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DEPARTMENT OF HEALTH AND HUMAN S ERVICES 

Food and Drug Administration 
Center for T obacco Products 
9200 Corporate Boulevard 
Rockville, MD  20850-3229 

February 21, 2014 

Le tte r to Industry on Ce rtain Tobacco Products Found to be Not Substantially Equivale nt 

Dear Retailer, Manufac turer, Importer, or Distributor: 

The Food and Drug Administration (FDA) is providing this notic e to inform tobac c o produc t 
retailers , manufac turers, importers, and distributors that it has begun issuing Not Substantially 
Equivalent (NSE) Dec isions for c ertain tobac c o produc ts that are c urrently on the market and has 
made some information about these produc ts public . FDA is issuing this letter to remind you of your 
responsibility to c omply w ith the requirements of the Federal Food, Drug, and Cosmetic Ac t (FD&C 
Ac t). 

When an NSE order is issued, the tobac c o produc t is immediately misbranded under sec tion 
903(a)(6) and adulterated under sec tion 902(6)(A) of the FD&C Ac t, and it is illegal to sell or 
distribute the produc t in interstate c ommerc e or import the produc t into the United States . 

Where is there a list of tobacco products that FDA has found to be “Not Substantially 
Equivale nt” (NSE)? 

A list of c ertain NSE produc ts c an be found by visiting FDA’s w ebsite at w w w .fda.gov/tobac c o and 
s earc hing for “Misbranded and Adulterated NSE Tobac c o Produc ts” using the searc h box. The lis t 
c ontains the produc t name and, w hen available, other information suc h as lot numbers or 
manufac turing c odes or dates. 

FDA is making this information available so that everyone w ill know w hic h tobac c o produc ts c an no 
longer be sold or dis tributed in interstate c ommerc e or imported into the United States . This w ebs ite 
w ill be updated as additional NSE orders are issued for tobac c o produc ts that are already on the 
market. 

Additional Information for Re taile rs, Manufacture rs , I mporte rs and Dis tributors 

What doe s this me an to Re taile rs? 

When an NSE Order is issued for a tobac c o produc t, any of that produc t that retailers have in their inventory 
bec omes adulterated and misbranded and may be subjec t to seizure. It is illegal to sell or distribute that produc t 
ac ross state lines. It is also illegal for retailers to buy or rec eive in interstate c ommerc e for further distribution or 
sale any more tobac c o produc ts that are the subjec t of an NSE Order. 

How ever, FDA rec ognizes that retailers may have limited options for disposing of produc ts found NSE that are in 
their c urrent inventories. FDA has published a draft guidanc e titled, “Enforc ement Polic y for Certain 
(“Provisional”) Tobac c o Produc ts that FDA Finds Not Substantially Equivalent.” In this draft guidanc e, FDA 
announc ed that it does not intend to take enforc ement ac tion for 30 c alendar days from the date the NSE order issues 
for those produc ts that are in the retailer’s c urrent inventory at a spec ific retail location on the date FDA issues the 
NSE order. This polic y extends only to tobac c o produc ts that are already in a retail store that offers the produc ts for 
sale direc tly to c onsumers. During this time, FDA enc ourages retailers to c ontac t their supplier or manufac turer to 
disc uss possible options for the misbranded and adulterated produc t that they may have in their c urrent inventory. 

http://www.fda.gov/tobacco


Manufac turers 
Upon issuanc e of an NSE order, it is illegal for you to sell or distribute the produc t in interstate 
commerc e or import the produc t into the United States.  Manufac turers may c hoose to request that 
these produc ts be returned to them.  Manufac turers w ho w ish to export these produc ts outside the 
United States should c onsult sec tion 801(e) of the FD&C Ac t and 21 C.F.R. 1.101 for information 
spec ific to exports. FDA enc ourages manufac turers w ho rec eive an NSE order to w ork w ith your 
c ustomers to ensure that your misbranded and adulterated produc t is not further distributed, imported, 
or sold in the United States by others. 

Importers 
Upon issuanc e of an NSE order, it is illegal for you to import the produc t in to the United States or to 
introduc e the produc t into interstate c ommerc e.  We enc ourage you to c ontac t your supplier to 
disc uss possible options for the misbranded and adulterated produc t that you may have in your 
c urrent inventory. 

Distributors 
Upon issuanc e of an NSE order, it is illegal for you to s ell or distribute the produc t in interstate 
c ommerc e.  We enc ourage you to c ontac t your supplier to disc uss possible options for the 
misbranded and adulterated produc t that you may have in your c urrent inventory. 

How can anyone re port a pote ntial tobacco-related violation of the FD&C Act? 

If you w ould like to report a potential tobac c o-related violation of the FD&C Ac t, inc luding possible 
misbranded and adulterated tobac c o produc ts that are being s old or distributed in interstate c ommerc e 
or imported into the United States, you c an use the Potential Tobac c o Produc t Violation Reporting 
Form found at https://w w w .ac c essdata.fda.gov/sc ripts/ptvr/index.c fm. The information provided w ill 
be review ed by FDA, and FDA w ill determine w hat follow -up ac tion, if any, is appropriate. 

Please free to c ontac t us w ith any questions by email at ASKCTP@fda.hhs.gov, by phone at 1-877­
287-1373, or by mail at: 

Food and Drug Administration 
Center for Tobac c o Produc ts 
9200 Corporate Boulevard 
Roc kville MD 20850-3229 

Sinc erely, 

/s/ 
Ann Simoneau 
Direc tor, Offic e of Complianc e and Enforc ement 
Center for Tobac c o Produc ts 
U.S. Food and Drug Adminis tration 

mailto:ASKCTP@fda.hhs.gov
https://www.accessdata.fda.gov/scripts/ptvr/index.cfm
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