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The NDA number in the table under the row NDA/BLA # and Supplement # was incorrectly entered as 
201853 instead of the correct NDA number of 208351. This has been changed in the review correction 
document dated February 5, 2025. 
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rilpivirine, and tenofovir alafenamide) in pediatric patients 6 years to less than 12 years 
of age OR greater than 25 kg.  

 
Review 
 
Three trials collectively evaluated pharmacokinetics (PK), safety, and antiviral activity of all 
three components of ODEFSEY (emtricitabine 200mg, rilpivirine 25 mg, and tenofovir 
alafenamide 25mg) in pediatric patients weighing at least 25kg.  Trial GS-US-292-0106 was a 
pediatric trial that evaluated cobicistat, emtricitabine, and tenofovir alafenamide and was 
reviewed under NDA 207561 for GENVOYA (elvitegravir, cobicistat, emtricitabine, and 
tenofovir alafenamide). Trials TMC278-TiDP38-C213 and TMC278HTX2002 were pediatric 
trials that evaluated EDURANT (rilpivirine) and were under NDA 202022 (EDURANT) and 
NDA 219016 (EDURANT PED). Both GENVOYA and EDURANT are approved in pediatric 
patients covering the weight band proposed for Odefsey (at least 25 kg). Letters of authorization 
to cross-reference the NDAs for EDURANT, EDURANT PED, and GENVOYA were submitted 
to the ODEFSEY NDA. 
 
Based on the Division’s prior assessment of EDURANT and GENVOYA, the available PK, 
safety, and efficacy data support the use of ODEFSEY in pediatric patients weighing at least 25 
kg.  
 
Recommendation 
 
We recommend approval of this supplement. The agreed upon changes to the ODEFSEY label 
are consistent with the current EDURANT, EDURANT PED, and GENVOYA labels. This 
supplement fulfills PMR 3403-1. 
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