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for accrediting agencies
National Clinical Trials Governance Framework –
Sampling for clinical trials accreditation assessment
Purpose
This factsheet describes the sampling methodology to be used by accrediting agencies when sampling clinical trials at accreditation assessment.
Background
In February 2022, all jurisdictions agreed to implement the National Clinical Trials Governance Framework (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. Implementation commences in early 2023, in alignment with assessment of health service organisations to the NSQHS Standards. 
Issue
In accordance with the Policy – Approval under the Australian Health Service Safety and Quality Accreditation (AHSSQA) Scheme to conduct assessments (Appendix 5), sampling of clinical trials operated by a health service organisation is required for all hospitals and day procedure services to be assessed against the actions in the Governance Framework.
To ensure consistency, the Australian Commission on Safety and Quality in Health Care (the Commission) has developed a sampling methodology, to be applied by all accrediting agencies, to health service organisations conducting clinical trials.


Instructions for sampling
· For a health service organisation with up to 100 clinical trials that are to be assessed, the following calculation will be used:
· Five clinical trials plus one quarter of all remaining clinical trials are to be assessed, (rounded up to the nearest whole number)
· For health services with more than 100 clinical trials that are to be assessed, sampling will be capped at 30 trials.
Key information required for sampling:
· Department or specialisation (for example, neurology, oncology, endocrinology)
· Clinical trial name 
· Clinical trial phase (I, II, III, IV)
· Sponsor type (for example, commercial, university, hospital) and sponsor name
· Principal investigator (name and position)
· Number of staff allocated to the trial — this includes the names of people from contributing departments
· Number of patients in the trial
· Number of Aboriginal and Torres Strait Islander and linguistically diverse patients in the trial.
The sample is based on the clinical department or area of specialisation conducting the trial; the phase of trial; sponsor type; and number of recruited trial participants, to ensure representation of the clinical trials conducted by the health service organisation.
Rules
The following rules will apply when selecting the assessment sites:
1. The corporate or main site is always to be assessed
2. For the first assessment cycle, clinical trials will be sampled, ensuring a representative sample of the service is assessed
3. For the second and subsequent assessments
· seventy-five percent of clinical trials assessed are to be selected based on a risk assessment by the accrediting agency. That is, the risk assessment will take into consideration factors including (but not limited to) previous assessment results, information provided in a gap analysis such as incidents and complaints, information from external reports, information gained in discussions with the health service organisation 
· the risk assessment will align with advisory AS18/13
· the remaining 25 percent of clinical trials assessed are to be selected at random, ensuring a representative sample of the service is assessed 
4. Accrediting agencies are to notify the health service organisation of sampled clinical trials just prior to or at the commencement of the assessment, and for rural or regional sites no more than six weeks in advance
5. Sampled clinical trials are to be selected by the accrediting agency, without taking into consideration the views of the health service organisation
6. Organisations seeking exemption from this sampling methodology are to make a submission in writing (which can be in the form of an email), to the Commission via their approved accrediting agency. The Commission will, in collaboration with regulators make a determination on these applications.
Example of sampling methodology calculation 
	Number of clinical trials operated by the health service organisation
	Example
X = Total number of clinical trials
Y = Number of clinical trials to be assessed

	Up to 100
	Y = 5 + [ (X–5) × 0.25 ]
Where:
X = Y	when X = 1–5
X = 10	Y = 6
X = 50	Y = 16
X = 100	Y = 29

	More than 100
	X = 101	Y = 30
X = 300	Y = 30


Relevant resources
· National Clinical Trials Governance Framework and User Guide for Health Service Organisations
· National Clinical Trials Governance Framework Pilot Report – Executive Summary
· AS18/13: Sampling for accreditation assessment
· Policy – Approval under the Australian Health Service Safety and Quality Accreditation (AHSSQA) Scheme to conduct assessments


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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