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Serious Adverse Event – Cover SheetThis cover sheet, SAE Forms and any redacted documentation must be sent to the Sponsor within 24 hours of becoming aware of the event/receiving updated information
Email SAE Forms to: rgosponsor@le.ac.uk 


<The table below may be adapted to suit the individual and additional reporting requirements of the trial based upon the requirements of the collaborating drug companies. The adapted report must be approved by the Sponsor prior to implementation. If any further changes are required the Sponsor should be notified.>

	Sponsor Reference Number
	

	Trial Title
	

	Drug Company Reference
	

	Country of Incidence 
	

	Participant Weight
	

	Participant Height
	

	Participant Gender 
	☐  Male
☐  Female







Serious Adverse Event (SAE) Reporting Form

For help completing this form, refer to the guidance (Appendix 10)
Trial Identifiers
	Sponsor reference number 
	

	Trial Title 
	

	Centre name or number
	

	Principal Investigator
	

	Trial design
	☐ Blinded 
☐ Unblinded
☐ Not applicable (i.e., non-CTIMP)


Participant Identifiers
	Participant ID
	

	Participant initials
	

	Participant year of birth
	

	Participant age at time of onset of SAE (years)
	


Report Overview
	Name of person completing and submitting this report
	

	Date research team made aware of the event (dd/mm/yyyy)
	

	Date of this report (dd/mm/yyyy)
	

	Type of report 
(Select one box only)
	☐ Initial
☐ Follow-up #___ 
☐ Final        
☐ Initial & final

	Sponsor SAE ID
(Issued by the Sponsor following receipt of the initial report, and must be used on all subsequent reports)
	


Event Overview 
	Title of SAE 
(i.e., diagnosis; if diagnosis unknown, list symptom(s); only one SAE per form)
	

	Date of onset of symptoms (dd/mm/yyyy)
	

	Date event became serious (dd/mm/yyyy; as per criteria listed below)
	

	Select the most significant criteria that classifies this event as serious
(Note: this may change as the event progresses) 
Select one box only; this should not change throughout the course of the SAE, the outcome of the SAE is recorded further down. 

	☐ Resulted in death
☐ Life threatening 
☐ In-patient hospitalisation or prolongation of existing hospitalisation 
☐ Persistent or significant disability/incapacity
☐ Congenital anomaly/birth defect 
☐ Other serious important medical event: ___________________


	What is the severity of the event? 
(Select one box only)
	☐ Mild
☐ Moderate
☐ Severe

	Was the participant admitted to hospital?
	☐ Yes
Hospital admission date (dd/mm/yyyy):
Hospital discharge date (dd/mm/yyyy):
☐ No

	Event narrative: 

This should be a chronological, medically coherent, and objective account of the event, including:

· Onset date/time, 
· Signs/symptoms, 
· Objective data* (lab results, vital signs, diagnostics), 
· Progression of the event over time, and
· Resolution/any sequalae (when applicable)

*Redact and label with Participant ID and initials any documents prior to sending 
	





























	Additional narrative sheets attached?
	☐ Yes 
☐ No

	Relevant medical history, baseline characteristics, underlying conditions

	

	Interventions/treatments performed and clinical response relating to this event
	

	Is the event related to a protocol deviation?
	☐ Yes (Detail in the narrative above and complete protocol deviation reporting process)
☐ No

	What is the outcome of the event? (Select one box only)
	☐ Resolved/Recovered on (dd/mm/yyyy):
☐ Resolved/Recovered with Sequelae on (dd/mm/yyyy):
☐ Ongoing
☐ Unknown at present
☐ Fatal (dd/mm/yyyy):

	If fatal, primary cause of death (if known)
	

	Where was the cause of death obtained from?
	☐ Provisional/Working diagnosis
☐ Coroner’s inquest 
☐ Death certificate

	Autopsy performed?
	☐ Yes
☐ No



[bookmark: _Hlk223016357]IMP and Medication Overview 
If the study involves more than one IMP, complete the additional drug sheet and check this box.☐ 
	[bookmark: _Hlk222322505][bookmark: _Hlk222322701]Has the participant been administered IMP?
	☐ Yes – complete this section 
☐ No/Not applicable (non-CTIMP) – move to Section 6.0

	Name of IMP
	

	Dose (units) and Frequency
	

	Batch/bottle number
	

	Route of administration
	

	Date of first administration (dd/mm/yyyy)
	

	Date of last administration prior to SAE onset, if stopped (dd/mm/yyyy; leave blank if unknown or ongoing at time of event)
	

	Action taken with IMP due to event
	☐ No changes
☐ Temporarily interrupted on (dd/mm/yyyy):
If restarted, date (dd/mm/yyyy): 
☐ Permanently discontinued on (dd/mm/yyyy):
☐ Dose reduced
Provide details:
☐ Unknown at present



Causality 
	**The following Causality Assessment MUST only be completed by the Principal Investigator or other delegated medically qualified individual**

	Source of Causality Assessment
	☐ Principal Investigator
☐ Other delegated medically qualified individual

	Is the event causally related to the IMP?
	☐ Yes, Related – complete the options below;
☐ Possibly
☐ Probably
☐ Definitely
☐ No – Unrelated
☐ Not applicable (non-CTIMP)

	Is the event causally related to the Trial intervention/ assessment/procedure (other than an IMP)?
	☐ Yes, Related 
Is it expected per protocol? ☐ Yes ☐ No
☐ No – Unrelated

	
Name of Causality Assessor

	

	Signature of Causality Assessor
	

(wet ink, or leave blank and the Sponsor will request via AdobeSign)

	Email of Causality Assessor
	

	Date of Causality Assessment
	



Concomitant Medication, or ☐ Not Applicable
Do not include therapy used to treat the SAE
	Name of Medication
	Indication 
	Dose and Frequency
	Date of First Administration
	Ongoing, or Date of Last Administration (dd/mm/yyyy)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



SAE Forms and any redacted documentation must be sent to the Sponsor within 24 hours of becoming aware of the event/receiving updated information

Email SAE Forms to: rgosponsor@le.ac.uk 
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