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SAE/SUSAR R&D Unit Checklist
This Form must be used in conjunction with R&D/S13 
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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
	Form Reference:
	R&D/F49

	Version Number:
	2.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	17th August 2017


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D 

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	17th July 2017

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	17th July 2017


	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
	22nd April 2013
	Updated and replaces previously used version 1.0 which was not formally issued as a controlled form.

	2.0
	17th August 2017
	Two year review, no changes required

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


R&D UNIT SAE/SUSAR CHECKLIST
	Trial name:
	
	EudraCT number:
	

	SAE reference:
	
	Has investigator signed initial report:
	YES / NO


	Section 1.  SAE DETAILS

	Date of onset of event:
	[dd/mmm/yy]
	Date SAE notified to Sponsor (= day 0):
	[dd/mmm/yy]

	Date initial report received by R&D Unit:
	[dd/mmm/yy]
	Is SAE a SUSAR (investigator opinion): If YES complete section 5
	YES / NO



	Initial report acknowledged to reporting investigator:
	dd/mmm/yy]
	Medical Expert contacted:
	[dd/mmm/yy]

	Section completed by:
	
	Signature and date:
	


	Section 2.  MEDICAL EXPERT (ME) / SPONSOR ASSESSMENT

	Date reviewed by ME:
	[dd/mmm/yy]
	Name of ME making assessment:
	

	Is SAE a SUSAR (ME/Sponsor opinion):
	YES / NO If YES complete section 5

	Section completed by:
	
	Signature and date:
	


	Section 4.  FOLLOW-UP INFORMATION

	Follow-up Report dates:
	(a)  [dd/mmm/yy] 
	(b)  [dd/mmm/yy]
	(c)  [dd/mmm/yy]

	
	(d)  [dd/mmm/yy]
	(e)  [dd/mmm/yy]
	Date resolved: [dd/mmm/yy] 

	Date decision made not to continue follow-up:
	[dd/mmm/yy]
	Decision made by:
	(a)   
(b)    

	Section completed by:
	
	Signature and date:
	


	Section5.  SUSARS only

	Has SAE been unblinded:
	YES / NO
	Unblinding request by:
	

	Person unblinding:
	
	Date blind was broken:
	[dd/mmm/yy]

	Unblinding notified to:
	
	Is SUSAR IMP or NIMP
	YES / NO

	SUSAR Form sent to reporting investigator:
	[dd/mmm/yy]

	Section completed by:
	
	Signature and date:
	


	Completed SUSAR Form received:
	[dd/mmm/yy]
	eSUSAR submission made by:
	

	SUSAR reported to MHRA:
	[dd/mmm/yy]
	SUSAR reported to REC:
	dd/mmm/yy]

	CI notified of SUSAR:
	[dd/mmm/yy]
	Concerned investigators notified:
	dd/mmm/yy]

	Section completed by:
	
	Signature and date:
	


	SUSAR notified to R&D Group:
	[dd/mmm/yy]
	SUSAR Notified to DMC:
	[dd/mmm/yy]

	Section completed by:
	
	Signature and date:
	


	Documents removed from holding file:
	[dd/mmm/yy]
	[ENTER NAME]
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