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PUBLIC RESPONSIBILITY IN
MEDICINE AND RESEARCH

Institutional Review Board (IRB) 201

San Diego Convention Center * San Diego, CA
December 5, 2010  8:30 AM-4:15 PM

FACULTY
Jeftrey Cooper, MD, MMM Moira A. Keane, MA, CIP
Director, Clinical Research Services Executive Director,
and Healthcare Compliance Division Human Research Protection Program
Huron Consulting Group, Inc. University of Minnesota

IRB 201 will provide the knowledge needed to become experienced IRB chairs, members, and
staft. This educational program will include information directly relevant to IRB chairs,
members, and staff who conduct reviews as part of a convened IRB or through the expedited
procedure. This course has been designed for IRB members and staft who understand the
fundamentals of IRB operations and are now interested in obtaining the next level of training.

By attending IRB 201, participants will gain the knowledge and skills they need to both serve as
effective IRB reviewers and teach others to become eftective IRB reviewers. Please note that this
course will not cover administrative issues.

Agenda”
7:00 AM Registration
7:00-8:30 AM Continental Breakfast
8:30-10:30 AM Brief Overview of Ethics and Regulations

Criteria for Review of Research Overview
Criterion 1: Risks to Participants are Minimized
10:30-10:45 AM Break

10:30 AM-12:00 PM Criterion 2: Risks are Reasonable in Relation to
Anticipated Benefits

Criterion 3: Selection is Equitable

12:00-1:00 PM Boxed Lunch



Agenda

1:00-2:45 PM

2:45-3:00 PM

3:00-4:15 PM

4:15 PM

Criterion 6: Research Plan Makes Adequate Provisions
for Monitoring Safety

Criterion 7: Adequate Provisions to Protect Privacy and
Maintaining Confidentiality

Criterion 8: Additional Safeguards for Participants
Likely to be Vulnerable to Coercion or Undue Influence

Break

Criterion 4: Informed Consent will be Sought in
Accordance with and to the Extent Required by the
Regulations

Criterion 5: Informed Consent will be Documented in
Accordance with and to the Extent Required by the
Regulations

What It Takes to be a Good IRB Member (including
Conflict of Interest)

Adjournment

* Please that the agenda is subject to change.



