
  

 

  

  

PURPOSE 

To deliver our research purpose as outlined within the Metro South Research Strategy 2019-2024 

(‘Research Strategy’), achieve Metro South Hospital and Health Service (‘Metro South Health’) research 

values as outlined in the Research Management Policy and to align with the principles of the Australian 

Code for the Responsible Conduct of Research (‘the Code’), the Metro South Health (MSH) Research 

Management Compliance Framework sets out the arrangements by which research in MSH is 

administered. 

In order to promote the responsible conduct of research in MSH, research management compliance 

documents have been established which promote awareness and encourage responsible conduct by 

researchers. These compliance governance documents promote quality in research, enhance MSH’s 

reputation and minimise the risk of harm for all involved.  

OUTCOME 

Adherence to this procedure will ensure all research conducted within MSH or in collaboration with 

external entities/institutions, is of the highest ethical and scientific standard and is compliant with 

relevant legislation, standards and guidelines.  

This procedure applies to MSH or Queensland Health (QH) employees whose usual reporting line is 

through a MSH facility or service, who conducts human research within or in association with MSH, or 

through access to MSH participants, health records or data.  

Failure to comply with this procedure may amount to misconduct, or research misconduct on the part of 

the responsible individual. This procedure must be read in conjunction with other MSH research 

management procedures. 

KEY PRINCIPLES 

The following key principles guide MSH in utilising the Research Management Compliance Framework. 

• The Research Management Compliance Framework specifies the roles, responsibilities and 

accountability of all involved and provides principles in which research is assessed for ethical 

acceptability, quality, safety, privacy, risk management and financial management. 

• The Research Management Compliance Framework has three (3) fundamental principles of 

compliance/governance, funding/grants/contracts and integrity/quality/reporting.  

• MSH is committed to the ongoing review and continuous improvement of its research governance 

and management processes. 

 

PROCEDURE 

Research Management - Compliance Framework 

 

PR2017/112 
Version No. 2.0 
 Version No. 1.0 

https://metrosouth.health.qld.gov.au/research/about-us/research-strategy
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018


Page 2 of 13 

• The Research Management Compliance Framework: 

o adopts the governance practices outlined in MSH corporate governance processes  

o sets out governance and compliance principles and standards that apply to all research 
disciplines 

o clarifies roles and responsibilities of people and organisational structures involved in research 
management in MSH 

o supports and promotes research quality and good research practices 

o aims to prevent adverse incidents, breaches of guidelines and codes, and research 
misconduct. 

• Good institutional governance, compliance and management practices encourage responsible 

research practices. These practices promote quality in research, enhance the reputation of the 

institution and its researchers, and minimise the risk of harm to humans, animals and the 

environment. 

LEGISLATION OR OTHER AUTHORITY 

Legislation 

• Defence Trade Controls Act 2012 (Cth) 

• Gene Technology (Queensland) Act 2016 (Qld) 

• Gene Technology Act 2000 (Cth) 

• Hospital and Health Boards Act 2011 (Qld) 

• Human Rights Act 2019 (Qld) 

• Information Privacy Act 2009 (Qld) 

• National Health Security Act 2007 (Cth) 

• Privacy Act 1988 (Cth) 

• Public Health Act 2005 (Qld) 

• Therapeutic Goods Act 1989 (Cth) 

• Transplantation and Anatomy Act 1979 (Qld) 

To the extent an act or decision under this document may engage human rights under the Human Rights Act 2019, 
regard will be had to that Act in undertaking the act or making the decision.  For further information on the Human 

Rights Act 2019 see: https://www.qhrc.qld.gov.au/ 

Regulations and standards 

• Gene Technology Regulations 2019 (Cth) 

• Information Privacy Regulations 2009 (Qld) 

• National Safety and Quality Health Service 
Standards 2nd Edition ACSQHC 2017 (Cth) 

• Security Sensitive Biological Agents (SSBA) 
Regulatory Scheme 

• Therapeutic Good (Medical Devices) 
Regulations 2002 (Cth)  

• Therapeutic Goods Regulations 1990 (Cth) 

• Transplantation and Anatomy Regulation 
2004 (Qld) 

Statements, papers and guidelines 

• National Health and Medical Research Council (NHMRC): 

o Australian Code for the Responsible Conduct of Research 2018 

o Ethical conduct in research with Aboriginal and Torres Strait Islander Peoples and communities 

o Guidance: Safety monitoring and reporting in clinical trials involving therapeutic goods 

o National Statement on Ethical Conduct in Human Research 2007 (Updated 2018) 

o Statement on Consumer and Community Involvement in Health and Medical Research (2016) 

https://www.qhrc.qld.gov.au/
https://wcrif.org/guidance/hong-kong-principles
https://wcrif.org/guidance/hong-kong-principles
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018
https://www.nhmrc.gov.au/about-us/resources/ethical-conduct-research-aboriginal-and-torres-strait-islander-peoples-and-communities
https://www.nhmrc.gov.au/guidelines-publications/eh59
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://www.nhmrc.gov.au/guidelines-publications/s01
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• Office of the Gene Technology Regulator: National Framework of Ethical Principles in Gene 
Technology 2012 

• Therapeutic Goods Administration (TGA): 

o Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice ICH E6(R2) 

o Australian Clinical Trial Handbook 2018 

• World Conferences on Research Integrity: 

o Hong Kong Principles for assessing researchers: Fostering research integrity 

o Singapore Statement on Research Integrity 

MSH policies, procedures, manuals and frameworks (internal links) 

• Consumer and community engagement 

• Financial Delegations Framework & 
Schedule  

• Finance Management Practice Manual 
(FMPM)  

• Research Integrity Procedure 
(PR2018/176)    

• Research Complaints and Misconduct Procedure 
(PR2017/124) 

• Risk Management  

• Risk Management Policy (PL2018/62) 

• Risk Management Procedure (PR2018/97) 

RESPONSIBILITIES 

MSH Research Council 

• Ensure MSH’s research practices are compliance and operate within applicable legislation, laws, 

regulations, guidelines and codes of practice, as well as MSH policies, procedures and guidelines. 

MSH Research Committee  

• Provide advice to assist in the development of procedures for the appropriate management of 

research activities and research infrastructure across MSH.  

• Monitoring, and maintenance of compliance with the Metro South Research Management 

Compliance Framework. 

Executive Management Team 

• Ensure implementation of the MSH Research Compliance Framework and for foster good research 

administrative practices. 

Metro South Research 

• Strategic oversight of research development and provision of information resources and services 

pertaining to research in MSH. 

• Leadership and for embedding a culture of responsible research conduct and quality. 

• Ensure the administrative processes for ethical approval and Site Specific Assessment (SSA) 

authorisation of all human and biological related research are in place and promotes research 

integrity. 

• Assessing the adequacy and effectiveness of MSH’s internal controls, including the risk management 

and compliance frameworks. 

http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/gtecccethicalprinciples2012-toc
http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/gtecccethicalprinciples2012-toc
https://www.tga.gov.au/publication/note-guidance-good-clinical-practice
https://www.tga.gov.au/publication/australian-clinical-trial-handbook
https://wcrif.org/guidance/hong-kong-principles
https://wcrif.org/guidance/singapore-statement
https://qheps.health.qld.gov.au/metrosouth/engagement
https://qheps.health.qld.gov.au/metrosouth/finance
https://qheps.health.qld.gov.au/metrosouth/finance
https://qheps.health.qld.gov.au/metrosouth/finance
https://qheps.health.qld.gov.au/metrosouth/finance
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMIntgQualProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMIntgQualProc
http://docs.sth.health.qld.gov.au/document/metro-south-health/pl2017-53
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMIntgQualProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMIntgQualProc
https://qheps.health.qld.gov.au/metrosouth/audit/risk-management
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2018-62
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pl2018-62
http://docs.sth.health.qld.gov.au/documents/metro-south-health/pr2018-97
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Principal investigators, employees, researchers, research student supervisors and students 

Share responsibility and accountability for MSH’s research being conducted according to appropriate 

regulatory, ethical and scientific standards. 

SUPPORTING DOCUMENTS 

Attachment 1 - MSH Research Management Compliance Framework 

Attachment 2 - MSH Research Management Governance/Committee Structure  

Attachment 3 - MSH Research Council Terms of Reference 

Attachment 4 - MSH Research Committee Terms of Reference 

DEFINITIONS 

See the Metro South Health Research Management Glossary. 

PROCEDURE 

STEP 1: Compliance 

Principal investigators, employees, researchers, research student supervisors and students must comply 

with legislation and other mandatory requirements and ensure applicable documents and governance 

arrangements which are in compliance with the MSH Research Management Compliance Framework. 

Applicable documents and internal governance arrangements include but are not limited to research 

protocols and Standard Operating Procedures (SOPs). 

STEP 2: Oversight 

Metro South Research provides oversight of and administrative responsibility for the Research 

Management Compliance Framework. 

STEP 3: Governance/committee structure 

A robust and detailed Research Management Governance/Committee Structure is outlined in 

Attachment 2. Metro South Research engages consumer representatives as part of their 

Governance/committee structure in accordance with MSH Consumer and community engagement 

(internal link) resources. 

STEP 4: Risk Management 

Risk management, finance, budgeting, contracts and intellectual property considerations must be 

embedded and regularly reviewed throughout the lifecycle of a research project/activity.  

MSH has an internal auditing process to examine and evaluate the adequacy, economy, effectiveness 

and efficiency of risk management, systems of internal control and the quality of management. Incidents 

of non-compliance must be reported to Metro South Research. Ad hoc reports may be made to the MSH 

Audit and Risk Management Committee as required. Health, safety and environmental considerations 

must be embedded and regularly reviewed throughout the lifecycle of research projects. 

https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/sites/default/files/content/msh_research_council_-_tor.pdf
https://metrosouth.health.qld.gov.au/sites/default/files/content/msh_research_committee_-_tor.pdf
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComFmk
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://qheps.health.qld.gov.au/metrosouth/engagement
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Information for guidance  
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4.0 Partnering with consumers in research .........................................................................................12 

1.0 International, national and state regulation, accountability and best practice principles 

MSH’s research practices must operate within applicable laws, regulations, guidelines and codes of 

practice, as well as Hospital and Health Service policies, procedures and guidelines. The ethical, legal 

and scientific review of human research is regulated by a number of international, national and state 

laws, legislation, regulations, ethical guidelines, instruments, codes, guidelines institutional requirements 

and standards. 

MSH has a statutory obligation to ensure all human research is managed scientifically and is conducted 

in a legally and ethically appropriately manner. Common law obligations may arise from the relationships 

between institutions, researchers and participants, while contractual arrangements may impose further 

obligations. 

1.1 Legislated requirements 

Research management compliance practices must be consistent with state legislation, including but not 

limited to: 

• The Public Health Act 2005 (Qld) aims to protect and promote the health of the Queensland public by 

preventing, controlling and reducing risks to public health and collecting and managing particular 

health information, and establishing mechanisms for health information held by a health agency to be 

accessed for appropriate research.  

• The Information Privacy Act 2009 (Qld) and Information Privacy Regulation 2009 (Qld) regulates how 

Queensland government agencies, including MSH, must manage personal information and provides 

a right for individuals to apply for access and amendment of their personal information. MSH is 

required to comply with Privacy Principles outlined in the Information Privacy Act 2009 (Qld), in 

particular, the Australian Privacy Principles. These privacy principles include rules about the 

collection, use, quality, security and disclosure of personal information. They also provide conditions 

https://www.oaic.gov.au/privacy/australian-privacy-principles/
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under which personal information may be transferred outside of Australia and rules regarding 

contracted service providers. 

• The Hospital and Health Boards Act 2011 (Qld) gives effect to the principles and objectives of the 

national health system and hospital and health services. It applies to the collection of confidential 

information (including public and private hospital data) regarding users of the health system (Part 7 

Confidentiality). 

• The Human Rights Act 2019 (Qld) outlines the obligation to act compatibly with the human rights 

identified in the Act. The Act applies to day-to-day work decisions and actions that impact individuals 

in Queensland. Our work as public service employees can impact individuals’ human rights—

sometimes positively and sometimes negatively. This may be when employees deal directly with 

patients in a clinical setting or members of the public more generally in a non-clinical setting. 

The Metro South Hospital and Health Service is committed to respecting, protecting and promoting 

human rights. Under the Human Rights Act 2019, MSH has an obligation to act and make decisions 

in a way that is compatible with human rights and, when making a decision, to give proper 

consideration to human rights. When making a decision about research compliance, decision-makers 

must comply with that obligation. Further information about the Human Rights Act 2019 is available 

at https://www.qhrc.qld.gov.au/your-rights/human-rights-law  

• The Transplantation and Anatomy Act 1979 (Qld) regulates the removal and use of tissue in certain 

circumstances including for the purpose of transplantation. The Transplantation and Anatomy 

Regulation 2004 (Qld) and Explanatory Notes provides additional information relevant to the removal 

and use of tissue.  

• The Gene Technology (Queensland) Act 2016 (Qld) protects the health and safety of people and the 

environment, by identifying risks posed by, or as a result of, gene technology. It does this by 

managing risks through regulating certain dealings with genetically modified organisms. The Act 

applies Commonwealth gene technology laws and ensures application is administered on a uniform 

basis by the Commonwealth as if they constituted a single law of the Commonwealth. 

• The National Health Security Act 2007 (Cth) provides for the establishment of a list of biological 

agents that the Minister for Health considers to be of security concern to Australia. The List of SSBAs 

is available on the SSBA website www.health.gov.au/ssba. The Security Sensitive Biological Agents 

(SSBA) Regulatory Scheme regulates the handling of agents on the List of SSBAs. 

Whilst MSH does not typically undertake this type of research (ie with SSBAs) research may be 

undertaken under the auspices of a university partner and be subject to the partner’s relevant SSBA 

standards, policies and procedures. If research of this nature were to be conducted under MSH 

sponsorship, it would be reviewed and approved by the MSH Human Research Ethics Committee 

(HREC), which has responsibility for the scientific and ethical review of research. Please see the 

Ethical and Scientific Review of Research Procedure (PR2017/113) for more information. 

MSH is also required to comply with Federal laws, codes and institutional requirements that exist in 

Australia: 

• The Privacy Act 1988 (Cth) promotes the protection of the privacy of individuals and the handling of 

personal information. The Ten National Privacy Principles (NPPs) contained in Schedule 3 of the 

Privacy Act 1988 (Cth) regulates how large businesses, all health service providers and some small 

businesses and non-government organisations handle individuals’ personal information. Additionally, 

guidelines have been approved under Section 95 and 95A of the Privacy Act 1988 (Cth). 

https://www.qhrc.qld.gov.au/your-rights/human-rights-law
http://www.health.gov.au/ssba
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
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• The Therapeutic Goods Act 1989 (Cth), Therapeutic Goods Regulations 1990 (Cth) and Therapeutic 

Good (Medical Devices) Regulations 2002 (Cth) details the legal requirements for the import, export, 

manufacture and supply of therapeutic goods in Australia. The meaning of a ‘biological’ is also 

included under Section 32A Therapeutic Goods Act 1989 (Cth).  

• The Gene Technology Act 2000 (Cth), Gene Technology Regulations 2001 (Cth) protects the health 

and safety of people and the environment, by identifying risks posed by or as a result of gene 

technology, and by managing those risks through regulating certain dealings with Genetically 

Modified Organisms (GMO). 

• The Defence Trade Controls Act 2012 (Cth) regulates dealings in certain goods, services and 

technologies.  

1.2 Other mandatory requirements 

Additionally, national guidelines exist to assist with implementing best practice principles including but 

not limited to: 

• The National Health and Medical Research Council (NHMRC), ‘National Statement on Ethical 

Conduct in Human Research (2007) – Updated 2018’ promotes ethically good human research. 

Fulfilment of this purpose requires that participants be accorded the respect and protection that is 

due to them. It also involves the fostering of research that is of benefit to the community. The 

National Statement is therefore designed to clarify the responsibilities of institutions and researchers 

for the ethical design, conduct and dissemination of results of human research and review bodies in 

the ethical review of research.  

• The NHMRC, ‘Australian Code of the Responsible Conduct of Research, 2018’ (the Code) provides 

a framework for managing breaches of the Code and allegations of research misconduct, managing 

research data and materials, publishing and disseminating research findings, including proper 

attribution of authorship, conducting effective peer review and managing conflicts of interest.  It also 

explains the responsibilities and rights of researchers if they witness research misconduct.  

• The NHMRC, ‘Ethical conduct in research with Aboriginal and Torres Strait Islander Peoples and 

communities’ provides guidance for researchers and stakeholders provides a set of principles to 

ensure research is safe, respectful, responsible, high quality and of benefit to Aboriginal and Torres 

Strait Islander people and communities. 

• The NHMRC ‘Statement on Consumer and Community Involvement in Health and Medical Research 

(2016)’ aims to guide research institutions, researchers, consumers and community members in the 

active involvement of consumers and community members in all aspects of health and medical 

research. 

• The NHMRC Guidance: Safety monitoring and reporting in clinical trials involving therapeutic goods 

clarifies the responsibilities of those involved in clinical trials to monitor and report adverse events 

and other safety issues.  

• National Safety and Quality Health Service Standards 2017 2nd Edition (NSQHS) were developed by 

the Commission in collaboration with the Australian Government, states and territories, private sector 

providers, clinical experts, patients and carers. The primary aims of the NSQHS Standards are to 

protect the public from harm and to improve the quality of health service provision.  
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All clinical trials being undertaken in MSH must adhere to the National Safety and Quality Health 

Service Standards (NSQHS Standards), specifically: 

o Standard 1: Clinical Governance and 

o Standard 2: Partnering with Consumers. 

• The Office of the Gene Technology Regulator ‘National Framework of Ethical Principles in Gene 

Technology’ (2012) Gene Technology Ethics and Community Consultative Committee, is a set of 

principles which Australian scientists and researchers are expected to abide by when dealing with 

gene technology and Genetically Modified Organisms (GMOs) at all times. It is a means to 

encourage ethical conduct in gene technology – in particular where it relates to human health, the 

environment, genetically modified organisms and products. 

• The Therapeutic Goods Administration (TGA) has adopted the ‘Note for Guidance on Good Clinical 

Practice (CPMP/ICH/135/95)’ which is internationally accepted standard for the designing, 

conducting, recording and reporting of clinical trials.  

The ‘Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice ICH E6(R2) (‘GCP 

Guideline’) replaces the Guidelines for Good Clinical Research Practice (GCRP) in Australia, but at 

the same time has recognised that some elements are, by necessity, overridden by the National 

Statement (and therefore not adopted) and that others require explanation in terms of 'local 

regulatory requirements'. 

• The TGA has developed a ‘Australian clinical trial handbook’ which provides guidance on the 

legislative, regulatory and Good Clinical Practice (GCP) requirements when conducting clinical trials 

in Australia using 'unapproved' therapeutic goods. It assists trial sponsors, Human Research Ethics 

Committees (HRECs), investigators and approving authorities (institutions) to understand their roles 

and responsibilities under the therapeutic goods legislation. 

1.3 Guidelines and standards 

Additionally, international guidelines exist to assist with implementing best practice principles including 

but not limited to: 

• ‘Singapore Statement on Research Integrity’ (2010) is intended to challenge governments, 

organisations and researchers to develop more comprehensive standards, codes and policies to 

promote research integrity both locally and on a global basis. 

• The ‘Hong Kong Principles’ for assessing researchers were formulated and endorsed at the 6th 

World Conference on Research Integrity, June 2019 in Hong Kong. These principles will help 

research institutions that adopt them to minimise perverse incentives that invite to engage in 

questionable research practices or worse. 

2.0 Research Management Compliance Framework  

The Research Management Compliance Framework (Attachment 1) illustrates a quality system by which 

research in MSH is directed and managed. It also illustrates effective governance and tools for 

addressing governance risk, oversight and management responsibilities. The Compliance Framework 

provides structure to research policies, procedures, guidelines and SOPs and also assists in clarifying 

roles and responsibilities in fulfilling MSH objectives from a corporate governance perspective.   

https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
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MSH employees, as defined in the ‘Outcome’ of this procedure, must all abide by operational 

governance and quality assurance procedures contained within the MSH Research Management 

Compliance Framework.  

The framework influences how the objectives of MSH are set and achieved, how risk is monitored and 

assessed and how performance is optimised.   

The following documents are included as part of the Research Management Compliance Framework: 

Policy The MSH Research Management Policy has been issued to influence and 

reflect MSH’s strategic direction pertaining to research conducted in MSH.  

 

Procedures A series of procedures have been developed which describe the process 

for a particular research practice. MSH procedures also include guidance 

information to assist in establishing the direction and application for each 

required process. 

Guidelines A document used to provide guidance on a topic area and does not contain 

mandatory processes. 

Standard Operating 

Procedures (SOPs) 

Are uniformly written procedures, with detailed instructions to record routine 

operations, processes and practices followed within a business 

organisation. In clinical research, SOPs help define standard practices, 

procedures and daily processes conducted to assure execution of research 

tasks in accordance with institutional, state and federal guidances.  

The GCP Guideline 1.55 defines Standard Operating Procedures (SOPs) 

as: Detailed, written instructions to achieve uniformity of the performance of 

a specific function. 

Work Instructions Describe HOW the activity is to be undertaken. This can be taken out of the 

body of the document as an attachment (a working instruction) so that any 

changes to this part of the SOP can be readily made without impacting full 

SOP review and revision planning. There may also be different Working 

Instructions that sit under the same SOP. 

Manuals, tools, templates, 

checklists, quick reference 

guides and forms 

Supporting documents which are attached to compliance framework 

documents to assist the reader in understanding the process and to 

facilitate in compliance and consistent processes. 

Metro South Research is responsible for providing oversight and maintaining the MSH Research 

Management Compliance Framework. Principles outlining MSH’s expectations relating to the conduct of 

research are provided in the Ethical and Scientific Review of Human Research Procedure (PR2017/113) 

and Research Complaints and Misconduct Procedure (PR2017/124). 

https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMIntgQualProc
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3.0 MSH Research Management Governance/Committee Structure 

The MSH Research Management Governance/Committee Structure and the Research Management 

Compliance Framework are administered in the spirit of: 

• the Ten Essential Principles outlined in the ‘Principles of Good Corporate Governance and Best 

Practice’ published by Australian Stock Exchange (ASX) Corporate Governance Council  

• the Six Essential Principles of the ‘OECD Principles of Corporate Governance’. 

MSH considers management as dealing with the day-to-day activities of research activities and projects, 

while corporate governance involves the provision of strategic advisory and oversight of matters relating 

to research in MSH and within partner institutions. Please see MSH Research Management 

Governance/Committee Structure (Attachment 2) for a description of this structure.  

3.1 MSH Research Council 

MSH’s Vision is Health and wellbeing for all in the community. The MSH Research Council is the peak 

strategic advisory and oversight body to enable and facilitate the achievement of MSH’s Vision in 

relation to research, and research management values. Please see the MSH Research Council Terms of 

Reference.  

3.2 MSH Research Committee 

The MSH Research Committee is the peak operational advisory and oversight body, and provides 

operational advice to Metro South Research management, to enable and facilitate the achievement of 

MSH’s Vision in relation to research and research management. Please see the MSH Research 

Committee Terms of Reference.  

3.3 Biosafety  

Within MSH laboratory work health and safety, general biosafety and biosecurity issues are discussed at 

relevant work health and safety committees. Specific concerns or matters pertaining to the storage, 

processing or use of specific biospecimens may be raised with the MSH biosafety representative on the 

relevant work health and safety committee. Work health and safety committees may discuss specific 

MSH biosafety or biosecurity SOPs and assist in the development and amendment of procedural 

documents.   

Examples of relevant work health and safety committees include: 

• Princess Alexandra Hospital Work Health and Safety Committee discusses matters which pertain 

specifically Princess Alexandra Hospital biosafety matters 

• Translational Research Institute Work Health and Safety Committee discusses matters which 

pertain specifically to laboratory biosafety matters within the Translational Research Institute 

facilities safety@TRI.edu.au. 

MSH employees also have access to the University of Queensland Institutional Biosafety Committee 

(UQ IBC) which is able to assess and approve Genetically Modified Organisms (GMOs) and SSBA 

research proposals.  

https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
https://metrosouth.health.qld.gov.au/research/policies-and-procedures#RMComGovProc
mailto:safety@TRI.edu.au
http://www.uq.edu.au/ohs/http---www-uq-edu-au-ohs-biosafety-committee
http://www.uq.edu.au/ohs/http---www-uq-edu-au-ohs-biosafety-committee
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3.0 Risk and quality management 

MSH is committed to the management of its compliance obligations as an integral and embedded part of 

all its activities.  Effective management of MSH’s compliance obligations, through a risk-based approach, 

ensures that the Health Service's strategic direction and corporate objectives are pursued in a lawful and 

sustainable manner.  

Consistent with principles of good governance, MSH has a responsibility to identify and comply with all 

relevant laws, regulations and other externally imposed requirements, (eg codes of relevant industry or 

regulatory bodies). MSH achieves this through the implementation of MSH’s Risk Management Policy 

and Integrated Risk Management Framework (MSH staff access only) which sets out process for risk 

management. 

The MSH Risk Management Policy and Integrated Risk Management Framework applies to all MSH 

research activities to which external compliance obligations are relevant. 

At the time of occurrence, all incidents of non-compliance must be assessed. Where a non-compliance 

incident is assessed as having moderate or major consequences (as described in the Integrated Risk 

Management Framework) the issue must be reported to Metro South Research.   

Metro South Research will determine if adjustments to research management compliance procedures 

and risk treatments are required, and whether an ad hoc report should be made to the MSH Audit and 

Risk Management Committee.                                                                                                      

Metro South Research is also required to oversee and monitor any remedial action or adjustments to 

compliance risk management activities (including policies, procedures and processes) which may be 

required in light of the non-compliance incident.  A summary of all incidents of non-compliance must be 

included in annual reporting.   

3.1 Safety reporting 

MSH conforms to the NHMRC Guidance: Safety monitoring and reporting in clinical trials involving 

therapeutic goods November 2016. The MSH HREC no longer requires reports of all safety and adverse 

events as the Sponsor, is responsible for management and reporting of safety and adverse events.   

The Sponsor defined by the GCP Guideline 1.53 as ‘An individual, company, institution, or organisation 

which takes responsibility for the initiation, management, and/or financing of a clinical trial’. 

MSH HREC will review: 

• Safety reports if appropriate and necessity is provided by the researcher 

• Research protocol violations (not deviations).  

Where MSH is the nominated Sponsor of a study, the Sponsor must follow the recommendations in the 

NHMRC Guidance. Please see the Sponsor Responsibilities in Investigator Initiated Clinical Trials 

Procedure (PR2017/TBA) for more information regarding sponsor responsibilities and monitoring plans. 

https://www.nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trials-involving-therapeutic-goods
https://www.nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trials-involving-therapeutic-goods
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4.0 Partnering with consumers in research 

The active involvement of consumers and community members in health and medical research benefits 

the quality and direction of research. Consumer and community involvement is about research being 

carried out with or by consumers and community members rather than to, about or for them.  

Patients and family members are to be encouraged and given the opportunity to ask questions, clarify 

information and actively participate in the development and communication of research. Employees are 

responsible for providing information in a way that is understandable and that meets their needs and are 

to check consumer’s understanding of discussions.  

Refer to the NHMRC Statement on Consumer and Community involvement in Health and Medical 

Research and the Partnering with Consumers in Research Guideline (GL2020/TBA) for further guidance 

on research with consumers.  
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