PRIMER

On Demand ))

Criteria for the Approval of Research (formerly IRB 201)
Institution Name
Date of Program

SPEAKERS
Name, Designation Name, Designation
Title Title
Institution Institution
AGENDA
8:30-8:45 AM Welcome and Introductions
8:45-10:30 AM Brief Overview of Ethics and Regulations

What is Human Subject Research?
Criteria for Review of Research Overview

Criterion 1: Risks to Participants are Minimized

10:30-10:45 AM Break

10:45-12:00 PM Criterion 2: Risks are Reasonable in Relation to Anticipated Benefits
Criterion 3: Selection is Equitable

12:00 PM- 1:00 PM  Lunch

1.00 -2:30 PM Criterion 6: Research Plan Makes Adequate Provisions for
Monitoring Safety

Criterion 7: Adequate Provisions to Protect Privacy and Maintain
Confidentiality

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

2:30-2:45 PM Break



2:45-4:15 PM 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

4:15-4:30 PM What it takes to be a Good IRB Member (Including Conflicts of
Interest)

4:30 PM Adjournment



