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Juul Labs is one of five e-cigarette manufacturers that must submit plans to federal regulators
detailing ways to sharply curb sales to underage consumers. (Bill O'Leary/The Washington
Post)
September 12 at 9:31 AM
Food and Drug Administration Commissioner Scott Gottlieb dramatically escalated his efforts
to stop an “epidemic” of teenage vaping, announcing Wednesday a massive enforcement
action against retailers for allegedly selling e-cigarettes to minors and warning manufacturers
of a potential ban of flavored e-cigarette liquids.

Officials said the move against more than 1,300 retailers was the largest coordinated
enforcement action in the agency’s history. The threatened ban, if carried out, would
significantly upend the fast-growing industry.

The latest data, not yet published, show a 75 percent increase in e-cigarette use among high
school students this year compared to 2017. The FDA declined to publicly release the
numbers, but people familiar with them said they were preliminary data from the National Youth
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Tobacco Survey, on which the agency and the Centers for Disease Control and Prevention
collaborate.

In remarks prepared for FDA employees, Gottlieb said that rapid spike in teen use, emerging
sales trends and concerns among parents and teachers convinced him that underage use of e-
cigarettes has become a full-blown crisis that must be forcefully addressed. “The disturbing
and accelerating trajectory of use we’re seeing in youth, and the resulting path to addiction,
must end,” he said.

In its enforcement action, the FDA recently sent almost 1,200 letters to brick-and-mortar stores
and online retailers warning them that they could face penalties for allegedly selling e-
cigarettes to people under 18. The agency also imposed fines — ranging from $279 to $11,182
— on another 130 establishments for repeated offenses.

Even more significant, notices sent Wednesday morning demand that five leading e-cigarette
manufacturers, including San Francisco-based Juul Labs, submit plans within 60 days
detailing ways to sharply curb sales to underage consumers. If the blueprints don’t promise to
“substantially reverse” the youth-use trend, Gottlieb said the agency will consider steps that
could lead to the temporary or permanent removal of flavored products from the market.

Scott Gottlieb, commissioner of the Food and Drug Administration, now considers youth use of
e-cigarettes to be an “epidemic.” (Michael Reynolds/EPA)
Such a step would be a major blow to the e-cigarette companies — Juul, Vuse, Blu, Logic and
MarkTen — which often feature cream and fruit flavorings in their products. Many public-health
groups believe such flavors entice young people to try the devices. The companies insist that
the flavors are critical to helping nicotine-addicted adult smokers switch from conventional
cigarettes and the tar and other harmful chemicals they contain.

Gottlieb has repeatedly agreed that e-cigarettes can be an effective tool for adults trying to quit
smoking, so his harsh words for the industry on Wednesday were all the more remarkable.

In his remarks to FDA staffers, the commissioner acknowledged that some adults might get
hurt by a crackdown on flavored e-cigarettes. But “the youth risk is paramount,” he said. “In
closing the on-ramp to kids, we’re going to have to narrow the off-ramp for adults who want to
migrate off combustible tobacco and onto e-cigs.”

The FDA’s regulation of tobacco products has long been marked by twists and turns and years
of debate. In 2009, the Tobacco Control Act gave the agency authority over cigarettes and
smokeless tobacco. In 2016, the agency “deemed” that products such as e-cigarettes also
were under its jurisdiction and told companies to file applications to market their products by
August 2018. Sales were allowed to continue in the interim.

Then last year, a few months after being sworn in as commissioner, Gottlieb announced a new
comprehensive tobacco framework. It included plans to reduce nicotine in conventional
cigarettes to nonaddictive levels. And it highlighted e-cigarettes’ role as a way for adult
smokers to transition off cigarettes.
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Gottlieb used “enforcement discretion” to extend the deadline for e-cigarette makers’
marketing applications until 2022, saying both the agency and the industry needed more time
to prepare. The delay was denounced by public-health groups, which have sued to restore the
tighter timeline.

The agency remains committed to the tobacco framework, Gottlieb told staffers Wednesday,
but he acknowledged that it “didn’t predict what I now believe is an epidemic of e-cigarette use
among teenagers.” He said the impact of the rampant use of e-cigarettes “is becoming very
apparent.”

One possible remedy, Gottlieb said in an interview, would be to revoke the application delay
for cartridge-based e-cigarettes, the most common type used by young people. That would
block manufacturers from selling the flavored devices without explicit FDA authorization — a
move that could force some products off the market, at least temporarily.

Much of the FDA’s sharp change in course is a result of the phenomenal success of Juul,
which looks like a USB flash drive. In just three years, it has captured about 70 percent of the
e-cigarette market, according to Bloomberg. The FDA has pressed Juul in recent months for
information about its marketing.

“Juul was a game changer,” Matthew Myers, president of the Campaign for Tobacco-Free
Kids, said in an interview. He listed three reasons the company became so successful: It
figured out how to deliver high levels of nicotine in a way that wasn’t harsh; it packaged the
product in a streamlined, clever way; and it developed a social media and advertising
campaign that made a Juul e-cigarette “cool and hip.”

The company has stressed that the device was created for adults who want to transition from
regular cigarettes. Earlier this year, as criticism of the company mounted, it committed $30
million over the next three years for independent research, youth and parent education and
community engagement. It also announced a new social media policy that features adult
smokers — not models — and their stories of switching to Juul.

Still, Myers said, there’s “no way to put that genie back in the bottle” with youth use. “Now that
Juul has shown how to market to adolescents and young adults, others are using the same
marketing tactics.”

Flavors other than menthol have been banned since 2009 in regular cigarettes to reduce their
appeal to young people. No flavors currently are restricted from other tobacco products.

Laurie McGinley covers health and medicine for The Washington Post. She focuses on the
Food and Drug Administration as well as cancer research and treatment. She was previously
The Post's health, science and environment editor. Follow
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