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AGENDA

The committee will discuss new drug application (NDA) 022-128, maraviroc 150 and 300 milligram
tablets, Pfizer, Inc., proposed for the treatment of antiretroviral-experienced patients with chemokine (c-c

motif) receptor 5 (CCR5)- tropic human immunodeficiency virus (HIV).
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FDA PRESENTATION

10: 30 a.m. Clinical Efficacy and Safety Scott Proestel, MD
Medical Officer
Division of Antiviral
Products, CDER, FDA

Exposure-Response Modeling Pravin Jadhav, PhD
Pharmacometrician/Clinical
Pharmacologist
Office of Clinical
Pharmacology, CDER, FDA

Tropism and Resistance Lisa Naeger, PhD
Clinical Virologist
Division of Antiviral Products
CDER, FDA

Clarifications / Questions
LUNCH

Open Public Hearing
Discussion / Questions
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