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National Clinical Trials Governance Framework –
Roles and functions of the governing body / health service organisation boards / CEOs
Background
The Australian Commission on Safety and Quality in Health Care (the Commission) has developed the National Clinical Trials Governance Framework (Governance Framework) as a first step towards a nationally consistent approach to the accreditation of health services for the conduct of clinical trials.
The aims of the Governance Framework are to support the delivery of high-quality clinical trial services and to ensure that clinical trials are conducted in a safe environment. The Governance Framework is based on the National Safety and Quality Health Services (NSQHS) Clinical Governance Standard and Partnering with Consumers Standard. 
In February 2022, all jurisdictions agreed to implement the Governance Framework in health service organisations as an embedded approach under the Australian Health Service Safety and Quality Accreditation (AHSSQA) Scheme. That is, health service organisations will be assessed concurrently for clinical and corporate services and clinical trial service provision.
To give health services time to implement the Governance Framework, for the first three-year accreditation cycle, they will be assessed against a maturity scale. That is, health service organisations will be assessed as either having ‘Established systems’, ‘Growing systems’, or ‘Initial systems’ in place to meet the NSQHS Standards (as provided in the Governance Framework) for clinical trial service provision.
Beyond the first three-year accreditation cycle, health services will transition fully to the assessment of their clinical trial services under the AHSSQA Scheme and be assessed as either having met or not met the actions within the Governance Framework and receive 60 business days to remediate.
Health service organisations are required to attest that the actions within the Governance Framework which explicitly set out key responsibilities for governing bodies, have been met.
What is the role of the governing body?
A governing body is an individual or group that has ultimate responsibility for strategic decisions affecting safety and quality in a health service organisation. It may be a board, chief executive officer, organisation owner partnership. It is the highest level of governance. 
The governing body ensures, endorses and monitors multidisciplinary teams of experienced staff including, finance, human resources personnel, clinical and non-clinical managers, clinical trial workforce, informational technology (IT) staff, the Human Research Ethics Committee (HREC) office, research and site-specific assessment office. The governing body is ultimately responsible for ensuring an appropriate institutional response to the Governance Framework and establishing management practices for the responsible conduct of clinical trials across their health service organisation or trial site. The governing body establishes a strong safety and risk management culture through an effective clinical trials governance system to ensure clinical trial services operate well and deliver high-quality clinical trials in a safe environment. 
The governing body identifies and complies with laws, regulations, national and jurisdictional guidelines and policies relating to the conduct of clinical trials. The governing body ensures there is appropriate designation of responsibility and accountability with clear lines of communication between all those involved in delivering clinical trial services. 
The governing body demonstrates robust leadership and strategic planning for clinical trial service provision and provides adequate resources, stable infrastructure and skilled and reliable clinical trial workforce to support clinical trials and relevant trial information systems.
Clinical Governance Standard 
The Clinical Governance Standard aims to ensure leaders of a health service organisation have a responsibility to the community for continuous improvement of the safety and quality of their organisation, including clinical trial services, and ensuring that they are patient centred, safe and effective.
Roles and functions of the governing body / health service organisation boards / CEOs 
· Establish and support a multidisciplinary team of experienced staff including heads of clinical departments, finance, human resources, clinical and non-clinical managers, trial investigator and their clinical trial teams – including trial managers, IT staff, the human research ethics office, research office and/or site-specific assessment office 
· Establish and maintain the Governance Framework and management practices for the responsible conduct of clinical trials across their health service organisation and delegate authority to manage clinical trial service provision 
· Ensure clinical trial services and all services are run well and deliver high-quality clinical trials in a safe environment 
· Establish a strong quality culture through a clinical trial governance system that operates effectively 
· Ensure there is an ongoing focus on quality improvement 
· Take the lead on setting the organisations expectations for partnering with consumers 
· Review reports on the health service organisations clinical trial service performance 
· Allocate time at governing body meetings to review clinical trial service governance issues and ensures the effectiveness of systems to address issues
Partnering with Consumers Standard
The Partnering with Consumers Standard aims to ensure leaders of a health service organisation develop, implement and maintain systems to partner with consumers. These partnerships relate to the planning, design, measurement and evaluation of care. 
Roles and functions of the governing body / health service organisation board / CEOs 
· Show leadership and commitment to partnerships with consumers regarding clinical trial services 
· Ensure high-level policies and procedures that support partnerships with consumers
· Ensure that the organisation has effective systems for consumer complaints and open disclosure about the care provided through a clinical trial, and monitors performance of these systems 
· Ensure consumer input into decisions of the governing body regarding clinical trial service provision 
· Create opportunities for consumer involvement in clinical trial subcommittees of the governing body 
· Ensure that organisational systems support consumer engagement in decision-making about clinical trial services and clinical trial participation 
· When appropriate, set up a specific consumer advisory committee to the board on clinical trial related matters
Relevant resources
· National Clinical Trials Governance Framework resources
· user guide for HSOs conducting clinical trials 
· introductory video 
· fact sheets 
· case studies 
· NSQHS Standards (second edition) 
· National Model Clinical Governance Framework 
· NSQHS Standards User Guide for Governing Bodies 


Questions?
For more information, please visit the Commission’s website. You can also email the Advice Centre or call 1800 304 056.
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