
 

October 27, 2017 1 

 2 

Gerard J. Roerty, Jr. 3 

Vice President, General Counsel & Secretary 4 

SWEDISH MATCH USA, INC. 5 

Two James Center 6 
1021 East Cary Street, Suite 1600 7 
Richmond, VA 23219 8 
Phone: 804-787-5100 9 
e-mail:  Gerry.Roerty@Swedishmatch.com 10 

 11 

FOOD AND DRUG ADMINISTRATION 12 

CENTER FOR TOBACCO PRODUCTS 13 

Document Control Center 14 

Building 71, Room G335 15 

10903 New Hampshire Avenue 16 

Silver Spring, MD 20993-0002 17 

 18 

SUBJECT: PERIODIC REPORT for STN PM0000013 19 

 20 

Dear Sir or Madam: 21 

Swedish Match USA, Inc. (“Swedish Match” or “we”) writes in regard to FDA’s Marketing Order 22 

PM0000013 for General Classic Blend Portion White Large (“PM0000013”), included below as Attachment 23 

A.2017-PM0000013. 24 

Section 910(f) of the FD&C Act requires a Postmarket Annual Report be submitted to FDA for any 25 

tobacco product in US commerce by virtue of a Marketing Order issued under section 910(b) of the FD&C 26 

Act.  Swedish Match submits that, to date, the new product contemplated under PM0000013 has not been 27 

introduced or delivered for introduction into interstate commerce in the US. Thus, no Postmarket Annual 28 

Report is required for the 12-month period from October 1, 2016 through September 30, 2017 for 29 

PM0000013. 30 

Furthermore, Swedish Match submits that because the new product has never been introduced into 31 

US commerce it has likewise never been discontinued and, as such, Swedish Match would not be obligated 32 

to contact the Office of Science prior to introducing the new product into US commerce at some future date.  33 
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POSTMARKET REPORTS

I. Serious and Unexpected Adverse Experiences Reporting

within 15 calendar days

SERIOUS UNEXPECTED ADVERSE EXPERIENCE REPORT for STN 
PM0000013

II. Manufacturing Deviations 
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III. Periodic Reporting 

PERIODIC REPORT for STN PM0000013
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Digitally signed by David Ashley -S 
Date: 2015.11.10 06:01:52 -05'00'
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