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DRAFT AGENDA

The committee will discuss current strategies for the FDA's Office of Pharmaceutical Science (OPS) implementation
of Quality by Design (QbD) principles within its review office, incorporating an update on the Inter national
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
activities. The committee will also receive awareness presentations on FDA's current partnering with the United
Sates Pharmacopeia (USP), principally to discuss the Monograph Moder nization Program.
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Topic 2: USP Interaction — Monograph M oder nization Program and Other Initiatives
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