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NDA 21-356, Viread™ (tenofovir disoproxil fumarate) Tablets, Gilead Sciences, Inc., proposed for the
treatment of human immunodeficiency virus (HIV) infection.

l. In what patient population has tenofovir demonstrated efficacy and safety? For what
indication should tenofovir be recommended, e.g., for the treatment of HIV infection or
for the treatment of HIV infection in patients who have received prior antiretroviral
therapy?

2. Please provide your assessment of the preclinical and clinical data with regard to bone
effects. Are there additional non clinical or clinical studies that the applicant should
conduct to further evaluate tenofovir associated bone abnormalities?

3. Please provide comments on the clinical resistance analyses conducted during the
development of tenofovir. Also please provide recommendations for the types of clinical
virology analyses that should be conducted for future antiretroviral drug development and
suggestions for type of resistance data/analyses warranting display in package inserts.

4. Please provide comments on the applicant’s proposed second study for traditional
approval. Please also provide comments for other study designs or patient populations
that should be studied as phase 4 commitments.



