MNhnited States Senate

WASHINGTON, DC 20510

May 15, 2026

Kyle Diamantas

Acting Commissioner

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, Maryland 20993

Dear Mr. Diamantas,

We are deeply concerned by the Food and Drug Administration’s (FDA) shortsighted and
reckless decision to authorize flavored e-cigarette products that appeal to children. By
authorizing fruit flavors, FDA is once again exacerbating the risk of chronic disease and death
for a new generation. We urge FDA to rescind this decision immediately.

While the U.S. has made significant progress in reducing youth e-cigarette use, according to the
2025 Youth Tobacco Survey, over 1.4 million middle and high school students still use e-
cigarettes.' There is no scientific consensus that flavors provide a benefit to adults who want to
quit using tobacco products, but there is clear data that proves flavored products draw in young
people and that the tobacco industry intentionally markets flavored products to young people.
According to FDA’s own figures, nearly all youth who use e-cigarettes report using flavored
products, and fruit flavors are the most popular.* A 2024 report from the Senate Permanent
Subcommittee on Investigations detailed FDA’s failure to regulate flavored e-cigarettes when
manufacturers first put them on the market, which led to soaring rates of vaping among high
school and middle school students, undoing decades of progress in reducing youth tobacco use.’

Media reports suggest that FDA was pressured by the White House to make this decision—
effectively abandoning its scientific integrity to help the President score political points. It is no
secret that during his 2024 campaign, President Trump promised to “save vaping”,* risking the

health of American children in favor of his political donors.” Just last month, The Wall Street
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Journal reported on internal documents showing that former FDA Commissioner Makary had
concerns about the public health risks of authorizing flavored products that appeal to children.®
Further, the New York Times recently reported that Dr. Makary “ultimately resigned over
concerns about the administration’s decision to authorize fruit-flavored e-cigarettes, an action he
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FDA to approve these dangerous products rather than impartial science and public health
considerations, as required by the law. Trust is a key component of public health, and these
actions erode public trust—threatening lives and risking Americans’ confidence in our public

health agencies.

FDA justified its approval of these dangerous products by claiming that the use of “device access
restriction (DAR) technology” will mitigate the risk to young people. However, just two months
ago, FDA issued draft guidance stating that there is a “current lack of real-world experience
regarding use of DAR to prevent or sufficiently mitigate the risk of youth use.”® Relying on
unproven technology — technology that FDA itself said is likely insufficient to protect children —
in justifying its approval of these products’ is not just hypocritical, but foolish and extremely
dangerous.

The harmful impact of this decision is compounded by President Trump’s efforts to dismantle
tobacco prevention and cessation programs. This includes attempts to eliminate the Centers for
Disease Control and Prevention’s (CDC) Office on Smoking and Health (OSH), which is
essential to preventing youth tobacco use'® and a key source of federal funding for state
quitlines" and the Tips From Former Smokers educational campaign that help adult tobacco
users with cessation,'? causing an upheaval at FDA’s Center for Tobacco Products by terminating
—and then later reinstating—staff responsible for levying fines on retailers that sold tobacco to
minors,*and cutting research at the National Institutes of Health, including a grant that sought to
determine the most effective messages to persuade teenagers not to vape.'* Taken together, these
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actions significantly impair the ability to protect youth from Big Tobacco’s predatory practices
and will likely lead to a renewed surge in youth use of flavored tobacco products.

In order to protect public health and restore faith in the scientific integrity of the FDA, we
request responses to the following questions by June 1, 2026:

1. Please provide a detailed description of policies at the Center for Tobacco Products
regarding the ability of political appointees to modify or overrule the conclusions of
career scientists regarding the approval of new product applications.

2. Please provide a list of all political appointees at the agency who were involved in the
decision to approve Glas, Inc.’s application for flavored e-cigarettes.

3. Please describe agency practices for the involvement of career agency employees who
form part of a new product review team at the Center for Tobacco Products are part of
final approval decisions for that product. Were any career agency employees who were
part of the review team for the Glas, Inc. application but subsequently excluded from the
final approval decision?

4. What evidence convinced the agency that the benefits of authorizing mango- and
blueberry-flavored products outweighed the risk of addicting more children? What
evidence came to light after former Commissioner Makary blocked the authorization of
fruit flavored vapes as reported by The Wall Street Journal in April?

a. Will FDA make public the marketing granted orders (MGOs) and Technical
Project Lead Review decision summaries for the GLAS, Inc. authorizations, as it
has done for other authorized products?

5. Does FDA still believe fruit-flavored e-cigarettes require a heightened evidentiary burden
because of their appeal to youth? Please provide a detailed description of the ways the
application from Glas, Inc. differed from those of flavored e-cigarette applications the
agency had recently rejected.

6. Did FDA consider other youth mitigation factors in addition to the device access
restriction (DAR) technology when authorizing two fruit-flavored e-cigarette products?

a. In March 2026, FDA issued draft flavored e-cigarette PMTA guidance
acknowledging that there is little real-world evidence demonstrating that DAR
technology works at scale, particularly for products with high youth appeal.
Please provide a detailed explanation for why DAR technology is adequate for the
approved products of Glas Inc. but inadequate for other previously rejected
flavored products.

b. What specifically is FDA’s post-market surveillance plan for these products and
this DAR technology?



c. How frequently will FDA publicly release post-market surveillance data so
Congress, public health experts, and parents can evaluate whether these products
are in fact meeting public health standards?

7. Why did FDA choose to authorize these Glas Inc. products before finalizing its flavored
e-cigarette PMTA guidance?

8. FDA has repeatedly suggested that authorizing e-cigarettes is about giving adults who
smoke cigarettes alternatives, but FDA has never approved any e-cigarettes as a smoking
cessation product. Dual use of both e-cigarettes and cigarettes has not been proven to
meaningfully reduce one's risk of tobacco-related disease and may in fact result in greater
exposure to toxins and worse respiratory health outcomes than using either product alone.
What evidence does FDA have that these products help people to quit smoking
completely, rather than leading to long-term dual use?

Thank you. We look forward to your response.
Sincerely,
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United States Senator United States Senator

Edward J. Markey fammy Baldwin
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