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(+..t#_ff.....~.108~  DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration 
Center for Tobacco Products 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

November 10, 2015 

MARKETING ORDER 

Swedish Match N01ih America, Inc. 
Attention: Gerard Roe1iy, Jr., Vice President, General Counsel & Secretmy 
Two James Center 
1021 East Cmy Street, Suite 1600 
Richmond, VA 23219 
via Certified Mail 

FDA Submission Tracking Number (STN): PM0000010 

Dear Mr. Roe1iy: 

The Food and Dmg Administration (FDA) completed the review of your Premarket Tobacco 
Product Application (PMTA) subinitted under section 910(b) ofthe Federal Food, Dmg, and 
Cosmetic Act (FD&C Act), for the following tobacco product: 

Applicant: Swedish Match N01ih America, Inc. 

Tobacco Product Name: 1 General Loose 

Tobacco Product Category: Smokeless Tobacco 

Tobacco Product Sub-Category: Loose Snus 

Package Type: Cardboard Can with Plastic Lid 

Package Quantity: 45.0 g 

Characterizing Flavor: None 

Tobacco Cut Size:2 (b)(4)

(b)(4) 

f>H4l 

Based on our review of your PMTA, we find pennitting the new tobacco product specified 
above to be marketed is appropriate for the protection ofpublic health, and that you have met 
the other requirements of section 910(c) of the FD&C Act. Under the provisions ofsection 
910, you may introduce or deliver for introduction into interstate commerce the new tobacco 
product specified above with the enclosed labeling. 

1 Brand/sub-brand or other commercial name used in commercial distribution 
2 The applicant provided 4

(b)( ) to characterize the tobacco cut size. Therefore, the tobacco 
cut size cannot be represented wtth a smgle value and cotTesponding range limit. 
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RECORD RETENTION 

8QGHU  VHFWLRQ  ����I�  RI  WKH  )'  	&  $FW�  ZH  DUH  UHTXLULQJ  LQ  WKLV  RUGHU  WKDW  \RX  UHWDLQ  WKH  UHFRUGV  
OLVWHG  EHORZ  IRU  D  SHULRG  RI  QRW  OHVV  WKDQ  �  \HDUV  IURP  WKH  GDWH  RI  GLVWULEXWLRQ  RI  WKH  ODVW  EDWFK  RI  
WKH  QHZ  WREDFFR  SURGXFW  VSHFLILHG  DERYH�  7KHVH  UHFRUGV  PXVW  EH  OHJLEOH�  LQ  WKH  (QJOLVK  
ODQJXDJH�  DQG  DYDLODEOH  IRU  LQVSHFWLRQ  DQG  FRS\LQJ  E\  RIILFHUV  RU  HPSOR\HHV  GXO\  GHVLJQDWHG  E\  
WKH  6HFUHWDU\�  XSRQ  UHTXHVW�  

307$ VXEPLWWHG SULRU WR SURGXFW RUGHU 
3RVWPDUNHW UHSRUWV�SRVWPDUNHW VWDWXV UHSRUWV VXEPLWWHG WR )'$� LQFOXGLQJ DGYHUVH 
H[SHULHQFHV DQG DOO UHOHYDQW GRFXPHQWDWLRQ DVVRFLDWHG ZLWK WKH H[SHULHQFH 
&RUUHVSRQGHQFH ZLWK )'$ SHUWDLQLQJ WR DXWKRUL]HG SURGXFW 
1RQFOLQLFDO RU FOLQLFDO VWXG\ GRFXPHQWDWLRQ LQFOXGLQJ� 

 VWXG\ SURWRFROV �LQFOXGLQJ VWDWLVWLFDO DQDO\VLV SODQ�� 
 DPHQGPHQWV VKRZLQJ WKH GDWHV DQG UHDVRQV IRU HDFK SURWRFRO UHYLVLRQ� 
 ,QVWLWXWLRQDO 5HYLHZ %RDUG �,5%� RU ,QGHSHQGHQW (WKLFV &RPPLWWHH �,(&� 
DSSURYDOV� 

 ,QIRUPHG FRQVHQW IRUPV� 
 &RUUHVSRQGHQFH ZLWK VWXG\ PRQLWRUV�LQYHVWLJDWRUV�FRQWUDFW UHVHDUFK 
RUJDQL]DWLRQV�VSRQVRUV�,5%�,(&� 

 ,QYHVWLJDWRU ILQDQFLDO GLVFORVXUH VWDWHPHQWV� 
 3URJUHVV UHSRUWV� 
 0RQLWRULQJ UHSRUWV� 
 $GYHUVH H[SHULHQFH UHSRUWV� 
 &DVH UHSRUW IRUPV�VXEMHFW GLDULHV�PHGLFDO UHFRUGV�ODERUDWRU\ UHSRUWV� 
 6XEMHFW GDWD OLQH OLVWLQJV�REVHUYDWLRQV UHFRUGV� 
 7HVW DUWLFOH DFFRXQWDELOLW\ UHFRUGV� 
6WXG\ UHVXOWV�SURWRFRO VXPPDULHV�VWXG\ UHSRUWV� DQG 
&HUWLILFDWLRQV  DQG  DPHQGPHQWV  WR  FHUWLILFDWLRQV�  

5HFRUGV  SHUWDLQLQJ  WR  WKH  PDQXIDFWXUH�  LQ  SURFHVV  DQG  UHOHDVH  WHVWLQJ�  SURFHVV  �LQFOXGLQJ  
DQ\  FKDQJHV  WR  WKH  SURFHVV�  IDFLOLW\�  RU  FRQWUROV��  SDFNDJLQJ�  DQG  VWRUDJH  RI  SURGXFW  
5HFRUGV  SHUWDLQLQJ  WR  WKH  VDOH�  PDUNHWLQJ�  GLVWULEXWLRQ�  RU  RWKHU  GLVSRVLWLRQ  RI  WKH  SURGXFW  
6SHFLPHQV  RI  DOO  ODEHOLQJ�  ODEHOV�  LQVHUWV�RQVHUWV�  LQVWUXFWLRQV�  DQG  RWKHU  DFFRPSDQ\LQJ  
LQIRUPDWLRQ
 
 
+D]DUG  DQDO\VLV
 
 

POSTMARKET REPORTS 

I. Serious and Unexpected Adverse Experiences Reporting 

8QGHU  VHFWLRQ  ����I�  RI  WKH  )'  	&  $FW�  ZH  DUH  UHTXLULQJ  LQ  WKLV  RUGHU  WKDW  \RX  UHSRUW  WR  WKH  )'$  
DOO  DGYHUVH  H[SHULHQFHV  WKDW  DUH  ERWK  VHULRXV  DQG  XQH[SHFWHG  DQG  \RXU  DQDO\VLV  RI  WKH  DVVRFLDWLRQ  
EHWZHHQ  WKH  DGYHUVH  H[SHULHQFH  DQG  WKH  WREDFFR  SURGXFW  within 15 calendar days DIWHU  WKH  
UHSRUW  LV  UHFHLYHG  E\  \RX�  7KHVH  H[SHULHQFHV  PD\  EHFRPH  NQRZQ  WR  \RX  WKURXJK  D  UHVSRQVH  WR  D  
FXVWRPHU  FRPSODLQW�  UHTXHVW�  RU  VXJJHVWLRQ  PDGH  DV  D  UHVXOW  RI  DQ  DGYHUVH  H[SHULHQFH�  WREDFFR  
SURGXFW  GHIHFW�  RU  IDLOXUH  UHSRUWHG  WR  \RX�  RU  LGHQWLILHG  LQ  WKH  OLWHUDWXUH  RU  PHGLD�  <RXU  
LQIRUPDWLRQ  VKRXOG  EH  VXEPLWWHG  ZLWK  D  FRYHU  OHWWHU  WKDW  LQFOXGHV  WKH  IROORZLQJ  WH[W  LQ  WKH  VXEMHFW  
OLQH�  SERIOUS UNEXPECTED ADVERSE EXPERIENCE REPORT for STN 
PM0000010�  
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)RU  SXUSRVHV  RI  UHSRUWLQJ  XQGHU  WKLV  RUGHU�  VHULRXV  DGYHUVH  H[SHULHQFH  PHDQV  DQ  DGYHUVH  
H[SHULHQFH  WKDW  UHVXOWV  LQ  DQ\  RI  WKH  IROORZLQJ  RXWFRPHV�  

'HDWK� 
$ OLIH�WKUHDWHQLQJ DGYHUVH HYHQW� 
,QSDWLHQW KRVSLWDOL]DWLRQ RU SURORQJDWLRQ RI H[LVWLQJ KRVSLWDOL]DWLRQ� 
$ SHUVLVWHQW RU VLJQLILFDQW LQFDSDFLW\ RU VXEVWDQWLDO GLVUXSWLRQ RI WKH DELOLW\ WR 
FRQGXFW QRUPDO OLIH IXQFWLRQV� 
$ FRQJHQLWDO DQRPDO\�ELUWK GHIHFW� RU 
$Q\ RWKHU DGYHUVH H[SHULHQFH WKDW� EDVHG XSRQ DSSURSULDWH PHGLFDO MXGJPHQW� 
PD\ MHRSDUGL]H WKH KHDOWK RI D SHUVRQ DQG PD\ UHTXLUH PHGLFDO RU VXUJLFDO 
LQWHUYHQWLRQ WR SUHYHQW RQH RI WKH RWKHU RXWFRPHV OLVWHG LQ WKLV GHILQLWLRQ� 

)RU  SXUSRVHV  RI  UHSRUWLQJ  XQGHU  WKLV  RUGHU�  XQH[SHFWHG  DGYHUVH  H[SHULHQFH  PHDQV  DQ  DGYHUVH  
H[SHULHQFH  RFFXUULQJ  LQ  RQH  RU  PRUH  SHUVRQV  LQ  ZKLFK  WKH  QDWXUH�  VHYHULW\�  RU  IUHTXHQF\  RI  WKH  
H[SHULHQFH  LV  QRW  FRQVLVWHQW  ZLWK�  

7KH NQRZQ RU IRUHVHHDEOH ULVNV DVVRFLDWHG ZLWK WKH XVH RU H[SRVXUH WR WKH WREDFFR 
SURGXFW DV GHVFULEHG LQ WKH 307$ DQG RWKHU UHOHYDQW VRXUFHV RI LQIRUPDWLRQ� VXFK 
DV SRVWPDUNHW UHSRUWV DQG VWXGLHV� 
7KH H[SHFWHG QDWXUDO SURJUHVVLRQ RI DQ\ XQGHUO\LQJ GLVHDVH� GLVRUGHU� RU FRQGLWLRQ 
RI WKH SHUVRQV�V� H[SHULHQFLQJ WKH DGYHUVH H[SHULHQFH DQG WKH SHUVRQ¶V 
SUHGLVSRVLQJ ULVN IDFWRU SURILOH IRU WKH DGYHUVH H[SHULHQFH� RU 
7KH UHVXOWV RI QRQFOLQLFDO ODERUDWRU\ VWXGLHV� 

II. Manufacturing Deviations 

<RX VKRXOG SURPSWO\ LQYHVWLJDWH DOO PDQXIDFWXULQJ GHYLDWLRQV� LQFOXGLQJ EXW QRW OLPLWHG WR WKRVH 
DVVRFLDWHG ZLWK SURFHVVLQJ� WHVWLQJ� SDFNLQJ� ODEHOLQJ� VWRUDJH� KROGLQJ DQG GLVWULEXWLRQ� )RU 
SURGXFWV WKDW KDYH EHHQ GLVWULEXWHG� LI WKH GHYLDWLRQ PD\ QHJDWLYHO\ LPSDFW SXEOLF KHDOWK� \RX 
PXVW SURPSWO\ LGHQWLI\ DQG UHSRUW WKDW GHYLDWLRQ WR WKH &HQWHU IRU 7REDFFR 3URGXFWV� 6HH 
LQVWUXFWLRQV EHORZ IRU VXEPLWWLQJ \RXU UHJXODWRU\ FRUUHVSRQGHQFH� 

III. Periodic Reporting 

8QGHU  VHFWLRQ  ����I�  RI  WKH  )'  	&  $FW�  ZH  DUH  UHTXLULQJ  LQ  WKLV  RUGHU  WKDW  \RX  VXEPLW�  RQ  
DQ  DQQXDO  EDVLV�  EHJLQQLQJ  2FWREHU  �����  XQOHVV  RWKHUZLVH  QRWLILHG�  WKH  IROORZLQJ  
LQIRUPDWLRQ  LQ  D  SRVWPDUNHWLQJ  DQQXDO  UHSRUW  WR  KHOS  )'$  GHWHUPLQH  ZKHWKHU  FRQWLQXHG  
PDUNHWLQJ  RI  \RXU  WREDFFR  SURGXFW  LV  DSSURSULDWH  IRU  WKH  SURWHFWLRQ  RI  SXEOLF  KHDOWK  RU  
ZKHWKHU  WKHUH  DUH  RU  PD\  EH  JURXQGV  IRU  ZLWKGUDZLQJ  RU  WHPSRUDULO\  VXVSHQGLQJ  VXFK  
RUGHU�  )RU  WKH  ���  PRQWK  UHSRUWLQJ  SHULRG�  WKH  UHSRUW  PXVW  LQFOXGH�  

��	 $ VLQJOH VXEPLVVLRQ ZLWK D FRYHU OHWWHU WKDW LQFOXGHV WKH IROORZLQJ WH[W LQ \RXU VXEMHFW 
OLQH� PERIODIC REPORT for STN PM0000010� 7KH FRYHU OHWWHU VKRXOG LQFOXGH WKH 
671 DQG FRUUHVSRQGLQJ WREDFFR SURGXFW QDPH� DSSOLFDQW QDPH� GDWH RI UHSRUW� UHSRUWLQJ 
SHULRG� DQG PDUNHWLQJ RUGHU VWDWXV RXWVLGH WKH 8QLWHG 6WDWHV� 

��  $ VXPPDU\ RI KRZ WKH WREDFFR SURGXFW FRQWLQXHV WR EH DSSURSULDWH IRU WKH
 
SURWHFWLRQ RI WKH SXEOLF KHDOWK ZKLFK LQFOXGHV�
 
D�  $  VWDWXV  UHSRUW  RI  RQJRLQJ  VWXGLHV  DQG  D  VXPPDU\  RI  FRPSOHWHG  VWXGLHV
 
 
DERXW  WKH  WREDFFR  SURGXFW  FRQGXFWHG  E\�  RU  RQ  EHKDOI  RI�  WKH  DSSOLFDQW�
 
 



 

  
 

            
            

              
            

            
   

             
             

            
           

        
              

            
             
           

  
              

           
            

             
             

  

          
 
        
 

           
 
               

             
      

              
    

              
          

         
  

3DJH �� 30�������
 

E�	 $ VXPPDU\ RI VLJQLILFDQW ILQGLQJV RQ SXEOLFDWLRQV QRW SUHYLRXVO\ UHSRUWHG DQG 
LQFOXGH IXOO DUWLFOHV� $Q\ QHZ VFLHQWLILF GDWD �SXEOLVKHG RU RWKHUZLVH� VKRXOG DOVR 
EH UHSRUWHG RQ WKH OLNHOLKRRG RI SURGXFW XVH E\ FXUUHQW XVHUV RI WREDFFR SURGXFWV 
ZLWKLQ WKH VDPH WREDFFR SURGXFW FDWHJRU\� FXUUHQW XVHUV RI WREDFFR SURGXFWV LQ 
RWKHU WREDFFR SURGXFW FDWHJRULHV� IRUPHU XVHUV RI DQ\ WREDFFR SURGXFW� DQG \RXWK 
DQG \RXQJ DGXOWV� 

F�	 $ VXPPDU\ RI DGYHUVH H[SHULHQFHV ZLWK WKLV WREDFFR SURGXFW UHSRUWHG WR \RX� 
SURYLGLQJ D OLVWLQJ DQG DQDO\VLV �DFFRPSDQLHG E\ D VWDWHPHQW RI DQ\ FKDQJHV WR 
WKH UHIHUHQFH ULVN LQIRUPDWLRQ DQG D VXPPDU\ RI LPSRUWDQW ULVNV� LQFOXGLQJ WKH 
QDWXUH� IUHTXHQF\� DQG SRWHQWLDO ULVN IDFWRUV� RI DOO DGYHUVH H[SHULHQFHV LQFOXGLQJ 
WKRVH VHULRXV DQG XQH[SHFWHG DGYHUVH H[SHULHQFHV UHSRUWHG SUHYLRXVO\� 

G�	 $ VXPPDU\ RI VDOHV DQG GLVWULEXWLRQ RI WKH WREDFFR SURGXFW� 7RWDO 8�6� VDOHV 
UHSRUWHG LQ GROODUV� XQLWV� DQG YROXPH ZLWK EUHDNGRZQV E\ 86 FHQVXV UHJLRQ� 
PDMRU UHWDLO PDUNHWV� DQG FKDQQHOV LQ ZKLFK WKH SURGXFW LV VROG �H�J�� FRQYHQLHQFH 
VWRUHV� IRRG DQG GUXJ PDUNHWV� ELJ ER[ UHWDLOHUV� LQWHUQHW�RQOLQH VDOHV� WREDFFR 
VSHFLDOW\ VKRSV�� 

H�	 'DWD RQ FXUUHQW SURGXFW XVHUV� 'DWD VKRXOG EH FROOHFWHG DERXW QHZ XVHUV� FXUUHQW 
XVHUV� WKRVH ZKR KDYH VZLWFKHG WREDFFR SURGXFWV� DQG PXOWLSOH SURGXFW XVHUV� 
7KH UHVXOWV VKRXOG EH EURNHQ GRZQ E\ NH\ GHPRJUDSKLF YDULDEOHV LQFOXGLQJ DJH� 
JHQGHU� DQG UDFH�HWKQLFLW\� $OVR� DQ\ FKDQJH LQ WKH LQWHQGHG WDUJHW PDUNHW IRU WKH 
SURGXFW VKRXOG EH UHSRUWHG� 7KH GDWD GHVFULEHG DERYH PD\ LQFOXGH VDOHV GDWD DQG 
SRVW�PDUNHWLQJ DQDO\VLV� 

��	$    GHVFULSWLRQ  RI  HDFK  FKDQJH  PDGH  WR  WKH  PDQXIDFWXULQJ�  IDFLOLWLHV  RU  FRQWUROV  
GXULQJ  WKH  UHSRUWLQJ  SHULRG�  LQFOXGLQJ�  
D�  $  FRPSDULVRQ  RI  HDFK  FKDQJH  WR  ZKDW  ZDV  GHVFULEHG  LQ  WKH  307$�  
E�  7KH  UDWLRQDOH  IRU  PDNLQJ  HDFK  FKDQJH�  DQG  
F�  $  FHUWLILFDWLRQ  WKDW  WKH  UHSRUWHG  FKDQJH  GLG  QRW  UHVXOW  LQ  DQ\  PRGLILFDWLRQ  
�LQFOXGLQJ  D  FKDQJH  LQ  GHVLJQ�  DQ\  FRPSRQHQW�  DQ\  SDUW�  RU  DQ\  FRQVWLWXHQW�  
LQFOXGLQJ  D  VPRNH  FRQVWLWXHQW�  RU  LQ  WKH  FRQWHQW�  GHOLYHU\  RU  IRUP  RI  QLFRWLQH�  RU  
DQ\  RWKHU  DGGLWLYH  RU  LQJUHGLHQW�  RI  WKH  WREDFFR  SURGXFW�  WKH  EDVLV  IRU  FRQFOXGLQJ  
WKDW  HDFK  FKDQJH  GLG  QRW  UHVXOW  LQ  DQ\  PRGLILFDWLRQ  WR  WKH  ILQDO  SURGXFW�  

��	 $ VXPPDU\ RI DOO PDQXIDFWXULQJ GHYLDWLRQV� LQFOXGLQJ WKRVH DVVRFLDWHG ZLWK
 
SURFHVVLQJ� WHVWLQJ� SDFNLQJ� ODEHOLQJ� VWRUDJH� KROGLQJ DQG GLVWULEXWLRQ DQG
 
LQGLFDWH D GHYLDWLRQ WKDW PD\ DIIHFW WKH FKDUDFWHULVWLFV RI WKH ILQDO SURGXFW�
 

��	 )XOO�FRORU FRSLHV RI DOO DGYHUWLVLQJ IRU WKH WREDFFR SURGXFW WKDW KDV QRW EHHQ SUHYLRXVO\ 
VXEPLWWHG� DORQJ ZLWK WKH RULJLQDO GDWH WKH DGYHUWLVHPHQWV ZHUH ILUVW GLVVHPLQDWHG DQG WKH 
GDWH WKH DGYHUWLVHPHQWV ZHUH GLVFRQWLQXHG� DQG 

��  ,Q  DOO  DQQXDO  UHSRUWV�  LQFOXGH  D  GHVFULSWLRQ  RI  DQ\  RU  DOO  ODEHOLQJ  FKDQJHV  DQG  VXEPLW  
UHYLVHG  IXOO  FRORU  ILQDO  SULQWHG  ODEHOLQJ�  
D�  7KH ODEHOLQJ VKRXOG LQFOXGH DOO WKH SDQHOV� EH SUHVHQWHG LQ WKH DFWXDO VL]H DQG 
FRORU ZLWK OHJLEOH WH[W� 

E�	 )RU WKH ILUVW DQQXDO UHSRUW RQO\� VXEPLW DOO ILQDO SULQWHG ODEHOLQJ �DFWXDO ODEHOLQJ 
IRU HDFK UHTXLUHG ZDUQLQJ GLVWULEXWHG ZLWK WKH SURGXFW�� LQFOXGH ODEHOV� 
LQVHUWV�RQVHUWV� LQVWUXFWLRQV� DQG RWKHU DFFRPSDQ\LQJ LQIRUPDWLRQ RU PDWHULDOV IRU 
WKLV SURGXFW� 

,Q  DFFRUGDQFH  ZLWK  ��  &)5  �������  ZH  ZLOO  PDNH  \RXU  HQYLURQPHQWDO  DVVHVVPHQW  
SXEOLFO\  DYDLODEOH�  
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7KLV  RUGHU  DXWKRUL]LQJ  WKH  PDUNHWLQJ  RI  WKLV  QHZ  WREDFFR  SURGXFW  GRHV  QRW  PHDQ  )'$  
³DSSURYHG´  WKH  QHZ  WREDFFR  SURGXFW  VSHFLILHG  DERYH�  WKHUHIRUH�  \RX  PD\  QRW  PDNH  DQ\  H[SUHVV  
RU  LPSOLHG  VWDWHPHQW  RU  UHSUHVHQWDWLRQ  GLUHFWHG  WR  FRQVXPHUV  WKDW  FRQYH\V�  RU  PLVOHDGV  RU  ZRXOG  
PLVOHDG  FRQVXPHUV  LQWR  EHOLHYLQJ�  DPRQJ  RWKHU  WKLQJV�  WKDW  WKH  QHZ  WREDFFR  SURGXFW  VSHFLILHG  
DERYH  LV  ³DSSURYHG´  E\  )'$�  6HH  6HFWLRQ  ����WW�  RI  WKH  )'	&    $FW�  7KLV  PDUNHWLQJ  RUGHU  LV  
VXEMHFW  WR  ZLWKGUDZDO  RU  WHPSRUDU\  VXVSHQVLRQ  XQGHU  VHFWLRQ  ����G�  RI  WKH  )'	&    $FW�  

:H UHPLQG \RX WKDW DOO UHJXODWHG WREDFFR SURGXFWV� LQFOXGLQJ WKH QHZ WREDFFR SURGXFW VSHFLILHG 
DERYH� DUH VXEMHFW WR WKH UHTXLUHPHQWV RI &KDSWHU ,; RI WKH )' & $FW DQG LWV UHJXODWLRQV� 
7KHVH UHTXLUHPHQWV FXUUHQWO\ LQFOXGH� EXW DUH QRW OLPLWHG WR� DQQXDO UHJLVWUDWLRQ� OLVWLQJ RI 
SURGXFWV� OLVWLQJ RI LQJUHGLHQWV� UHSRUWLQJ RI KDUPIXO DQG SRWHQWLDOO\ KDUPIXO FRQVWLWXHQWV� DQG 
SD\PHQW RI XVHU IHHV� 7KHUH DUH DOVR SDFNDJLQJ� ODEHOLQJ� DQG DGYHUWLVLQJ UHTXLUHPHQWV ZLWK 
ZKLFK \RX PXVW FRPSO\� ,W LV \RXU UHVSRQVLELOLW\ WR HQVXUH WKH WREDFFR SURGXFW VSHFLILHG DERYH 
FRPSOLHV ZLWK DOO DSSOLFDEOH VWDWXWRU\ DQG UHJXODWRU\ UHTXLUHPHQWV� )'$ ZLOO PRQLWRU \RXU 
FRPSOLDQFH ZLWK WKHVH DSSOLFDEOH VWDWXWHV DQG UHJXODWLRQV� 

,I \RX GLVFRQWLQXH WKH PDQXIDFWXUH� SUHSDUDWLRQ� FRPSRXQGLQJ RU SURFHVVLQJ IRU FRPPHUFLDO 
GLVWULEXWLRQ WKLV WREDFFR SURGXFW DQG ODWHU GHFLGH WR UHLQWURGXFH WKH SURGXFW LQWR WKH PDUNHW� 
SOHDVH FRQWDFW WKH 2IILFH RI 6FLHQFH WR GLVFXVV LI DGGLWLRQDO LQIRUPDWLRQ LV QHFHVVDU\� 

)RU  PRUH  LQIRUPDWLRQ  RQ  \RXU  UHVSRQVLELOLWLHV  XQGHU  WKH  )'	&    $FW�  ZH  HQFRXUDJH  \RX  WR  YLVLW  
RXU  ZHEVLWH  DW  KWWS���ZZZ�IGD�JRY�7REDFFR3URGXFWV�  <RX  PD\  DOVR  REWDLQ  LQIRUPDWLRQ  E\  
FRQWDFWLQJ  )'$¶V  &HQWHU  IRU  7REDFFR  3URGXFWV  DW  ������&73������  $VN&73#IGD�KKV�JRY�  
RU  6PDOO%L]�7REDFFR#IGD�KKV�JRY�  

:H  UHPLQG  \RX  DOO  UHJXODWRU\  FRUUHVSRQGHQFH  FDQ  EH  VXEPLWWHG  YLD  WKH  )'$  (OHFWURQLF  
6XEPLVVLRQ  *DWHZD\  �KWWS���ZZZ�IGD�JRY�HVJ�  XVLQJ  H6XEPLWWHU  RU  E\  PDLO  WR�  

)RRG DQG 'UXJ $GPLQLVWUDWLRQ
 
&HQWHU IRU 7REDFFR 3URGXFWV
 
'RFXPHQW &RQWURO &HQWHU
 
%XLOGLQJ ��� 5RRP *���
 
����� 1HZ +DPSVKLUH $YHQXH
 
6LOYHU 6SULQJ� 0' ����������
 

:H  DUH  XQDEOH  WR  DFFHSW  UHJXODWRU\  VXEPLVVLRQV  E\  HOHFWURQLF  PDLO�  

http://www.fda.gov/TobaccoProducts
http://www.fda.gov/esg
mailto:AskCTP@fda.hhs.gov
mailto:SmallBizTobacco@fda.hhs.gov
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,I  \RX  KDYH  TXHVWLRQV�  \RX  PD\  FRQWDFW  $VLD  %URZQ�  0+6$�  5HJXODWRU\  +HDOWK  3URMHFW  
0DQDJHU�  DW  �����  ���������  

6LQFHUHO\� 

Digitally signed by David Ashley -S 
Date: 2015.11.10 05:58:03 -05'00' 

'DYLG /� $VKOH\� 3K�'� 
5$'0� 86 3XEOLF +HDOWK 6HUYLFH 
'LUHFWRU  
2IILFH RI 6FLHQFH 
&HQWHU IRU 7REDFFR 3URGXFWV 

(QFORVXUH 




