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Introduction (1)Introduction (1)

•• HRECsHRECs face an everface an ever--increasing workloadincreasing workload

•• HRECsHRECs continue to struggle to recruit andcontinue to struggle to recruit and
maintain membership levelsmaintain membership levels

•• Any change that can ease workAny change that can ease work--loadload
pressures on individual committee memberspressures on individual committee members
should be examined  should be examined  

•• In 2003 Griffith University introduced its In 2003 Griffith University introduced its 
Research Ethics Reform PlanResearch Ethics Reform Plan

•• Based around the establishment of a 3Based around the establishment of a 3--tier tier 
review systemreview system
It i t ll lIt i t ll l i k h di k h d

Introduction (2)Introduction (2)

•• Its aim was to allow lowIts aim was to allow low--risk research and risk research and 
research with easilyresearch with easily--manageable risk to manageable risk to 
proceed through an expedited review proceed through an expedited review 
system system 

•• Result: reduced workload for fullResult: reduced workload for full--committee committee 
and faster ethics review for all applicationsand faster ethics review for all applications

•• In 2005 Flinders Human Research Ethics Project In 2005 Flinders Human Research Ethics Project 
establishedestablished

•• StakeStake--holders from University & Hospital (clinical holders from University & Hospital (clinical 
and management) involvedand management) involved

•• Use the Griffith model as a baseUse the Griffith model as a base

Introduction (3)Introduction (3)

•• Adapt it for the local needs of the Flinders Adapt it for the local needs of the Flinders 
research community and its 2 HRECsresearch community and its 2 HRECs

•• Establish a pilot system and evaluate its Establish a pilot system and evaluate its 
performance prior to final rollperformance prior to final roll--out out 
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“These two documents herald a new era in “These two documents herald a new era in 
the governance of research involving the governance of research involving 
humans in Australia.  At a time when humans in Australia.  At a time when 
commercial and other pressures on commercial and other pressures on 
researchers may be increasing the risk of researchers may be increasing the risk of 
fraud and misconduct it is crucial that thefraud and misconduct it is crucial that thefraud and misconduct, it is crucial that the fraud and misconduct, it is crucial that the 
system for the oversight of research be system for the oversight of research be 
sufficiently robust to protect participants sufficiently robust to protect participants 
and maintain community confidence in and maintain community confidence in 
research.”research.”

–– Prof Warwick Anderson, CEO, NHMRC.Prof Warwick Anderson, CEO, NHMRC.

MinimisingMinimising Duplication of Ethical ReviewDuplication of Ethical Review

“where prior peer review has judged that “where prior peer review has judged that 
a project has merit, the question of its a project has merit, the question of its 
research merit is no longer subject to research merit is no longer subject to g jg j
the judgement of those ethically the judgement of those ethically 
reviewing the research.” reviewing the research.” 

National Statement p12 par1.2  National Statement p12 par1.2  

MinimisingMinimising Duplication of Ethical ReviewDuplication of Ethical Review

Where research has previously been Where research has previously been 
approved by a properly constituted approved by a properly constituted 
HREC elsewhere, the project can be HREC elsewhere, the project can be , p j, p j
considered by some form of expedited considered by some form of expedited 
review review 

National Statement p87 ch5.3National Statement p87 ch5.3

Audit Vs ResearchAudit Vs Research

•• NHMRC has confirmed that 2003NHMRC has confirmed that 2003
id li till lid li till lguidelines still applyguidelines still apply

When does Quality Assurance in Health Care require Independent When does Quality Assurance in Health Care require Independent 
Ethical Review?Ethical Review? Canberra: NHMRC; 2003Canberra: NHMRC; 2003



8/22/2008

3

Expedited Review

• N : Executive officer
E1 : Chair or Deputy chair• E1 : Chair or Deputy-chair

• E2 : Chair, deputy-chair & committee member

ProblemsProblems

• Clinical Drug Trials!
• CDTC resistant to accept conclusions of 

previous HREC reviewprevious HREC review   

SolutionsSolutions

• Ethics “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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OnOn--line Research Ethics Manualsline Research Ethics Manuals
Further Ethics ReformFurther Ethics Reform

• Encourage research teams and hospital 
departments to submit dedicated ethics 
applications for databases and tissue-bankspp

• Ensure appropriate consent is obtained for 
all data & tissue collected

Further Ethics ReformFurther Ethics Reform

• Standardise patient information sheets  on 
genetic and pharmacogenetic research to 
facilitate ethics review

Further Ethics ReformFurther Ethics Reform

• Work with Government of SA to establish a 
Research Ethics Forum to facilitate review of 
multi-site research

• Amalgamate HRECs from Southern Regional 
Health Service 
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ConclusionsConclusions

•• Introduction of a planned expedited review system can Introduction of a planned expedited review system can 
dramatically reduce full HREC workloaddramatically reduce full HREC workload
Th G iffi h d l b il d d l lTh G iffi h d l b il d d l l•• The Griffith model can be easily adapted to local The Griffith model can be easily adapted to local 
circumstancescircumstances

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

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

??


