
Philip Morris Products S.A. Confidential 
Renewal of MR0000133, MR0000192, and MR0000059-MR0000061 Page 1 of 8 
8.1 Postmarket Surveillance and Studies (PMSS) 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. 

Module 8 : Postmarket Information 

8.1 Postmarket Surveillance and Studies (PMSS) 

TABLE OF CONTENTS 
1. PMSS PLAN ..................................................................................................................... 2 

1.1. Postmarket surveillance .......................................................................................... 4 

1.2. IQOS MRTP postmarket studies and analyses ....................................................... 4 

1.3. Computational toxicology ....................................................................................... 7 

1.4. Monitoring of new studies ...................................................................................... 8 

1.5. PMP S.A.’s population health impact model .......................................................... 8 

LIST OF TABLES 
Table 1 Summary and Status of IQOS MRTP U.S. Postmarket Surveillance Studies ....... 5 







Philip Morris Products S.A. Confidential 
Renewal of MR0000133, MR0000192, and MR0000059-MR0000061 Page 4 of 8 
8.1 Postmarket Surveillance and Studies (PMSS) 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. 

Altria Client Services (ALCS)4 and PM USA5 from, among other things, importing, selling, 
marketing, advertising, distributing, or transferring imported IQOS Products (including their 
components). According to the ITC decision, the PMSS Plan for the authorized IQOS products 
provided and discussed in the context of the original MRTPA, with the subsequent update to 
incorporate the Authorized IQOS 3.0 System (MR0000192) is not advanced per the timelines 
as initially presented to FDA. 

1.1. Postmarket surveillance 
Following market authorization of IQOS products, PMP S.A. submitted PMTA Annual 
Reports which incorporated Safety Update Reports (SURs), providing a comprehensive and 
critical analysis of the safety profile of all IQOS device versions, including devices currently 
authorized in the U.S. 

Further information is presented in section m8.2 Adverse Experiences Reports. 
1.2. IQOS MRTP postmarket studies and analyses 
The overarching objective of the PMSS Plan is to determine the impact of the IQOS MRGO 
and the subsequent marketing of the Authorized IQOS Systems as modified risk tobacco 
products on consumer behavior, perception and health in the U.S.  
The approved PMSS study protocols and analysis plans relevant to MR0000059 – MR0000061 
and MR00001336 included the IQOS with Marlboro HeatSticks Cross-Sectional Postmarket 
Adult Consumer Study (PACS); IQOS with Marlboro HeatSticks Cohort Postmarket Adult 
Consumer Study (PACS); Secondary Analysis: Estimation of Prevalence of IQOS Use; 
Reporting from the U.S. IQOS Owners Panel; and Secondary Analysis: Estimation of 
Awareness and Use of IQOS among Underage Individuals.  
A summary of each study that was included in the latest version of our approved postmarket 
studies and analyses and its current status is presented in Table 1. Overall, both IQOS 

4 PMP S.A., formerly Philip Morris International Management S.A., has entered into a distribution agreement 
with Altria Client Services LLC (ALCS) by which ALCS and an ALCS affiliate will be licensed to distribute 
and sell the candidate product in the United States, upon issuance of the requested marketing order. ALCS is a 
wholly-owned subsidiary of Altria Group, Inc. ALCS provides certain services to the Altria family of 
companies. 

5 PM USA is not part of Philip Morris International group of companies. 
6 Refer to IQOS 2.4 and corresponding Marlboro HeatSticks 
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formation of metabolites from parent compounds as well as the potential genotoxicity/
carcinogenicity risk of the parent and the metabolite compounds. 
Data are presented in m7 Scientific Studies and Analyses. 
1.4. Monitoring of new studies 
Information and data are presented in the different sections of Module 6. 
1.5. PMP S.A.’s population health impact model 
Information and data are presented in m6.5 Population Modelling and Analysis. 




