Agenda

Clinical Chemistry and Clinical Toxicology Devices Panel Meeting

December 6, 2006

Holiday Inn
Gaithersburg, MD
Panel Chairperson Executive Secretary
Bernard W. Steele, M.D. Veronica J. Calvin, M.A.
8am. Call to Order

8:10 a.m.

8:30 a.m.

8:45 a.m.

9:15a.m.

10 a.m.

10:15 a.m.

10:30 a.m.

11:15a.m.

11:30 a.m.

12 p.m.
1p.m.
2:15 p.m.
2:45 p.m.
3p.m.

4:30 p.m.

Panel Introductions
Conflict of Interest Statement

Division Updates
Carol C. Benson, MT(ASCP), M.A., Associate Director for Chemistry
Courtney D. Harper, Ph.D., Associate Director for Toxicology

Critical Path Initiative in Medical Devices
Sousan S. Altaie, Ph.D., Scientific Policy Advisor

Open Public Hearing*

Guest Presentation
Parvin P. Waymack, Ph.D., Research Chemist
Centers for Disease Control and Prevention

Questions and Answers
Break

FDA Presentation
Douglas Wood, MT(ASCP) MCSE, Scientific Reviewer

Questions and Answers

Panel Deliberations

Lunch

Panel Deliberations

Open Public Hearing*

Break

Panel Response to FDA Questions

Adjournment

*Qpen Public Hearings — Interested persons may present data, information, or views, orally or in writing, on
the meeting agenda. Scheduled speakers who have requested time to address the panel will speak at this time.
After they have spoken, Dr. Steele will recognize unscheduled speakers as time allows. Only the panel may
question speakers during the open public hearing.



