HAC Policies and Procedures

Initial Submission of
the Protocol:

e Review Levels

e Description of
Research Proposal

e Informed Consent
Documents

e Data and Safety
Monitoring Plans

HAC Policies and Procedures Section 4, Termination/Closure
Version Date: 4/19/07

Ongoing Activities:
¢ Amendments
¢ Unanticipated Problems
e Adverse Events
Serious Adverse Events
e Continuing Review
e Deviations/Violations
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