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more than 30 days ago; Adult Never Smokers: never smoked or never smoked daily and less 
than 100 CC 

Methods and Outcome Measure:  
Intent to Use 
2 sets of items from the Intent to Use Questionnaire (ITUQ) yielded descriptive measures of: 

• Intention to Try (i.e., to sample at least once; 2 items)
• Intention to Use (i.e., for continued usage; 2 items)

Change in Intention to Quit Smoking and All Tobacco (only for Adult Smokers with Intention to 
Quit CC) 
Closed-ended questions based on Prochaska and DiClemente’s Stages of Change model (Prochaska, 
1983) measured before and after exposure to THS message to determine change in Intention to Quit 
Smoking and All Tobacco 
Comprehension  
Closed questions on Global and Specific comprehension of THS communication materials  
Risk Perception  
ABOUT™ Perceived Risk Instrument composed of 3 domains (Chrea et Al., 2018, Cano et Al., 
2018): 

• Perceived Health Risk measured by an 18-item scale
• Perceived Addiction Risk measured by a 7-item scale
• Perceived Harm to Others measured by 2 single items

Criteria for Evaluation:  
Intent to Use: 
Positive Intention to Try (operationalized as the sum of % Very Likely and % Definitely responses 
to the item on Intention to Try) and positive Intention to Use (operationalized as the sum of 
% Very Likely and % Definitely responses to the item on Intention to Use Regularly).   
Change in Intention to Quit Smoking and All Tobacco: 
Change in Intention to Quit Smoking and All Tobacco, respectively, compared pre- and 
post-exposure to the THS material, by study arm. 
Level of Comprehension7: 
Proportion of subjects correctly answering Comprehension questions, by study arm 
Risk Perception8: 
Perceived Health Risk, Perceived Addiction Risk and Perceived Harm to Others for THS and each 
comparator (i.e., CC, E-cigarettes, NRTs and Cessation)9, by study arm and smoking status group 

Overall, the study found that the different instances of IQOS LLM tested that included 
the Surgeon General’s (SG) warnings (tested across two Arms: (i) IQOS Brochure and 
( ii) the HeatSticks Pack)10, were associated with substantial positive Intention to Try and 
positive Intention to Use THS among the intended section of the population, that is Adult 
Smokers 

7 See section 6.4 of this application 
8 See section 6.4 of this application 
9 Not assessed by Adult Never Smokers 
10 Results for PMI warnings are not presented herein and have been described in more details in sections 6.2.2, 
6.3.1, 6.4 and 7.3.2 of the original MRTPA.  
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Table 2 Methodology of THS-PBA-07-US 

Study Title: Actual Use Study of THS 2.2 – THS-PBA-07-US 
Study design: Single group, mid-term prospective observational study including 1-week 
baseline period and 6-week observational period followed by 1-week close out.  Study conducted in 
8 limited geographic areas of the United States, with an assessment of subject-reported 
stick-by-stick consumption of HeatSticks and of CC with participants receiving HeatSticks free of 
charge.  
Subjects: Enrolled: 1336; Full Analysis Set (FAS): 1106. 

Main criteria for inclusion: 
• Aged 18 and above, or above state legal smoking age if above 18 years13

• Current daily smokers of regular and/or menthol CC, having smoked at least 100 CC in
lifetime, currently smoking at least 1 CC/day, and having no intention of quitting within the
next 30 days.

• Positive intention to use the THS system as assessed during screening.
Test Product: Tobacco Heating System 2.2 (THS 2.2) regular and menthol variants. Ad-libitum use 
Duration of Use: Observational period of 6 weeks 
Key Analyses:  
Use patterns 
Product use described per week according to the below product usage categories: 

• THS HeatSticks use (≥ 70% of tobacco products used are THS HeatSticks)
o Exclusive THS HeatSticks use: (>95% and ≤100% of tobacco products used are

THS HeatSticks)
o Predominant THS HeatSticks use (≥70% and ≤95% of tobacco products used are

THS HeatSticks)
• Combined use (>30% and <70% of tobacco products used are THS HeatSticks)
• CC use (≤ 30% of tobacco products used are THS HeatSticks)

Analysis of usage categories over different time points via transition tables, created for each week 
to any other posterior week in the observational period starting with week 0 (i.e., Baseline period). 

Levels of Product Consumption 
Average daily consumption of THS and CC during the observational period in comparison to 
Baseline consumption of CC as reported by the study participant in the e-diary.  

The Full Analysis Sample (FAS) population consisted of 1106 participants, all had recorded 
consumption of at least 1 CC during the 1-week Baseline period and at least 1 consumption of a 
THS Tobacco Stick during the 6-week observational period.  

13 Legal age for smoking was 18 years old at the time of study conduct. 
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Overall, the study showed that a sizeable proportion of the U.S. daily smokers were likely to 
“switch” from CC to the IQOS system, with 14.6% of daily smokers likely to use it either 
exclusively or predominantly (i.e., “THS HeatSticks use”14) (Table 3). Around 7.5% of daily 
smokers were likely to use it exclusively (Table 3). “THS HeatSticks use” remained relatively 
stable over the 6-week observational period. With regard to dual use, the proportion of 
Combined use decreased over time, and, on average, CC consumption was reduced by about 
half for participants with Combined use at Week 6 compared to their baseline CC consumption 
(Table 4).  

There was no evidence to suggest that the availability of HeatSticks would lead to an increase 
in total tobacco product consumption with average total tobacco product consumption (CC 
and HeatSticks combined) used per day being slightly lower during the observational period 
compared to baseline (9.3 CC and HeatSticks combined per day vs. 10.2 CC per day) for the 
overall sample. A proportion of participants continued to use CC after using HeatSticks 
(Table 3). Despite this, data indicates that once adult daily smokers have “switched” from CC 
to HeatSticks, their likelihood of switching back to CC is relatively low. 

14 Defined as Exclusive THS HeatSticks use: (>95% and ≤100% of tobacco products used are THS HeatSticks) 
or Predominant THS HeatSticks use (≥70% and ≤95% of tobacco products used are THS HeatSticks) 
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Table 7 Methodology of IQOS Cross-sectional PACS Study 

Study Title: IQOS with Marlboro HeatSticks Cross-sectional Postmarket Adult Consumer Study 
(IQOS Cross-sectional PACS) 

Study design: 

A self-administered online cross-sectional survey of adult established IQOS users. 

Main criteria for inclusion: 

Participants included ever established IQOS users 21 years of age or older recruited from the IQOS 
consumer database.  

Ever established IQOS users were defined as adults who have ever used at least 100 Marlboro 
HeatSticks. Ever established IQOS users included the following two groups: 

• Current established IQOS users: Adult ever established IQOS users who now use IQOS
“every day” or “some days”.

• Former established IQOS users: Adult ever established IQOS users who now use IQOS
“not at all.”

Methods and Outcome Measures:  

A computerized questionnaire was used to characterize: 

• Use Patterns including IQOS use not as intended
• Risk Perception of IQOS29

• Initiation of tobacco with IQOS30

• Initiation of IQOS as long-term former smokers and long-term former tobacco users
• Complete Switching from Cigarettes Smoking/All Tobacco to IQOS
• Transitions To/Back To Cigarette Smoking
• Quitting Behaviors

Overall, results from PACS demonstrate that IQOS use was in accordance with the principles 
of benefitting the health of the population as a whole. Specifically, results of the of IQOS 
Cross-sectional PACS demonstrate that current IQOS consumers largely (92%) consist of 
existing tobacco users, especially long-term cigarette smokers. During the limited duration 
when IQOS was marketed in the U.S., almost one in three IQOS users (35.08%) were using 
IQOS only (Table 9),and more than 80% of IQOS users who were still smoking indicated that 
they reduced their cigarette consumption, potentially signaling a journey toward switching. 

29 See section 6.4 
30 See section 6.3 
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Unintended use of IQOS was low (i.e., misuse) and almost half of IQOS users preferred 
menthol HeatSticks. 
Full study results have been submitted previously as part of the 2022 Annual Report31. Below 
we provide a summary of key findings: 
A total of 688 individuals met all inclusion criteria and completed the IQOS Cross-sectional 
PACS survey. Of the 688 ever established users, 439 current and 24 former established users 
completed the survey before October 13.32 In total, 59.91% of the 439 current established IQOS 
users were males; the majority were non-Hispanic white (72.89%), followed by 
non-Hispanic Asians (14.35%) and Hispanic (5.47%) and non-Hispanic black (4.78%). The 
mean age was 45 years old with 1.59% being 21-24 years of age, and almost all were 
from the Southern region of the United States where IQOS was marketed and sold. 

Over half of IQOS users preferred menthol HeatSticks (n= 231) compared to non-menthol 
HeatSticks (n= 208). Compared to IQOS users who preferred menthol (64.50%), a larger 
proportion of IQOS users who preferred non-menthol HeatSticks were Non-Hispanic 
White/Caucasian (82.21%), whereas a larger proportion of those who preferred menthol 
HeatSticks were non-Hispanic Asian (21.65%) or Non-Hispanic Black/African American 
(6.49%) (Table 8).   

31 2022 Annual report and PMSS plan submitted on April 29, 2022 
32 On October 13, 2021 IQOS consumers were informed that IQOS will not be available after November 29, 2021. 
Considering that the communication may alter consumer behaviors, we focus on results based on those who 
completed the survey by October 13 in this report. Results for those who completed the survey after October 13 
are available in Appendix A1. We do not observe any substantial differences in tobacco use patterns and 
perceptions about IQOS between those who completed the survey by and after October 13.  
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In total, 70.39% of current established IQOS users reported using IQOS daily, with a higher 
proportion among current established IQOS users who prefer menthol (73.16%) compared to 
those who prefer non-menthol (67.31%) HeatSticks. Quantity of HeatSticks used per day 
(Median: 14.0 HeatSticks/day in the past 30 days) were similar among current established 
IQOS users of menthol and regular HeatSticks IQOS (Table 11).  
Table 11 Number of days participants used IQOS in past 30 days and number of IQOS 
Marlboro HeatSticks used in past 30 days 
Measure 

Current Established 
IQOS Users 

% (CI) 

Current Established 
IQOS Users Who 
Prefer Menthol 

HeatSticks 
% (CI) 

Current Established 
IQOS Users Who 

Prefer Non-Menthol 
HeatSticks 

% (CI) 
Base (Total Participants) n = 439 n = 231 n = 208 
During the past 30 days, on how many 
days did you use IQOS with Marlboro 
HeatSticks? 
30 days 70.39 (66.12; 74.66) 73.16 (67.45; 78.87) 67.31 (60.93; 73.68) 
Mean number of days used 26.23 (25.56; 26.90) 26.55 (25.64; 27.45) 25.88 (24.87; 26.90) 
Standard deviation of days used 7.16 6.95 7.39 
Median number of days used 30.00 (25.00; 30.00) 30.00 (28.00; 30.00) 30.00 (24.00; 30.00) 
Min/Max 0.00 / 30.00 0.00 / 30.00 0.00 / 30.00 
During the past 30 days, on the days you 
used IQOS with Marlboro HeatSticks, 
how many Marlboro HeatSticks did you 
use per day, on average? 
Median number of HeatSticks® per day 
on days used 15.00 (10.00; 20.00) 15.00 (10.00; 20.00) 15.00 (10.00; 20.00) 

IQR 10.00 10.00 10.00 
HeatSticks per day in the past 30 days 
Median number of HeatSticks® per day 14.00 (7.00; 20.00) 14.00 (8.00; 20.00) 14.00 (6.67; 20.00) 
IQR 13.00 12.00 13.33 
CI: Confidence Interval, IQR: Interquartile Range, Max: Maximum, Min: Minimum, n: Number of observations, P: Low 
Statistical Precision  

Source: Final Study Report ALCS-CMI-17-36-HT36. Table 5. 

36 2022 Annual report and PMSS plan submitted on April 29, 2022, P01-1_-_IQOS_Cross-Sectional_PACS_-
_Wave_1_Final_Study_Report 
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In terms of complete switching37, 31.21% of current established IQOS users had switched 
completely from cigarettes after first trying IQOS (Table 12). Complete switching from 
cigarettes was slightly higher among current established IQOS who prefer menthol HeatSticks 
(32.03%) compared to those who prefer non-menthol HeatSticks (30.29%).  

Table 12 Complete switching to IQOS after first trying IQOS 

Measure 

Current Established 
IQOS Users 

% (CI) 

Current Established 
IQOS Users Who Prefer 

Menthol HeatSticks 
% (CI) 

Current Established 
IQOS Users Who Prefer 
non-Menthol HeatSticks 

% (CI) 
Base (Total Participants) n = 439 n = 231 n = 208 
Complete switching from all 
tobacco products to IQOS after 
first trying IQOS 

25.06 (21.00; 29.11) 25.54 (19.92; 31.16) 24.52 (18.67; 30.37) 

Complete switching from 
cigarettes to IQOS after first 
trying IQOS 

31.21 (26.87; 35.54) 32.03 (26.02; 38.05) 30.29 (24.04; 36.53) 

Complete switching from 
menthol cigarettes to IQOS after 
first trying IQOS 

12.53 (9.43; 15.63) 22.94 (17.52; 28.37) 0.96 (0.12; 3.43) (P) 

Complete switching from non-
menthol cigarettes to IQOS after 
first trying IQOS 

18.22 (14.61; 21.83) 8.23 (4.68; 11.77) 29.33 (23.14; 35.51) 

CI: Confidence Interval, n: Number of observations, NA: Not Applicable, P: Low Statistical Precision, S: Low Sample Size 

Source: Final Study Report ALCS-CMI-17-36-HT38. Table 14. 

Around 55.24% of current established IQOS users had a past 12-month cigarette quit attempt. 
Quit attempts during the past 12 months was similar for users who prefer menthol HeatSticks 
(54.72%) compared to users who prefer non-menthol HeatSticks (55.77%). Similar results 
were observed for motivation to stop smoking for users who prefer menthol HeatSticks and 
users who prefer non-menthol HeatSticks. 

37 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.  
38 2022 Annual report and PMSS plan submitted on April 29, 2022, P01-1_-_IQOS_Cross-Sectional_PACS_-
_Wave_1_Final_Study_Report 
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identified any further independent studies in the context of information on prevalence of 
use and use patterns of IQOS or other HTPs among adult TNP users. 

1.6. Conclusion 
The combined evidence from the U.S. pre-market and post-market studies, together with 
international postmarket studies and independent studies, indicate that current adult cigarette 
smokers will represent the segment of the population that is most likely to use IQOS, whenever 
IQOS will be commercially available in the U.S with the authorized modified risk claim.   
In addition, the combined evidence from pre- and post-market studies indicates that i) a large 
proportion of adult IQOS users switch away from cigarettes, with a larger proportion of adult 
users using IQOS exclusively in international markets, where IQOS has been present for a 
longer period compared with the U.S. (ahead of the CDO).  
Data from the international markets also reveals the positive effect on complete switching from 
cigarettes to IQOS when IQOS is perceived as a modified risk product. Moreover, data 
indicates that the consumption of cigarettes is declining suggesting that there is a replacement 
of cigarettes use by HeatSticks consumption rather than an overall increase in total tobacco 
consumption.  
Finally, results of both pre-market and post-market studies potentially suggest that the 
availability of different HeatSticks flavors may promote higher level of complete switching 
among smokers, thereby facilitating the transition of adult smokers from cigarettes to IQOS 
use.  
Taken together, this evidence points towards continued commercialization of IQOS with the 
reduced exposure claim to be expected to benefit the health of the population as a whole, which 
is consistent with section 911(g)(2)(B) of the FD&C Act. 
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