 22203

Justin@TheAmericanConsumer.Org
www.TheAmericanConsumer.org
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