[bookmark: _Site_Initiation_Meeting][bookmark: _Toc410039121]Site Initiation Meeting Agenda
Instructions: This form can be completed by study staff at each site for the study initation (start-up) meeting.  This applies to cooperative group and investigator-initiated clinical trials. For industry-sponsored trials the sponsor usually provides an agenda or documents areas covered during the site initiation meeting. The agenda outlines key areas of the protocol that will be covered during the site initiation (start up) meeting and GCP training. This document can be retained in the regulatory binder at each participating site.
	Study Title:
	Qualified Investigator/Principal Investigator:

	Protocol Number:
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	Protocol Amendment/Version Number/Date:
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Agenda
· Study Design, Rationale and Background
· Schedule of Events
· [bookmark: _GoBack]Inclusion/Exclusion Criteria
· Participant Screening, Registration, Randomization, Data Collection Procedures
· Follow Up and Withdrawal
· Informed Consent Process
· SAE Reporting
· QI/Investigator Responsibility
· Prohibited Medications or Therapies



Keep this document with any training materials used during the study initiation meeting.
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	Date (dd/mmm/yyyy)
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