REPORTING of SAE’s, SUSAR’s and PROTOCOL DEVIATIONS/VIOLATIONS

Reporting  of SAE’s, SUSARs and Protocol violations 

The  National Statement on Ethical Conduct in Human Research  (NS) 
 recognises that the responsibilities for research integrity are held by all of those involved - investigators/ research team, overseeing HREC, Sponsors and institutions. 

In relation to the NS, the  HREC has an obligation to ensure that any changes in the benefit/risk balance of a study are compatible with continued ethical approval. 

To support the requirements in the National Statement ( s. 3.3.19 – 22 and 5.5) , the HREC must be aware of the proposed monitoring arrangements as part of the approval process  and the be satisfied that, through  the collaboration of the institution, sponsor and investigator’s that those processes are commensurate with the risk , size and complexity of the proposed research .

To avoid unnecessary reporting,  the Barwon Health  Human Research Ethics Committee (HREC) follows a “streamlined reporting scheme” recommended by NHMRC and AHEC for 

This streamlined reporting scheme  relates to: 

· AE (Expected Adverse Events) 

· SAE (Serious Adverse Event) Local and non local 

· SUSAR (Serious, Unexpected, Suspected Adverse Reactions)

· Protocol violations /Deviations

Each report must use the relevant reporting cover sheet 

	
	Type of Event
	Reporting requirement 

	
	‘Local ‘Serious Adverse Events (SAEs) at sites under HREC approval and for which an Australian institution is responsible
	HREC , Sponsor and TGA  if applicable , in accordance with pharmacovigilance requirements 



	24 – 48 hours  
	Local death or serious mishap suspected of being directly related to the trial 
	Report to HREC immediately. Research being undertaken at Barwon Health must also complete a ‘Riskman’



	Next HREC 
	Local events where the  investigator considers the event is less than that above but will impact the research and action is planned as a result    


	Report to next HREC meeting accompanied by appropriate paperwork  

	Next HREC
	 Local events (expected or non expected) that will not impact on the trial  
	Report to next HREC meeting as a ‘list ‘ of events on the cover sheet 

	As designated 
	Protocol Violations / deviation 
	In keeping with points 1 to 3 above, the immediacy of reporting violations/deviations are dependant on the level of risk , as determined by the principal investigator .   

	3 – 6 monthly  
	Non Local SAEs 

Australian or international
	Listing 3 – 6 monthly  with comments from investigator re planned action or if no action planned

**More frequent reporting if requested by HREC, e.g. in early phase trial

	3 – 6 monthly  
	Suspected Unexpected Serious Adverse Reactions (SUSARs) Australian or international 
	Listing 3 – 6 monthly  with comments from investigator re planned action or if no action planned 

**More frequent reporting if requested by HREC, e.g. in early phase trial

	Annually 
	Annual summary of all SAEs
	Provide to HREC with the annual report, advising if action is to be planned. 

**More frequent reporting if requested by HREC, e.g. in early phase trial

	At least annually 
	Product information , Investigator brochures  and similar
	At least annually 


Reference: 

AHEC HREC Alert no 1 18.04.07

2008 Safety Monitoring Joint Policy Document – Final Draft 22.08.08  ( TGA and NHMRC AHEC)

National Statement  on  Ethical Conduct in Human Research (2007) 

Cover letters 

	SAE ( Local/ non local) SUSAR. 
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	Protocol violation/ Deviation 
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� http://www.nhmrc.gov.au/publications/ethics/2007_humans/contents.htm
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