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R&D/T02 - Research Related Adverse Event Recording Template 



Research Related Adverse Event (AE) Recording Template
This Template may be used for recording Research Related Adverse Events (AEs)

The research related adverse event reporting procedure is described in R&D/S05
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Template Reference:
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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

	1.0
	10/09/2009
	Template was previously attached to Research Related Adverse Event Reporting Procedure SOP (implemented 17/08/2005).  Now a stand alone template 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 required.

	4.0
	15th August 2017
	

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

	6.0
	18th October 2021
	Update to Trust name change. Wording change

	
	
	

	
	
	

	
	
	


RESEARCH RELATED ADVERSE EVENT RECORDING TEMPLATE (R&D/T02)
	STUDY DETAILS

	Short Study Title
	

	IRAS Number
	


	PARTICIPANT DETAILS

	Site
	

	Participant ID
	


	EVENT DETAILS

	AE Number

Please update AE/SAE Log (R&D/F46)
	

	Description of Event
	

	Start Date
	

	On-going 
	Yes/No

	End Date
	


	ASSESSMENT

Assessments must be made by a medically qualified doctor

	Intensity:
	 FORMCHECKBOX 
 mild

 FORMCHECKBOX 
 moderate 

 FORMCHECKBOX 
 severe
	Seriousness
	 FORMCHECKBOX 
 Not serious 

 FORMCHECKBOX 
 Results in death*

 FORMCHECKBOX 
 Life threatening*

 FORMCHECKBOX 
 Results in hospitalisation or prolongation of existing hospitalisation*

 FORMCHECKBOX 
 Results in disability or incapacity*

 FORMCHECKBOX 
 Congenital anomaly or birth defect*

 FORMCHECKBOX 
 Other (please specify)*

* Event is considered serious

Report to the Sponsor and/or R&D Unit within 24 hours using the form provided. Refer to R&D/S05 for information. Where none is provided use the Research Related SAE/SUSAR Initial Report Form (R&D/F07)



	Causality:

Relationship to study drug/ intervention
	 FORMCHECKBOX 
 not related

 FORMCHECKBOX 
 unlikely to be related

 FORMCHECKBOX 
 possibly related*
 FORMCHECKBOX 
 probably related*
 FORMCHECKBOX 
 definitely related*

*If possibly, probably or definitely related please assess expectedness . 


	
	

	Expectedness
*Only assess if possibly, probably or definitely related. 
	 FORMCHECKBOX 
 expected

 FORMCHECKBOX 
 unexpected i.e. not described in protocol, SmPC or IB
Assessment should be made using the approved RSI only
	
	


	SIGNATURE

Must be authorised by the Chief/Principal Investigator or delegated medically qualified doctor

	Print Name
	  
	Job Title
	

	Signature
	
	Date
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