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Present…
Spend Tax Day with the FDA 

Friday, April 15, 2005 

8:30am – 4:45pm
NIH, Building 10, Lipsett Amphitheatre
Schedule of Events:

8:30
Introduction

8:35
Opening Remarks



Dr Cliff Lane, MD
Acting Deputy Director,  NIAID



Dr Jesse Goodman, MD, MPH
Director,  CBER/FDA

8:50
Introduction to Regulation



Dr Robert Yetter PhD
Associate Director for Review Management,  OD/CBER/FDA

9:20
What is an IND?




Dr Loris McVittie, PhD
Branch Chief,  VVB/DVRPA/OVRR/CBER/FDA
9:55
Communications with the FDA



Dr Robert Yetter, PhD
Associate Director for Review Management,  OD/CBER/FDA

11:00
Clinical Trial Design




Dr Cynthia Rask
Director,  DCEPT/OCTGT/CBER/FDA


Dr Peter Lachenbruch, PhD
Division Director, DB/OBE/CBER/FDA

12:15
Morning Panel Discussion / Question and Answer Session

12:35 
Lunch (participants eat lunch on their own)
1:35
Clinical Review Process/ Issues



Dr Karen Midthun
Deputy Director for Medicine,  OD/CBER/FDA

2:10
Good Clinical Practices and FDA Inspections


Patricia Holobaugh, MS
Branch Chief,  BMB/DIS/OCBQ/CBER/FDA
3:00
CMC Reiew and Manufacturing (CGMP) Issues



Christopher Joneckis
Senior Advisor for CMC Issues   OD/CBER/FDA

3:45
Approaches to Vaccine Development


Dr Nancy Miller
Medical Officer,  VCTB/DVRPA/OVRR/CBER/FDA

4:15 
Afternoon Panel Discussion / Question and Answer Session

Objective(s) or Purpose:

At the end of this activity, participants will be able to (1) describe the role of the FDA in clinical research activities and (2) describe appropriate means of communication with the FDA.  
Target Audience:


This activity will be of interest to individuals who are directly involved with the development, conduct and/or monitoring of clinical research trials.
Reasonable Accommodations:  

If you require reasonable accommodations to participate in this activity, please contact Judy Zuckerman at jzuckerman@niaid.nih.gov or 301-451-5133 on or before April 4, 2005.

Registration:  

· Pre-Registration at http://meetings.matthewsgroup.com open to NIAID personnel and NIAID contractors
· On-Site Registration as space allows
· Live webcast available to HHS (without registration) at http://videocast.nih.gov/ram/tax041505.ram 
The NIH/FAES is accredited by the Accreditation Council for Continuing Medical Education to provide continuing medical education for physicians. 
The NIH/FAES designates this educational activity for a maximum of six hours in category 1 credit toward the AMA Physician's Recognition Award.  Each physician should claim only those hours of credit that he/she actually spent in the activity.










