Office of Research Oversight (ORO)
Bi-Monthly Teleconference

Wednesday, September 12, 2007, 12 Noon to 12:50 P.M. EST

Call in:  (800) 767-1750 – Access Code:  Enter 24088#

A G E N D A
	12:00 noon – 12:05 P.M.
	1] Announcements and Introductions

	
	· Tom Puglisi, Ph.D., CIP  Chief Officer,                                         Office of Research Oversight

	
	

	
	

	12:05 – 12:50 P.M.

	FDA Guidance for Industry – Protecting the Rights, Safety, and Welfare of Study Subjects – Supervisory Responsibilities of Investigators                                                                                                  -12:05-12:35pm Presentation and Review of Guidance                                  -12:40-12:50pm Questions and Comments from the Field

	
	· Paula Squire Waterman, MS, Program Analyst
Office of Research Oversight/VA
· Stephen Rhodes                                                                      Director, IDE/HDE Programs                                                      Center for Devices and Radiological Health/FDA
· Michael Marcarelli, PharmD, MS                                              Director, Division of Bioresearch Monitoring                               Center for Devices and Radiological Health/FDA
· Joseph Griffin                                                                               Office of Medical Policy                                                                 Center for Drug Evaluation and Research/FDA                                                           

	
	

	
	

	Next Teleconference:
	Wednesday, November 14, 2007, at 12 Noon EST

Dial in Information remains the same.


