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SAE/SAR/SUSAR Follow Up Report Form
Clinical Trials of Investigational Medicinal Products

	This form should be used to provide additional information following an initial safety report submission. If the event is ongoing, a follow-up report must be submitted within 10 days of the initial report.  After the first follow up, subsequent reports do not need to be submitted within specific timeframes, unless you are specifically notified to do so by NBT R&D Sponsorship team.

Follow up forms should be submitted if new information becomes available, or when an event is resolved.

All reports should be submitted by email to: researchsponsor@nbt.nhs.uk



	TRIAL DETAILS
	PATIENT DETAILS

	Study Name:
	
	Subject ID:
	

	Trial Site:
	
	Subject Initials:
	

	IRAS Number
	
	Year of Birth:
	

	PI Name:
	
	Gender:
	         

	Event number for this subject *:
	


*must be the same as the number provided on the original SAE report form

	 EVENT DETAILS                                

	EVENT NAME (to be used as a quick reference)
	

	Is the event resolved?
	
|_| Resolved (add an end date to the box below)

|_| Resolved with sequelae (add details below)   

|_| Ongoing   leave the end date blank and submit a follow up report as soon as possible

|_| Patient died (provide cause and post-mortem details, if available)


	Event End Date & Time:
	D
	D
	-
	M
	M
	-
	Y
	Y
	Y
	Y
	-
	h
	h
	m
	m

	Was the patient withdrawn from the study? 
	|_| Yes                     |_| No

	

	EVENT UPDATE





	DESCRIBE ANY FURTHER INFORMATION OR ACTION TAKEN SINCE THE INITIAL REPORT. 
Include relevant details including whether the participant has been withdrawn from the trial, treatment has been withdrawn, the patient has been unblinded, any relevant lab results or findings. Medical history etc.

















































	OVERALL ASSESSMENT AND ACTION - UPDATES

	Are there any changes required to the overall assessment since the initial report form? 

	
|_| Yes             If yes, please complete the rest of this section 
           
|_| No              If No, please proceed to PI confirmation 





	THIS SECTION MUST BE COMPLETED BY THE PRINCIPAL INVESTIGATOR OR PI DELEGATE

	Overall assessment of causality / relationship to IMP:


	
|_| Definitely related 
|_| Probably related 
|_| Possibly related
|_| Unlikely to be related
|_| Not related


	
	If the event is definitely, probably or possibly related to the IMP, please  complete these additional two questions:

	
	Additional Question 1: Please provide further details: 

         

	
	Additional Question 2: Expectedness to IMP:
|_| Expected                 
|_| Unexpected
(unexpected means not described in the Reference Safety Information)

	
	NB: IF THERE IS A CAUSAL RELATIONSHIP AND THE EVENT IS UNEXPECTED = SUSAR

	Linked to Protocol Breach:
	
|_| No                            |_| Yes  If yes, please also submit separate protocol deviation  
                                                        form

	Linked to other trial procedure (other than IMP):
	|_| No                            |_| Yes  If yes, please provide further details in the “event  
                                                         update” section above

	Intensity:         
	|_| Mild                          |_| Moderate                             |_| Severe

	Action Taken:
	|_| Continued in Trial     |_| Temporarily discontinued   |_| Permanently discontinued









	PI CONFIRMATION


	Name:





	|_| Principal Investigator 
|_| PI Delegate

	Signature*:: 


	Date::


*PI must either provide wet ink signature or submit this form by email from their professional email account which will act as the PI signature


	REPORTER’S DETAILS      YOU MAY BE CONTACTED BY THE RESEARCH & DEVELOPMENT OFFICE FOR FURTHER INFORMATION

	Report submitted by:
	Name/Role:  
	


	
	Date: 
	
  






	FOR INTERNAL USE ONLY THE BELOW DETAILS ARE TO BE COMPLETED ON REDCAP BY R&D WHEN REPORT IS RECEIVED

	Additional follow up required?
	|_| Yes (required if event is ongoing)                            
|_| No

	Report reviewed by:
	Name/Role:


	

	
	Signature:

	

	
	Date:
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