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Study Close-out/Premature Termination Checklist 

	Protocol #:
	

	Name of the Investigational Product:  
	

	Sponsor:
	

	Protocol #:
	

	Site Name:
	

	Principal Investigator:
	

	Clinical Research Associate:       
	

	Date:
	


	Document/Activity
	Status
	Comments

	
	Yes
	No
	N/A
	

	Confirm the visit date and time with monitor
	
	
	
	

	Received the correspondence/Letter & Agenda from the sponsor
	
	
	
	

	Investigator Acknowledge (Signature/ date) on agenda
	
	
	
	

	Prepare Monitoring room
	
	
	
	

	Set up as Protocol requirements
	
	
	
	

	Maintain confidentiality of other sponsor studies
	
	
	
	

	Prepare & have available for review/retrieval of following documents
	
	
	
	

	All source document
	
	
	
	

	· Obtain requested medical record
	
	
	
	

	· All laboratory report signed/dated by investigator & filed appropriately
	
	
	
	

	· All laboratory reports marked CS/NCS by investigator
	
	
	
	

	· All laboratory reports marked CS by investigator as AE
	
	
	
	

	· Informed consents
	
	
	
	

	· Access to all original signed PICF’s
	
	
	
	

	· CRF’s Up to date and all data queries resolved
	
	
	
	

	· CRF’s Signed & validated by PI
	
	
	
	

	· Current and organized ISF content is available
	
	
	
	

	· Current Delegation log is available 
	
	
	
	

	· Up to date enrollment logs are available
	
	
	
	

	· Amendments and updated documents filed, HREC/RGO Approval/Acknowledgement  obtained
	
	
	
	

	· All the HREC/RGO related documents (i.e safety submission & acknowledgements, Annual report etc.) are available
	
	
	
	

	· All required Regulatory approvals 
	
	
	
	

	· Pharmacy Folder provided 
	
	
	
	

	· Calibration records for;  
	
	
	
	

	· Pharmacy Fridge
	
	
	
	

	Pathology Fridge
	
	
	
	

	Pathology Freezer (-20/-80C)
	
	
	
	

	Site equipment (BP,ECG,Temp)
	
	
	
	

	Other site equipment  
	
	
	
	

	Current Lab ranges and accreditation certificate 
	
	
	
	

	· Site Documentation of archiving arrangements; 
	
	
	
	 Tip: Use an excel spreadsheet to document archived ISF and save in the Departmental share drive 


	Onsite 
	
	
	
	

	External 
	
	
	
	

	Sponsor organised
	
	
	
	

	Electronic archiving via eISF
	
	
	
	

	
	
	
	
	

	Request all outstanding payments be finalised as per CTRA by the Sponsor 
	
	
	
	

	Request Invoicing of  outstanding payments  through the CTSU and Finance Manager for immediate processing 
	
	
	
	


	
	  
	
	
	

	Investigator’s Name (print)
	
	                     Signature
	
	      Date
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