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This is an addendum to the NDA 208351 Clinical Pharmacology review dated 12/1/2015.
Included in this review is a summary of clinical pharmacology-related labeling negotiations with
the sponsor, which are now complete. A substantial portion of these negotiations occurred after
submission of the initial review of this application. As shown below in Table 1, clinical
pharmacology-related labeling negotiations were focused on the Drug Interactions (section 7)
and Pharmacokinetics (section 12.3) sections, and that FDA and the sponsor reached agreement
on all of the issues. Of note are the FDA recommendation to take FTC/RPV/TAF with a meal
(versus “take with food” as was the sponsor’s initial proposal) and to remove drug interaction
information for the effect of efavirenz on TAF (see Table 1). The recommendation to take
FTC/RPV/TAF with a meal was made because the food effect between FTC/RPV/TAF is similar
to single agent RPV, which is labeled to be taken with a meal, and in our opinion a meal
represents a significant quantity of food whereas the term food can connote a highly variable
quantity of food. The recommendation to remove drug interaction information for the effect of
efavirenz on TAF was made because FTC/RPV/TAF is a complete regimen and should not be
taken with efavirenz and because we do not consider efavirenz to be representative of worst case
Pgp induction.
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