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Protocol/GCP Deviations Log
This Form must be used in conjunction with R&D/S04
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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
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	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
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	Protocol Deviation reference number
	Date deviation identified
	Date PI/Research Team informed & deviation assessed  
	Serious Breach?

(Y/N)
	Brief Description of Event 

(including Participant Study ID if applicable)
	 Date study Sponsor Informed 
	Date R&D Unit Informed

(suspected serious breaches only)
	File note ref number and location (if applicable)
	Initials of individual making entry
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