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	Site Initiation Visit Agenda

	Study title:
	[bookmark: Texte2]     

	BASEC N°:
	     

	Sponsor:
	     

	(Local) Principal Investigator:
	     

	Study site:
	     



	Date:
	DD-MMM-YY

	Meeting location:
	     




Agenda Items
	Time
	Topic
	Speaker
	Attendees[footnoteRef:2] [2:  Attendees: specify who should attend according to the study role (All, Investigator_I, Study Coordinator_SC, Study Nurse_SN, Lab Technician_LT, Pharmacist_Ph, …)] 


	  :  
	Welcome & introduction

	     2
	     

	  :  
	Scientific and medical part of the study protocol (background, objective, design, population, eligibility, prohibited medications, study schedule of assessment, study timelines,…)
	     [footnoteRef:3] [3:  Sponsor representative and Principal investigator (PI), Project Manager, Study Coordinator] 


	     

	  :  
	Safety study procedures
	     2

	     

	  :  
	IMP / IMD / intervention (randomisation, management and accountability, ...) 
	     [footnoteRef:4] [4:  Pharmacist, Monitor or PI] 

	     

	  :  
	Laboratory (biological samples management)
	     [footnoteRef:5] [5:  Project Manager or Head of Laboratory] 

	     

	  :  
	GCP, roles & responsibilities, screening, information and consent, study document management (TMF, ISF, source documents), monitoring
	     [footnoteRef:6] [6:  Monitor] 

	     

	  :  
	eCRF (data entry, queries, randomisation,...)
	     [footnoteRef:7] [7:  Data Manager, Study Coordinator, Monitor] 

	     

	  :  
	Final Q&A session
	All
	All

	  :  
	Signing of logs
	NA
	All

	  :  
	Closing of the visit
	NA
	     

	  :  
	Check of TMF / ISF
	NA
	Monitor



IMP / IMD= Investigational Medicinal Product / Investigational Medical Device; GCP=Good Clinical Practice; TMF= Trial Master File; ISF= Investigator Site File; CRF = Case report Form 
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