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FDA Permits Sale
of 1Q0S in the US

The FOA has authortzed” the marketing of IQOS. which allows It 1o be sold In the US,
The FOA determined that this s for of public health

¥ While the authorization of new tobacco products doesn't
mean they are safe, the review process makes certain

that the marketing of the products is appropriate for the

takor 10 account the risks and benefits to the population as 2 whole.
inCuding users and non-users of tobacco products. particularty youth protection of the public health, taking into account the risks
Authorization Soes not mean this product & tafe or “FOA Approved and benefits to the population hole. This includes how
& the products may impact youth use of nicotine and tobacco,
Some key considerations of the FDA, among others: i and the potential for the products to completely move adult o
1 ’ smokers away from use of combustible cigarettes. ) )
E 1QOS produces fewer The FDA's rigorous science based review found 2 Mitch Zeller, J.D.
or lower levels of some that the aerosol produced by IQOS contains 4 i
] Direc fobac: Produ
toxins than combustible fewer toxdc chemicals than cigarette smoke. \ tor of the FDA's Center for Tobacco cts.
cigarettes. anc many of the toxins identified are present
3t lower ieveds than In cigarette smoke
Levels of Levels of Regu[aﬁons
0 acrolein are formaldehyde are

Carbon monoxide
exposure from
1QOS aerosol
., Is comparable to e

s environmental QoS - Qos :i“’:‘_"‘}*
exposure
4 . 89% to 95% lower  66% to 91% lower
3 than from combustiole than from combustible
cigarettes cigarettes
H
Available data, while 1QOS delivers nicotine R
limited, indicate that inlevels close to
few non-tobacco users combustible cigarettes
would be likely to choose dsasiivg & Silikesd
‘f ::J:": Uﬂ:t:’(‘)os‘ that IQOS users may be able to
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- use 1QOS exchively
L )
4|
-
e Q0%
orwies
14

H2. kEANDTF7AARBTEISAV—. 201956 AUy TEIVR A 8—F a3 LR



INDEPENDENT STUDIES

piment, but we understand that validati scientific commumity ts essentiad for the evaduation of new products

Sece some of these resulis:

PUBLIC AGENCY

Arcport from the United States Health Surveillance Agency, which authorized the ‘The British Ministry of Health concluded that heated tobacco products “may be
marketing of our heated tobaceo product. found it to be appropriate for the considered less harmful than cigareftes.”

protection of public health.

RESEARCH AND DEVELOPMENT

Considering that removing combustion from the process is beneficial for the adult smoker, PMI has developed a rigorous scientific evaluation program to create a heated tobaceo alternative and
demonstrate that migration to this system significantly decreases the formation of harmful toxic compounds when compared. to cigarette smoking.

This assessment applies well-recognized pharmaceutical industry practices. ranging from toxicological evaluation of the product to long-term clinical studies, and following the standards set by
the United States Health Surveillance Agency (FDA).

PMI's scientific discoveries and methods are shared with scientists. experts. and regulators through publications in scientific journals, presentations at scientific conferences., and at

WWW niscicnce.col
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Below you can check out other independent surveys and government reports. They are not an endorsement by researchers or agencies involved in PMI's tobacco heating system, but they anc an

important source of informalion.

FEDERAL INSTITUTE FOR RISKASSESSMENT - Germany, 2on8

TOBACCO PRODUCTS SCIENTIFIC ADIVISORY COMMITTEE - United States, 2018

PREMARKET TOBACCO PRODUCT AUTHORIZATION - United States, 2010

PUBLIC HEALTH ENGLAND - United Kingd 2018

FOOD STANDARDS AGENCY - United Kingdom, 2017

NATIONAL INSTITUTE FOR PUBLIC HEALTHAND THE ENVIROMENT - Netherlands, 2018

NATIONAL INSTITUTE OF PUBLIC HEALTH - Jopan
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