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Requirements for Bodies providing Audit and Certification of Healthcare Management Systems to the Core Standards for Safety and Quality in Healthcare
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Legend:
CB – Certification Body; C – Complies; O – Observation; N – Nonconformity; A – Assess at audit; 
F – Further information required; N/A – Not applicable.

Note: 
Applicants that DO NOT hold accreditation to ISO/IEC 17021 are required to also complete Form AUD 107 – ISO/IEC 17021 Checklist.

	Clause
	Requirement
	Comments 

Manual and/or Procedures reference
	Finding

	2
	References
	
	

	
	Does the CB’s personnel have ready access to these references?
	
	

	3
	Terms and definitions
	
	

	J.3.4
	Does the CB’s management system use, call up or refer to these program specific terms and definitions?
	
	

	8
	Information requirements
	
	

	8.2
	Certification documents
	
	

	J.8.2.3
	Do certification documents issued to healthcare facilities include a reference to the Core Standards for Safety and Quality in Healthcare?  For example, the management system has been found to conform to the “Core Standards for Safety and Quality in Healthcare” or, to “ISO 9001:2000 incorporating the Core Standards for Safety and Quality in Healthcare”.
	
	

	9
	Process requirements
	
	

	9.1
	General requirements
	
	

	J.9.1.2.1
	Where the scope of the application includes ISO 9001:2000 incorporating the Core Standards for Safety and Quality in Healthcare, does the CB ensure that the audit has given full consideration to the guidance contained in AS HB90.8-2000, Healthcare Services – Guide to ISO 9001:2000?
	
	


	Clause
	Requirement
	Comments 

Manual and/or Procedures reference
	Finding

	J.9.1.2.2
	Does each audit adequately cover all shifts to the extent required to determine whether the findings and recommendations in the report are appropriate in the context of the hours of operation?
	
	

	J.9.1.3.1
	If the audit team is one person, does that person satisfy all of the requirements of ISO/IEC 17021, clause 9.1.3 and the related criteria in this procedure?
	
	

	J.9.1.3.2
	Does the CB retain records to demonstrate that for every onsite audit, at least one member satisfies the leader auditor requirements?  
	
	

	
	Do these records also demonstrate that all auditors (including the team leader) have current knowledge of:
	
	

	a)
	the issues for consumers of the healthcare service including the concepts of patient rights, dignity, privacy and confidentiality?
	
	

	b)
	management practices and quality systems in the relevant healthcare setting?
	
	

	J.9.1.3.3
	Are there team members with appropriate technical expertise directly involved in auditing all of the Core Standards?  
	
	

	
	Is the CB able to demonstrate that the employment experience of such team members has been in a clinical role in a relevant healthcare setting and is sufficient to ensure understanding of how the Core Standards should be applied in the relevant healthcare setting?
	
	

	J.9.1.3.4
	Is the CB able to demonstrate that it has verified the scope of the technical areas to be covered by each audit team member and confirmed that the audit team has sufficient competence to evaluate the application of the Core Standards in the relevant healthcare setting?
	
	

	J.9.1.10
	Do all audit reports include:
	
	

	a)
	A description of the audit trail and evidence used to verify compliance with the Core Standards?
	
	

	b)
	Positive findings and opportunities for improvement?
	
	

	c)
	Recommendations regarding the granting, maintaining, extending, reducing, suspending or withdrawing of certification?
	
	

	9.2
	Initial audit and certification
	
	

	9.2.5
	Information for granting initial certification
	
	

	J.9.2.5.2
	Does the CB maintain records of an independent technical review of every audit report by a person satisfying clause J.9.1.3.3?
	
	

	9.3
	Surveillance activities
	
	

	9.3.2
	Surveillance audit 
	
	

	J.9.3.2.1
	Does the surveillance audit include:
	
	

	a)
	Changes to the organisation?
	
	

	b)
	Changes to the documented system?
	
	

	c)
	Awareness of and appropriate responses to changes in legislative requirements or recognised industry practices?
	
	

	d)
	A balanced sample of the Core Standards sufficient to ensure that all Core Standards are covered over a two year period?
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