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FM 003 – PEER EVALUATION CHECKLIST  
 FORMCHECKBOX 
 PRE EVALUATION   FORMCHECKBOX 
 INITIAL EVALUATION
 FORMCHECKBOX 
 EVALUATION FOR EXTENSION

 FORMCHECKBOX 
 RE-EVALUATION
EVALUATION SCOPE
 FORMCHECKBOX 
  Accreditation of Calibration Laboratories
 FORMCHECKBOX 
  Accreditation of Testing Laboratories

 FORMCHECKBOX 
  ISO/IEC 17025

 FORMCHECKBOX 
  ISO 15189

 FORMCHECKBOX 
  Accreditation of Proficiency Testing Providers

 FORMCHECKBOX 
  Accreditation of Inspection Bodies
 FORMCHECKBOX 
  Accreditation of Management Systems Certification Bodies 

 FORMCHECKBOX 
  QMS 
 FORMCHECKBOX 
  EMS
  FORMCHECKBOX 
  FSMS
  FORMCHECKBOX 
  ISMS   FORMCHECKBOX 
  EnMS 
 FORMCHECKBOX 
  Accreditation of Product Certification Bodies 
 FORMCHECKBOX 
  Accreditation of bodies operating Certification of Persons  

Evaluator Team Leader: __________________________________________________________________________
Evaluator Team Members: ________________________________________________________________________
Date: __________________________________________________________________________________________
NOTE 1: This checklist must be filled initially by the accreditation body in Word format. For an initial evaluation and extensions, the check list must be submitted with the application for recognition. For reevaluations the check list must be sent to the evaluator team with the documents for the evaluation. For each requirement the accreditation body must indicate the documents that apply in the column “Documents of AB”.
NOTE 2: The evaluator team must use this list for the documents review. The evaluator team must complete the column “Notes of ARAC evaluator team for consideration by the AB”, which must include questions about points at which the documentation is unclear, or points on which the documentation does not seem to be in compliance with the requirements.
NOTE 3: ARAC, ILAC and IAF document that to contain requirements for the ARAC MLA are identified and available on the ARAC website in the Mandatory Documents page (MD).
	Requirement (Clauses refer to ISO/IEC 17011, except where otherwise specified.)
	AB’s Documents 
	Notes from ARAC Evaluator Team for consideration by the AB

	4. ACCREDITATION BODY

	4.1 Legal responsibility

	4.1.1 The accreditation body shall be a registered legal entity.

NOTE: Governmental accreditation bodies are deemed to be legal entities on the basis of their governmental status. Where the governmental accreditation body is part of a larger governmental entity, the government is responsible for identifying the accreditation body in a way that no conflict of interest with governmental CABs occur. This accreditation body is deemed to be the "registered legal entity" in the context of this International Standard.
	
	

	IAF/ILAC A5 M.4.1.1 Accreditation bodies that are part of government, or are government departments, shall have their status and structure formally documented by government, e.g. Act of Parliament, legislation, administrative act, Memorandum of Understanding or other written statement by an appropriate authority within government, as determined by the government.
	
	

	IAF/ILAC A5 M.4.1.2 In the case where the accreditation body is a separate legal entity within or owned by a larger body, the other parts (the other legal entities) of the larger body are related bodies and therefore provisions of clause 4.3.7 shall apply to the other entities. In the case where the accreditation body is the same legal entity as the larger body, the provisions of clause 4.3.6 shall apply to the entire body.

Note: An accreditation body that is part of a larger body may operate under a different name and be recognized nationally and by the MLA/MRA group under that name.
	
	

	4.2 Structure

	4.2.1 The structure and operation of an accreditation body shall be such as to give confidence in its accreditations.
	
	

	4.2.2 The accreditation body shall have authority and shall be responsible for its decisions relating to accreditation, including the granting, maintaining, extending, reducing, suspending and withdrawing of accreditation.
	
	

	IAF/ILAC A5 M.4.2.2.1 Accreditation decisions shall not be subject to approval by any other organization or person.
	
	

	4.2.3 The accreditation body shall have a description of its legal status, including the names of its owners if applicable, and, if different, the names of the persons who control it.
	
	

	4.2.4 The accreditation body shall document the duties, responsibilities and authorities of top management and other personnel associated with the accreditation body who could affect the quality of the accreditation.
	
	

	4.2.5 The accreditation body shall identify the top management having overall authority and responsibility for each of the following:
	
	

	a) development of policies relating to the operation of the accreditation body;
	
	

	b) supervision of the implementation of the policies and procedures;
	
	

	c) supervision of the finances of the accreditation body;
	
	

	d) decisions on accreditation;
	
	

	e) contractual arrangements;
	
	

	f) delegation of authority to committees or individuals, as required, to undertake defined activities on behalf of top management.
	
	

	4.2.6 The accreditation body shall have access to necessary expertise for advising the accreditation body on matters directly relating to accreditation.

NOTE: Access to the necessary expertise may be obtained through one or more advisory committees (either ad-hoc or permanent), each responsible within its scope.
	
	

	4.2.7 The accreditation body shall have formal rules for the appointment, terms of reference and operation of committees that are involved in the accreditation process, and shall identify the parties participating.
	
	

	4.2.8 The accreditation body shall document its entire structure, showing lines of authority and responsibility.
	
	

	4.3 Impartiality

	4.3.1 The accreditation body shall be organized and operated so as to safeguard the objectivity and impartiality of its activities.
	
	

	4.3.2 For safeguarding impartiality and for developing and maintaining the principles and major policies of operation of its accreditation system, the accreditation body shall have documented and implemented a structure to provide opportunity for effective involvement by interested parties. The accreditation body shall ensure a balanced representation of interested parties with no single party predominating.
	
	

	IAF MD 8, MD 4.3.2 Interested parties may include manufacturers or manufacturer associations, CABs, non-governmental organizations (NGOs), Regulatory Authorities or other organizations and users.
	
	

	4.3.3 The accreditation body’s policies and procedures shall be non-discriminatory and shall be administered in a non-discriminatory way. The accreditation body shall make its services accessible to all applicants whose requests for accreditation fall within the activities (see 4.6.1) and the limitations as defined within its policies and rules. Access shall not be conditional upon the size of the applicant CAB or membership of any association or group, nor shall accreditation be conditional upon the number of CABs already accredited.
	
	

	 4.3.4 All accreditation body personnel and committees that could influence the accreditation process shall act objectively and shall be free from any undue commercial, financial and other pressures that could compromise impartiality.
	
	

	4.3.5 The accreditation body shall ensure that each decision on accreditation is taken by competent person(s) or committee(s) different from those who carried out the assessment.
	
	

	4.3.6 The accreditation body shall not offer or provide any service that affects its impartiality, such as:
	
	

	a) those conformity assessment services that CABs perform, or
	
	

	b) consultancy.

The accreditation body’s activities shall not be presented as linked with consultancy. Nothing shall be said or implied that would suggest that accreditation would be simpler, easier, faster or less expensive if any specified person(s) or consultancy were used.
	
	

	IAF/ILAC A5 M.4.3.6.1 Consultancy services (refer clause 3.11 of ISO/IEC 17011) and conformity assessment services that CABs perform (as defined in clause 1 of ISO/IEC 17011) are considered services that can affect impartiality and shall not be offered nor provided by accreditation bodies (irrespective of whether the accreditation body accredits or does not accredit the conformity assessment service).

Note: Accreditation bodies may carry out, for example, the following duties that are not considered a threat to impartiality:

(a) Arranging and participating as a lecturer in training, orientation or educational courses, provided that these courses confine themselves to the provision of generic information that is freely available in the public domain, i.e. they should not provide specific solutions to a CAB in

relation to the activities of that organization;

(b) Adding value during assessments and surveillance visits, e.g. by identifying opportunities for improvement, as they become evident, during the assessment without recommending specific solutions.
	
	

	ILAC P13 - Application of ISO/IEC 17011 for the Accreditation of Proficiency Testing Providers
	
	

	4.3.7 The accreditation body shall ensure that the activities of its related bodies do not compromise the confidentiality, objectivity and impartiality of its accreditations. A related body may, however, offer consultancy or provide those conformity assessment services the accreditation body accredits, subject to the related body having (with respect to the accreditation body):
	
	

	IAF/ILAC A5 M.4.3.7.1 If the accreditation body and a CAB are both part of the same parent organization (including government) and are separate legal entities (see IAF/ILAC A5 M.4.1.2 above), the CAB is a related body to the accreditation body and the two bodies shall not directly report to a person or group

having operational responsibility for both bodies [clause 4.3.7 a)].

The accreditation body shall be able to demonstrate, through its documented analysis of the relationship with its related bodies and with its specific implementation of procedures that the CAB receives no advantage, and the accreditation body’s impartiality is ensured at all times.
	
	

	a) different top management for the activities described in 4.2.5,
	
	

	b) personnel different from those involved in the decision-making processes of accreditation,
	
	

	c) no possibility to influence the outcome of an assessment for accreditation, and
	
	

	d) distinctly different name, logos and symbols.

The accreditation body, with the participation of the interested parties as described in 4.3.2, shall identify, analyse and document the relationships with related bodies to determine the potential for conflict of interest, whether they arise from within the accreditation body or from the activities of the related bodies. Where conflicts are identified, appropriate action shall be taken.

NOTE 1: A related body is a separate legal entity that is linked by common ownership or contractual arrangements to the accreditation body as described in 4.1.

NOTE 2: A separate part of the government, outside the governmental accreditation body as described in 4.1, is considered as a related body.
	
	

	4.4 Confidentiality

	The accreditation body shall have adequate arrangements to safeguard the confidentiality of the information obtained in the process of its accreditation activities at all levels of the accreditation body, including committees and external bodies or individuals acting on its behalf. The accreditation body shall not disclose confidential information about a particular CAB outside the accreditation body without written consent of the CAB, except where the law requires such information to be disclosed without such consent.
	
	

	4.5 Liability and financing

	4.5.1 The accreditation body shall have arrangements to cover liabilities arising from its activities.
	
	

	4.5.2 The accreditation body shall have the financial resources, demonstrated by records and/or documents, required for the operation of its activities. The accreditation body shall have a description of its source(q) of income.
	
	

	4.6 Accreditation activity

	4.6.1 The accreditation body shall clearly describe its accreditation activities, referring to the relevant International Standards, Guides or other normative documents.
	
	

	4.6.2 The accreditation body may adopt application or guidance documents and/or participate in the development of them. The accreditation body shall ensure that such documents have been formulated by committees or persons possessing the necessary competence and, where appropriate, with participation of interested parties. Where international application or guidance documents are available, these should be used.
	
	

	4.6.3 The accreditation body shall establish procedures for extending its activities and to react to demands of interested parties. Possible elements to be included in the procedures are:
	
	

	a) analysis of its present competence, suitability of extension, resources, etc. in the new field,
	
	

	b) accessing and employing expertise from other external sources,
	
	

	c) evaluating the need for application or guidance documents,
	
	

	d) initial selection and training of assessors, and
	
	

	e) training accreditation body’s staff in the new field.
	
	

	5. Management

	5.1 General

	5.1.1 The accreditation body shall establish, implement and maintain a management system and continually improve its effectiveness in accordance with the requirements of this International Standard. Requirements for the management system that take into account the particular nature of accreditation bodies are defined in 5.2 to 5.9.
	
	

	5.1.2 Where this International Standard requires the accreditation body to have or establish procedures, this means that they shall be documented, implemented and maintained, and shall be based on formulated policies wherever suitable.
	
	

	5.2 Management system

	5.2.1 The accreditation body’s top management shall define and document policies and objectives, including a quality policy, for its activities, and it shall provide evidence of commitment to quality and to compliance with the requirements of this International Standard. The management shall ensure effective communication of the needs of interested parties. The management shall also ensure that the policies are understood, implemented and maintained at all levels of the accreditation body. The objectives should be measurable and shall be consistent with the accreditation body’s policies.

NOTE: Those accreditation bodies that are signatories to a mutual recognition arrangement may refer to the obligations of the mutual recognition arrangement in their policies.
	
	

	5.2.2 The accreditation body shall operate a management system appropriate to the type, range and volume of work performed. All applicable requirements of this International Standard shall be addressed either in a manual or in associated documents. The accreditation body shall ensure that the manual and relevant associated documents are accessible to its personnel and shall ensure effective implementation of the system’s procedures.
	
	

	5.2.3 The accreditation body's top management shall appoint a member of management who, irrespective of other responsibilities, shall have responsibility and authority that includes:
	
	

	a) ensuring that procedures needed for the management system are established, and
	
	

	b) reporting to top management on the performance of the management system and any need for

improvement.
	
	

	5.3 Document control

	The accreditation body shall establish procedures to control all documents (internal and external) that relate to its accreditation activities. The procedures shall define the controls needed
	
	

	a) to approve documents for adequacy prior to issue,
	
	

	b) to review and update as necessary and re-approve documents,
	
	

	c) to ensure that changes and the current revision status of documents are identified,
	
	

	d) to ensure that relevant versions of applicable documents are available to personnel, subcontractors, assessors and experts of the accreditation body and CABs at points of use,
	
	

	e) to ensure that documents remain legible and readily identifiable,
	
	

	f) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained for any purpose, and
	
	

	g) to safeguard, where relevant, the confidentiality of documents.
	
	

	5.4 Records

	5.4.1 The accreditation body shall establish procedures for identification, collection, indexing, accessing, filing, storage, maintenance and disposal of its records.
	
	

	5.4.2 The accreditation body shall establish procedures for retaining records for a period consistent with its contractual and legal obligations. Access to these records shall be consistent with the confidentiality arrangements.
	
	

	5.5 Nonconformities and corrective actions

	The accreditation body shall establish procedures for the identification and management of nonconformities in its own operations. The accreditation body shall also, where necessary, take actions to eliminate the causes of nonconformities in order to prevent recurrence. Corrective actions shall be appropriate to the impact of the problems encountered. The procedures shall cover the following:
	
	

	a) identifying nonconformities (e.g. from complaints and internal audits);
	
	

	b) determining the causes of nonconformity;
	
	

	c) correcting nonconformities;
	
	

	d) evaluating the need for actions to ensure that nonconformities do not recur;
	
	

	e) determining the actions needed and implementing them in a timely manner;
	
	

	f) recording the results of actions taken;
	
	

	g) reviewing the effectiveness of corrective actions.
	
	

	5.6 Preventive actions

	The accreditation body shall establish procedures to identify opportunities for improvement and to take preventive actions to eliminate the causes of potential nonconformities. The preventive actions taken shall be appropriate to the impact of the potential problems. The procedures for preventive actions shall define requirements for:
	
	

	a) identifying potential nonconformities and their causes,
	
	

	b) determining and implementing the preventive actions needed,
	
	

	c) recording results of actions taken, and
	
	

	d) reviewing the effectiveness of the preventive actions taken.
	
	

	5.7 Internal audits

	5.7.1 The accreditation body shall establish procedures for internal audits to verify that they conform to the requirements of this International Standard and that the management system is implemented and maintained.

NOTE: As an indication, ISO 19011 provides guidelines for conducting internal audits.
	
	

	5.7.2 Internal audits shall be performed normally at least once a year. The frequency of internal audits may be reduced if the accreditation body can demonstrate that its management system has been effectively implemented according to this International Standard and has proven stability. An audit programme shall be planned, taking into consideration the importance of the processes and areas to be audited, as well as the results of previous audits.
	
	

	5.7.3 The accreditation body shall ensure that:
	
	

	a) internal audits are conducted by qualified personnel knowledgeable in accreditation, auditing and the requirements of this International Standard,
	
	

	b) internal audits are conducted by personnel different from those who perform the activity to be audited,
	
	

	c) personnel responsible for the area audited are informed of the outcome of the audit,
	
	

	d) actions are taken in a timely and appropriate manner, and
	
	

	e) any opportunities for improvement are identified.
	
	

	5.8 Management reviews

	5.8.1 The accreditation body's top management shall establish procedures to review its management system at planned intervals to ensure its continuing adequacy and effectiveness in satisfying the relevant requirements, including this International Standard and the stated policies and objectives. These reviews should be conducted normally at least once a year.
	
	

	5.8.2 Inputs to management reviews shall include, where available, current performance and improvement opportunities related to the following:
	
	

	a) results of audits;
	
	

	b) results of peer evaluation where relevant;
	
	

	c) participation in international activities, where relevant;
	
	

	d) feedback from interested parties;
	
	

	e) new areas of accreditation;
	
	

	f) trends in nonconformities;
	
	

	g) status of preventive and corrective actions;
	
	

	h) follow-up actions from earlier management reviews;
	
	

	i) fulfilment of objectives;
	
	

	j) changes that could affect the management system;
	
	

	k) appeals;
	
	

	l) analysis of complaints.
	
	

	5.8.3 The outputs from the management review shall include actions related to:
	
	

	a) improvement of the management system and its processes,
	
	

	b) improvement of services and accreditation process in conformity with the relevant standards and expectations of interested parties,
	
	

	c) need for resources, and
	
	

	d) defining or redefining of policies, goals and objectives.
	
	

	IAF MD 8, MD 5.8.2 - Feedback from interested parties of clause 5.8.2 d) shall include any feedback received from Regulatory Authorities.
	
	

	5.9 Complaints

	The accreditation body shall establish procedures for dealing with complaints. The accreditation body
	
	

	a) shall decide on the validity of the complaint,
	
	

	b) shall, where appropriate, ensure that a complaint concerning an accredited CAB is first addressed by the CAB,
	
	

	c) shall take appropriate actions and assess their effectiveness,
	
	

	d) shall record all complaints and actions taken, and
	
	

	e) shall respond to the complainant.
	
	

	IAF/ILAC A5 M.5.9.1 The decisions in response to a complaint should be made by, or reviewed and approved by, individual(s) who are not directly involved in the matters that are the subject of the complaint.
	
	

	IAF/ILAC A5 M.5.9.2 The conclusions of the investigation of the complaint shall be communicated to the complainant subject to confidentiality requirements.
	
	

	6. Human resources

	6.1 Personnel associated with the accreditation body

	6.1.1 The accreditation body shall have a sufficient number of competent personnel (internal, external, temporary, or permanent, full time or part time) having the education, training, technical knowledge, skills and experience necessary for handling the type, range and volume of work performed.
	
	

	6.1.2 The accreditation body shall have access to a sufficient number of assessors, including lead assessors, and experts to cover all of its activities.
	
	

	6.1.3 The accreditation body shall make clear to each person concerned the extent and the limits of their duties, responsibilities and authorities.
	
	

	6.1.4 The accreditation body shall require all personnel to commit themselves formally by a signature or equivalent to comply with the rules defined by the accreditation body. The commitment shall consider aspects relating to confidentiality and to independence from commercial and other interests, and any existing or prior association with CABs to be assessed.
	
	

	6.2 Personnel involved in the accreditation process

	6.2.1 The accreditation body shall describe for each activity involved in the accreditation process:
	
	

	a) the qualifications, experience and competence required, and
	
	

	b) initial and ongoing training required.
	
	

	IAF MD 8, MD 6.2.1 - Normative Annex 2 specifies the type of knowledge and skills that the accreditation body shall define for specific functions. 
	
	

	IAF MD 13 shall be applied regarding the knowledge requirements for Accreditation Body personnel for Information Security Management Systems (ISO/IEC 27001)
	
	

	M 6.2.1 of the IAF MD 16 document shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	IAF MD 20:2016 “Generic Competence for AB Assessors: Application to ISO/IEC 17011” shall be applied regarding the knowledge requirements for Accreditation Body personnel for accrediting Certification Bodies  (taking into account the application date)
	
	

	6.2.2 The accreditation body shall establish procedures for selecting, training and formally approving assessors and experts used in the assessment process.
	
	

	6.2.3 The accreditation body shall identify the specific scopes in which each assessor and expert has demonstrated competence to assess.
	
	

	6.2.4 The accreditation body shall ensure that assessors and, where relevant, experts:
	
	

	a) are familiar with accreditation procedures, accreditation criteria and other relevant requirements,
	
	

	b) have undergone a relevant accreditation assessor training,
	
	

	c) have a thorough knowledge of the relevant assessment methods,
	
	

	d) are able to communicate effectively, both in writing and orally, in the required languages, and
	
	

	e) have appropriate personal attributes.
	
	

	NOTE: Guidance on personal attributes may be found in publications such as ISO 19011.
	
	

	IAF/ILAC A5 M.6.2.4.1 Additional competence for assessors/assessment teams for the certification of persons: 

•  Knowledge in the validation process for certification schemes of persons 

•  Knowledge regarding written, oral and practical examinations of persons  

•  Knowledge of the process for the re-certification of persons  
	
	

	6.3 Monitoring

	6.3.1 The accreditation body shall ensure the satisfactory performance of the assessment and the accreditation decision-making process by establishing procedures for monitoring the performance and competence of the personnel involved. In particular, the accreditation body shall review the performance and competence of its personnel in order to identify training needs.
	
	

	IAF/ILAC A5 M.6.3.1.1 Personnel to be monitored also includes experts involved in the assessment.
	
	

	6.3.2 The accreditation body shall conduct monitoring (e.g. by on-site observations, or by using other techniques such as review of assessment reports, feedback from CABs and peer monitoring of assessors) to evaluate an assessor’s performance and to recommend appropriate follow-up actions to improve performance. Each assessor shall be observed on-site regularly, normally every three years, unless there is sufficient supporting evidence that the assessor is continuing to perform competently.
	
	

	6.4 Personnel records

	6.4.1 The accreditation body shall maintain records of relevant qualifications, training, experience and competence of each person involved in the accreditation process. Records of training, experience and monitoring shall be kept up to date.
	
	

	6.4.2 The accreditation body shall maintain up-to-date records on assessors and experts consisting of at least the following:
	
	

	a) name and address;
	
	

	b) position held and for external assessors and experts, the position held in their own organization;
	
	

	c) educational qualifications and professional status;
	
	

	d) work experience;
	
	

	e) training in management systems, assessment and conformity assessment activities;
	
	

	f) competence for specific assessment tasks;
	
	

	g) experience in assessment and results of their regular monitoring.
	
	

	7. Accreditation process

	7.1 Accreditation criteria and information

	7.1.1 The general criteria for accreditation of CABs shall be those set out in the relevant normative documents such as International Standards and Guides for the operation of CABs.
	
	

	M 7.1.1 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	7.1.2 The accreditation body shall make publicly available, and update at adequate intervals, the following:
	
	

	a) detailed information about its assessment and accreditation processes, including arrangements for granting, maintaining, extending, reducing, suspending and withdrawing accreditation;
	
	

	b) a document or reference documents containing the requirements for accreditation, including technical requirements specific to each field of accreditation, where applicable;
	
	

	c) general information about the fees relating to the accreditation;
	
	

	d) a description of the rights and obligations of CABs;
	
	

	e) information on the accredited CABs as described in 8.2.1;
	
	

	f) information on procedures for lodging and handling complaints and appeals;
	
	

	g) information about the authority under which the accreditation programme operates;
	
	

	h) a description of its rights and duties;
	
	

	i) general information about the means by which it obtains financial support;
	
	

	j) information about its activities and stated limitations under which it operates;
	
	

	k) information about the related bodies as described in 4.3.7, if applicable.
	
	

	M 7.2.1 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	7.2 Application for accreditation

	7.2.1 The accreditation body shall require a duly authorized representative of the applicant CAB to make a formal application that includes the following:
	
	

	a) general features of the CAB, including corporate entity, name, addresses, legal status and human and technical resources;
	
	

	b) general information concerning the CAB such as its activities, its relationship in a larger corporate entity if any, and addresses of all its physical location(s) to be covered by the scope of accreditation;
	
	

	c) a clearly defined, requested, scope of accreditation;
	
	

	d) an agreement to fulfil the requirements for accreditation and the other obligations of the CAB, as described in 8.1.
	
	

	7.2.2 The accreditation body shall require the applicant CAB to provide at least the following information relevant to the accreditation prior to commencement of the assessment:
	
	

	a) a description of the conformity assessment services that the CAB undertakes, and a list of standards, methods or procedures for which the CAB seeks accreditation, including limits of capability where applicable;
	
	

	b) a copy (on paper or in electronic form) of the quality manual of the CAB, and relevant associated documents and records, such as information on participation in proficiency testing as described in 7.15, where applicable.
	
	

	7.2.3 The accreditation body shall review for adequacy the information supplied by the CAB.
	
	

	7.3 Resource review

	7.3.1 The accreditation body shall review its ability to carry out the assessment of the applicant CAB, in terms of its own policy, its competence and the availability of suitable assessors and experts.
	
	

	7.3.2 The review shall also include the ability of the accreditation body to carry out the initial assessment in a timely manner.
	
	

	7.4 Subcontracting the assessment

	7.4.1 The accreditation body shall normally undertake the assessment on which accreditation is based. The accreditation body shall not subcontract the decision-making. If the accreditation body subcontracts assessments, it shall have a policy describing the conditions under which subcontracting may take place. A properly documented agreement covering the arrangements, including confidentiality and conflict of interest, shall be drawn up.

NOTE: Contracting of external individual assessors and experts is not to be considered as subcontracting.
	
	

	7.4.2 The accreditation body
	
	

	a) shall take full responsibility for all subcontracted assessments and shall itself have competence in the decision-making,
	
	

	b) shall maintain its responsibility for granting, maintaining, extending, reducing, suspending or withdrawing accreditation,
	
	

	c) shall ensure that the body and its personnel involved in the assessment process, to which assessment has been subcontracted, are competent and comply with the applicable requirements of this International Standard and any provisions and guidelines given by the subcontracting accreditation body, and
	
	

	d) shall obtain the written consent of the CAB to use a particular subcontractor.
	
	

	7.4.3 The accreditation body shall list the subcontractors it uses for assessments and shall have means for assessing and monitoring their competence and for recording the results.
	
	

	7.5 Preparation for assessment

	7.5.1 Before the initial assessment, a preliminary visit may be conducted with the agreement of the CAB. This visit may result in identification of deficiencies in the system of the applicant CAB or its competencies. The accreditation body shall have clear rules and shall exercise due care to avoid consultancy during such activities.
	
	

	7.5.2 The accreditation body shall formally appoint an assessment team consisting of a lead assessor and, where required, a suitable number of assessors and/or experts for each specific scope. When selecting the assessment team, the accreditation body shall ensure that the expertise brought to each assignment is appropriate. In particular, the team as a whole
	
	

	a) shall have appropriate knowledge of the specific scope for which accreditation is sought, and
	
	

	b) shall have understanding sufficient to make a reliable assessment of the competence of the CAB to operate within its scope of accreditation.
	
	

	7.5.3 The accreditation body shall ensure that team members act in an impartial and non-discriminatory manner. In particular,
	
	

	a) assessment team members shall not have provided consultancy to the CAB which might compromise the accreditation process and decision, and
	
	

	b) in accordance with the provisions of 6.1.4, the assessment team members shall inform the accreditation body, prior to the assessment, about any existing, former or envisaged link or competitive position between themselves or their organization and the CAB to be assessed.
	
	

	7.5.4 The accreditation body shall inform the CAB of the names of the members of the assessment team and the organization they belong to, sufficiently in advance to allow the CAB to object to the appointment of any particular assessor or expert. The accreditation body shall have a policy for dealing with such objections.
	
	

	7.5.5 The accreditation body shall clearly define the assignment given to the assessment team. The task of the assessment team is to review the documents collected from the CAB and to conduct the on-site assessment.
	
	

	7.5.6 The accreditation body shall establish procedures for sampling (if applicable) where the scope of the CAB covers a variety of specific conformity assessment services. The procedures shall ensure that the assessment team witness a representative number of examples to ensure proper evaluation of the competence of the CAB.
	
	

	M 7.5.6.1 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.2 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.3 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.4 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.5 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.6 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.7 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.8 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.9 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.10 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	M 7.5.6.11 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	IAF MD 8, MD 7.5.6 - In the cases of initial assessment and reassessment, witnessing of audits shall include the higher risk class of the Technical Areas covered under the scope of accreditation. 

When developing a witnessing schedule, the accreditation body should consider, among other 

factors, the experience of the CAB e.g. recognized for one or more medical device regulatory 

scheme in an effort to rationalize the witnessing schedule.  Typical regulatory schemes are the 

European Medical Devices Directives:

-  Medical Device Directive (MDD) 

-  In -Vitro Diagnostic Devices Directive (IVD) 

-  Active Implantable Medical Devices Directive (AIMD) 

Other jurisdictions include: 

-  Canada – Health Canada, Canadian Medical Devices Conformity Assessment System (CMDCAS) 

-  Australia – Therapeutic Goods Administration, Therapeutic Goods Regulations 

Additionally other countries are adopting or considering adopting ISO 13485 into their Medical Device Regulations.
	
	

	IAF MD 17 document shall be applied for the witnessing activities for the accreditation of Management Systems Certification Bodies (taking into account the application date)
	
	

	7.5.7 For initial assessments, in addition to visiting the main or head office, visits shall be made to all other premises of the CAB from which one or more key activities are performed and which are covered by the scope of accreditation.
	
	

	NOTE: Key activities include: policy formulation, process and/or procedure development and, as appropriate, contract review, planning conformity assessments, review, approval and decision on the results of conformity assessments.
	
	

	IAF/ILAC A5 M.7.5.7.1  Inspection Body accreditation:

Inspection activities are normally performed on the premises of the client. The requirements of this paragraph refer to the premises of the inspection body and not necessarily to the premises where inspection activities take place. In inspection, the decisions on the result of the conformity assessment are often made by the inspector on-site and form part of the inspection itself. With reference to the Note on clause 7.5.7, it is not necessary to visit every inspection site where a decision on conformity is made.

Guidance to Note to clause 7.5.7:

In the inspection field, the Note to clause 7.5.7 should be understood as follows:

(i) Key activities include:

- policy formulation;

- process and/or procedure development;

- process of initial selection of inspectors and, as appropriate;

- contract review;

- planning conformity assessments;

- review and approval of conformity assessments.

(ii) When considering whether a premise is one where key activities are carried out, the accreditation body should consider issues which have an influence on the outcome of inspection. Some of these issues are outlined in Part 2 (nonmandatory) of this document.
	
	

	IAF/ILAC A5 M..5.7.1 With reference to M.7.5.7.1, issues for consideration as to whether a premise is one where key activities are carried out may include:

- Contract review separate from head office;

- Maintenance of records not kept al head office;

- Maintenance of management system documentation not kept al head office;

- Maintenance and calibration of specific equipment kept separate from head office.
	
	

	IAF/ILAC A5 M.7.5.7.2 Product Certification Body accreditation:

In the product certification field, the Note to clause 7.5.7 should be understood as follows:

Key activities include:

- policy formulation and approval;

- process and/or procedure development and approval;

- initial assessment of competence, and approval of technical personnel and subcontractors;

- control of the monitoring process of competence of personnel and subcontractors and its outcomes;

- contract review including technical review of applications and determining the technical requirements for certification activity in new technical areas or areas of limited sporadic

activity;

- decision on certification including technical review of evaluation tasks (see IAF GD5:2006 G.4.2.26).

In determining the need to conduct, and for the duration of on-site activities, the accreditation body should also consider the:

- effectiveness of planning conformity assessments;

- availability of records, documents and information that can be reviewed electronically, by web conference or otherwise instead of during the visit;

- availability of appropriate staff for interview by teleconference, videoconference, or otherwise instead of during the visit;

- liaison with market operators and schemes to avoid duplication of work and ensure efficient utilization of competence available.
	
	

	IAF/ILAC A5 M.7.5.7.3  Management System Certification Body accreditation In the management system certification field, the Note to clause 7.5.7 should be understood as follows: 

Key activities include: 

•  Policy formulation; 

•  Process and/or procedure development; 

•  Initial approval of auditing personnel, or control of their training; 

•  On-going monitoring of auditing personnel; 

•  Application review; 

•  Assignment of auditing personnel; 

•  Control of surveillance or recertification audits; 

•  Final report review or certification decision or approval.


	
	

	The IAF MD 12, MD for assessment of certification activities for cross Frontier Accreditation, Document shall be applied for AB’s assessment of locations from which key activities are performed
	
	

	IAF/ILAC A5 M.7.5.7.4 Accreditation of bodies certifying persons Key activities include: 

♦ Policy formulation and approval; 

♦ Development and approval of processes and procedures necessary for the operation of the certification of persons systems, including requirements for selection and appointment of examiners; 

♦ Review of applications and of contractual arrangements associated with the assessment and certification of persons; 

♦ Development, evaluation and maintenance of the examination(s) and of re-certification; 

♦ Decision on certification of persons, including signing or authorization of certificates; 

♦ Development and approval of policies, processes and procedures for the resolution of appeals and complaints received from applicants, candidates, certified persons and their employers and other parties about the certification process and criteria; 

♦ Final decision on appeals and complaints.


	
	

	7.5.8 For surveillance and reassessment, where the CAB works from various premises, the accreditation body shall establish procedures for sampling to ensure proper assessment. All premises from which one or more key activities are performed should be assessed within a defined timeframe.
	
	

	IAF/ILAC A5 M.7.5.8.1 Inspection Body accreditation

The reference to key activities in criteria M.7.5.7.1 above also applies to clause 7.5.8.
	
	

	7.5.9 The accreditation body shall agree, together with the CAB and the assigned assessment team, to the date and schedule for the assessment. However, it remains the responsibility of the accreditation body to pursue a date that is in accordance with the surveillance and reassessment plan.
	
	

	IAF/ILAC A5 M.7.5.9.1 Note: The schedule referred to in clause 7.5.9 relates to the content of the assessment plan for a particular assessment of a CAB.
	
	

	7.5.10 The accreditation body shall ensure that the assessment team is provided with the appropriate criteria documents, previous assessment records, and the relevant documents and records of the CAB.
	
	

	7.6 Document and record review

	7.6.1 The assessment team shall review all relevant documents and records supplied by the CAB (as described in 7.2.1 and 7.2.2) to evaluate its system, as documented, for conformity with the relevant standard(s) and other requirements for accreditation.
	
	

	M 7.6.1.1 The assessment team shall record the results of their document and record review. [Clauses 7.8.1 and 7.14.3 b) of ISO/IEC 17011 refer].
	
	

	7.6.2 The accreditation body may decide not to proceed with an on-site assessment based on the nonconformities found during document and record review. In such cases, the nonconformities shall be reported in writing to the CAB.
	
	

	7.7 On-site assessment

	7.7.1 The assessment team shall commence the on-site assessment with an opening meeting at which the purpose of the assessment and accreditation criteria are clearly defined, and the assessment schedule as well as the scope for the assessment are confirmed.
	
	

	M 7.7.1 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	7.7.2 The assessment team shall conduct the assessment of the conformity assessment services of the CAB at the premises of the CAB from which one or more key activities are performed and, where relevant, shall perform witnessing at other selected locations where the CAB operates, to gather objective evidence that the applicable scope the CAB is competent and conforms to the relevant standard(s) and other requirements for accreditation.
	
	

	M 7.7.2 of the document IAF MD 16 shall be applied for the Accreditation of Food safety Management System (FSMS) Certification Bodies (taking into account the application date)
	
	

	7.7.3  The assessment team shall witness the performance of a representative number of staff of the CAB to provide assurance of the competence of the CAB across the scope of accreditation.
	
	

	IAF MD 17 document shall be applied for the witnessing activities for the accreditation of Management Systems Certification Bodies (taking into account the application date)
	
	

	IAF/ILAC A5 M.7.7.3.1 Inspection Body accreditation

The choice of inspectors and inspections to be witnessed by the accreditation body shall be made by the accreditation body (not the inspection body), and shall take into account critical factors (e.g. new employees, the risks and the complexity of the inspection activity, physical capabilities of staff). See Part 2 (non-mandatory) of this document. However, it is not intended that every inspector has to be witnessed.

The accreditation body should document the analysis and/or rationale used for sampling of inspectors to be witnessed to cover the scope of accreditation.
	
	

	National legal requirements, regulations, standards or other relevant authority may stipulate levels of witnessing. Any such adjustments should be made explicit in scope statements by reference to the relevant law, regulation, etc.
	
	

	IAF/ILAC A5 M..7.3.1 With reference to M.7.7.3.1, as the most critical contribution to inspection decisions is the inspector, it follows that some inspectors must also be witnessed performing inspections. The witnessing of inspectors needs to be such that the effectiveness of systems can be verified, and the competence of individual inspectors conforms to the inspection body’s own records.

A key purpose of the assessment is to verify that the inspection body has a robust quality system with records showing witnessing activities of its own inspectors.

The following should be considered when determining the appropriate level of witnessing. The list is not exhaustive and in any given case, an accreditation body may not use all of these to make a decision.

- Scope of accreditation requested;

- The extent to which inspectors are required to exercise professional judgment;

- Total number of inspectors;

- Frequency of each type of inspection;

- Number of locations of the inspection body;

- Past history of performance during (re)assessment;

- Personnel certification or other formal qualifications held by inspectors;

- The training system of the inspection body;

- Effectiveness of internal monitoring of inspectors;

- Organizational stability and risk awareness of the inspection body;

- Any statutory requirements.

It should also be recognized that the factors influencing the level of witnessing may change over time as knowledge of the inspection body is gained and records of performance are established.
	
	

	The IAF MD 10 document shall be applied in terms of assessment of Certification Body Management of Competence in accordance with ISO/IEC 17021
	
	

	7.8 Analysis of findings and assessment report

	7.8.1 The assessment team shall analyse all relevant information and evidence gathered during the document and record review and the on-site assessment. This analysis shall be sufficient to allow the team to determine the extent of competence and conformity of the CAB with the requirements for accreditation. The team’s observations on areas for possible improvement may also be presented to the CAB. However, consultancy shall not be provided.
	
	

	7.8.2 Where the assessment team cannot reach a conclusion about a finding, the team should refer back to the accreditation body for clarification.
	
	

	7.8.3 The accreditation body’s reporting procedures shall ensure that the following requirements are fulfilled:
	
	

	a) A meeting shall take place between the assessment team and the CAB prior to leaving the site. At this meeting, the assessment team shall provide a written and/or oral report on its findings obtained from the analysis (see 7.8.1). An opportunity shall be provided for the CAB to ask questions about the findings, including nonconformities, if any, and their basis.
	
	

	b) A written report on the outcome of the assessment shall be promptly brought to the attention of the CAB. This assessment report shall contain comments on competence and conformity, and shall identify nonconformities, if any, to be resolved in order to conform with all of the requirements for accreditation.
	
	

	IAF/ILAC A5 M.7.8.3.1 In clause 7.8.3 b), comments on competence and conformity included in the assessment report shall be adequate to support the conclusions arising from the assessment (the CAB’s fulfillment of the specified accreditation requirements) and should be adequate to support a judgment on future surveillance activities and surveillance / reassessment frequency.
	
	

	IAF/ILAC A5 M.7.8.3.2 If the report on the outcome of the assessment [clause 7.8.3 b)] differs from the report of the findings of the assessment [clause 7.8.3 a)], the accreditation body should provide an explanation to the assessed CAB.
	
	

	c) The CAB shall be invited to respond to the assessment report and to describe the specific actions taken or planned to be taken, within a defined time, to resolve any identified nonconformities.
	
	

	7.8.4 The accreditation body shall remain responsible for the content of the assessment report, including nonconformities, even if the lead assessor is not a permanent staff member of the accreditation body.
	
	

	7.8.5 The accreditation body shall ensure that the responses of the CAB to resolve nonconformities are reviewed to see if the actions appear to be sufficient and effective. If the CAB responses are found not to be sufficient, further information shall be requested. 
	
	

	Additionally, evidence of effective implementation of actions taken may be requested, or a follow-up assessment may be carried out to verify effective implementation of corrective actions.
	
	

	7.8.6 The information provided to the accreditation decision-maker(s) shall include the following, as a minimum:
	
	

	a) unique identification of the CAB;
	
	

	b) date(s) of the on-site assessment;
	
	

	c) name(s) of the assessor(s) and/or experts involved in the assessment;
	
	

	d) unique identification of all premises assessed;
	
	

	e) proposed scope of accreditation that was assessed;
	
	

	f) the assessment report;
	
	

	g) a statement on the adequacy of the internal organization and procedures adopted by the CAB to give confidence in its competence, as determined through its fulfilment of the requirements for accreditation;
	
	

	h) information on the resolution of all nonconformities;
	
	

	i) any further information that may assist in determining fulfilment of requirements and the competence of the CAB;
	
	

	j) where applicable, a summary of the results of proficiency testing or other comparisons conducted by the CAB and any actions taken as a consequence of the results;
	
	

	k) where appropriate, a recommendation as to granting, reducing or extending accreditation for the proposed scope.
	
	

	7.9 Decision-making and granting accreditation

	7.9.1 The accreditation body shall, prior to making a decision, be satisfied that the information (see 7.8.6) is adequate to decide that the requirements for accreditation have been fulfilled.
	
	

	7.9.2 The accreditation body shall, without undue delay, make the decision on whether to grant or extend accreditation on the basis of an evaluation of all information received (see 7.8.6) and any other relevant information.
	
	

	7.9.3 Where the accreditation body uses the results of an assessment already performed by another accreditation body, it shall have assurance that the other accreditation body was operating in accordance with the requirements of this International Standard.
	
	

	7.9.4 The accreditation body shall provide an accreditation certificate to the accredited CAB. This accreditation certificate shall identify (on the front page, if possible) the following:
	
	

	a) the identity and logo of the accreditation body;
	
	

	b) the unique identity of the accredited CAB;
	
	

	c) all premises from which one or more key activities are performed and which are covered by the accreditation;
	
	

	d) the unique accreditation number of the accredited CAB;
	
	

	e) the effective date of granting of accreditation and, as applicable, the expiry date;
	
	

	IAF/ILAC A5 M.7.9.4.1 The effective date of initial accreditation, as referenced in 7.9.4 e), shall be the date of or a date after the accreditation decision.
	
	

	f) a brief indication of, or reference to, the scope of accreditation;
	
	

	g) a statement of conformity and a reference to the standard(s) or other normative document(s), including issue or revision used for assessment of the CAB.
	
	

	7.9.5 The accreditation certificate shall also identify the following:
	
	

	a) for certification bodies:

1) the type of certification,

2) the standards or normative documents, or regulatory requirements or types thereof, to which products, personnel, services or management systems are certified, as applicable,

3) industry sectors, where relevant,

4) product categories, where relevant, and

5) personnel categories, where relevant;
	
	

	b) for inspection bodies:

1) the type of inspection body (e.g. as defined in ISO/IEC 17020),

2) the field and range of inspection for which accreditation has been granted, and

3) the regulations, standards or specifications or types thereof containing the requirements against which the inspection is to be performed, as applicable;
	
	

	c) for calibration laboratories:

1) the calibrations, including the types of measurements performed, the measurement ranges and the best measurement capability (BMC) or equivalent1);
	
	

	d) for testing laboratories:

1) the tests or types of tests performed and materials or products tested and, where appropriate, the methods used.
	
	

	IAF MD 8, MD 7.9.5 - The accreditation certificate shall indicate the scope of accreditation which should clearly specify the Technical Areas as defined in Annex 1 – Scope of Accreditation.  To include within the scope of accreditation, devices that are sterile or intended for end-user sterilization, the certification body shall be competent according to sterilization process detailed in Table 1.5 of Annex 1.  
	
	

	7.10 Appeals

	7.10.1 The accreditation body shall establish procedures to address appeals by CABs.
	
	

	7.10.2 The accreditation body:
	
	

	a) shall appoint a person, or group of persons, to investigate the appeal who are competent and independent of the subject of the appeal,
	
	

	b) shall decide on the validity of the appeal,
	
	

	c) shall advise the CAB of the final decision(s) of the accreditation body,
	
	

	d) shall take follow-up action where required, and
	
	

	e) shall keep records of all appeals, of final decisions, and of follow-up actions taken.
	
	

	7.11 Reassessment and surveillance

	7.11.1 Reassessment is similar to an initial assessment as described in 7.5 to 7.9, except that experience gained during previous assessments shall be taken into account. Surveillance on-site assessments are less comprehensive than reassessments.
	
	

	7.11.2 The accreditation body shall establish procedures and plans for carrying out periodic surveillance onsite assessments, other surveillance activities and reassessments at sufficiently close intervals to monitor the continued fulfilment by the accredited CAB of the requirements for accreditation.
	
	

	IAF/ILAC A5 M.7.11.2.1 Certification Body accreditation

As part of the surveillance procedures, accreditation bodies shall assess the performance of personnel involved in the certification process, including certification audit teams.
	
	

	IAF MD 8, MD 7.11.2 - The surveillance on-site office assessments should be conducted at least once a year where higher risk medical devices are concerned.  Surveillance and reassessment shall include witnessing.  Witnessing shall take into account all the Technical Areas (shown in Annex 1) of activities under the scope of accreditation.
	
	

	7.11.3 The accreditation body shall design its plan for reassessment and surveillance of each accredited CAB so that representative samples of the scope of accreditation are assessed on a regular basis.

The interval between on-site assessments, whether reassessment or surveillance, depends on the proven stability that the services of the CAB have reached.

Accreditation bodies shall rely on either reassessment alone or a combination of reassessment and surveillance, as follows:
	
	

	a) if based on reassessment alone, then the reassessment shall take place at intervals not exceeding 2 years; or
	
	

	b) if the combination of reassessment and surveillance is relied upon, then the accreditation body shall undertake a reassessment at least every 5 years. However, the interval between the surveillance on-site assessments should not exceed 2 years.

It is, however, recommended that the first surveillance on-site assessment be carried out no later than 12 months from the date of initial accreditation.
	
	

	7.11.4 Surveillance on-site assessments shall be planned taking into account other surveillance activities.
	
	

	7.11.5 When, during surveillance or reassessments, nonconformities are identified, the accreditation body shall define strict time limits for corrective actions to be implemented.
	
	

	7.11.6 The accreditation body shall confirm the continuation of accreditation, or decide on the renewal of accreditation, based on the results of surveillance and reassessments described above.
	
	

	7.11.7 The accreditation body may conduct extraordinary assessments as a result of complaints or changes (see 8.1.2), etc. The accreditation body shall advise CABs of this possibility.
	
	

	7.12 Extending accreditation

	The accreditation body shall, in response to an application for an extension of scope of an accreditation already granted, undertake the necessary activities to determine whether or not the extension may be granted. Where appropriate, assessment and granting procedures shall be as in defined in 7.7 to 7.9.
	
	

	7.13 Suspending, withdrawing or reducing accreditation

	7.13.1 The accreditation body shall establish procedures for the suspension, withdrawal or reduction of the scope of accreditation.

NOTE: Depending on the type of conformity assessment, the rules set by the accreditation body may differ.
	
	

	7.13.2 The accreditation body shall make decisions to suspend and/or withdraw accreditation when an accredited CAB has persistently failed to meet the requirements of accreditation or to abide by the rules for accreditation.

NOTE: The CAB may ask for suspension or withdrawal of accreditation.
	
	

	7.13.3 The accreditation body shall make decisions to reduce the scope of accreditation of the CAB to exclude those parts where the CAB has persistently failed to meet the requirements for accreditation, including competence.

NOTE: The CAB may ask for reduction of its scope of accreditation.
	
	

	IAF MD 7 - IAF Mandatory Document  for  Harmonization of Sanctions to be applied to Conformity Assessment Bodies
	
	

	7.14 Records on CABs

	7.14.1 The accreditation body shall maintain records on CABs to demonstrate that requirements for accreditation, including competence, have been effectively fulfilled.
	
	

	7.14.2 The accreditation body shall keep the records on CABs secure to ensure confidentiality. The records on CABs shall be managed appropriately in a manner as described in 5.4.
	
	

	7.14.3  Records on CABs shall include:
	
	

	a) relevant correspondence,
	
	

	b) assessment records and reports,
	
	

	c) records of committee deliberations, if applicable, and accreditation decisions, and
	
	

	d) copies of accreditation certificates.
	
	

	IAF MD 8, MD 7.14.3 - Records on the CAB shall additionally include concerns, opinions and feedback from Regulatory Authority on the performance of the CAB pertaining to the scope of accreditation.
	
	

	7.15 Proficiency testing and other comparisons for laboratories

	7.15.1 The accreditation body shall establish procedures to take into account, during the assessment and the decision-making process, the laboratory's participation and performance in proficiency testing.
	
	

	7.15.2 The accreditation body may organize proficiency testing or other comparisons itself, or may involve another body judged to be competent. The accreditation body shall maintain a list of appropriate proficiency testing and other comparison programmes.

NOTE: Guidelines on operation and selection of proficiency testing and related definitions exist in ISO/IEC Guide 43-1 and ISO/IEC Guide 43-2.
	
	

	IAF/ILAC A5 M.7.15.2.1 Note: The involvement of another body refers to competent organizations or experts outside the accreditation body that may assist the accreditation body in organizing (in full or in part) proficiency testing. For example, an accreditation body may organize calibration measurement audits using artifacts and expertise from a national metrology institute.
	
	

	IAF/ILAC A5 M.7.15.2.2 The list of appropriate proficiency testing and other comparison programmes should as far as possible cover the scope of laboratories accredited. It represents a collation of general practice and is not intended to be exhaustive or fixed.
	
	

	7.15.3 The accreditation body shall ensure that its accredited laboratories participate in proficiency testing or other comparison programmes, where available and appropriate, and that corrective actions are carried out when necessary. The minimum amount of proficiency testing and the frequency of participation shall be specified in cooperation with interested parties and shall be appropriate in relation to other surveillance activities.

NOTE 1: It is recognized that there are particular areas where proficiency testing is impractical.

NOTE 2: Proficiency testing may also be used in many types of inspection. Clause 7.15 should be read in this sense.

IAF/ILAC A5 M.7.15.3.1 ILAC-P9 applies.
	
	

	ILAC P9

IAF/ILAC A2 Section 2 - 2.2.1.4  - Ensure  that  it  meets  the  relevant  requirements  for  proficiency  testing activity (ILAC  applicant and signatory ABs: see ILAC P9);
	
	

	ILAC P9 - ILAC Policy for Participation in Proficiency Testing Activities
	
	

	ARAC MD 002  2.4  Every applicant Accreditation Body or Signatory to the ARAC MLA for calibration or, testing, including medical or clinical laboratories, shall participate in and use, as far as available and practicable, Proficiency Testing Activity offered by ARAC, and when applicable by other Regional Groups, in order to verify the competence of its accredited laboratories and to demonstrate the Accreditation Body’s ability to take appropriate actions if necessary.
	
	

	8. Responsibilities of the accreditation body and the CAB

	8.1 Obligations of the CAB

	8.1.1 The accreditation body shall require the CAB to conform to the following:
	
	

	a) The CAB shall commit to fulfil continually the requirements for accreditation set by the accreditation body for the areas where accreditation is sought or granted. This includes agreement to adapt to changes in the requirements for accreditation, as set out in 8.2.4.
	
	

	b) When requested, the CAB shall afford such accommodation and cooperation as is necessary to enable the accreditation body to verify fulfilment of requirements for accreditation. This applies to all premises where the conformity assessment services take place.
	
	

	c) The CAB shall provide access to information, documents and records as necessary for the assessment and maintenance of the accreditation.
	
	

	d) The CAB shall provide access to those documents that provide insight into the level of independence and impartiality of the CAB from its related bodies, where applicable.
	
	

	e) The CAB shall arrange the witnessing of CAB services when requested by the accreditation body.
	
	

	f) The CAB shall claim accreditation only with respect to the scope for which it has been granted

accreditation.
	
	

	g) The CAB shall not use its accreditation in such a manner as to bring the accreditation body into disrepute.
	
	

	h) The CAB shall pay fees as shall be determined by the accreditation body.
	
	

	8.1.2 The accreditation body shall require that it is informed by the accredited CAB, without delay, of significant changes relevant to its accreditation, in any aspect of its status or operation relating to:
	
	

	a) its legal, commercial, ownership or organizational status,
	
	

	b) the organization, top management and key personnel,
	
	

	c) main policies,
	
	

	d) resources and premises,
	
	

	e) scope of accreditation, and
	
	

	f) other such matters that may affect the ability of the CAB to fulfil requirements for accreditation.
	
	

	8.2 Obligations of the accreditation body

	8.2.1 The accreditation body shall make publicly available information about the current status of the accreditations that it has granted to CABs. This information shall be updated regularly. The information shall include the following:
	
	

	a) name and address of each accredited CAB;
	
	

	b) dates of granting accreditation and expiry dates, as applicable;
	
	

	c) scopes of accreditation, condensed and/or in full. If only condensed scopes are provided, information shall be given on how to obtain full scopes.
	
	

	8.2.2 The accreditation body shall provide the CAB with information about suitable ways to obtain

traceability of measurement results in relation to the scope for which accreditation is provided.
	
	

	IAF/ILAC A2, section 2, 2.2.1.3  Specify  the  acceptable  routes  for  traceability,  and  assess  its implementation by CABs (ILAC  applicant and signatory ABs: see ILAC P10);
	
	

	ILAC P10 - ILAC Policy on Traceability of Measurement Results
	
	

	8.2.3 The accreditation body shall, where applicable, provide information about international arrangements in which it is involved.
	
	

	8.2.4 The accreditation body shall give due notice of any changes to its requirements for accreditation. It shall take account of views expressed by interested parties before deciding on the precise form and effective date of the changes. Following a decision on, and publication of, the changed requirements, it shall verify that each accredited body carries out any necessary adjustments.
	
	

	IAF/ILAC A2, section 2, 2.2.1.2 does the AB have demonstrated experience in operating an accreditation body, and have access to technical expertise in all aspects of its accreditation activities
	
	

	IAF/ILAC A2, section 2, 2.2.1.5  Does the AB Abide by the requirements and obligations of the applicable regional and international Arrangement(s)
	
	

	IAF/ILAC A2, section 2, 2.2.1.6 Does the AB have evidence of promoting the Arrangement with major stakeholders
	
	

	IAF/ILAC A2, section 2, 2.2.1.7 Does the AB contribute its fair share of personnel resources for carrying out peer evaluations at the regional and/or global level
	
	

	IAF/ILAC A2, section 2, 2.2.1.8 Does the AB have implemented a cross frontier accreditation policy in accordance with the relevant IAF document(s) (for IAF signatories) or taking into account ILAC Guide 21 (for ILAC signatories).
	
	

	8.3 Reference to accreditation and use of symbols

	8.3.1 An accreditation body, as proprietor of the accreditation symbol that is intended for use by its accredited CABs, shall have a policy governing its protection and use. The accreditation symbol shall have, or be accompanied with, a clear indication as to which activity (as indicated in Clause 1) the accreditation is related. An accredited CAB is allowed to use this symbol on its reports or certificates issued within the scope of its accreditation.
	
	

	IAF/ILAC A5 M.8.3.1.1 Note: The clear indication as to which activity the accreditation related may be accomplished by such means as:

- Reference to the accreditation standard, e.g. ISO/IEC 17025 (supplemented by words and/or commonly understood abbreviations to describe either calibration or testing), ISO

15189, ISO/IEC 17020, ISO/IEC 17021 (supplemented by words and/or commonly understood abbreviations to describe the management system standard), ISO/IEC Guide 65,

ISO/IEC 17024; and/or

- Words and/or commonly understood abbreviations, e.g. testing (laboratory), calibration (laboratory), inspection (body), (QMS/EMS/product/personnel) certification (body); and/or

- Reference to the unique accreditation number of the accredited CAB (enabling linkage to the published scope of accreditation).
	
	

	ILAC P8 - Supplementary Requirements and Guidelines for the  Use of Accreditation Symbols and for Claims of  Accreditation Status by Accredited Laboratories
	
	

	8.3.2 The accreditation body shall take effective measures to ensure that the accredited CAB:
	
	

	a) fully conforms with the requirements of the accreditation body for claiming accreditation status, when making reference to its accreditation in communication media such as the Internet, documents, brochures, or advertising,
	
	

	b) only uses the accreditation symbols for premises of the CAB that are specifically included in the accreditation,
	
	

	c) does not make any statement regarding its accreditation that the accreditation body may consider misleading or unauthorized,
	
	

	d) takes due care that no report or certificate nor any part thereof is used in a misleading manner,
	
	

	e) upon suspension or withdrawal of its accreditation (however determined), discontinues its use of all advertising matter that contains any reference to an accredited status, and
	
	

	f) does not allow the fact of its accreditation to be used to imply that a product, process, system or person is approved by the accreditation body.
	
	

	IAF/ILAC A5 M.8.3.2.1 Certification Body accreditation

Withdrawal of an accreditation has consequences on the customers of the certification body. The effective measures required by clause 8.3.2 d) shall include provisions for the withdrawal of certificates issued by certification bodies under their scope of accreditation. The accreditation body shall require the CAB to provide its customers with information on the withdrawal of its accreditation and on its consequences.
	
	

	8.3.3 The accreditation body shall take suitable action to deal with incorrect references to accreditation status, or misleading use of accreditation symbols found in advertisements, catalogues, etc.

NOTE: Suitable actions include request for corrective action, withdrawal of accreditation, publication of the transgression and, if necessary, other legal action.
	
	

	ILAC P8 - Supplementary Requirements and Guidelines for the  Use of Accreditation Symbols and for Claims of  Accreditation Status by Accredited Laboratories
	
	

	Other ARAC, IAF and ILAC Mandatory Documents
	
	

	ARAC MD 001  ARAC Multilateral Recognition Arrangement
	
	

	ARAC MD 002 Section 2
	
	

	ARAC MD 003 - IAF & ILAC Resolutions Applicable to ARAC MLA Peer Evaluations
	
	

	IAF/ILAC A2 Section 2
	
	

	ILAC P15:07/2016 Application of ISO/IEC 17020:2012 for the Accreditation of Inspection Bodies 
	
	

	
	
	

	IAF MD 1 - Certification of Multiple Sites Based on Sampling
	
	

	IAF MD 2 - Transfer of Accredited Certification of Management Systems
	
	

	IAF MD 3 - Advanced Surveillance and Recertification Procedures (ASRP)
	
	

	IAF MD 4 - Use of Computer Assisted Auditing Techniques ("CAAT") for Accredited Certification of Management Systems
	
	

	IAF MD 5 - Duration of QMS and EMS Audits
	
	

	IAF MD 6 - Application of ISO 14065:2007
	
	

	IAF MD 9 - Application of ISO/IEC 17021 in Medical Device Quality Management Systems (ISO 13485)
	
	

	IAF MD 11:2013 IAF Mandatory Document for Application of ISO/IEC 17021 for Audits of Integrated Management Systems (IMS)
	
	

	IAF MD 18:2015 Application of ISO/IEC 17021:2011 in the Service Management Sector(ISO/IEC 20000-1)
	
	

	IAF MD 19:2016 IAF Mandatory Document For The Audit and Certification of a Management System operated by a Multi-Site Organization (where application of site sampling is not appropriate) (taking into account the application date)
	
	

	IAF ML 2 General principles on the use of IAF MLA mark
	
	

	IAF ML 4 Part 4  The IAF Multilateral Recognition Arrangement
	
	

	IAF ML 5 - Procedure for IAF Listing of  Foreign Critical Locations/ Foreign Premises
	
	

	ILAC P5  ILAC Mutual Recognition Arrangement
	
	

	ILAC P 14- ILAC Policy for Uncertainty in Calibration
	
	

	ILAC R 7 Rules for the use of the ILAC MRA Mark
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