Adverse Event Reporting to the Cancer Institute NSW Clinical Research Ethics Committee
For Human Research Ethics Committees to be able to protect the safety of clinical trial participants, sufficient information about adverse events must be provided in context.
Supplying this information is a condition of ethical approval.

Step 1: Is the event an SAE? Step 2: Is it unexpected? Step 3: Is it related to the drug/device? If yes to all 3 = SUSAR

An SAE which is probably related to the drug and is unexpected.
This assessment is made after the data is un-blinded (by the DSMB) to judge causality.
An event resulting in:
% Hospitalisation/prolongation of hospitalisation
SAE - Serious Adverse Event « Death/congenital abnormality
« Life threatening/medically important
« Persistent disability

AE - Adverse Event Any untoward event that does not necessarily have a causal relationship with the treatment. These may be expected
(defined in the Investigator Brochure)

SUSAR - Serious, Unexpected, Suspected Adverse Reaction

Unexpected Adverse Event Not defined in the current Investigator Brochure/Product Information

ALL REPORTS MUST BE SUBMITTED ACCORDING TO THIS FLOW CHART
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