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SITE INITIATION FOLLOW UP REPORT
	Protocol Title:
	

	Site Name:
	
	Site Code:
	

	Site Principal Investigator:
	

	Date of Meeting:
	

	Initiation Visit Method:
	On-Site 
	☐

	
	Videoconference
	☐

	
	Other; specify:
	☐

	Coordinating Centre Personnel in Attendance
	CPI/Sponsor-Investigator
	☐

	
	Trial Coordinator
	☐

	
	Other; specify: 
	☐

	
	Other; specify: 
	☐

	
	Other; specify:
	☐


	Discussion Items:
	Discussed
	Comments / Issues

	
	YES
	NO
	NA
	

	BACKGROUND & PURPOSE OF THE TRIAL

	Pre-Clinical Background of Trial
	☐
	☐
	☐
	

	Study Objectives and Design
	☐
	☐
	☐
	

	TRIAL PROCEDURES

	Study Schema / Timelines
	☐
	☐
	☐
	

	Trial Treatment / Medical Device / Intervention
	☐
	☐
	☐
	

	Schedule of Assessments/Trial Evaluations
	☐
	☐
	☐
	

	Research Sub-Studies / Biospecimens collection frequency
	☐
	☐
	☐
	

	Protocol Deviation/Serious Breaches Reporting Procedures


	☐
	☐
	☐
	

	INFORMED CONSENT AND ENROLLMENT


	Informed Consent Procedures
	☐
	☐
	☐
	

	Inclusion / Exclusion Criteria
	☐
	☐
	☐
	

	Randomisation Procedures
	☐
	☐
	☐
	

	PHARMACY 

	Pharmacy Responsibilities
	☐
	☐
	☐
	

	IMP Supply, Re-Ordering, Accountability and Destruction
	☐
	☐
	☐
	

	SAFETY REPORTING



	Safety Reporting Requirements: 

AEs/SAEs/[SUSARs/URSAEs]/SSIs/USMs
	☐
	☐
	☐
	

	SAE Notification/Reporting Process
	☐
	☐
	☐
	

	DATA COLLECTION AND DATA ENTRY

	Study Database / EDC Platform
	☐
	☐
	☐
	

	CRF Completion Timelines
	☐
	☐
	☐
	

	CRF Completion Guidelines / Database Training
	☐
	☐
	☐
	

	Query Management and Corrections
	☐
	☐
	☐
	

	PI Sign-Off on Data
	☐
	☐
	☐
	

	REGULATORY & RECORD KEEPING

	Maintenance of Essential Documents
	☐
	☐
	☐
	

	Maintenance of Investigator Site File (ISF): [Florence / Paper Binder]
	☐
	☐
	☐
	

	Maintenance of Source Documents
	☐
	☐
	☐
	

	MONITORING

	[Remote, Central, For-Cause, On-Site, Close-Out] Monitoring
	☐
	☐
	☐
	

	Site Audits
	☐
	☐
	☐
	

	Source Data Verification (SDV)
	☐
	☐
	☐
	

	Archiving Requirements
	☐
	☐
	☐
	

	OTHER

	Other, Trial Specific; specify: 
	☐
	☐
	☐
	

	Other, Trial Specific; specify: 
	☐
	☐
	☐
	


	Site Actions from Site Initiation:


	☐   No Site Actions (tick if no actions required)

· 

	Central Trial Coordinating Centre (TCC) Actions from Site Initiation:

	☐   No TCC Actions (tick if no actions required)

· 

	Comments:


	


	Name of Trial Coordinator:
	

	Signature:
	

	Date of Report:
	


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.





DELETE THIS INSTRUCTION BOX UPON FINALISATION OF REPORT
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