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The limited period during which the IQOS products were available with the modified-risk 
claims to U.S. smokers7 and limited commercial outreach of the IQOS products 
(commercialized only in a few U.S. markets) have made it difficult to collect and present to 
FDA a comprehensive U.S.-representative data set and evidence as intended in the agreed 
PMSS Plan8. During the 37 months of sales, approximately 30,000 adult tobacco consumers 
were registered in the IQOS database and of that number, approximately 20,000 adults 
converted to either partial or full switching of IQOS from cigarettes. This number of subjects 
was sufficient to permit conducting the first wave of a cross-sectional study, and the results 
from the study were provided with the 2022 Annual Report submitted to FDA on 
April 29, 20229. 

At this time, the MRGOs have been effective for a period of four (4) years and will expire on 
July 7, 2024. Conditions of the orders included monitoring the use of the authorized products 
with regard to uptake, dual use, and complete switching, including the potential for initiation 
among youth. As per the FDA request, Postmarket Surveillance and Studies (PMSS) included 
an assessment of MRTP users’ behavior and understanding over time, and the 4-year period 
was deemed a reasonable amount of time to assess whether there is appropriate consumer 
understanding and to generate preliminary data on behavior in PMSS to assess whether the 
standard continues to be met and whether the order should be renewedError! Bookmark not defined.. 

In addition, and consistent with the agreed PMSS Plan, PMP S.A. provides results of the 
computational toxicology assessment that was initiated to assess cancer risk from the exposure 
to compounds increased in the IQOS aerosol compared to cigarette smoke. We also report on 
safety profile and adverse experiences associated with the use of IQOS products worldwide. 
This information and data are supplemented by international data from Germany, Japan, South 
Korea, and Italy where IQOS products have continued to prove successful in converting 
millions of adult smokers to this modified-risk tobacco product. 

To facilitate review, PMP S.A. utilized cross-referencing to the original MRTPA for the 
IQOS 2.4 System and HeatSticks, and where relevant to the sMRTPA for the IQOS 3.0 System. 

7 The MRGO for the IQOS 2.4 System Holder and Charger and HeatSticks was issued on July 7, 2020. After 
development of marketing materials and submission of materials to FDA for the required 30-day notification 
imposed in the PMTA Marketing Order, the first marketing with modified risk (reduced exposure) claims was 
disseminated in September of 2020. 

8 PMSS Plan (PS0000169) with an update to incorporate the IQOS 3.0 System following issuance of the MRGO 
– Exposure Modification under section 911 of the FD&C Act (MR0000192).

9 Appendix P01-1_-_IQOS_Cross-Sectional_PACS_-_Wave_1_Final_Study_Report submitted to FDA on April 
29, 2022 as part of the 2022 Annual Report 
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benefit the health of the population as a whole taking into account both users of tobacco 
products and persons who do not currently use tobacco products.  

PMP S.A. is requesting a renewal of the MRGO – Exposure Modification for the IQOS 
products issued under section 911(g)(2) of the FD&C Act. 




