[image: image1.jpg]NHS

Sheffield Health

and Social Care
NHS Foundation Trust




Investigator Site File Index Primary Care 
PIC Study
To be used only where an Investigator Site File index has not been provided by the sponsor

Template created from NIHR Investigator’s Site File (ISF) Contents (non-CTIMP) - https://learn.nihr.ac.uk/course/view.php?id=496#section-1 
Accessed 26/06/2023
	Study name
	

	Sponsor’s study reference
	

	Site name
	

	Principal Investigator
	


Instructions for use

Check boxes Yes or N/A to indicate whether or not the item is present or required
It is not necessary to duplicate information within the investigator site index that is already captured elsewhere.  Instead, ensure that there is a clear audit trail of where additional information is stored, be it paper or electronic storage.

	Section
	Title


	Description
	Yes
	N/A

	1
	Study personnel and contact list
	Names and contact details for external study personnel.
	
	

	
	
	CVs for all research personnel listed in the delegation of duties log
	
	

	
	
	
	
	

	2
	Protocol/amendments
	Current approved protocol.
	
	

	
	
	Protocol amendments/superseded protocols (most recent on top)
	
	

	
	
	
	
	

	3
	Contracts and agreements
	Organisational Information Document (OID)
	
	

	
	
	Model non-commercial PIC agreement.
	
	

	
	
	
	
	

	4
	Approvals and authorisations
	HRA/REC Approval Letter
	
	

	
	
	Study specific local approvals
	
	

	
	
	Capacity and Capability confirmation
	
	

	
	
	
	
	

	5
	Approved Documentation
	Current version of the Patient Information Sheet
	
	

	
	
	Current version GP invitation letter or text
	
	

	
	
	Current supporting recruitment documentation – posters/leaflets.
	
	

	
	
	
	
	

	6
	Delegation of duties log
	Completed Delegation of duties log, signed by PI.
	
	

	
	
	GCP certificates.
	
	

	
	
	
	
	

	7
	Study-specific training
	Completed training records.
	
	

	
	
	
	
	

	8
	Screening and recruitment 
	Database search
	
	

	
	
	Screening Log/eligibility check
	
	

	
	
	
	
	

	9
	Correspondence
	File in chronological order, most recent on top
	
	

	
	
	
	
	

	10 
	File Note
	File Notes
	
	

	
	
	
	
	

	11
	Superseded Documents
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