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You may not legally market the new tobacco product described in this SE Report unless 
(1) FDA issues an order finding the product to be exempt from the requirements of 
substantial equivalence and you make the required submission under section 
905(j)(1)(A)(ii), (2) FDA issues an order finding the product substantially equivalent to a 
predicate tobacco product (section 910(a)(2)(A) of the FD&C Act), OR (3) FDA issues an 
order authorizing introduction or delivery for introduction into interstate commerce under 
a premarket tobacco application (section 910(c)(1)(A) of the FD&C Act). 

See the following website for additional information on these three 
pathways: http://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductReviewEvaluation/Ne 
wTobaccoProductReviewandEvaluation/default.htm. 

(b) (4) If you have any questions, please contact 
. 

Sincerely, 

Digitally signed by David Ashley -S 
Date: 2013.10.30 11:49:55 -04'00' 

David L. Ashley, PhD 
RADM, U.S. Public Health Service 
Director, Office of Science 
Center for Tobacco Products 

http:2013.10.30
http://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductReviewEvaluation/Ne
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