Lawsuit challenges FDA delay of e-cigarette
review

March 27 2018, by Matthew Perrone
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In this April 23, 2014 file photo, e-cigarettes appear on display at Vape store in
Chicago. Several medical and public health groups are suing the Food and Drug
Administration over a decision by Trump administration officials to delay the
review of e-cigarettes, which they say pose a health threat to U.S. children. (AP
Photo/Nam Y. Huh, File)

Several anti-smoking groups are suing the Food and Drug
Administration over a decision by Trump administration officials to
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delay the review of e-cigarettes.

The lawsuit filed Tuesday in federal court argues that the FDA didn't
follow proper requirements last year when it decided to push back the
deadline for makers of e-cigarettes to submit their products for review.
The groups say the delay poses a threat to children's health.

"The FDA offered no meaningful justification for ripping a hole in the
statutory framework," according to the lawsuit filed by the American
Heart Association, the American Academy of Pediatrics, the Campaign
for Tobacco-Free Kids and others.

An FDA spokesman declined to comment.

E-cigarettes are vapor-emitting devices that have grown into a $4-billion
dollar industry in the U.S. despite little research on their long-term
effects, including whether they are helpful in helping smokers quit
cigarettes.

Health advocates have worried about the popularity of vaping products
among kids and the potential impact on adult smoking rates in the future.
A government-commissioned report in January found "substantial
evidence" that young people who use e-cigarettes are more likely to try
cigarettes. About 10 percent of high school students report using vaping
products, according to the latest federal figures.

The FDA gained authority to regulate e-cigarettes in 2016 after years of
pushback from the industry. Under regulations developed by the Obama
administration, manufacturers were supposed to submit their products
for review by August. But last year FDA Commissioner Scott Gottlieb
said he would delay the deadline until 2022. He said both the agency and
industry needed more time to prepare.

2/3


https://medicalxpress.com/tags/high+school+students/

The decision was criticized by anti-smoking groups who have argued
that some e-cigarette makers target kids with candy and fruit flavors.

Gottlieb told the Associated Press in an interview earlier this month that
the FDA would soon take action against "products that are being
marketed in kid-appealing ways," including e-cigarettes.

But he also emphasized that he doesn't want to eliminate e-cigarettes and
other alternative products might have a role in steering adult smokers
away from cigarettes.

"What we don't want to do is snuff out the potential for that innovation
before we really have the opportunity to properly evaluate it," Gottlieb
said.

The FDA is in the process of rolling out a sweeping anti-smoking
designed to make it easier for smokers to quit by cutting the nicotine
levels in cigarettes. As part of that plan, Gottlieb has suggested some
smokers could be directed toward alternative products that deliver
nicotine without the carcinogens of burning tobacco. To date, the FDA
has not granted any company permission to market its product as
"reduced-risk" compared to traditional tobacco.
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