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Preliminary Agenda
(As of January 26, 2011)

Introductions and Welcome (5 minutes)

Rationale for the revision of General Chapter <823> (5 minutes)
o 21st Century PET Environment
o Gaps in current standard

Overview of Proposal (15 minutes)
o Major Concepts of <823>

Proposed Changes

Revision Process

FAQs (available online)

o O O

Stakeholder Participation (5 minutes)
o Submit comments to revised chapter
o Communicate to constituencies
o Identify potential USP Instructional offerings

Next Steps (10 minutes)
o USP timeline
= From USP Expert Panel formation to revision approval and FDA
change in final rule

Question and Answer (20 minutes)



