SYDNEY ADVENTIST HOSPITAL HREC

Monitoring and reporting of safety for clinical trials involving therapeutic goods
Reference: NHMRC AHEC Position Statement May 2009

	Type of Monitoring

	SAH HREC reporting requirements

	Expected adverse event (AE)
Definition: Reactions / events both serious and non-serious as defined in the Investigator’s Brochure

	Not required unless investigator considers the event will impact on ethical acceptability and action is planned e.g. amendment to Investigators Brochure, PIS&C or other approved document

	Serious Adverse Event (SAE) -

occurring at a site approved by SAH HREC
Definition: Any untoward medical occurrence that results in death; is life-threatening at the time it occurred; requires inpatient hospitalization or prolonged hospitalization; results in persistent or significant disability/incapacity; is a congenital anomaly/birth defect; medically important event or reaction


	Each event reporting with comment on how the event will impact on ethical acceptability and any planned action e.g. protocol amendment



	Suspected Unexpected Serious Adverse Reactions (SUSAR) - occurring at a site approved by SAH HREC
Definition: A serious adverse event (SAE) for which there is a degree of probability that the event is an adverse reaction to the administered drug and the reaction is unexpected


	Each event reporting within 15 days of occurrence. For fatal or life-threatening events an initial report within 7 days with follow-up report within 15 days with comment by investigator regarding the impact on ethical acceptability and if action is planned or not e.g. amendment to Investigators Brochure, PIS&C or other approved document.
Following reporting to TGA the investigator must notify the HREC of the TGA decision i.e. safety warning / change to Investigators Brochure.



	Suspected Unexpected Serious Adverse Reactions (SUSAR) - occurring at all sites

Definition: A serious adverse event (SAE) for which there is a degree of probability that the event is an adverse reaction to the administered drug and the reaction is unexpected


	Six monthly list of all SUSAR. Must include sponsor and investigator comment regarding any planned action e.g. amendment to IB, Clinical Protocol and/or PIS&C. EU format accepted.

	Progress Report
	Annual (or as specified in terms of approval) report advising compliance with National Statement, Health Records and Information Privacy Act 2002 (NSW) and SAH HREC conditions.
Form is available http://www.sah.org.au/sah-ethics-committee


