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Deputy Director, Division of Population Health Science 
Office of Science 
Food and Drug Administration 
Center for Tobacco Products 
Document Control Center (DCC) 
Building 71, Room G335 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 
 

 

Re:  PARTIAL RESPONSE (DEFICIENCY 12) to AUGUST 10, 2018 ADVICE/INFORMATION 
REQUEST for PM0000427-PM0000432 and MR0000068-MR0000073 

 
Dear Drs. Rosenfeldt and Kittner: 
 

RAI Services Company (“RAIS”)1 hereby submits the following, on behalf of R.J. Reynolds 
Tobacco Company (“RJRT”), in response to the United States Food and Drug Administration’s (“FDA”) 
Center for Tobacco Products (“CTP”) August 10, 2018, ADVICE/INFORMATION REQUEST letter regarding 
RAIS’s submission of Premarket Tobacco Applications (“PMTAs”) and Applications Seeking a Modified 
Risk Tobacco Product Order (“MRTP Applications”), submitted under Section 910(b) and Section 911(d) 
of the Food, Drug, and Cosmetic Act (“FDCA”), respectively, on March 30, 2017 for the following tobacco 
products:  

• PM0000427/MR0000072, Camel Snus Robust 
• PM0000428/MR0000070, Camel Snus Mellow 

                                                           
1 RAI Services Company (“RAIS”) bears primary responsibility for regulatory compliance for Reynolds American Inc.’s operating 
companies, including R.J. Reynolds Tobacco Company (“RJRT”), American Snuff Co., LLC (“ASC”), Santa Fe Natural Tobacco 
Company, Inc. (“SFNTC”), and R.J. Reynolds Vapor Company (“RJRV”).  References to RAIS in this letter refer to itself and RJRT 
where applicable. 



    

      

     

     

     

           

               

               

            

               

                   

                   

            

               

  

  

 
   

    
   

      






