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AGENDA

The committee will discuss presentations by the Office of Generic Drugs (OGD) on bioequivalence issues and quality
standards relative to narrow therapeutic index (NTI) drug products as a class. In response to feedback during the April
13, 2010, Advisory Committee for Pharmaceutical Science and Clinical Pharmacology (ACPS-CP) meeting, the
committee will further discuss the definition and list of NTI drugs, as well as proposed bioequivalence standards for these
products. The committee will also receive awareness presentations relevant to OGD’ s ongoing focus on quality and
safety of generic drug products. Presentationswill outline current activities seeking to better understand the impact of
formulation and quality on the performance of generic drug products and current thinking related to potential regulatory
pathways for these issues.
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