
 
 

 

 
 

 

 

 

 

Deputy Division Director Summary Review 

Application: NDA 20-548, 8-018 
Sponsor: GlaxoSmithKline 

(b) 
(4)

Product: Flovent Inhalation Aerosol 
Date:   June 3, 2003 

Background 
This supplemental NDA is submitted for the purpose of describing two pediatric studies 
that were performed in (partial) response to a Written Request (WR) for Flovent 
(fluticasone propionate) Inhalation Aerosol.  This product is a CFC (chlorfluorocarbon) 
based formulation of Flovent. These studies were two of seven total studies ultimately 
performed by the sponsor and submitted to us in response to the WR.  Exclusivity was 
granted on February 25, 2003 because the sponsor completed all of the studies outlined in 
the WR.   
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