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R&D/F09 – SUSAR Unblinding Record 



SUSAR Unblinding Record
In the event of an SAE/SUSAR this Form must be completed by the Sponsor
The research related adverse event reporting procedure is described in 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F09

	Version Number:
	5.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	9th February 2021


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

	
	Signature:
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	Date:
	12th January 2021

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
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	Date:
	12th  January 2021


	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
	10th September 2009
	Form was previously attached to Research Related Adverse Event Reporting Procedure SOP (implemented 17/08/2005).  Now a stand alone form under own version control.

	2.0
	22nd April 2013
	Removal of references to the North and East Yorkshire R&D Alliance.  Change of SOP Controller

	3.0
	12th October 2015
	Two year review done.  No changes made.

	4.0
	17th August 2017
	Change of title.

	5.0
	9th February 2021
	Change of link to R&D website.

	
	
	

	
	
	

	
	
	

	
	
	


RESEARCH RELATED SAE/SUSAR SPONSOR REPORT FORM

	R&D Reference Number/IRAS number:
	     

	Short Study Title:
	     

	EudraCT Number:
	     

	SAE reference number issued by R&D:
	     


	1. Sponsor assessment of causality

	List the reports considered when making the Sponsor assessment
	 FORMCHECKBOX 
 Initial report
 FORMCHECKBOX 
 Follow up report #1
 FORMCHECKBOX 
 Follow up report #2

 FORMCHECKBOX 
 Other …………………………………..



	Is the SAE related to the drug/device/intervention?

 FORMCHECKBOX 
 Not related

 FORMCHECKBOX 
 Unlikely to be related

 FORMCHECKBOX 
 Possibly related*

 FORMCHECKBOX 
 Probably related*

 FORMCHECKBOX 
 Definitely related*
	*If possibly, probably or definitely related, was the SAE unexpected?

 FORMCHECKBOX 
 Yes1
 FORMCHECKBOX 
 No2
(Unexpected means not described in the protocol or other product information i.e. IB or SmPC)
	1 - The SAE is a SUSAR.  Proceed with unblinded assessment and complete sections 2 and 3.
2 - The SAE is not a SUSAR.  Complete section 3.


	2. Unblinding

	Name of individual who requested blind is broken:
	

	Request made to:
	

	Date request made:
	

	Information provided by:
	

	Information received by:
	

	Date information received:
	

	Location information filed by R&D:
	

	Names of all individuals who aware of result of unblinding:
	

	
	

	
	

	Comments:      



	3. Administrative and sponsor details

	Name of person performing sponsor assessment:

     
	Contact Number:

     

	Signature of person performing sponsor assessment:

     
	Date:

     

	Name of Sponsor Representative

     
	Contact Number:

     

	Signature of Sponsor representative:

     
	Date:
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