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T-1047 - Research Space Set-Up Process
General Information
Audit Number: ________________
Audit Scope: ____________________________________________
Audit Date: __/__/_____
Auditor (Name and Job Role): __________________________________________________
Project Details
	Study Title:
	

	Study Reference (EDGE and/or IRAS number):
	

	Sponsor:
	

	Start Date:
	


Set-Up Process Checklist
	Set-Up Item
	Completed
 (Y/N/ N/A)
	Comments

	Ethics approval obtained (IRB/REC) - Please add dates
	
	

	Regulatory approvals in place (if applicable) - Please add dates 
	
	

	Funding agreement fully executed
	
	

	Study protocol finalized and accessible 
	
	

	Study team trained and delegated appropriately
	
	

	Study-specific SOPs developed and distributed
	
	

	Data management plan in place
	
	

	Participant recruitment plan documented
	
	

	Trial registration completed (if applicable)
	
	

	Essential documents filed in TMF/ISF
	
	



Audit Summary
	Category
	Finding
	Immediate/Corrective Action
	Preventative Action
	Actions Completed by (Initials and Date)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Auditor Signature: ___________________
Audit Report Date:___________________
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