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Legend:
CB – RTAC Certification Body; RTAC – Reproductive Technology Accreditation Committee
O – Observation; C – Complies; N – Nonconformity; A – Assess at audit; F – Further information required; N/A – Not applicable.
	Clause
	Requirement
	Comments 
	Finding

	PART 1
	GENERAL INFORMATION FOR ART UNITS AND CERTIFICATION BODIES
	
	

	1
	References
	
	

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

	2
	Definitions
	
	

	
	Does the CB employ these definitions in the context of the RTAC Scheme? 
	
	

	4
	Background
	
	

	
	Does the CB’s personnel understand the purpose of the RTAC CoP?
	
	

	4.6
	Is the CB accredited by JAS-ANZ with a scope of accreditation that includes the RTAC CoP and the RTAC Management Manual?
	
	

	4.7
	Is the CB accredited by JAS-ANZ with a scope of accreditation that includes ISO/IEC Guide 65 and the IAF Guidance GD5:2006, in particular Annex 1?
	
	

	5
	Scope
	
	

	
	Does the CB ensure that their personnel provide the services in accordance with the requirements and procedures for the certification of ART units against the RTAC CoP?
	
	


	6
	Appeals, complaints and disputes
	
	

	6.1
	Does the CBs complaints procedure and identification of nonconformities and corrective action, facilitate registration and review of complaints and disputes?
	
	

	
	Should the ART unit find it appropriate to appeal a decision, does the CB also provide an appeals process?
	
	

	PART 2
	SPECIFIC GUIDANCE TO ISO/IEC GUIDE 65 FOR THIRD-PARTY CERTIFICATION BODIES
	
	

	9
	Application of ISO/IEC Guide 65 and IAF GD5
	
	

	9.1
	For the purposes of this Scheme, does the CB comply with all of the requirements of ISO/IEC Guide 65 and the IAF Guidance GD5 (GD5), to the extent that where there are additional requirements identified in this Scheme, the requirements in this Scheme take precedence?
	
	

	9.2
	The clause numbers from ISO/IEC Guide 65 have been added to the following clauses of the RTAC Scheme to facilitate cross-referencing, noting that this Scheme shall be read in conjunction with ISO/IEC Guide 65 and GD5.
	
	

	10
	General Provisions (GD65, Clause 4.1.3)
	
	

	10.1
	If an explanation is required for the consistent application of this Scheme or reference standards, does the CB confirm that such explanatory requirements are acceptable and have been approved and published by the RTAC TC?
	
	

	11
	Conditions and Procedures for Granting, Maintaining, Extending, Suspending and Withdrawing Certification (G65, Clause 4.6)
	
	

	11.1
	Before granting certification, does the CB ensure that the ART unit until has provided sufficient evidence to demonstrate that the arrangements for internal audit have been implemented, are effective and are being maintained.
	
	

	
	Does the CB confirm that one complete internal audit and review program covering all processes of the ART management system has been conducted?
	
	

	12
	Records (G65, Clause 4.9)
	
	

	12.1
	Does the CB maintain copies of certification records for at least the current JAS-ANZ accreditation cycle plus the immediately previous JAS-ANZ accreditation cycle where applicable?
	
	

	12.2
	Does the CB ensure that patient names are not communicated with patient information outside of the ART unit, except where subject to written and specific patient consent?
	
	

	12.3
	Does the CB comply with the Privacy Legislation that requires the RETURN or DISPOSAL of any patient information supplied by the ART unit, or any personal staff information, such as training and competency records?
	
	

	13
	Certification Body Personnel (G65, Clause 5)
	
	

	13.1
	Does the CB ensure that their personnel are competent for the functions they perform. 
	
	

	
	Do the following requirements also apply:
	
	

	a)
	Does the CB retain records to demonstrate that for every on-site audit, all auditors satisfy the auditor requirements of ISO 19011 and at least one member satisfies the audit team leader requirements and is assigned as the audit team leader?
	
	

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

	1.
	the issues for consumers of healthcare services including the concepts of patient rights, dignity, privacy and confidentiality; and
	
	

	2.
	management practices and quality systems in a healthcare setting?
	
	

	b)
	Are team members with appropriate technical expertise directly involved in auditing the clinical elements of the CoP?
	
	

	
	To gain sufficient technical expertise, have such team members been employed in a senior clinical role (including medical, nursing, counselling or scientific) in a relevant healthcare setting?
	
	

	
	Is CB able to demonstrate that the employment experience is sufficient to ensure an appropriate understanding of how the CoP should be applied by the ART organization?
	
	

	c)
	The Assessment Team May Be One Person, Providing That Person Satisfies All Of The Requirements Of This Clause.
	
	

	13.2
	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 collective knowledge and experience to evaluate the application of the CoP by the ART organization?
	
	

	14
	Application for Certification (G65, Clause 8)
	
	

	14.1
	Does the CB cofirm that applications have been submitted in accordance with the documentary requirements detailed in Supplement 1?
	
	

	14.2
	Does the CB verify that the application has identified the proposed scope of certification including any specific treatments e.g. IVF, Donor Insemination (DI), IUI etc.?
	
	

	14.3
	Does the CB ensure that applications for transfer of certification are treated in accordance with Annex A?
	
	

	14.4
	Does the CB require the ART organisation to notify them and RTAC of any changes to key personnel?
	
	

	15
	Preparation for Evaluation (G65, Clause 9)
	
	

	15.1
	Does the CB submit audit plans to the organisation prior to conducting the audit.
	
	

	
	Do the audit plans include the name(s) of the audit team members, and provide sufficient notice for the organisation to appeal against the appointment of any particular auditors or technical experts if required?
	
	

	15.2
	Does the CB seek the organisation’s agreement to the audit plans prior to conducting the audit?
	
	

	16
	Evaluation – Primary Audit (G65, Clause 10)
	
	

	16.1
	Does the initial audit of the organisation under the CoP (version 2008) include the critical criteria and all sections of best practice criteria as applicable within each ART unit?
	
	

	16.2
	Does the CB conduct a primary audit of newly established ART units in order to grant an RTAC licence prior to first gamete collection for therapeutic service?
	
	

	16.3
	Does the CB convey the findings and any recommendations to the organisation.  
	
	

	
	Does the CB confirm that the organisation responds to the findings, where applicable, within a required timeframe based on risk as negotiated below:
	
	

	a)
	Critical Criteria – corrective action within a timeframe negotiated with the CB based on risk, up to a maximum of 30 days; evidence of compliance is required.
	
	

	b)
	Good Practice Criteria – corrective action within a timeframe negotiated with the CB based on risk, up to a maximum of 30 days; evidence of compliance, or a written action plan for correction to be reviewed at next audit, is required.
	
	

	16.4
	Does the CB verify that any non-conformance to a high risk activity (Critical Criteria) has been corrected or addressed immediately?  
	
	

	
	Does this include, but is not limited to:
	
	

	a)
	Patient safety 
	
	

	b)
	Patient identification
	
	

	c)
	Traceability?
	
	

	17
	Evaluation – Surveillance (G65, Clause 13)
	
	

	17.1
	Does the CB carry out a surveillance audit of the organisation and all ART units at least once in each 12 month period? 
	
	

	17.2
	Does the scope of these audits as applicable to each ART unit cover:
	
	

	a)
	all of the Critical Criteria; plus
	
	

	b)
	a minimum of one-third of the Good Practice Criteria such that all of the Good Practice criteria are covered at each unit during surveillance over each three year period?
	
	

	17.3
	Does the CB then convey the findings and any recommendations to the ART unit?
	
	

	
	Does the CB confirm that the organisation responds to the findings, where applicable, within a required timeframe based on risk as negotiated below:
	
	

	a)
	Critical Criteria – corrective action within a timeframe negotiated with the CB based on risk, up to a maximum of 30 days.

In this event is evidence of compliance supplied?
	
	

	b)
	Good Practice Criteria – corrective action within a timeframe negotiated with the CB based on risk, up to a maximum of 30 days.

Is evidence of compliance or a written action plan for correction to be reviewed at next audit provided?
	
	

	17.4
	Does the CB verify that any non-conformance to a high risk activity (Critical Criteria) has been corrected or addressed immediately?  
	
	

	
	Does this include, but is not limited to:
	
	

	a)
	Patient safety 
	
	

	b)
	Patient identification
	
	

	c)
	Traceability 
	
	

	18
	Evaluation Report (G65, Clause 11)
	
	

	18.1
	On completion of a surveillance visit, does the CB, within 10 business days, provide a written report and recommendation(s) regarding the continuation of certification, and submit this report to RTAC for the purposes of considering the continuation of the RTAC Licence?
	
	

	
	Does the report include all non-compliance issues and the corrective actions undertaken?
	
	

	19
	Decision on Certification (G65, Clause 12)
	
	

	19.1
	Does the CB’S personnel, which may be an individual, which takes the decision to grant, maintain, extend, suspend or withdraw certification, incorporate a level of competence sufficient to satisfy the lead auditor and associated competencies detailed at item 13.1 above?
	
	

	19.2
	When the CB has made a certification decision, does it provide a written report and recommendation(s) to RTAC within 10 business days, regarding the granting of an RTAC licence?
	
	

	20
	Use of licences, certificates and marks (G65, Clause 14)
	
	

	20.1
	Any CB or any ART organisation that has been awarded an RTAC licence may use the FSA mark as defined in the Rules Governing the use of the Trademark. A copy is available from the FSA Secretariat.
	
	

	20.2
	Does the CB clearly understand and conform to its responsibilities as described in this Clause 20.2 of the RTAC Scheme?
	
	

	
	Does the CB clearly understand the RTAC’s responsibilities as described in this Clause 20.2 of the RTAC Scheme?
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