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1 SUMMARY – MRTP USE BEHAVIOR AND CONSUMER UNDERSTANDING 
AND PERCEPTION

In this section, we provide evidence of an expansion of IQOS use in select markets at the 
beginning of the reporting period culminating in the removal of IQOS products from the market 
on November 29th, 2022.1 Uptake of the IQOS system was low but growing among U.S. adult 
cigarette smokers (21+) in regions where the IQOS system was available. We observed low 
awareness and little uptake of IQOS use among underage (13-20 years old) individuals. Among 
adult IQOS users, we saw strong evidence of switching completely from cigarettes to IQOS
and accurate risk perceptions.  

2 IQOS MRTP POSTMARKET STUDIES AND ANALYSES UPDATE
During this reporting period, all postmarket surveillance and studies were implemented as 
planned. On February 24, 2021, FDA issued its letter of approval for the planned postmarket 
surveillance studies. Since that time, we successfully added the IQOS module to our ongoing 
Underage Tobacco Use Survey (UTUS) in the second quarter of 2021 and conducted the first 
wave of the IQOS Cross-Sectional Postmarket Adult Consumer Study (PACS; ALCS-CMI-
17-36-HT) in the third and fourth quarters of 2021. This update includes the data and 
information gained from our ongoing market surveillance, our first wave of the IQOS Cross-
sectional PACS, and a review of IQOS marketing changes that will impact planned postmarket 
surveillance and study (PMSS) activities. 

As documented in a letter to the FDA Office of Compliance and Enforcement on November 
9th, 2021,2 the International Trade Commission (ITC) issued a decision that halted the 
importation of IQOS products into the United States. As of November 29, 2021, Philip Morris 
USA (PM USA) is no longer marketing or selling IQOS products in the U.S., which hinders 
our ability to study and surveil IQOS use. As such, our timing and plans for PMSS moving into 
2022 have been adjusted as documented in the letter sent to FDA on January 14, 2022.3

Changes include pausing IQOS Cross-Sectional PACS and IQOS Cohort PACS (ALCS-CMI-
17-37-HT) study conduct in 2022 and ending the current U.S. IQOS Owners Panel.

1 In September 2021, the International Trade Commission (ITC) issued an order imposing an importation ban on 
the IQOS device and Marlboro HeatSticks into the U.S., and a cease and desist order on the marketing and sale 
of product already imported into the U.S. 
2 Letter to Ann L. Simoneau, Director, Office of Compliance and Enforcement, Center for Tobacco Products, on 
November 9th, 2021, from Altria Client Services LLC, on behalf of Philip Morris USA
3 On January 14, 2022, Philip Morris Products S.A. submitted the Premarket Tobacco Product Application 
Amendment and General Correspondence Submission to LCDR Michael Gu regarding the Adjustment to the 
Postmarket Surveillance and Studies (PMSS) Plan for MR0000059 - MR000061 and MR0000133.









Philip Morris Products S.A. Confidential
2022 PMSS Report for MR0000059-MR0000061 and MR0000133 Page 7 of 18
Annex 1: MRTP Use Behavior and Consumer Understanding and Perception Version 1.0

Confidentiality Statement
Data and information contained in this document are considered to constitute trade secrets and confidential 
commercial information, and the legal protections provided to such trade secrets and confidential information 
are hereby claimed under the applicable provisions of United States law. No part of this document may be 
publicly disclosed without the written consent of Philip Morris Products S.A.

3 ADULT PREVALENCE AND PRODUCT USE PATTERNS

3.1 Prevalence
Prevalence of adult IQOS use appears to be low, which aligns with its limited time in market 
and limited distribution in the U.S. In fact, data from ATCT,4 our ongoing survey that provides 
a nationally representative sample of ~28,800 U.S. adults (21+) annually, revealed three
reported IQOS past 30-day users between March 1, 2021, to February 28, 2022 (Enclosure 
A2). Another recent analysis of data collected from a national probability sample of 20,449 
U.S. adults between November 2019 and February 2020 suggested just 8.1% of adults were 
aware of heated tobacco products, 0.55% had ever tried, and 0.10% were current users.5

Collectively, data from the ATCT and other nationally representative surveys demonstrate low 
prevalence of heated tobacco product use among adults in the U.S.  

3.2 Product Use Patterns
For this report, we summarize data from the IQOS Cross-Sectional PACS (

) and IQOS Owners Panel related to product use patterns. In the future, as noted in the 
secondary analysis plan, once a count of at least 100 current IQOS users are recorded in ATCT, 
we plan to provide information regarding dual/poly use, amount and frequency of use, 
initiation, complete switching, and tobacco quitting behaviors relative to IQOS. The IQOS
Cohort PACS ( ) study, now planned to field in 2023, will also provide 
information on usage patterns for future reporting.  

3.2.1 Product Use Patterns from IQOS Cross-Sectional PACS

We successfully conducted the first wave of IQOS Cross-sectional PACS from September to 
November of 2021 (Annex P01-1). Results from this study demonstrate that among adult 
current established IQOS users:

almost all IQOS users (92%) were cigarette smokers prior to first trying IQOS; 
a substantial portion (31%) of current established IQOS users switched6 from 
cigarette smoking to IQOS use. Among those who were still smoking, more than 80% 
reported smoking fewer cigarettes compared to the amount prior to first trying IQOS; 

4 PMSS: Secondary Analysis: Estimation of Prevalence of IQOS Use
5 Zhu S, Ong J, Wong S, Cole A, Zhuang Y, Shi Y (2021). Early adoption of heated tobacco products resembles 
that of e-cigarettes. Tobacco Control http://dx.doi.org/10.1136/tobaccocontrol-2020-056089
6 In the IQOS Cross-Sectional PACS, IQOS-relevant complete switching is defined as being a current established 
smoker during the 30 days prior to trying IQOS, now using IQOS and “not at all” smoking, and the last time 
smoked was after trying IQOS. 

(b)(4)
(b)(4)

(b)(4)
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Switching: Complete switching9 refers to the event of completely transitioning from 
established use of one tobacco product to now not using that product and current established 
use of another tobacco product. Among all  current established IQOS users, 31% had 
switched completely from cigarettes based on the definition in the Statistical Analysis Plan 
(SAP). When restricting to current established IQOS users who were smoking during the past 
30 days prior to first trying IQOS, 34%10 had switched completely to IQOS.  

Among current IQOS users, 92% were smokers during the 30 days prior to trying IQOS, but 
only 49% were current smokers at the time of the assessment, which suggests that 43% (the 
difference of 92% and 49%) of IQOS users became non-current smokers (i.e., had not smoked 
a cigarette in the past 30-days) after trying IQOS. Among those who were still smoking, 83% 
reported now smoking fewer cigarettes compared to before trying IQOS (Figure 1).  

Just 31% of current IQOS users met the definition of switching because of the way “complete 
switching” was defined in the SAP. That definition of switching required that the last time 
smoked be after trying IQOS. A larger proportion of IQOS users (43%) became non-current 
smokers after trying IQOS but many did not meet the SAP definition because a notable portion 
did not smoke cigarettes at all after trying IQOS. In a broader sense, these individuals can also 
be considered having switched, but did not meet the SAP definition. 

9 In the IQOS Cross-Sectional PACS, IQOS-relevant complete switching is defined as being a current established 
smoker during the 30 days prior to trying IQOS, now using IQOS and “not at all” smoking, and the last time 
smoked was after trying IQOS.
10 A total of 91.57% of current established users who were smoking cigarettes during the 30 days prior to first 
trying IQOS. Therefore, the 34% was calculated from dividing 31.21% by 91.57% (i.e., 31.21%/91.57%=34%).

(b)(4)
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5 UNDERAGE AWARENESS, EVER USE, AND PAST 30-DAY USE
Results of the UTUS suggest that underage awareness, ever use, and past 30-day use of IQOS
is very low (Annex P01-4). With a sample size of 5,205, only four individuals (one 13-17 year 
old minor and three 18-20 year old underage young adults) reported that they used IQOS in the 
past 30 days prior to the assessment.15 Among these four individuals, one correctly identified 
that IQOS “only uses sticks containing actual tobacco,” which signals a certain level of 
confusion about IQOS, and that self-reported use may be overestimated among underage 
individuals.  

The UTUS 2021 Q2 to 2022 Q1 results include a sample of 5,205 underage individuals; 
aggregated from quarters 2, 3, and 4 surveys in 2021 and quarter 1 survey in 2022, including 
an oversample of the three IQOS lead market regions (Atlanta, GA, Richmond, VA, and 
Charlotte, NC). In the total sample, an estimated 3.1% of youth (13-17 years) and 5.9% of 
young adults (18-20 years) reported having ever seen or heard of IQOS. An estimated 0.2% of 
youth and 1.0% of young adults reported ever use of IQOS. Less than 0.2% of youth and young 
adults reported past 30-day use of IQOS (Table 4). Estimated awareness and ever use was 
higher among underage young adults compared to youth and higher in the three lead market 
regions compared to the rest of the U.S. Among those who had seen or heard of IQOS (n=255), 
friends/peers/classmates were the most common source of information (38.8%), followed by 
advertisement at gas stations, convenience stores, or other retail stores (17.6%). Among those 
who were aware of IQOS, only a minority (11%) correctly identified that IQOS “only uses 
sticks containing actual tobacco;” 51% did not know. 

For heated tobacco products as a whole, an estimated 0.7% of middle and high school students 
were current users of heated tobacco based on the National Youth Tobacco Survey (NYTS) 
2020 results.16 We consider that the estimated 0.7% of current HTP use may be an overestimate 
for the following reasons. First, prior research indicated a proportion of participants reporting 
awareness and use of HTPs when these products were in very limited distribution in the U.S. 
For example, based on NYTS data collected during early 2019, an estimated 1.6% of middle-
school and high-school students used HTPs during the 30 days prior to the assessment.17

Another study conducted in 2017 showed that an estimated 9.1% of 16-19 year olds had

15 Past 30-day IQOS use was assessed among individuals who were aware of heated tobacco products, had ever 
used a heated tobacco product, used a heated tobacco product during the past 30 days. 
16 Gentzke AS, Wang TW, Cornelius M, Park-Lee E, Ren C, Sawdey MD, Cullen KA, Loretan C, Jamal A,Homa 
DM. Tobacco Product Use and Associated Factors Among Middle and High School Students — National Youth 
Tobacco Survey, United States, 2021. MMWR Morb Mortal Wkly Rep. 2022 March 11; 71(5);1–29
17 Dai, H. Heated tobacco product use and associated factors among U.S. youth, 2019. Drug Alcohol Depend. 
2020;214:108150. 
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6 CONCLUSIONS – MRTP USE BEHAVIOR AND CONSUMER 
UNDERSTANDING AND PERCEPTION

Early evidence from the U.S. suggests limited uptake and use of the IQOS system among legal 
age adult cigarette smokers consistent with limited marketing time and distribution culminating 
in an end of marketing in November 2021. As the IQOS market reopens and adult cigarette 
smokers again become aware of the IQOS system as a reduced exposure tobacco option, we 
expect that adult IQOS uptake will increase. 

Our evidence demonstrates that IQOS can benefit the health of the population as a whole by 
transitioning adult cigarette smokers away from cigarettes. Initiation of IQOS by never users 
of tobacco was rare and there was minimal initiation of, re-initiation of, and relapse to smoking 
among adults. In addition, there is little indication of youth and underage young adult use of 
IQOS at the time of this report. A significant proportion (almost a third in one study and over 
40% in another study) of adult IQOS users switched from cigarette smoking to IQOS use. In 
the cross-sectional study, among those who were still smoking, more than 80% reported 
smoking fewer cigarettes compared to the amount prior to first trying IQOS.

Most adults correctly perceived IQOS risks and behavioral implications of IQOS use. Adults 
understood IQOS was not risk free and that switching to IQOS would reduce exposure to 
harmful or potentially harmful chemicals compared to smoking. 

7 ANNEXES
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