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Institutional Review Board Annual Educational Conference 

Current IRB Challenges and Practical Solutions

April 24, 2007

	8:00 to 8:30 a.m.
	Registration
	Foyer

Low Library

	8:30 to 9:00 a.m.  
	Welcome and Institutional Remarks

Steven Shea, M.D., Vice Dean of the Faculty of Medicine and Senior Associate Dean for Clinical Affairs, Columbia University Medical Center
	Faculty Room 



	9:00 to 10:00 a.m.  

Click to view powerpoint
	Plenary Session #1

OHRP – Update and Guidance on Specific IRB Issues

Kristina Borror, Ph.D., Director, Division of Compliance Oversight, OHRP
	Rotunda 



	10:15 to 11:15 a.m.  

Click to view powerpoint
	Split Session #1  

A.  Behavioral – Ethical Challenges in Conducting Disaster/Trauma Research


David Abramson, Ph.D., MPH, Acting Director of Research, National 

Center for Disaster Preparedness, MSPH, Columbia University
	Faculty Room 



	Click to view powerpoint
Click to view powerpoint
	B.  Biomedical – Safety Review of Dosing Errors: Process and 

Considerations

Mary Reich Cooper, M.D., J.D., Chief Quality Officer, New York Presbyterian Hospital

Michael Weiner, M.D., Director, Herbert Irving Division of Child and Adolescent Oncology Center, Columbia University Medical Center

Robert B. MacArthur, Pharm.D., Director, Columbia-New York Presbyterian Hospital Research Pharmacy
	Rotunda 



	11:30 to 12:30 p.m.

Click to view powerpoint
Click to view powerpoint

	Split Session #2  

A.  Behavioral –Challenges in International Research


Timothy Frye, Ph.D. Professor, Department of Political Science
Brenda Ruotolo, CIP, Associate Director, Columbia University Institutional Review Board
	Faculty Room 



	Click to view powerpoint
	B.  Biomedical – IRB Review of Data Safety Monitoring Plans – 

What is Appropriate?

Susan Ellenberg, Ph.D., Professor of Biostatistics, Associate Dean for Clinical Research, University of Pennsylvania School of Medicine
	Rotunda 



	12:30 to 1:30 p.m.
	Lunch and Institutional Remarks 

David Hirsh, Ph.D., Executive Vice President for Research, Columbia University
	Rotunda





Institutional Review Board Annual Educational Conference 

Current IRB Challenges and Practical Solutions

	1:45 to 2:45 p.m.

Click to view powerpoint
Click to view powerpoint
	Plenary Session #2

Special Considerations for Research Conducted in New York City

INCLUDES:
New York State Reporting Requirements for Research – What, 

How and When to Apply?

Lucia Torian, Ph.D., Director, HIV Surveillance & Epidemiology Program, 

New York City Department of Health and Mental Hygiene

AND

Human Subjects Research in New York Schools – Considerations

from the New York City Department of Education

John Humins, Ph.D., Proposal Review Committee, New York City Department of Education IRB
	Rotunda



	3:00 to 4:00 p.m.

Click to view powerpoint
	Split Session #3

A. Behavioral – Privacy and Confidentiality Considerations

When Conducting Behavioral Research

Philip Payne, Ph.D., Assistant Professor of Biomedical Informatics, Ohio State University
	Rotunda



	Click to view powerpoint
Click to view powerpoint

	B. Biomedical – Special Considerations for FDA Regulated

Research with Investigational Devices

INCLUDES:

PMAs, 510ks, and Uncommon Issues Regarding IDEs 

Ken Cavanaugh, Office of Device Evaluation, CDRH, FDA

AND

IRB Considerations for Research Involving Diagnostic Devices
Sally Hojvat, M.Sc., Ph.D., Director, Division of Microbiology Devices, Office of In Vitro Diagnostic Device Evaluation and Safety, CDRH, FDA
	Faculty Room 



	4:15 to 5:15 p.m.

Click to view powerpoint

	Split Session #4

A. Behavioral – Open Discussion: 

Interviews – When Is IRB Review Required?

Kristina Borror, Ph.D., Director, Division of Compliance Oversight, OHRP

Jeffrey Cohen, Ph.D., President, HRP Associates, Inc. 
	Rotunda



	Click to view powerpoint

	B. Biomedical – Challenges and Solutions for IRB Review of Organ Donor Research

Eric Grossman, M.D., FACP, Medical Director, New York Organ Donor Network

Jeffrey Silverstein, M.D., Chair, Mt. Sinai School of Medicine IRB
	Faculty Room



	5:30  to 6:30 p.m.
	Wine and Cheese
	Faculty Room
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