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A printer friendly version (PDF) of this e-bulletin is available if you are having trouble viewing this 
email.  

Background  

Memorandum of Understanding 

The NSW, Queensland and Victorian Departments of Health have signed a Memorandum of 
Understanding (MOU) to introduce mutual acceptance of ethical and scientific review of multicentre, 
interstate clinical trials undertaken in Public Health Organisations. 

Aim 

The aim of the MOU is to reduce duplication of review and to inform the development of a national 
system of single ethical review which will be implemented by the National Health and Medical 
Research Council (NHMRC) in early 2012.  

What does this mean? 

Under the MOU arrangements, each proposal for a multicentre, clinical trial conducted across the 
participating states will be ethically and scientifically reviewed only once by a Public Health 
Organisation HREC that has been certified by the NHMRC in clinical trials.  Only Public Health 
Institutions can participate in this new process. 

Commencement date 

The commencement date for the introduction of the MOU is 24 October 2011. 

Initially only Victoria and Queensland will be implementing the MOU. NSW will implement the 
MOU in the not too distant future. Stakeholders will be kept informed of the progress of NSW’s 
participation in the MOU.    

Clinical trials excluded from the MOU 

State specific requirements 

Some studies are excluded from the MOU because of State specific requirements. The following 
clinical trials are excluded from the MOU: 

 Clinical trials involving persons in custody or staff of  the jurisdictional Justice Health 
departments; 

http://www.vision6.com.au/em/mail/view.php?id=1037151&a=28407&k=06ee924
http://www.health.qld.gov.au/ohmr/documents/mou_ebulletin.pdf
http://www.nhmrc.gov.au/
http://www.nhmrc.gov.au/
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 Clinical trials specifically affecting the health and wellbeing of Aboriginal people and 
communities; 

 Clinical trials requiring access to state-wide data collections;  

 Clinical trials involving persons unable to provide consent and 

 Clinical trials involving access to coronial material. 

 
The above studies will continue to be reviewed under the current local jurisdictional arrangements. 
Researchers should contact their local jurisdiction if unsure of the process or require further detail.     

 

What does this MOU mean for researchers? 

Summary 

From 24 October 2011, only one Human Research Ethics Committee (HREC) review will be required 
for multi centre clinical trials being undertaken in Public Health Organisations in Qld and Victoria (with 
the exceptions as outlined above).  Researchers will be able to have their clinical trial scientifically 
and ethically reviewed by any of the certified HRECs (PDF) participating in the MOU. Researchers 
can choose whichever state they wish to submit to although, initially, it is recommended that 
researchers submit to a certified HREC in their own state. 

Benefits 

The expected outcomes of the MOU include: 

 Decreased duplication of ethical review; 

 Decreased timelines for ethics approval, thereby: 

– Decreasing start up times for clinical trials;  

– Increasing access to new treatments for patients sooner, leading to improved health 
outcomes; and 

– Increasing the attractiveness of Queensland ,Victoria and NSW as locations for clinical 
trials 

Process 

Submissions to a Queensland Health HREC will still be via the Central Coordinating Service and 
submissions to a Victorian HREC will still be via the Central Allocation System.  Submissions to a 
NSW HREC will continue to be directly submitted to the reviewing HREC by the Coordinating 
Principal investigator.  

Investigators undertaking the role of Coordinating Principal Investigator (CPI) will have CPI 
responsibility for all participating Public Health Organisation sites in Queensland and Victoria. 

For all studies where there is a site located in Victoria, the Victorian Module will need to be completed 
by an investigator in Victoria (as nominated by the Sponsor of the trial), and submitted along with the 
NEAF and all other supporting documentation, to the reviewing HREC.    

The HREC approval will apply to all participating sites (PDF), who are participants in the MOU.  

Public Health Organisations will continue to undertake local governance through site-specific 
assessment of all multi-centre clinical trials that are to be conducted at an institution under its control. 
This is in compliance with the relevant jurisdictional Standard Operating Procedures. A site specific 
assessment (SSA) must be completed for all clinical trials to be conducted at sites under the control 
of Queensland and Victorian Public Health Organisations, with a final letter of authorisation being 
issued before a study may commence.  

Researcher User Guide 

A Researcher User Guide (PDF) can be accessed from the Research Ethics and Governance 
(REGU) website, including guidance on State legislative differences and monitoring and reporting 

http://www.health.qld.gov.au/ohmr/documents/regu/mou_serp_orgs.pdf
http://www.health.qld.gov.au/ohmr/html/regu/cen_coord_serv.asp
http://www.health.vic.gov.au/cchre/applications/applications_how_to.htm
http://www.health.vic.gov.au/cchre/applications/applications_victorian_specific.htm
http://www.health.qld.gov.au/ohmr/documents/regu/mou_serp_orgs.pdf
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_guide_v1.pdf


requirements for all stakeholders. Alternatively, researchers may contact the REGU on 07 323 40034 
or REGU@health.qld.gov.au  for further information.  

Further information 

Further information can be obtained on the REGU website.

What does this MOU mean for HRECs in Qld? 

Summary 

From 24 October 2011, a participating HREC may receive applications where participating sites may 
also be located in Victoria. The approving HREC will be required to undertake some monitoring 
responsibilities for these sites outside of Queensland, as well as for the Queensland sites.    

There will be small administrative changes to the look of AU RED.   

Further information 

The Research Ethics and Governance Unit will be providing targeted support to local HREC during 
this implementation phase. Further details can be found on the REGU website, including guidance on 
State legislative differences and monitoring and reporting requirements for all stakeholders.

What does this mean for Qld Research Governance Officers? 

Summary 

From 24 October 2011, a participating Research Governance Officer (RGO) may receive a site 
specific assessment (SSA) Form where the approving HREC may be located outside of Queensland 
i.e. Victoria. The SSA should be processed as per usual.

There will be small administrative changes to the look of AU RED.    

Further information 

The Research Ethics and Governance Unit will be providing targeted support to local RGOs during 
the implementation Phase. Further details can be found on the REGU website, including guidance on 
State legislative differences and monitoring and reporting requirements for all stakeholders.

This e-bulletin has been prepared by the Research Ethics and Governance Unit (REGU) in the Office of Health 
and Medical Research (OHMR), Queensland Health. 

If this information is relevant, please disseminate to your contacts and networks. 
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