Senatorsurge FDA toregect Philip
Morris application to claim new tobacco
product posesreduced risk
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WASHINGTON — Today, U.S. Senators Dick Durbin (D-IL) and Richard Blumenthal
(D-CT), dong with a group of eight other Senators, sent a letter to the Food and Drug
Administration (FDA) urging the agency to reject Philip Morris International’'s (PMI)
modified risk application for its IQOS “heat not burn” tobacco product, on the basis that
it fails to meet the requirements necessary under the Tobacco Control Act. In the letter
to FDA Commissioner Scott Gottlieb, the Senators cite findings from an FDA advisory
committee that PMI’ s application failed to support claims that its | QOS heated tobacco
product reduces the risks of tobacco-related disease or would have people stop smoking
traditional cigarettes. The Senators also cite a December 20, 2017 Reuters report that
documented substantial concerns regarding the personnel involved and sophistication of
PMI’sclinical trias, calling into question the scientific quality of PMI’ s application and
necessitating an audit by FDA before further consideration. 1QOS products are
smokel ess tobacco devices that heat up sticks of tobacco without burning them,
releasing an aerosol.

"On January 25, 2018, the Food and Drug Administration’s (FDA) Tobacco Products
Scientific Advisory Committee (TPSAC) concluded that tobacco manufacturer Philip
Morris International (PM1) failed to demonstrate that its |QOS product would reduce the
risk of disease compared to cigarettes or that | QOS users would stop smoking cigarettes.
PMI also failed to alleviate concerns about youth use. Asyou are aware, the statutory
requirements under the Family Smoking Prevention and Tobacco Control Act (Tobacco
Control Act) are explicit about modified risk tobacco products (MRTP) needing to both
substantially reduce harm of disease to individual tobacco users and benefit population
health,” the Senators wrote. "As FDA finalizes its decision on the IQOS MRTP
application, we urge you to thoughtfully consider the TPSAC findingsand MRTP
statutory requirements, and reject PMI's application."


https://www.reuters.com/investigates/special-report/tobacco-iqos-science/?utm_source=riverbender&utm_medium=article_link

Last month, the FDA advisory committee found that the evidence presented by PMI did
not justify a claim that “switching completely from cigarettes to the | QOS system can
reduce the risks of tobacco-related diseases.” The committee also found that it was
unlikely that smokers would switch completely to IQOS and that there is a significant
likelihood that smokers would become long-term users of both 1QOS and traditional
cigarettes. In afinal 9-0 vote, the committee found that PMI had not demonstrated that,
after viewing the company’s proposed modified risk labeling and advertising,
consumers would accurately understand the risks of 1QOS.

Today’ s letter was also signed by U.S. Senators Ed Markey (D-MA), Chris Van Hollen
(D-MD), Patty Murray (D-WA), Jeff Merkey (D-OR), Sherrod Brown (D-OH), Jack
Reed (D-RI), Sheldon Whitehouse (D-RI) and Elizabeth Warren (D-MA).

The full letter can be found below:

February 7, 2018

The Honorable Scott Gottlieb, M.D.
Commissioner

United States Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Dear Commissioner Gottlieb:

On January 25, 2018, the Food and Drug Administration’s (FDA) Tobacco Products
Scientific Advisory Committee (TPSAC) concluded that tobacco manufacturer Philip
Morris International (PMI) failed to demonstrate that its |QOS product would reduce the
risk of disease compared to cigarettes or that | QOS users would stop smoking cigarettes.
PMI also failed to alleviate concerns about youth use. Asyou are aware, the statutory
requirements under the Family Smoking Prevention and Tobacco Control Act (Tobacco
Control Act) are explicit about modified risk tobacco products (MRTP) needing to both
substantially reduce harm of disease to individual tobacco users and benefit population
health. Due to the inadequacy of PMI’ s application to satisfy the MRTP requirements,
we urge FDA to heed the multiple concerns identified by TPSAC and rgject the IQOS
applications for modified risk claims.



Many of uswrote to you in October urging a strict adherence to the Tobacco Control
Act’ s statutory requirements when evaluating applications for MRTP claims. Such
thorough review is especially critical given the tobacco industry’s deceitful history of
marketing products under the guise of lower risk. The 8-0 TPSAC vote rejecting PMI's
proposed claim that “ scientific studies have shown that switching completely from
cigarettes to the IQOS system can reduce the risks of tobacco-related diseases,”
demonstrates that PM| has failed to produce the necessary evidence for |QOS to meet
the MRTP requirements. Additionally, the unanimous TPSAC vote finding that PMI
failed to show that consumers would “ accurately understand the risks of 1QOS’
underscores the need for FDA to reject these MRTP applications.

In evaluating the IQOS product, both the FDA's briefing document and the TPSAC
findings identified serious shortcomings in PMI's application. PM| failed to provide
evidence about the impact of the product on youth initiation—Ileaving major gapsin the
application, given the importance of youth perceptions and weight of youth initiation in
satisfying the statutory MRTP requirements. Another core component of the population-
wide assessment is the likelihood that current smokers would stop using cigarettes and
switch to another product. However, TPSAC raised substantial doubts that current
smokers would completely switch to the IQOS system (with 7 of 9 members indicating
alow likelihood), and instead found it likely that current smokers would become long-
term dual users of 1QOS and cigarettes. Additionally, a December 20 Reuters report
documented substantial concerns regarding the personnel involved and sophistication of
PMI’sclinical trias, calling into question the scientific quality of PMI’ s application and
necessitating an audit by FDA before further consideration. Overall, these patterns-of-
use findings and lack of demonstrated evidence by PMI again fall short of the statutory
MRTP requirements.

Many of us have also raised serious concerns about FDA'’ s decision to delay the
requirement that manufacturers submit applications to FDA for newly deemed products
now on the market, such as e-cigarettes. This delay is especially problematic in light of
the findings by National Academies of Sciences, Engineering, and Medicine that thereis
“substantial evidence’ that e-cigarette use by youth increases the likelihood those youth
will smoke cigarettes. We look forward to working with you to expeditiously implement
important provisions of the deeming rule, and we urge you to avoid rushing through new
products, such as 1QOS, to fit within this evolving FDA policy, without requiring strong
evidence that any such product will reduce the risk of disease, result in alarge number
of smokers quitting, and not increase youth tobacco use.

As FDA finalizesits decision on the IQOS MRTP application, we urge you to
thoughtfully consider the TPSAC findings and MRTP statutory requirements, and reject
PMI's application.



Sincerdly,



