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T1038 - Pre-archiving Checklist

The purpose of this document is to ensure that all archiving is completed to an approved standard (all archived materials are stored appropriately and for the correct period of time).

Please complete the form clearly and if not using typescript, please PRINT the words to enable 
legibility.


	Full Study Title

	

	Study Reference Number 

	EDGE ID:
IRAS:
REC:

	Chief Investigator 
Principal Investigator 

Point of Contact (contact details)
	




For hosted studies only
	Sponsor
	

	Sponsor contact details (phone, address and email address)
	



	
	Y, N, N/A
	Signature and Date
	Comments

	Has the sponsor confirmed close out and given permission to archive? (please add date of confirmation and ensure all emails are filed properly)
	
	
	

	Has the sponsor stipulated length of archive? (Please add length and location of archiving) 
	
	
	

	Have all documents relating to the study been collected from all other departments e.g. Laboratory, Pharmacy etc?
And have these departments been made aware of the study closing? 
	
	
	

	Is there a Pharmacy site file? 
	
	
	

	Have all records on thermal paper been transferred to normal paper e.g. ECGs, faxes etc?
	
	
	

	Have all plastic / metal clips, rubber bands and plastic wallets been removed?
	
	
	

	Have files been removed from Lever arch files or Manilla wallets?
	
	
	

	Has a cover sheet been created for each section?
	
	
	

	Are all financial invoices complete prior to archiving?
	
	
	

	Have all study workbooks or source data been filed in notes and these returned to medical records?
Has a sticker been added to the medical records to specify retention period? 
	
	
	

	If there is a local archive spreadsheet, has this been updated?
	
	
	

	Have all electronic study files been archived? Are the records on EDGE archived?
	
	
	

	Samples
If samples are to be retained have the consent forms been saved to evidence consent after the archive has been destroyed?
	
	
	

	Samples
If applicable, have all samples been shipped? Please complete all sample logs
	
	
	

	Equipment
If any equipment has been loaned during the study, has this been returned to the sponsor? 
	
	
	

	Laboratory
Have all remaining lab kits been destroyed?
	
	
	

	Have dates of destruction been recorded? (Please state where) 
	
	
	

	Has an index been created for each box and a complete archive index retained?
	
	
	





Chief Investigator/Principal Investigator:……………………………………….………..Date: …………………………………

Sponsor Representative: …………………………………………..............................Date: …………………………………
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