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3.1. About the Applicant 
PMP S.A., the applicant, is pursuing a business strategy that envisions a future where we stop 
selling combustible cigarettes. To that end, our organization has dedicated itself to developing, 
scientifically assessing, and commercializing a range of noncombustible alternatives to which 
adult smokers will switch completely. We have developed several products designed to create 
a nicotine-containing aerosol, without combustion and therefore, without tobacco smoke.  

IQOS and HeatSticks will be marketed in the United States by Triaga Inc., a U.S. affiliate of 
PMP S.A.  

3.2. Application Background 
PMP S.A. is submitting this application under section 911(g)(2) of the FD&C Act requesting 
the renewal of the MRGO - Exposure Modification authorizing the marketing, as modified 
risk products\, of the IQOS 2.4 System Holder and Charger (MR0000133, dated 
December 12, 2019), IQOS 3.0 System Holder and Charger (MR0000192, dated 
March 11, 2021) and Marlboro Amber, Blue Menthol and Green Menthol HeatSticks 
(MR0000059, MR0000061 and MR00000060, respectively, dated December 12, 2019). 

The available new data gathered in the U.S. is limited, due to the decision of the U.S. 
International Trade Commission (ITC) which resulted in the mandatory withdrawal of IQOS 
and HeatSticks from the U.S. market as of November 28, 20216. The ITC issued its Final 
Determination (FD), Limited Exclusion Order (LEO), and Cease and Desist Orders (CDO) 
after concluding that two patents of an affiliate of R.J. Reynolds Tobacco Company (RJR) 
are violated by PMI and not invalid. The CDO prohibits Altria Client Services (ALCS)7 and 
PM USA8 from, among other things, importing, selling, marketing, advertising, 
distributing, or transferring imported IQOS Products (including their components). 

This application contains data from the U.S. market that was generated prior to the 
withdrawal of IQOS products and already transmitted to the Agency as part of the Annual 
Reports. The evidence is supplemented with additional international data from Germany, 
Japan, South 

6 Investigation No. 337-TA-1199, In the Matter of Certain Tobacco Heating Articles and Components Thereof. 
7 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. 

8 PM USA is not part of Philip Morris International group of companies. 










