
 

 

MEMORANDUM OF UNDERSTANDING 
 

 

 

BETWEEN 

 

 

THE STATE OF QUEENSLAND 

 

AND  

 

MATER MISERICORDIAE LTD 

 

AND 

 

THE COUNCIL OF THE QUEENSLAND INSTITUTE OF MEDICAL RESEARCH 

 

FOR 

 

MUTUAL ACCEPTANCE OF SINGLE ETHICAL AND 

SCIENTIFIC REVIEW OF MULTI-CENTRE HUMAN RESEARCH STUDIES 



 

 

DATED this                                                  day of                                   [#insert year] 

 

BETWEEN THE STATE OF QUEENSLAND acting through QUEENSLAND HEALTH 

(‘Queensland Health’) ABN 66 329 169 412 

AND MATER MISERICORDIAE LTD (‘MML’) ABN 83 096 708 922 

AND THE COUNCIL OF THE QUEENSLAND INSTITUTE OF MEDICAL 

RESEARCH for QIMR BERGHOFER MEDICAL RESEARCH INSTITUTE 

(‘QIMR Berghofer’) ABN 31 411 813 344 

 

Background 

A. The Parties recognise that a large number of Multi-Centre Human Research Studies are 

conducted within Australia. 

B. Each Party performs, in accordance with its own requirements, a separate ethical and 

scientific review through one of its own HRECs of each proposed Multi-Centre Human 

Research Study involving one or more of its sites. 

C. This leads to duplication of processes, inefficient use of resources and adds 

unnecessarily to the time taken for such studies to commence. 

D. Each Party wishes to facilitate acceptance of other Parties’ HREC reviews of such 

studies, with the intent that each such study, where appropriate, is reviewed once only 

by any one Party to this MOU such that further HREC review by the other Parties is not 

required. 

E. The purpose of this MOU is to establish a collaborative relationship to achieve the 

objectives of the Scheme. 

 

THE PARTIES AGREE AS FOLLOWS: 

1 Interpretation 

1.1 In this MOU: 

Definition Meaning 

Appendix An Appendix to this MOU. 

Central Coordinating 

Service 

The Queensland Health booking service which identifies 

and allocates applications to an appropriately NHMRC 

certified Human Research Ethics Committee (HREC) in 

Queensland Health. 

Certification 

Standards 

The NHMRC standards which set out the requirements for 

an HREC to be certified as a Certified HREC. 



 

 

Definition Meaning 

Certified HREC An HREC listed in Appendix B which has been assessed 

and certified, in accordance with the Certification 

Standards, by an NHMRC certification committee to 

conduct the ethical and scientific review of Multi-Centre 

Human Research Studies.  

Commencement Date The date on which this MOU is executed by the Parties or, 

if the Parties execute this MOU on different dates, the 

date on which the last party executes this MOU. 

Confidential 

Information 

Information or data of, or supplied by, the disclosing Party 
whether or not in a material form, acquired, collected or 
developed in relation to the Scheme that is: 

(a) designated by that Party as confidential; 

(b) disclosed by that Party in circumstances such that 
the receiving Party knows or ought to know that it is 
confidential; or 

(c) designated by legislation or operation of law as being 
of a confidential nature; 

but excludes information: 

(d) that is public knowledge other than through a breach 
of this MOU; 

(e) lawfully received from a third party or independently 
developed by the receiving Party ; or 

(f) was already in the possession of the receiving Party 
at the time of the disclosure by the disclosing Party 
and not subject to an obligation of confidentiality. 

Health Service 

Directive 

A health service directive issued to Hospital and Health 

Services under section 47 of the Hospital and Health 

Boards Act 2011. 

Hospital and Health 

Service 

A Hospital and Health Service established under 

section 17 of the Hospital and Health Boards Act 2011. 

HREC A Human Research Ethics Committee that is constituted 

and operates in accordance with the National Statement 

and is registered as such with the NHMRC. 

Human Research ‘Human research’ as defined in the National Statement, 

including clinical trials. 

MOU This Memorandum of Understanding document. 



 

 

Definition Meaning 

Multi-Centre Human 

Research Study 

A study satisfying the following elements: 

(a) any form of Human Research; 

(b) for which an application must be made to an HREC for 
the purpose of being conducted at a Participating 
Organisation; 

(c) that is proposed to be conducted at more than one 
Participating Organisation; and 

(d) but for this MOU, would require more than one HREC 
review.        

National Statement The National Statement on Ethical Conduct in Human 

Research, 2007 issued by the NHMRC. 

NHMRC National Health and Medical Research Council 

established under the National Health and Medical 

Council Act 1992 (Cth). 

Participating 

Organisation 

An organisation set out in Appendix A to this MOU. 

Party A Party to this MOU. 

Personal Information Has the same meaning as in the Relevant Privacy Law. 

Purpose Has the meaning ascribed to it in clause 3.2. 

Relevant Privacy Law The privacy legislation, including associated codes or 

guidelines, applicable to the Party, being either of the 

Information Privacy Act 2009 (Qld) or the Privacy 

Act 1988 (Cth). 

Research Governance 

Review 

A local due diligence assessment, conducted in 

accordance with Standard Operating Procedures, that 

assesses the suitability for a Multi-Centre Human 

Research Study to take place at a Participating 

Organisation and that may include the assessment of 

legal, financial, regulatory and contractual issues and a 

Site Specific Assessment. 

Review Ethical and scientific review, in accordance with the 

National Statement, by a Certified HREC of a Multi-Centre 

Human Research Study. 

Scheme Has the meaning ascribed to it in clause 4.1. 



 

 

Definition Meaning 

Standard Operating 

Procedures 

The documented procedures and processes, applicable to 

the Participating Organisation at which a Multi-Centre 

Human Research Study is proposed to take place, 

describing the practical implementation of a Research 

Governance Review of that study. 

Term The period from the Commencement Date until the 

Termination Date. 

Termination Date The date defined as such in clause 2.2. 

 

2 Term, Termination and Annual Review of this MOU 

2.1 The Term will commence on the Commencement Date and will end on the Termination 
Date. 

2.2 Regarding termination of this MOU, the following apply: 

(a) The Parties may terminate this MOU by written mutual agreement specifying a 
date on which the MOU will terminate (the ‘Termination Date’) and be of no 
further effect. 

(b) Where there are more than two (2) parties to this MOU: 

(i) a Party may withdraw from this MOU by written notice to each other Party 
(each a ‘Remaining Party’) specifying a date on which it will withdraw and 
after which it will no longer be subject to the terms of the MOU; and 

(ii) the MOU will continue to operate in relation to the Remaining Parties and 
they will continue to be subject to its terms. 

2.3 This MOU will be jointly reviewed annually by the Parties in accordance with a process 
agreed by the Parties. 

 

3 Nature, Purpose and Scope and of this MOU 

3.1 This MOU is not legally binding upon the Parties. 

3.2 The purpose of this MOU is to set out a framework for a cooperative working relationship 
between the Parties, including their respective roles and responsibilities, for each of 
them to implement the Scheme and achieve its aims (the ‘Purpose’). 

3.3 The Parties agree to cooperate in good faith and use reasonable endeavours to fulfil the 
Purpose in accordance with this MOU. 

3.4 Queensland Health will incorporate into a Health Service Directive reference to this MOU 
for the purpose of each Hospital and Health Service cooperating in good faith and using 
reasonable endeavours to fulfil the Purpose in accordance with this MOU to the extent 
required to give effect to this MOU. 

3.5 The scope of this MOU includes Reviews (that is, ethical and scientific reviews, in 
accordance with the National Statement, by Certified HRECs of Multi-Centre Human 
Research Studies) and expressly excludes the following: 

(a) research studies that are not ‘multi-centre’ in that they are not proposed to be 
conducted at Participating Organisations of more than one Party and, in relation 
to Queensland Health, are not proposed to be conducted at sites of more than 
one Hospital and Health Service (such studies will be ethically and scientifically 



 

 

reviewed in accordance with the individual requirements of the Party conducting 
it); and 

(b) research studies involving access to coronial material (such studies must be 
referred to the Queensland Health Forensic and Scientific Services Human 
Ethics Committee (FSS-HEC) for ethical and legal approvals). 

 

4 The Scheme  

4.1 Subject to this MOU, where: 

(a) a Party (the ‘Reviewing Party’) approves, through Review by one of its Certified 
HRECs (as nominated by the researcher at the time of applying for ethical and 
scientific review), a Multi-Centre Human Research Study to be conducted at one 
or more of its Participating Organisations; and 

(b) that Multi-Centre Human Research Study is proposed to also be conducted at 
one or more of another Parties’ (a ‘Non-Reviewing Party’) Participating 
Organisations, 

each Non-Reviewing Party will: 

(c) accept the approval described at clause 4.1(a) as sufficient to satisfy that Non-
Reviewing Party’s requirements for Review of the study described at 
clause 4.1(a) in order for it to be conducted at one or more of that Non-Reviewing 
Party’s Participating Organisations; and 

(d) not conduct its own Review of the study described at clause 4.1(a) in order to 
satisfy that Non-Reviewing Party’s requirements for Review of the study 
described at clause 4.1(a) in order for it to be conducted at one or more of that 
Non-Reviewing Party’s Participating Organisations. 

 

5 Aims of the Scheme 

5.1 The aims of the Scheme are to: 

(a) facilitate once only Review by one Participating Organisation of a Multi-Centre 
Human Research Study where that study is proposed to also be conducted at a 
Participating Organisation of at least one other Party with a view to achieving: 

(i) decreased duplication of Reviews of Multi-Centre Human Research 
Studies; 

(ii) decreased timelines for approval of Multi-Centre Human Research Studies 
through Reviews, thereby: 

A increasing access to new treatments for patients sooner, leading to 
improved health outcomes; and 

B increasing the attractiveness of Australia as a location for clinical 
trials, and 

(iii) increased goodwill and trust between Participating Organisations, the 
NHMRC, researchers and industry; and 

(b) inform the ongoing development of the project known as National Mutual 
Acceptance of single scientific and ethical review of multi-centre human research 
projects (National Mutual Acceptance) in publicly funded health organisations. 

 



 

 

6 Study-Specific Requirements Unique to a Party 

Studies Involving Queensland Health 

6.1 Only the Central Coordinating Service – or a substitute mechanism put in place by 
Queensland Health - is authorised to select a Certified HREC to Review a Multi-Centre 
Human Research Study for Queensland Health. 

Studies Sponsored by QIMR Berghofer or MML 

6.2 All Multi-Centre Human Research Studies sponsored by QIMR Berghofer must be 
reviewed by a QIMR Berghofer Certified HREC. 

6.3 All Multi-Centre Human Research Studies sponsored by MML must be reviewed by a 
MML Certified HREC. 

Studies Involving MML 

6.4 The Parties agree that, where a Multi-Centre Human Research Study is proposed to be 
conducted at a site that is a Participating Organisation of MML, that Participating 
Organisation will not be required to take any action which would be inconsistent with the 
teachings and laws of the Roman Catholic Church, including the following in relation to 
study participants and potential/proposed study participants: 

(a) It is acceptable to counsel a woman and/or her partner to avoid becoming 
pregnant when either the woman or partner is undergoing treatment that might 
affect an embryo/fetus 

(b) Statements in the participant information sheet, to the effect that participants 
must engage in contraception should be avoided. 

(c) If relevant, women must have a pregnancy test prior to entering a study and 
pregnancy must be avoided during the study. 

6.5 If a Certified HREC of a Party other than MML is responsible for Review of a Multi-
Centre Human Research Study and that Certified HREC will not modify the study to 
render it consistent with the teachings and laws of the Roman Catholic Church, the 
terms of this MOU will not apply to that study and MML will be responsible for its own 
Review of the study in respect of conduct of the study at a Participating Organisation of 
MML. 

 

7 Scheme-Related Responsibilities Common to Each Party 

Adherence to the National Statement 

7.1 Each Party will adhere to the National Statement in relation to the Scheme and its 
responsibilities under this MOU and will implement best practice in relation to its 
Reviews and Research Governance Reviews. 

Autonomy of Certified HRECS 

7.2 Each Certified HREC will conduct Reviews in the manner it sees fit, provided that it 
meets the Certification Standards in doing so. 

Indemnifying Certified HRECS 

7.3 Each Party will ensure that each of its Certified HRECs is indemnified for its decisions in 
relation to each Review it conducts and, where a Review relates to a commercially 
sponsored Multi-Centre Research Study, will ensure that the commercial sponsor so 
indemnifies the Certified HREC. 

Separate Research Governance Reviews 

7.4 Each Party in relation to which a Multi-Centre Human Research Study is to be 
conducted at one or more of its Participating Organisations, will conduct its own 
Research Governance Review/s. 



 

 

Compatible Software 

7.5 Each Party will use its best endeavours to use software that is compatible with the 
software of the other Parties in relation to Review processes and reporting under this 
MOU in order to facilitate efficient administration of the Scheme. 

Consistent Internal Communication 

7.6 Each Party will use its best endeavours to collaborate with the other Parties to ensure its 
internal messages in relation to the Scheme are consistent with those of the other 
Parties. 

Publicity 

7.7 The Parties will cooperate to publicise the benefits of the Scheme and, prior to making 
any such public statement, will consult with each other in order to collaborate in the 
making of any such public statement. 

Training 

7.8 Each Party will collaborate with the other Parties to deliver training in relation to the 
Scheme that is consistent with that of the other Parties. 

Financial Contributions 

7.9 Unless otherwise agreed by the Parties, each Party is responsible for funding its own 
internal resources, to support the Scheme and its ongoing management and 
administration within itself and its Participating Organisations. 

Insurance 

7.10 Each Party is responsible for arranging its own insurances, and those of its Participating 
Organisations, in relation to the Scheme and its, and its Participating Organisations’, 
participation in Multi-Centre Human Research Studies under the Scheme and the 
appropriateness and adequacy of any such insurances. 

Monitoring the Scheme 

7.11 Each Party will monitor the operation and effectiveness of the Scheme within itself and 
its Participating Organisations and report to the other Parties by way of the mechanisms 
agreed between the Parties with a view to continually improving the collective operation 
of the Scheme. 

Party Representatives 

7.12 Each Party will appoint a representative to facilitate implementation, management and 
administration of the Scheme and this MOU in relation to that Party and will notify the 
other Parties of the appointment and contact details of its representative or replacement 
of that representative as relevant. 

 

8 Confidentiality and Privacy 

8.1 Each Party will keep confidential and not disclose Confidential Information of another 
Party unless: 

(a) it has the prior written consent of the relevant other Party to disclose the 
Confidential Information; 

(b) the disclosure is required by law; or 

(c) the disclosure is to a professional advisor of the Party who is bound by an 
obligation of confidence by reason of that advisor’s profession. 

8.2 Each Party must ensure that it handles (including collection, storage, use and 

disclosure) any Personal Information it obtains or holds as a result of the operation of 

this MOU in accordance with the Relevant Privacy Law. 



 

 

8.3 Each Party will promptly report to the relevant other Party or Parties any breach of 

clause 8.1 or 8.2 (an ’Incident’) of which it becomes aware and will work with that Party 

or those Parties to take reasonable steps to remedy the Incident. 

 

9 Notices 

9.1 Notices to be given to a Party to this MOU must be in writing and may be delivered in 
person to the relevant Party Representative at the Party’s address, or sent by mail to the 
Party’s address or sent by facsimile to the Party’s facsimile number or sent by email to 
the Party’s email address. 

9.2 All notices are deemed served 48 hours after (excluding public holidays and weekends) 
the date of posting or, if delivered personally, on the actual date of receipt or, if sent by 
facsimile, once confirmation of transmission has been received by the sending Party if 
sent by email, on the date the sender’s computer acknowledges the email has been 
sent. 

 

10 General 

10.1 This MOU contains the whole of the agreement between the Parties with respect to its 
subject matter and supersedes any and all other representations or statements by any 
Party whether oral or in writing and whether made prior or subsequent to the date of this 
MOU. 

10.2 Any purported amendment or variation of this MOU, including Appendices, will be void 
and of no effect unless it is agreed in writing and signed by all Parties. 

 



 

 

APPENDIX A 

Participating Organisations 

 

• Queensland Health  

• Each Hospital and Health Service 
 

• Mater Misericordiae Ltd 
 

• The Council of the Queensland Institute of Medical Research 

• QIMR Berghofer Medical Research Institute. 
 



 

 

APPENDIX B 

Participating NHMRC Certified HRECs 

 

• Queensland Health: 

• Children's Health Queensland Hospital and Health Service HREC [EC00175] 

• Darling Downs Hospital and Health Service HREC [EC00182] 

• Gold Coast Hospital and Health Service Human Research Ethics Committee 
[EC00160] 

• Metro South Hospital and Health Service  HREC [EC00167] 

• Royal Brisbane & Women’s Hospital HREC [EC00172] 

• The Prince Charles Hospital HREC [EC00168] 

• The Townsville Hospital and Health Service Ethics Committee [EC00183] 
 

• Mater Misericordiae Ltd: 

• Mater Misericordiae Ltd Human Research Ethics Committee [EC00332] 
 

• The Council of the Queensland Institute of Medical Research  

• QIMR Berghofer Human Research Ethics Committee [EC00278] 

 



 

 

 
SIGNED for and on behalf of the STATE OF 

QUEENSLAND acting through QUEENSLAND 

HEALTH ABN 66 329 169 412 

this <<insert date>> day of <<insert month>>, 

<<insert year>> 

by an authorised officer 

<<insert full name of authorised officer>> 

 

in the presence of: 

<<insert full name of witness>> 

 

)

)

)

)

)

)

)

)

)

)

)

)

)

)

)

)

)

) 

 

 

 

 

 

 

 

Signature of authorised officer 

 

 

Signature of witness 

 

 

SIGNED for and on behalf of MATER 

MISERICORDIAE LTD ABN 83 096 708 922 

this <<insert date>> day of <<insert month>>, 

<<insert year>> 

by an authorised officer 

<<insert full name of authorised officer>> 

 

in the presence of: 

<<insert full name of witness>> 

 

)

)

)

)

)

)

)

)

)

)

)

)

)

)

)

) 

 

 

 

 

 

 

Signature of authorised officer 

 

 

Signature of witness 

 



 

 

SIGNED for and on behalf of THE COUNCIL OF 

THE QUEENSLAND INSTITUTE OF MEDICAL 

RESEARCH ABN 31 411 813 344 

this <<insert date>> day of <<insert month>>, 

<<insert year>> 

by an authorised officer 

<<insert full name of authorised officer>> 

 

in the presence of: 

<<insert full name of witness>> 

 

)

)

)

)

)

)

)

)

)

)

)

)

)

)

)

) 

 

 

 

 

 

 

Signature of authorised officer 

 

 

Signature of witness 

 

 


