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o ‘ » ’ . [« In Z‘fﬁtﬁ University introduced its
U HCs ace an ever-increasing workload Research Ethics Reform Plan

- - Basedraround the establishment of a 3-tier
« HRECs contifitie to struggle to recruit and review system
maintain membership levels - Its aim'Wwas to allow low-risk research and
research with easily-manageable risk to

proceed through an expedited review
» Any change that can ease work-load system

pressures on individual committee members - Result: reduced workload for full-committee
should be examined and faster ethics review for all applications
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e In 2(ﬁer§Human Research Ethics Project
establi

. S@Iders from University & Hospital (clinical
and management) involved

- Use the 'ffim model as a base

- Adapt it for the local needs of the Flinders
research community and its 2 HRECs NATIONAL STATEMENT

- Establish a pilot system and evaluate its
performance prior to final roll-out

Flinders




AUSTRALIAN CODE FORTHE
RESPONSIBLE CONDUCT OF RESEARCH

M prior peer review has judged that
a projee'tﬁas merit, the question of its
researeh merit is no longer subject to
the judgement of those ethically
reviewing the research.”

National Statement p12 parl.2
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- NHMRC has confirmed that 2003

guidelines still apply

When does Quality Assurance in Health Care require Independent
Ethical Review? Canberra: NHMRC; 2003
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“The documents herald a new era in
the ance of research involving
humans in Australia. At a time when
c&rcﬁl and other pressures on
researchersimay be increasing the risk of
fraud and misconduct, it is crucial that the
system for the oversight of research be
sufficiently robust to protect participants
and maintain community confidence in
research.”

— Prof Warwick Anderson, CEO, NHMRC.

We research has previously been
ap'prove'd@y a properly constituted
HREGselsewhere, the project can be
considered by some form of expedited
review

National Statement p87 ch5.3
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PROCESSES FOR LOW RISK AND MEGLIGIBLE RISK ETHICAL REVIEW

DOES THE RESEARCH INVOLVE DMLY CAN THE RESEARCH BE EXEHPT
[

EGLIGIBLE RISK! [ )
(Mational Sta R 5032 5100, 117 A T P

START |

aterment 5.0.8, 5.1.22, 5.1.29)

1 YES
DOES THE RESEARCH EINVOLVE DMLY
Low Risk! FOLLOW INSTITUTIONAL PROCESSES
oF

CREATE AMD KEEP AUDITAILE RECORD
OF RESEARCH {Mationad Statemens §.2.9)

[ NO l YES
PROCEED TO FULL REVIEW OF LOW AISK RESEARCH PROCEDURE
HRES REVIEW
Hstors Statement i

REVIEW FROCESS
CONSIDERS RESEARCH ;
PRoPOSALTOBE o COMNCERNS [
GREATER THAN LOW RisX %
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CMDrug Trials!

N : Executive officer - 'CDTC resiStant to accept conclusions of
E1 : Chalf or Deputy-chair previoustHREC review
E2 : Chair, deputy-chair & committee member

-

Number of new applications considered by full HREC
250

-@s “report card” revealing all
correspondence between local trial site

coordinators and HRECs
- National database of all clinical drug

trials containing HREC status and final
PIS / consent forms
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Number of matters arrising considered by full HREC Change in meeting length after introducing 3-level review
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. Mage research teams and hospital
departments to submit dedicated ethics
applications for databases and tissue-banks

Reserch Emca bl - Ensure appropriate consent is obtained for

Ressarch Emics Manual

= s i all data & tissue collected

=

. S@dise patient information sheets on V\Mith Government of SA to establish a
genetic and pharmacogenetic research to Research Et@cs Forum to facilitate review of

facilitatesethics review multi-sitesresearch
- Amalgamate HRECs from Southern Regional

Health Service
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Introduction of a planned expedited review system can
dramatically.redtice full HREC workload

The Griffith"model can be easily adapted to local
circumstances

Ethics management and governance is an essential part of
the managerial structure in a teaching hospital

Proactive behaviour by HRECs can lead to positive research
benefits for the academic community
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