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Reports of Biopharmaceutic Studies
1) A Phase 1 Pharmacokinetic Study in Healthy Volunteers to Evaluate the
Bioequivalence of the Combined Formulated Tablet of Tenofovir Disoproxil
Fumarate and Emtricitabine Compared to Tenofovir Disoproxil Fumarate and

Emtricitabine  Administered  Concurrently and the Effect of Food on

Pharmacokinetics (GS-US-104-0172)
Reports of Human Pharmacokinetic (PK) Studies

1) A Phase 1 Pharmacokinetic Study in Healthy Volunteers to Evaluate the
Bioequivalence of the Combined Formulated Tablet of Tenofovir Disoproxil



Fumarate and Emtricitabine Compared to Tenofovir Disoproxil Fumarate and
Emtricitabine  Administered  Concurrently and the Effect of Food on
Pharmacokinetics (GS-US-104-0172)

An Open-label, Randomized, Three—way Crossover Study to Evaluate the
Steady—state Pharmacokinetics of Emtricitabine and Tenofovir Disoproxil Fumarate
When Administered Alone and in Combination in Healthy Volunteers (FTC-114)

Reports of Efficacy and Safety Studies
3) A Phase 3, Randomized, Open-Label, Multicenter Study of the Treatment of

Antiretroviral-Naive, HIV-1-Infected Subjects Comparing Tenofovir Disoproxil
Fumarate and Emtricitabine in Combination with Efavirenz Versus Combivir
(lamivudine/zidovudine) and Efavirenz (GS-01-93)

4) A Randomized, Open-Label Study of 800 mg Lopinavir/200 mg Ritonavir QD in

Combination with Tenofovir DF and Emtricitabine vs. 400 mg Lopinavir/100 mg
Ritonavir BID in Combination with Tenofovir DF and Emtricitabine in HIV-Infected
Antiretroviral Naive Subjects (M02-418)

Reports of Postmarketing Experience
Literature References
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