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National Clinical Trials Governance Framework –
Information for patients and consumers
Background
Clinical trials provide early access to new treatments and interventions for patients and improve the overall standard of medical care provided in Australian hospitals. 
To support the delivery of safe and high-quality clinical trial services for patients and consumers, the Australian Commission on Safety and Quality in Health Care (the Commission) has developed the National Clinical Trials Governance Framework (Governance Framework) for all Australian hospitals, day procedures with a clinical trial service. 
About the National Clinical Trials Governance Framework?
The Commission has developed the Governance Framework as a first step towards the accreditation of health services with a clinical trial service.
The aim of the Governance Framework is to ensure health services deliver high-quality clinical trials 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. 
The Clinical Governance Standard ensures health services have processes in place so that consumers receive safe and high-quality clinical trial services. 
The Partnering with Consumers Standard ensures that: 
· Consumers are partners in the planning, design, delivery and evaluation of clinical trial services 
· Consumers are partners in their own care. 
Accreditation to the NSQHS standards is already in place in all hospitals and day procedure services for clinical services and will now apply to health services with a clinical trial service. Accreditation assures the community that clinical trial services meet expected patient safety and quality standards.
What does it mean for me?
When a health service implements the Governance Framework, you can be assured that:
· Clinical trial services are patient-centred and meet community needs 
· Consumers are supported and encouraged to be partners in their own care 
· Consumers are supported to be partners in the design and governance of clinical trial services 
· Consumers can ask for more information about clinical trials in different formats 
· The health service communicates with consumers in a way that is respectful and supports effective partnerships.
Why is it important?
Consumers play an important role in ensuring clinical trials are conducted at an acceptable standard. 
As consumers are the most affected by the success and failures of clinical trials, your feedback, complaints and experience can be used to improve the quality of clinical trial services. 
How can I be involved?
As a consumer, you can take an active role in providing feedback, complaints and compliments about your experiences in clinical trial participation.
You can also be involved by: 
· Advocating for, or representing other patients in focus groups and meetings to improve clinical trial participation
· Participating in the review of incidents or other serious adverse events relating to clinical trials
· Reviewing and commenting on reports on safety and quality in clinical trial operations
· Communicating with your health service about potential safety and quality risks in clinical trial services
· Sharing your experience through patient stories, information sessions, letters, pictures or presentations at meetings or training sessions for the workforce
· Participating in patient experience surveys
· Participating in the development and review of health information for consumers about clinical trials. 
Contact your health service for information on being a consumer representative.


Relevant resources
· Information for consumers
· The NSQHS Standards consumer fact sheets 
· Australian Charter of Healthcare Rights
· National Clinical Trials Governance Framework resources
· user guide for HSOs conducting clinical trials 
· introductory video 
· case studies 
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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