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DATE:  June 21, 2012 
  
FROM: Keith O. Webber, Ph.D. 
  Deputy Director 
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SUBJECT: Addendum to Veramyst (fluticasone furoate) New Chemical Entity (NCE)  
  Exclusivity Determination 
 
TO:  NDA 022051 Veramyst (fluticasone furoate) Nasal Spray 
  GlaxoSmithKline 
 
 
Attached is the May 29, 2012 letter that denied the request from GlaxoSmithKline that Veramyst 
(fluticasone furoate) be granted 5 years of NCE exclusivity.   
 
An NCE is a drug that contains no previously approved active moiety.  FDA’s regulatory 
definition of active moiety has for eighteen years categorically excluded ester appendages, 
regardless of the in vivo activity of the particular ester at issue.  Veramyst (fluticasone furoate) is 
comprised of an active moiety, fluticasone, which is modified with an ester bonded appendage. 
Before approving Veramyst, the Agency approved products that contain fluticasone modified 
with a different ester (fluticasone propionate).  Under the Agency’s interpretation of its 
regulations, the active moiety in these products is also fluticasone.  Therefore, Veramyst contains 
a previously approved active moiety, fluticasone.  Accordingly, in its May 29 letter, FDA 
determined that Veramyst is not a NCE and therefore is not entitled to 5-year NCE exclusivity.  
 
No change in the publication Approved Drug Products with Therapeutic Equivalence 
Evaluations (Orange Book) is needed; any 3-year period of Hatch-Waxman exclusivity for 
which Veramyst (fluticasone furoate) Nasal Spray may have been eligible has expired and 
therefore is now a moot issue. 
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