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Glasgow Clinical Trials Unit Form
SPONSOR AGREEMENT FOR ELECTRONIC INVESTIGATOR SITE FILE (eISF)
Guidance: Participating locations who wish to use an electronic ISF in line with their local policy should complete in full and return to the Project Manager for review.
	FULL STUDY NAME
	

	IRAS NUMBER
	

	LOCATION NAME
	

	PRINCIPAL INVESTIGATOR
	



	
	Yes
	No

	Has the system been validated?
	[bookmark: Check1]|_|
	|_|

	Is the eISF on a secured system with routine back-ups?
	|_|
	|_|

	Are user accounts in place with tailored access rights?
	|_|
	|_|

	Is an audit trail in place on the system to track changes?
	|_|
	|_|

	Can versions of documents be updated?
	|_|
	|_|

	Are previous versions identified as superseded?
	|_|
	|_|

	Is there a clear naming convention?
	|_|
	|_|

	Are documents QC checked on the system for ALCOAC?
	|_|
	|_|

	Are scanned documents QC checked to ensure they are accurate representations of originals?
	|_|
	|_|

	Will the trial monitor be able to access the system?
	|_|
	|_|

	Is there a system to Archive records and prevent further update for 25 year period?
	|_|
	|_|

	Has the system been previously inspected?
	|_|
	|_|



	Completed by:
	

	Date:
	


	Reviewed by:
	

	Date:
	





	[bookmark: _GoBack]This Form is a controlled document. The current version can be viewed on the R&I website, GCTU website and R&I’s Q-Pulse account.
Any copy reproduced from the website may not, at time of reading, be the current version.
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