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Why are Helix and NJOY Suing the FDA?

The Tobacco Control Act requires FDA to review new product
applications within 180 days, yet lawful smoke-free products
remain stuck in a backlog for years.

Working toward a regulated, smoke-free future

At Altria, our companies are working toward transitioning adult smokers to a smoke-free
future and helping them make informed decisions about consuming nicotine. That goal
depends on a marketplace where lawful products are reviewed in a timely way, illicit
products are addressed, and adult consumers have a choice of authorized smoke-free
alternatives.

That is why Helix Innovations LLC, which makes nicotine pouches, and NJOY, LLC,
which makes NJOY e-vapor products, along with several retailers, filed a complaint
challenging FDA’s 2021 Premarket Tobacco Product Application (PMTA) Rule. At its
core, this is about adult consumers, and a review process that follows the law Congress
wrote.

Congress gave FDA a clear deadline

The Tobacco Control Act (TCA) requires FDA to grant or deny new product applications
“as promptly as possible,” and “in no event later than 180 days after the receipt of an
application.” In the complaint, Helix and NJOY allege FDA has never complied with this
deadline.

Why it matters for public health

Smoke-free e-vapor and pouch products can help protect public health because they
deliver nicotine without combustion and help smokers transition away from riskier
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combustible tobacco products such as traditional cigarettes. They can also potentially
reduce health risks for adult consumers who wish to continue using nicotine products
and would otherwise purchase non-FDA-authorized devices from unregulated suppliers,
often foreign manufacturers operating illicitly in the United States.

Lawful applications, stuck in red tape

Under the 2021 PMTA Rule, lawful new product applications have been strangled by red
tape. Every marketing-granted order FDA has issued on plaintiffs’ applications came
between 361 and 1,564 days after submission, two to nearly nine times the TCA’s 180-
day limit.

At the same time, unauthorized products, including many from foreign manufacturers,
have continued to grow in the U.S. market without FDA review. That harms U.S.
consumers, retailers, law-abiding manufacturers, and American public health.

What plaintiffs are asking for

This is not the regulated market Congress envisioned, and it is not a system that
supports adult consumers seeking alternatives to cigarettes. Plaintiffs are asking the
court to vacate the PMTA Rule and require FDA to adopt a new process for reviewing
PMTAs that is consistent with the statutory requirement to decide applications within 180
days.

Adult tobacco and nicotine product consumers deserve timely access to regulated
smoke-free alternatives. Law-abiding companies and retailers deserve a review process
that follows the law. And FDA needs a workable process that can deliver the timely
product marketing decisions the TCA commands.
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