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August 4, 2025

Center for Tobacco Products

&GG9 6F9 $JR? "9EAFAKLJ6MGF

10903 New Hampshire Avenue

Building 71, Room G335 

Silver Spring, MD 20993-0002 

ATTENTION:

Benjamin Apelber?X $:HRLU $AJ:8LGJ ;GJ 0:?RD6LGJU 18A:F8:X ->8: G; Science

Submi ed via CTP Portal 

Cc: Anab Kemal, Regulatory Health Project Manager, via email

Subject: Amendment to MR0000254.PD1, MR0000254.PD3, MR0000254.P.PD5 – MR0000254.PD7D7

To Whom It May Concern,

PMI US Corporate Services, Inc.1 (PMI US), on behalf of Philip Morris Products S.A. (PMP S.A.), submits 

this amendment toto provide new K8A:FM=8 :SA9:F8: 9:EGFKLJ6MF? that IQOS consumables do not meet

the 8A?6J:O: 9:=FAMGF K:L ;GJthth AF K:8MGF mdd^g_ G; L@: &:9:J6D &GG9X $JR?X 6F9 #GKE:M8 "8L (FD&C 

Act). As such, we request removal of the three required smoking-related warnings2 for the IQOS 

consumables subject of this review. We do not request removal of, and J:E6AF 8GEEAO:9 LG :FKRJAF? 

that the IQOS consumable labeling contains, the nico ne is addic ve T6JFAF? 8GF9AMGF:9 AF L@: 

April 29, 2019, PMTA Technical Project Lead (TPL) review.3

While FDA considers this request, it should be guided by the following four salient facts: 

1.1. IQOS consumables do not meet the statutory 013:6A;: ?1@ 2;>@5 6: ?1/A;: OMMJNK ;2 @51 %$L# 

Act.

2.2. Product-?<1/63/ 1E601:/1 /;:3>9? @5-@ /;:?D91>? 0; :;@ <1>/16E1 '*(+ /;:?D9-.81? @; .1 

/64->1C1?I 

3.3. I9<;?6:4 ?9;76:4-related F->:6:4? ;: IQOS consumables JF56/5 ->1 /8-??6310 .G %$" -? 

&,)?K 6? ?/61:A3/-88G 6:-//D>-@1 -:0 96?81-06:4 to consumers.

1 PMI US Corporate Services Inc. is a services 8GEH6FU ;GJ L@: .@ADAH +GJJAK )FL:JF6MGF6D (PMI) family of companies.
2 SURGEON GENERAL’S WARNING: Smoking Causes Lung Cancer, Heart Disease, Emphysema, and May Complicate Pregnancy.

130'%-, '%,%0"*[1 4"0,),'Y /RAPF? 1EGCAF? ,GT 'J:6LDU 0:9R8:K 1:JAGRK 0AKCK LG 5GRJ (:6DL@Z

SURGEON GENERAL’S WARNING: Smoking By Pregnant Women May Result in Fetal Injury, Premature Birth, and Low Birth 

Weight.
3 See Page 87 of TPL Review for PM0000424.PD-PM0000426.PD1 and PM0000479.PD1
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4. The "096:6?@>-AE1 )>;/10D>1 "/@ J")"K >1=D6>1? @5-@ %$" 01/6?6;:? .1 .-?10 ;: ?D.?@-:A-8

1E601:/1I

Both FDA and PMI US share the common goal of moving U.S. adult smokers away from combusted 

8A?6J:O:K. To :<:8MS:DU achieve this goal, it iK :KK:FM6D L@6L J:?RD6LGJU 9:8AKAGFK are informed by 

rigorous science 6F9 8GEERFA86L: L@: J:D6MS: JAKCK 68JGKK LG7688G HJG9R8LK.  

Requiring IQOS consumables to bear the same warnings as combusted 8A?6J:O:K is not supported by 

currently available scienM=8 :SA9:F8:X nor FDA decisions concluding that the products were appropriate 

;GJ L@: HJGL:8MGF G; HR7DA8 @:6DL@ 6F9 EG9A=:9 JAKC tobacco products. In fact, tJ:6MF? IQOS products as 

equally harmful as combusted 8A?6J:O:KX 9:KHAL: K8A:FM=8 evidence to the contrary, misleads and 

confuses U.S. 69RDL KEGC:JK DGGCAF? ;GJ 7:O:J 6DL:JF6MS:K. 

As FDA weighs this decision, we reiterate that imposing smoking-related warnings on FDA-authorized 

IQOS consumables only delays :<GJLs to LJ6FKAMGF current U.S. adult smokers 9GTF L@: 8GFMFRRE G;

risk and away from the most harmful form of tobacco.  

Sincerely, 

Sarah Amyot, M.P.H. 

US Agent and Manager, US Regulatory Management  

PMI US Corporate Services, Inc.  

egmm ,:T 5GJC "S: ,4X 1RAL: hdd

Washington, DC 20005  

2@AK D:O:J 8GFL6AFK 8GF=9:FM6D 8GEE:J8A6D AF;GJE6MGF L@6L PMI US Corporate Services, Inc., PMI Global Services Inc., Triaga 

Inc., Philip Morris Products S.A., Swedish Match USA, Inc.X 6F9 L@:AJ 6>DA6L:K ^8GDD:8MS:DU L@: \.+) %FMM:K]_ consider to be 

HJGHJA:L6JU 6F9 @A?@DU K:FKAMS:X 6F9 T@A8@ AK HJGL:8L:9 ;JGE 9AK8DGKRJ: RF9:J &$a# "8L `` gde^B_ 6F9 mdj^8_ ^fe 3Z1Z#Z ``

gge^B_ 6F9 glk;^8__X L@: 2J69: 1:8J:LK "8L ^el 3Z1Z#Z ` emdi_X L@: &J::9GE G; )F;GJE6MGF "8L ^i 3Z1Z#Z ` iif_X 6F9 &$"[K

AEHD:E:FMF? J:?RD6MGFK ^fe #&0 .6JL fd_Z ); &$" J:8:AS:K 6 J:IR:KL ;GJ L@:K: J:8GJ9K 6F9 L:FL6MS:DU 9:L:JEAF:K L@6L 6FU

HGJMGF G; L@: KR7EAKKAGF AK 9AK8DGK67D:X the .+) %FMM:K J:IR:KL L@6L &$" HJGSA9: FGM8: 6F9 6F GHHGJLRFALU ;GJ the PMI 

%FMM:K to object tG 6FU 9AK8DGKRJ: AF 688GJ96F8: TAL@ fe #&0 `` fdZhk 6F9 fdZjeZ The .+) %FMM:K reserve all legal rights to 

HJGL:8L 6?6AFKL HR7DA8 9AK8DGKRJ: G; ALK LJ69: K:8J:L 6F9 8GF=9:FM6D 8GEE:J8A6D AF;GJE6MGF 6F9 LG K::C D:?6D J:8GRJK: 6?6Anst 

anyone who discloseK KR8@ AF;GJE6MGF TAL@GRL D:?6D 6RL@GJAV6MGF.

Sarah Amyot (Aug 4, 2025 15:15:33 CDT)
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