r DA U.S. Food and Drug Administration

Notice: Archived Document

The content in this document is provided on the FDA'’s website for reference purposes
only. This content has not been altered or updated since it was archived.



FOOD AND DRUG ADMINISTRATION (FDA)
Center for Drug Evaluation and Research (CDER)

Advisory Committee for Pharmaceutical Science and Clinical Pharmacology (ACPS-CP)

MARCH 17, 2010

AGENDA

ATLANTA MARRIOTT MARQUIS, 265 PEACHTREE CENTER AVENUE
ATLANTA, GEORGIA

On March 17, 2010, the Committee will discuss and provide comments on the following topics: (1) General scientific issues
related to the application of pharmacogenomics in the early stages of drug development. Pharmacogenomics examines the
genetic differences that influence a person’s responses, both beneficial and harmful, to certain drugs; (2) a new patient-
centric clinical pharmacology approach to drug safety; (3) the design and analysis of clinical pharmacology studies focusing
on how the renal function changes in the way the body absorbs, distributes, metabolizes and excretes a drug in patients with
kidney impairment; (4) scientific considerations and recent developments in transporter-mediated drug interactions. These
interactions are between two or more drugs that either inhibit or enhance the roles of specialized proteins known as

“transporters” and, in turn, the interactions can affect a drug’s safety and/or efficacy.
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*Due to timing, Topic 2 “Mechanistic (Systems) Approach to Drug Safety” presentation was given before Topic 1 “Clinical Pharmacogenomics in
Early Drug Development”
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Perspectives of Transporter-Mediated Transporters Joseph W. Polli, Ph.D.
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Preclinical Drug Metabolism and
Pharmacokinetics
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Open Public Hearing

Committee Questions and Discussion Jurgen Venitz, M.D., Ph.D.
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Closing Remarks/Adjournment Lawrence Lesko, Ph.D.
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