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May 19, 2005
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620 Perry Parkway

Gaithersburg, Maryland 

The Antiviral Drugs Advisory Committee will discuss new drug application (NDA) 021-814, proposed tradename Aptivus (Tipranavir) 250 milligrams (mg) capsules, Boehringer Ingelheim Pharmaceuticals, Inc., indicated for the treatment of patients with HIV.
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Overview of Issues
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· Introduction



Burkhard Blank, M.D.
Senior Vice President Medicine/DRA
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· Efficacy and Drug:


Scott McCallister, M.D.
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· Safety




Christopher Corsico, M.D.

Head, Drug Surveillance and Information

· Resistance



Douglas Mayers, M.D.

International Head, Therapeutic Area Virology

· Potential Utility of Tipranavir

Daniel Kuritzkes, M.D.
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· Conclusions
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Lisa Naeger, Ph.D.

Senior Microbiology Reviewer
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Clinical Pharmacology and Biopharmaceutics Reviewer

· Safety Profile and Conclusions
Andrea James, M.D.
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