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October 30, 2020 

Gerard J. Roerty, Jr. 
Vice President, General Counsel & Secretary 
SWEDISH MATCH USA, INC. 
Two James Center 
1021 East Cary Street, Suite 1600 
Richmond, VA 23219 
Phone: 804-787-5100 
e-mail:  Gerry.Roerty@Swedishmatch.com10 

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 PM0000010 19 

20 
Dear Sir or Madam: 21 

Swedish Match USA, Inc. (“Swedish Match” or “we”) writes in regard to FDA’s Marketing Order 22 
PM0000010 for General Loose (“PM0000010”), included below as Attachment A.2020-PM0000010. 23 

Section 910(f) of the FD&C Act requires a Postmarket Annual Report be submitted to FDA for any 24 
tobacco product in US commerce by virtue of a Marketing Order issued under section 910(b) of the FD&C 25 
Act.  Swedish Match previously notified FDA of the discontinuance of PM0000010 in correspondence dated 26 
March 1, 2018 (see Attachment B.2020-PM0000010).  The product has not been reintroduced in the U.S. 27 
market and thus, no Postmarket Annual Report is required for the 12-month period from October 1, 2019 28 
through September 30, 2020 for PM0000010. 29 

Furthermore, Swedish Match acknowledges its obligation to contact the Office of Science to discuss 30 
if additional information is necessary should we decide to reintroduce PM0000010 into US commerce at 31 
some future date. 32 

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 
PM0000010
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II. Manufacturing Deviations 

III. Periodic Reporting 

PERIODIC REPORT for STN PM0000010
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Digitally signed by David Ashley -S 
Date: 2015.11.10 05:58:03 -05'00'
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March 1, 2018 
 
Gerard J. Roerty, Jr. 
Vice President, General Counsel & Secretary 
SWEDISH MATCH USA, INC. 
Two James Center 
1021 East Cary Street, Suite 1600 
Richmond, VA 23219 
Phone: 804-787-5100 
e-mail:  Gerry.Roerty@Swedishmatch.com 

 
FOOD AND DRUG ADMINISTRATION 
CENTER FOR TOBACCO PRODUCTS 
Document Control Center 
Building 71, Room G335 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 

SUBJECT:   RESPONSE TO INFORMATION REQUEST for PM0000010 
 
Dear Sir or Madam: 

 Swedish Match USA, Inc. (“Swedish Match” or “we”) writes in response to the Food and Drug 
Administration Center for Tobacco Products (“FDA” or “Agency”) email request of February 28, 2018, 
included below as Attachment A-20180301, (the “Request Letter”) regarding the 2017 Postmarket 
Annual Report for PM0000010 (“the Report”), General Loose, dated October 27, 2017. 

 Swedish Match submits this response in order to confirm General Loose, PM0000010, is no 
longer marketed in the US.  To clarify, General Loose, PM0000010, was manufactured in Sweden and 
imported for distribution in the US.  The final production of PM0000010 in Sweden for the US market 
was the week of May 15-17, 2017.  The final shipment of PM0000010 from Sweden to the US was May 
18, 2017.  Swedish Match received the last US customer order for PM0000010 on June 9, 2017 and that 
order was shipped (i.e. distributed in the US) June 12, 2017.  PM0000010 has a 14 week shelf life.  Based 
on its production date (i.e. May 15-17, 2017), it would have expired at retail by August 24, 2017.  At that 
point, retailers may have returned or destroyed any remaining inventory. 

As part of this response, Swedish Match would also like to clarify that the sale of General Loose 
has not been discontinued outside the US as indicated in the Report, table page 1, lines 28-29.  We 
regret that information from Sweden regarding the expected last production date (e.g. week 20 2017) 
was inadvertently misinterpreted and incorrectly included on this table as 1/20/2017.  A corrected table 
intended to replace and supersede the table on page 1, lines 28-29, of the Report dated October 27, 
2017 is included in this Response (see Attachment B-20180301).   
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From: Ahmad, Shireen [mailto:Shireen.Fotelargias@fda.hhs.gov]  
Sent: Wednesday, February 28, 2018 4:11 PM 
To: Roerty Gerry <gerry.roerty@swedishmatch.com> 
Subject: PM0000010 
  
Hi Gerry, 
  
I had a quick question about PM0000010, General Loose. Is it still marketed in the US? Ranjeeta Gupta 
says she recalls speaking with you about it being discontinued, but there is no documentation.  
  
Thank you, 
  
Shireen Ahmad, MS 
Regulatory Health Project Manager, Branch IV 
Division of Regulatory Project Management 
Office of Science, Center for Tobacco Products 
U.S. Food and Drug Administration 
(240)402-0435 
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