FDA Public Meeting

The Future of the International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)

May 16, 2000

10:00 AM to 2:00 PM

5630 Fishers Lane, Room 1066, Rockville, MD  20857

I. Introductory Remarks

Janet Showalter, Director, International Standards and Scientific Activities Staff, Food and Drug Administration, Department of Health and Human Services.  ICH Coordinator of FDA.

al. Overview of ICH: A description of the structure and harmonization process.

Justina Molzon, M.S. Pharm, J.D. Associate Director for International Affairs, Center for Drug Evaluation and Research, Food and Drug Administration, CDER ICH Steering Committee Member
lll.
Current Events/Where we are/Where we are going

Elaine Esber, M.D. Associate Director for Medical and International Affairs, Center for Biologics Evaluation and Research, FDA. CBER ICH Steering Committee Member

lV.
Audience Presentations



Presentations by the public have been scheduled in advance.

V. General Audience Participation

VI. Closing Remarks

There will be no scheduled lunch break, please plan accordingly.

