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Serious Adverse Event – Additional IMP Sheet

1. Event overview
	Sponsor reference number
	

	Participant ID:
	

	Participant initials
	

	Date of report: (dd/mm/yyyy)
	

	Title of Serious Adverse Event:
	



2. IMP and Medication Overview

	[bookmark: _Hlk222322505][bookmark: _Hlk222322701]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)
	

	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

	
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
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