Adverse Event Reporting to the Cancer Institute NSW Clinical Research Ethics Committee
ALL REPORTS MUST BE SUBMITTED ACCORDING TO THIS FLOW CHART

ADVERSE EVEN

REPORTING

All AEs j

Record all AEs in a case
report form (CRF).

Mo need to report to the
CREC unless it impacts on
the research and action is

AEsSISUSARs occuring at
site under C1 NSW CREC
approval

di g

Report within 72 hrs to the
CREC with a commment
from the Principal
Investigator.

Multi-centre research:

Principal Investigator to
report to CREC. Provide a

AEs/ISUSARs ococuring Annually, pr-r:n-u-lde the
a site outside of CI NSW following to the CI NSW
CREC approval or CREC:
overseas
T

- Tk

Mo need to report individual

event unless it impacts on

the research and action is
planned.

Listings of SAEs/
SUSARs (eg quarterly or
Isix monthly listings) relating
to the drug/dewvice must be
reported to the CREC.
Include sponsor and
Chieff/Principal Investigator

—

An updated Investigator's
Brochure or

An EU Annual Safety

Report {or similar format)
or
Current, approved Product
Information and
Any other reports
consistent with section
5.5.5 of the MNational

Ina prompt manner
[within 5 days), provide
e following to the C1 NSW

CREC:

Fa Informatuon which ™,
materially impacts the
continued ethical
acceptability of the trial.

Information that requires
or indicates the need for a
change to the trial protocol,
including changed safety
monitoring in the view of

the Chief/Principal
investigator or sponsor.

HEIz2h copy of the report to the
Research Governance t to heth Reaports from DSMB or
Officer and Chief ;.gﬂ(r;‘n?;\plaasnne\: f(;}r 1_:.; Statement and GCP as other safety monitors with a
Investigator. trial on the basis of the 2doptedibigtine TGS comment from the Chief/
reports. Principal Investigator
stating the implications of
b 4 M A N oy N S \._the findings on the trial._~
DEFINITIONS
An unexpected SAE which is probably related to the drug.This assessment is made after the

SUSAR Serious, Unexpected, Suspected Adverse Reaction

data is un-blinded (by the DSMB) to judge causality.

SAE Serious Adverse Event

An event resulting in;

» Hospitalisation/prolongation of hospitalisation
» 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).

Not defined in the current Investigator Brochure/Product Information.

Unexpected Adverse Event

Cl NSW Adverse Event Reporting Flowchart Apr 2010;
NHMRC AHEC Position Statement May 2009
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