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SITE INITIATION MEETING AGENDA
	Protocol Title:
	

	Site Name:
	

	Site Code:
	

	Site Principal Investigator:
	

	Date of Site Initiation Meeting:
	


AGENDA PART 1: 
Protocol Review and Clinical Background  
 
Presented by <insert trial acronym> Sponsor-Investigator; <insert name> 
· Clinical Background and Trail Hypothesis

· Aims and Objectives

· Trial Endpoints

· Study Design

· Study Schema

· Trial Intervention/Treatment
· Eligibility Criteria (Inclusion & Exclusion Criteria)

· Informed Consent Process

· Participant Randomisation/Registration Procedures

· Schedule of Activities / Trial Assessments

· Laboratory Sub-studies, if applicable

· Trial Specific Safety Reporting 

· Trial Specific Training Material/Resources

· Participant Follow-Up Procedures

· Any Trial Specific Procedures

 AGENDA PART 2: 
Trial Operations and Logistics  
Presented by <insert trial acronym> Trial Coordinator; <insert name>
· Site Staff and Facilities

· Site Staff Roles and Responsibilities

· Key Trial Documentation

· Screening Procedures

· Randomisation/Registration Process 

· Pharmacy Requirements: IP supply, storage, and accountability

· Laboratory Sub-Studies Sample Collection, if applicable

· Unblinding Procedures, if applicable

· Source Documents & Record Keeping

· Source Data Verification Requirements

· How to Report AEs/SAEs/SUSARs/USMs/SSIs etc

· How to Report Protocol Deviation and Suspected Serious Breaches

· Trial Monitoring

· Closeout and Archiving

· Contact Details
AGENDA PART 3:   Trial Database and Florence eBinders™ Training
Presented by POLAR Trial Coordinator; Laura Galletta 
· Florence eBinders™ - eISF / Essential Documents

· Overview of the trial database/s

· CRF Completion Timeline / Guidelines

· Data Entry Procedures

· Source Documentation / Source Documents for Source Data Verification 
· Recording AEs / SAEs

· Query Resolution Procedures

· Investigator Sign-Off on Data, if applicable
Instructions:


Instructional text – requires you to complete the information.  Remove the italics / brackets prior to finalising the letter and ensure all text is black. 


Optional text – delete when not required as applicable to your trial.


Square Brackets [   ] enclose text options whereby you must select one option. Please select one from within this range applicable to your trial. 


Standard wording – not to be removed or changed without prior consultation with the Sponsor.
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