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Clinical Governance
(Clinical Trials)

This standard aims to implement governance for clinical trial services that ensure patients and consumers receive safe and high-quality clinical trial services.

	
	
	



Accreditation Checklist
	Being prepared for accreditation survey against the Clinical Trials Governance Framework means that:

	
	You comply with the Code of Conduct and support our commitment to high quality clinical trials, 

	
	You know how to find policies and procedures on Prompt, METIS, MCRI Policy Library and local SOPs.

	
	You know where to find information about Governance of Clinical Trials (Research Hub).

	
	You have a clear understanding of your role and responsibility and delegation processes.

	
	You are up to date with all mandatory training and Good Clinical Practice (GCP) training.

	
	You can speak to the process for Research Ethics and Governance processes (including DERP).

	
	You have a clear understanding of documenting patient records and patient privacy.

	
	You know when and how to report adverse events and clinical incidents.

	
	You are aware of the process for auditing clinical trials and understand your role in supporting them.

	
	You know how to assist a participant who want to provide RCH feedback (complaint), MCRI Feedback, or direct to Research Ethics and Governance Office

	
	You know how to learn about information related to clinical trial processes (Contact or check websites of MCTC, CRDO and REG, discuss with RCH Research Lead, attend CRDO Need to Know, CRDO/REG newsletters).

	
	You know how and feel confident to escalate concerns and report risks to patient care or service delivery

	
	You now how to access PPE and when it is required. You know how to access information about handling hazardous materials.

	
	You know how to activate and respond to an emergency situation and/or evacuation (i.e. Code Grey).

	
	You are aware and involved in quality improvement activities related to your work.


At survey, you may be asked questions such as:
· What mandatory training do you undertake and are you up to date?
· Where is participant information stored and how is it confidentiality maintained?
· How do Principal Investigators/Sponsor-Investigators demonstrate oversight of a clinical trial? 
· How are deviations from the protocol/GCP tracked and managed? 
· How do you report a serious adverse event (SAE) and other adverse events? 
· How do you manage feedback (compliments and complaints) from participants? 
· What is the process for submitting progress reports to the ethics Committee and governance bodies? 
· How do you report a hazard you have identified, such as a spill on the floor, which may cause someone to fall?
· How would you escalate an emergency?
· What quality improvement projects have you undertaken in your area in the past 12 months?

	To provide best care…

	I communicate with patients and their families and am sensitive to their needs and preferences.

	I am an active team player and look for ways to do things better.

	I am competent in what I do and motivated to provide the best care and services possible.

	I keep patients safe from harm.
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