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EXECUTIVE SUMMARY

This NDA is approvable with respect to virology for the treatment of HIV-1 infection in 
antiretroviral  patients.  FTC/TAF/RPV is being approved based on 
bioavailability studies and links the efficacy of FTC/TAF to the efficacy studies of 
GENVOYATM (EVG/COBI/FTC/TAF) in NDA207561 approved on November 5, 2015.  
The efficacy of rilpivirine (RPV) was reviewed in NDA202022 and RPV was approved in 
May 2011.  No significant virology issues have been identified.  Labeling negotiations 
were ongoing at the time of finalization of this review, so labeling is not included in this 
review and will be included in the CDTL review.  The sponsor provided an updated label 
in SDN010 incorporating changes made to the Microbiology section in the GENVOYATM 
label.  

Please refer to NDA202022 for complete virology review of rilpivirine, NDA202123 
for rilpivirine/emtricitabine/tenofovir disoproxil fumarate and NDA207561 for 
tenofovir alafenamide.

1. RECOMMENDATIONS
1.1. RECOMMENDATION AND CONCLUSION ON APPROVABILITY: 

This NDA for a fixed dose combination of emtricitabine, tenofovir alafenamide and 
rilpivirine fumarate is approvable from a virology perspective for the treatment of HIV-1 
infection.  

1.2. RECOMMENDATION ON PHASE 4 (POST-MARKETING) COMMITMENTS, 
AGREEMENTS, AND/OR RISK MANAGEMENT STEPS, IF APPROVABLE: 

There are no phase 4 recommendations for this application.

2. ADMINISTRATIVE
2.1. Reviewer’s Signature(s)

                   ____Lisa K. Naeger ______
[Lisa K. Naeger, Ph.D.]
Sr. Virologist, HFD-530

2.2. Concurrence
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