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Date: May 02, 2012 
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To: Jeannie David, RPM 
 OPS/ONDQA 
 
Through: Nakissa Sadrieh, Ph.D. 
 OPS/IO/SRS 
 
Subject: NDA 203-100: Elvitegravir/Cobicistat/Emtricitabine/Tenofovir Disoproxil Fumarate 
 (EVG/COBI/FTC/TDF) 150/150/200/300 mg Single Tablet Regimen (STR) 
  

Submission Date:  November 27, 2011 
 
Gilead Sciences, Inc.  
333 Lakeside Drive 
Foster City, CA 94404 

 
Background 
 
Gilead Sciences, Inc. has filed NDA application 203-100, a fixed combination of 
elvitegravir, cobicistat, emtricitabine, and tenofovir disoproxil fumarate, for treatment of 
HIV infection in adults aged 18 years and older. Gilead Sciences, Inc. has submitted claims 
of categorical exclusion for elvitegravir, cobicistat, and emtricitabine under 21 CFR 25.15(d) 
and 21 CFR 25.31(b) and an environmental assessment (EA) for tenofovir disoproxil 
fumarate by cross-reference to NDA 21-356/S-038. 
 
Review of the Current Submission 
 
The current submission, NDA application 203-100, is for treatment of HIV infection in 
adults aged 18 years and older using a fixed combination of elvitegravir, cobicistat, 
emtricitabine, and tenofovir disoproxil fumarate.  
 
The categorical exclusions are based on an expected introduction concentration (EIC) at the 
point of entry into the aquatic environment of less than 1 part per billion for elvitegravir, 
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