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R&D/F47 - SUSAR Data Collection Form

SUSAR Data Collection Form
Use this form in association with R&D/S13 & R&D/S05
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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/F47

	Version Number:
	3.0

	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
	22nd April 2013
	

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

	3.0
	9th February 2021
	Change of link to R&D website.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	R&D use only: SAE Ref number
	
	Date report received by R&D
	


	1. Person making report

	Name:
	     

	Job title/role in study:
	     

	Contact address:
	     

	Email address:
	     

	Telephone No:
	     

	Fax number:
	     


	2. Details of study

	Full Title of Study:      

	Study site (eg Hospital name):      
	R&D Project Registration No:      

	EudraCT No (IMP studies only):      
	IRAS number:      


	3. Details of subject affected by SAE/SUSAR (enter details available without unblinding)

	Sponsor generated SAE Reference:      
	Subject study ID:      
	Initials:      


	Details of any prior diseases the patient has suffered that are not being treated by the study medication

	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Disease history: [MedDRA term that matches the disease suffered by the patient]

	Start date:      
	End date:      
	Continuing: YES/NO/UNKNOWN


	Duplicate disease history page as necessary


	4. Reaction Details

	Country SUSAR occurred in:      


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	


	Reaction:      
	Recovered
Recovering

Not recovered

Recovered with sequelae

Fatal

Unknown
	YES/NO
YES/NO
YES/NO
YES/NO
YES/NO
YES/NO

	Start date:      
	End date:      
	
	



	Duplicate Reaction Details page as necessary


	Narrative: [Provide a narrative of the reactions, together with any other information relevant to the SUSAR report, in no more than 20,000 characters]

	Seriousness
	Death
	YES/NO

	
	Life threatening
	YES/NO

	
	Hospitalisation
	YES/NO

	
	Disabling
	YES/NO

	
	Congenital anomaly
	YES/NO

	
	Other
	YES/NO


	Enter details of any medical tests undertaken on the patient that are relevant to the SUSAR report.


	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test:      
	Test date:      
	Result:  (with unit of measurement)     

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 

	Test: 
	Test date: 
	Result: 


	Duplicate above section as required 

	5. IMP Details  NB In addition to the IMP(s), please enter details of ALL medication the patient has taken in the last 3 months up to and including the onset of the SAE. 

	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Drug Name: 
	Drug characterisation: Suspect/Concomitant

	Drug Dosage: 
	Drug Dosage Interval: 

	Route of Administration: 
	Form: 
	Indication: 

	Start date: 
	End date: 

	Action taken regarding the drug following the reaction: [e.g. drug withdrawn, dose changed]


	Duplicate above section as required 


	Report completed by: [print name]

	Signature:
	Date: dd-mm-yyyy


Email completed form to R&D Unit research.governance@york.nhs.uk within 48 hours
Acknowledgment will be sent by noon of the next working day.  Please ensure the R&D Unit is contacted if no acknowledgement is received by that time.
© York Teaching Hospital NHS Foundation Trust 2021 All Rights Reserved
No part of this document may be reproduced, stored in a retrieval system or transmitted in any form or by any means without the prior permission of York Teaching Hospital NHS Foundation Trust.
Version 3.0
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