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The tobacco industry has made significant strides in the past decade in transitioning away
from cigarettes, making explicit their intentions to move smokers away from cigarettes and towards
alternatives, including heated tobacco units and nicotine pouches.! As cigarette sales continue to
decline and nicotine pouches rise in popularity,> Big Tobacco and the Food and Drug
Administration (FDA) are increasingly locked in regulatory battles over the future of nicotine. This
article briefly discusses the trajectory of the industry before exploring the newest developments in
the fight over nicotine regulation.

Prior to 1996, the FDA played no role in tobacco regulation as tobacco was regulated by
the states directly or by Congress.’ In 1996, the FDA asserted authority to regulate tobacco under
21 U.S.C. § 301 et seq., which provides that the FDA may regulate “drugs and devices.”* Rules
were subsequently issued with the intention of reducing cigarette use by children.’ In 2000, the
U.S. Supreme Court held that Congress had not granted the FDA such authority.® Finally, in 2009,
the Family Smoking Prevention and Tobacco Control Act was signed into law, giving the FDA
explicit authority to regulate tobacco as a drug.” In 2016, the FDA issued its “Deeming Rule,”
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allowing it to define categories of tobacco products,® and eight years later, Congress clarified that
the FDA had authority to regulate products containing nicotine from any source, including synthetic
nicotine.’

Usage of nicotine pouches exploded in the U.S. when the Swedish brand, Zyn, entered
American markets in 2016. By 2020, Zyn pouches were available in about 100,000 U.S. stores, '
and two years later, the creators of the Zyn brand, Swedish Match, were acquired by tobacco giant
Philip Morris International.!! Since then, many Big Tobacco companies have pivoted heavily to the
growing nicotine market as cigarette sales continued to fall.

This year, Big Tobacco has shown its hand even more clearly, doubling down on efforts to
ease regulatory restrictions surrounding nicotine pouches while launching advertising campaigns
that tout their purported health and cognitive benefits.!?> Tobacco executives have increasingly
pushed back against FDA policies that they see as overly restrictive, preventing growth in the
market. Out of millions of applications for new nicotine products submitted to the FDA for approval
since 2020, only roughly 75 have actually been approved as of March of this year.'*> One major
concern of such a slow process is the influx of illegal vapes from China that fill the gaps.'

In response, tobacco giant Altria filed suit against the FDA in September of this year,
seeking to overhaul the product review process.!” The suit comes in the wake of an extensive
lobbying campaign targeted at President Donald Trump, where he received over $20 million in
campaign donations from several Big Tobacco companies.'® Altria is asking the federal court to set
aside the current system and require the FDA to develop a new one. They argue that the current
system violates the legal requirement that applications be decided upon within 180 days of
receiving them, as Altria alleges the FDA has never met that deadline.!”

In the wake of the lawsuit, and amid the Trump Administration’s broader easing of
regulatory enforcement, the path toward developing and bringing new nicotine products to market
may become increasingly accessible in the years ahead. Some will view these changes favorably,
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particularly if nicotine pouches can provide a less harmful alternative to combustible cigarettes and,
potentially, vaping products. Others will remain cautious, pointing to the rapid growth of these
products among the youth and the risk that their increased availability could encourage a new
generation of nicotine users. Regardless of where the pendulum ultimately settles, one thing seems
increasingly clear: nicotine is unlikely to disappear anytime soon. Indeed, even the potential
cognitive effects of nicotine—including its purported effects on attention and alertness—are often
overlooked amid the substance’s broader stigma and well-documented risks. The more difficult
question, then, is not whether nicotine will remain a part of the market, but how regulators should
balance protecting public health with allowing the development and availability of potentially safer
alternatives for existing nicotine users.



