Reporting Adverse Events to the Alfred Hospital HREC for Clinical Trials

**It is the responsibility of investigators to identify and report significant safety information to the Ethics Committee™*

ADVERSE EVENT OCCURS

,, ,, 1 1

ALL AEs LOCAL SAEs/SUSARs ALL SAEs/SUSARs NON-LOCAL SAEs

Is this an AE (but not an Is the event an SAE/ SUSAR Is the event an SAE/ SUSAR that requires Is the event an SAE/ SUSAR

SAE/SUSAR)? occurring at a site for which changes/ actions to the study directed by the (national or international) that
the Alfred HREC is Sponsor or as assessed by the PI? The event DOES NOT require changes/
responsible? may be local, national or international. actions to the study as assessed

by the PI?
\ 4

Report to the HREC v 1 1

ggl;eYsg:rg:F;(gsagQ on Report within 72 hours to Expedite the report to the HREC with a comment

- HREC with a comment from from the Pl using the adverse event form along Do not report to the HREC

is planned, or there are . :

T the Pl using the adverse event with the amendment form and change the PICF

ethical implications. ) . Iti .
form. if requ”'ed_ IS eXpeCted that the PI will

Use the adverse event review and acknowledge receipt

form and include a of each report to the sponsor.

comment from the PI

Listings of SAEs/SUSARSs (eg. quarterly or six-monthly line listings) should be (a) reviewed by the PI, (b) acknowledged to the sponsor, (c) reported to the HREC
(with a comment from the P1) ONLY IF the listing reveals significant information.

Reports from DSMB or other safety monitors need to be reported to HREC promptly with a comment by the Pl stating the implications of the findings on the trial.

DEFINITIONS
SUSAR Serious, Unexpected, Suspected Adverse Reaction An unexpected SAE where there is some degree of probability that the event is related to the drug.
This assessment is usually (but not always) made after the data is un-blinded (by the Data Safety Monitoring Board - DSMB) to judge
causality.
SAE Serious Adverse Event An event that:
% requires hospitalisation/prolongation of existing hospitalisation
< results in death
< is life threatening
%  results in persistent or significant disability/incapacity
¢+ is a congenital anomaly/birth defect; or
« is a medically important event or reaction
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)
Pl Principal Investigator Principal Investigator or a co-investigator delegated this responsibility
Comment from the Pl A statement about the significance of the information, the possible impact on study participants, and action taken or recommended
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