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REPORTING OF SERIOUS ADVERSE EVENTS IN CLINICAL TRIALS TO THE WNHS HUMAN RESEARCH ETHICS COMMITTEE: In accordance with the requirements as established by the NHMRC (http://www.nhmrc.gov.au/publications/2007_humans/contents.htm), the WNHS Ethics Committee takes responsibility of protecting participants and promoting good research. The committee considers it is the responsibility of the Investigators and / or sponsoring companies to report adverse occurrences to the HREC. Please use the following guidelines to report adverse events occurring during the course of a clinical trial.
Definitions:  for a full list go to http://www.nhmrc.gov.au/ethics/human/hrecs/reference/_files/final_SAEs_alert.pdf)
	Serious adverse event 
(SAE)
	Any untoward medical occurrence that: 

results in death; is life-threatening (NOTE: The term “life-threatening” refers to an event/reaction in which the patient was at risk of death at the time of the event / reaction; it does not refer to an event/reaction which hypothetically might have caused death if it were more severe); 

requires inpatient hospitalisation or prolongation of existing hospitalisation; results in persistent or significant disability/incapacity; 

is a congenital anomaly/birth defect; or is a medically important event or reaction. 

	Suspected unexpected serious adverse reaction 
(SUSAR)
	A serious adverse event (see definition above) for which there is some degree of probability that the event is an adverse reaction to the administered drug and the adverse reaction is unexpected. 

	Adverse device event 
	A clinical sign, symptom or condition that is causally related to the device implantation procedure, the presence of the device, or the performance of the device system. 

	unexpected adverse drug reaction 
	An adverse reaction, the nature or severity of which is not consistent with the applicable scientific information (e.g. Investigator’s Brochure for an unapproved investigational product or Product Information (PI) document or similar for an approved, marketed product). 

	adverse event (device) 
	Any undesirable clinical occurrence in a subject, whether it is considered to be device-related or not, that includes a clinical sign, symptom or condition and/or an observation of an unintended technical performance or performance outcome of the device. 

	adverse drug reaction 
	Any noxious and unintended response to an unapproved medicinal product, related to any dose. The phrase “response to an unapproved medicinal product” means that a causal relationship between the product and an adverse event is at least a reasonable possibility, i.e. the relationship cannot be ruled out. (‘Unapproved medicinal product’ here includes approved products used at levels or in ways that are unapproved). 

Or 

A noxious and unintended response to a drug that occurs at doses of marketed medical products normally used in humans for prophylaxis, diagnosis or therapy of diseases or for modification of physiological function. 



For the sake of reporting, all the above adverse events will be called “Serious Adverse Events”
Method for reporting Serious Adverse Events occurring at WNHS or other areas for which HREC has given approval to conduct the trial:
If any of the above events occur in trial patients in WNHS or other areas for which HREC has given approval, please report them to the HREC using the initial serious adverse event report form within 24 hours of occurring. Subsequently within two weeks of occurrence of the event, please fill the follow up adverse event form to inform the HREC of the outcome of the patient as well as the trial.
Method for reporting Serious Adverse Events occurring at other institutions participating in the same trial:
Serious Adverse Events that have occurred in another institution running the same trial should also be reported to the WNHS HREC. It is expected that that such large multicentre trials would have data monitoring steering committees. The WNHS HREC has proposed that deciphering the impact of such SAE’s is more efficiently dealt with by the expertise of these trial-specific data monitoring steering committees. However, the local Principal Investigator in WNHS remains responsible for reporting them on a regular basis to the HREC as per NHMRC Position Statement: Monitoring and Reporting of Safety for Clinical Trials May 2009. 
http://www.nhmrc.gov.au/health_ethics/hrecs/reference/_files/090609_nhmrc_position_statement.pdf 

If however, at any stage of the trial, the principal investigator thinks that such serious adverse effects which have occurred at other institutions are too serious and could jeopardise the health of future trial participants at WNHS, he/she needs to notify the HREC immediately. 
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