
[TO BE PRINTED ON INSTITUTIONAL LETTERHEAD]
EXAMPLE
Updated Safety Report Submission

	Trial ID.:
	
	Investigator Name:
	

	HREC Ref No.:
	
	HREC Approval Date:
	

	Safety Report Ref. No.:
	
	Event Name:
	


[Date]

[HREC Name]

[Address]

Dear [Title/Name HREC Member],
Re:
Safety Report Submission - [Investigational Product Name]
I wish to advise the Committee of a report for [event name] which has been received for this study.  This event has been assessed as [serious, unexpected, causal related] to the Investigational Product  

A change to the Participant Information Sheet and Informed Consent Form is [required/not required] as a result of this event.
Please acknowledge receipt of this notification. 

Yours sincerely,
NAME

TITLE

DEPARTMENT

cc:
[name of any required cc]
[Ensure a copy of the safety report is attached to this cover letter which summarises the event(s).  Reference needs to be made to the date of the safety letter attached.  If the event occurred at a local site the table used for the reporting of SAE’s can be used.  A copy of the safety letter is kept in the Investigator Brochure (IB) until such time as the IB is updated.]
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