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Requirements for Bodies providing Audits under the Health and Disability Services (Safety) Act 2001.
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Legend:
CB – Certification Body; DAA – Designated Audit Agency, 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

	5
	General Requirements
	
	

	A.5.1
	Do procedures ensure that prior to each audit the DAA audit team completes a freedom of conflict of interest form.
	
	

	7
	Resource Requirements
	
	

	A.7.1
	Does the DAA review the performance of auditors/TE annually and are records of these reviews maintained?
	
	

	A7.2
	Do DAA audit teams include:

· a registered practitioner with a current annual practising certificate and expert knowledge in the particular areas being audited, and   

· technical/clinical experience as outlined as per the DAA Handbook
	
	

	A.7.3
	Does the DAA have procedures in place for determining the ongoing competency of auditors and technical experts relevant to the health discipline being audited as well as audit practice.
	
	

	A.7.4
	Are Technical Experts/auditors competent to make an informed opinion on the appropriateness of the services being offered to the service users.
	
	

	A.7.5
	Are Technical Experts/auditors able to identify trends in relation to service delivery across the organisation?

	
	

	8
	Information Requirements
	
	

	A.8.1
	Does the DAA have procedures in place to confirm that service providers have obtained informed consent from service users to participate in the audit process including file reviews and interviews? 

Do the DAA procedures recognise that participation by service users in the audit is at all times voluntary?
	
	

	A.8.2
	Does the DAA ensure that all service user information will be treated in accordance with the Health Information Privacy Code 1994?
	
	

	9
	Process requirements
	
	

	9.1
	Audits
	
	

	A.9.1.1
	Does the DAA audit process ensure that each element of the NZS 8134.1:2008 (Health and Disability Services (Core) standards 2008) is audited as per the DAA Handbook?
	
	

	A.9.1.2
	Are audit durations determined as per IAF MD5 and that at least 50% of the onsite audit time is spent observing practices within the facility?
	
	

	A.9.1.3
	Does the DAA sampling methodology include  
stratified sampling in accordance with the DAA Handbook?
	
	

	
	Does the DAA sampling methodology ensure that the square root rule is used for the determination of service user interviews?
	
	

	
	Is the sample size widened where nonconformities are raised?
	
	

	
	That a minimum of 10% of the sampled files is reviewed undertaking tracer methodology?
	
	

	A.9.1.4
	Does the DAA sampling methodology ensure that there is a minimum requirement to interview 10 percent of persons receiving care?
	
	

	
	Does the DAA sampling methodology ensure that staff are selected for interview as per the square root rule and that the sample of staff is taken from across all shifts?
	
	

	A.9.1.5
	Does the DAA allow focus group to be used?
Are focus groups used in conjunction with individual interviews?

Are service employees allowed to attend focus groups? 
	
	

	A.9.1.6
	Does the DAA have processes in place to assess the appropriateness of the records relating to the service user and their abilities?  

Does this require matching care plans to observation and/or interview of service users and use of relevant current assessment tools?
	
	

	A.9.1.7
	Do procedures clearly specify how the DAA determines the correct attainment and risk ratings achieved by the service user?   
	
	

	A.9.1.8
	Does the DAA carry out a two stage audit process as per ISO/IEC 17021 for recertification audits
	
	

	A.9.1.9
	Are transfers of service providers between DAA’s managed as per IAF MD 2:2007?
	
	

	9.2
	Reporting
	
	

	A.9.2.1
	Does audit reports clearly specify objective evidence to support the awarded attainment.  
	
	

	
	Are audit reports require to clearly differentiate evidence for each clinical area?

	
	

	A.9.2.2
	Does the DAA have procedures in place to comply with the requirements of the MOH for submission of audit reports as outlined in the DAA Handbook
	
	

	
	Has the DAA documented it processes for the reporting to the MOH within 24 hours of any services where the level of risk is assessed as critical according to the matrix in the standards.  

Does this include what to do if the initial report is verbal?


	
	

	9.3
	Certification
	
	

	A.9.3.2
	Are surveillance audits carried out as per the DAA Handbook?
	
	

	
	Are annual self declarations reviewed as par of the DAA’s surveillance programme?
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