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PI Oversight: Actions and Decisions Log Template (Single Study)
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS TEMPLATE TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
	Template Reference:
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	Version Number:
	1.0
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	Implementation date of current version:
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	Name/Position:
	Lydia Harris, Head of R&D
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	Date:
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	Name/Position:
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	Signature:
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	Date:
	4th July 2018


	This SOP will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date implemented
	Details of significant changes

	1.0
	1st August 2018
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PI Oversight: Actions and Decisions Log Template (single study)

	Study Number:
	  
	
	EudraCT/REC Reference(s):
	  


	Study Title:
	  
	
	PI:
	  


Meeting attendees:   
Meeting date & time:   
	Issues which you may wish to consider: Recruitment, Study Logs, Study Visits, Patient Feedback, Data Collection / CRF Completion, Patient Safety, Data Queries, Sponsor Communication, (Monitor visits, Monitoring report, Newsletter), Investigator Site File, Amendments, Pharmacy, Pathology, Imaging, Team Changes, other general issues.


	#
	Issue
	Decision
	Action
	Person responsible
	Due date
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