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For SAE/SUSAR Reporting To HREC
Sir Charles Gairdner Hospital Human Research Ethics Committee (HREC) follows a “streamlined reporting scheme” that has been adopted by NHMRC and AHEC for Expected Adverse Events, SAE (Serious Adverse Event) and SUSAR (Serious, Unexpected, Suspected Adverse Reactions)
 

The streamlined scheme allows sponsors to meet all their obligations under international guidelines (which include deluging HREC’s with masses of raw information at specific intervals). HREC’s, however, only need to know about that small minority of SAE’s and SUSAR’s that contain information relevant to trial safety or validity.  The Streamlined Scheme therefore includes a requirement for the investigator to point them out to the HREC.  Normally, the sponsor would have brought them to the investigator’s attention. 

THIS COVER SHEET MUST ACCOMPANY ALL SUSAR/SAE SUBMISSIONS AND SHOULD BE SENT TO THE HREC OFFICE ONLY.  (The HREC Office will forward those SUSAR/SAE's to the appropriate committee only if the "YES" box is ticked.)
	Trial No:
	

	Trial Title:
	


	Which committee originally reviewed this trial
	CDTC
	
	SRS
	


	PLEASE PROVIDE YOUR ADVICE ON THE ATTACHED SAE’S OR SUSAR’S.

	
	YES, the attached SAE/SUSAR report(s) does carry information that is relevant to the trial’s 

	
	safety or validity, or which warrants modifying the information that is supplied to participants 

or:

	
	NO.  The information in the attached SAE/SUSAR report(s) does not warrant altering the trial


If YES, please summarise the significance of the report(s) and the planned protocol amendments

	


For details of the scheme, and information on timing of reporting of SAE’s and SUSAR’s to HREC, see http://www.nhmrc.gov.au/ethics/human/hrecs/reference/_files/final_SAEs_alert.pdf.  The document also advises investigators & sponsors on reporting to TGA and to one another. 

There are two local SCGH variations to the streamlined reporting scheme. Firstly, HREC Chair needs to be informed ASAP in the event of death resulting from a SUSAR within Sir Charles Gairdner Hospital.  Secondly, HREC may impose more stringent reporting conditions on certain trials, e.g.  phase I drug trials.  They are notified at the time of approval.
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