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National Environmental Laboratory Accreditation Program (NELAP)

Checklist To Determine Accreditation Body Compliance

(“Technical Review Checklist”)
Updated to the 2016 TNI Environmental Laboratory Sector Standard approved for implementation 

by the NELAP Accreditation Council, effective January 31, 2020.  Updated color-coding and removal 

of duplicate items re-approved by TNI Laboratory Accreditation Body Expert Committee May 2019.    

Blue shading description modified and approved per NELAP Evaluation SOP 3-102 Version 4.0, November 2016.
	AB Applicant Name:
	

	
	

	
	

	NELAP Certificate No.
	
	

	
	

	Date Reviewed:
	       /      /   
	
	

	
	

	Reviewed By
	


Red = The standard states that an AB shall have written evidence of this item as part of its quality system, 
and that the documents must therefore be available for review either prior to or during the on-site office visit

Green = The standard requires that the AB needs to have written record of the item, and thus documentation 
must be available for review either prior to or during the on-site office visit.

Blue = activities covered during the observation of the on-site assessment of a laboratory by the AB’s 
assessors (shadow assessment) – if observation site visit is not conducted, these items to be confirmed from document reviews.
Gray = duplicate Items covered above in this Technical Review checklist (annotated accordingly).

White = The standard does not explicitly require documentation and thus compliance may be determined 
by either review of documentation or through observations made by evaluators during site visit.
When supporting documentation is referenced, such as copies of the applicable policy statements, quality manual,  standard operating procedures, guidance documents, lists, etc., a clear citation of where specific required information is found in the documents must be provided in this Checklist. This citation must include a reference to the document title or identification, page number and/or section/chapter/line reference, as applicable.

     2016 TNI Standard.  Most requirements identified on this checklist are a paraphrase of the 2016 Standard.  The number preceding each checklist item is the location in the TNI Environmental 
Laboratory Sector standards where the exact language for that requirement can be found. 

	
	NELAP Requirements of an Accreditation Body (AB)

	
	AB: 
	Yes
	No
	NA
	Document Location/Comments

	
	Accreditation Body:  Legal Responsibility and Structure 


	1 
	V2, M1, 4.1:  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 Conformity Assessment Bodies (i.e., environmental laboratories) occur. This accreditation body is deemed to be the "registered legal entity" in the context of this Standard.

	
	
	
	

	2 
	V2, M1, 4.2.1:  The structure and operation of an accreditation body shall be such as to give confidence in its accreditations.
NOTES:  In all cases, accreditation bodies are governmental organizations at the territory, state or federal levels.  A territorial, state or federal entity may designate the appropriate agencies or departments as its designated accreditation body for the fields of accreditation for which recognition is being sought.


	
	
	
	

	3 
	V2, M1, 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. 


	
	
	
	

	4 
	V2, M1, 4.2.2.1:  An accreditation body shall not delegate authority for granting, maintaining, suspending or revoking a CAB’s accreditation to an outside person or body. Portions of the accreditation process may be contracted out; however, the authority to grant, maintain, suspend or revoke accreditation shall remain with the accreditation body.  


	
	
	
	

	5 
	V2, M1, 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.  


	
	
	
	

	6 
	V2, M1, 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.   


	
	
	
	

	7 
	V2, M1, 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;  


	
	
	
	

	8 
	(b)  supervision of the implementation of the policies and procedures; 


	
	
	
	

	9 
	(c)  supervision of the finances of the accreditation body;  


	
	
	
	

	10 
	(d)  decisions on accreditation; 


	
	
	
	

	11 
	(e)  contractual arrangements; and 


	
	
	
	

	12 
	(f)  delegation of authority to committees or individuals, as required, to undertake defined activities on behalf of top management. 

NOTES on 4.2.5(a)-(f) above:  In the case of an accreditation body within a government department or entity, top management refers to the management of the organizational unit (and not the department or entity) having authority and responsibility for the accreditation program. 


	
	
	
	

	13 
	V2, M1, 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.


	
	
	
	

	14 
	V2, M1, 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. 


	
	
	
	

	15 
	V2, M1, 4.2.8:  The accreditation body shall document its entire structure, showing lines of authority and responsibility. 


	
	
	
	

	
	Impartiality and Confidentiality
	
	
	
	

	16 
	V2, M1, 4.3.1:  The accreditation body shall be organized and operated so as to safeguard the objectivity and impartiality of its activities. 

	
	
	
	

	17 
	V2, M1, 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. 


	
	
	
	

	18 
	V2, M1, 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 (i.e., environmental laboratory) or membership of any association or group, nor shall accreditation be conditional upon the number of CABs already accredited. 

V2, M1, 4.3.3.1:  The accreditation body shall also require accredited CABs to maintain impartiality and integrity.


	
	
	
	

	19 
	V2, M1, 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. 


	
	
	
	

	20 
	V2, M1, 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. 


	
	
	
	

	21 
	V2, M1, 4.3.6:  The accreditation body shall not offer or provide any service that affects its impartiality, such as those conformity assessment services that CABs (i.e., environmental laboratories) perform or consultancy. 

	
	
	
	

	22 
	V2, M1, 4.3.6:  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. 

	
	
	
	

	23 
	V2, M1, 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.


	
	
	
	

	24 
	V2, M1, 4.3.7(a):  If a related body offers consultancy or provide those conformity assessment services that the accreditation body accredits, the related body has (with respect to the accreditation body) different top management for the activities described in 4.2.5. 


	
	
	
	

	25 
	V2, M1, 4.3.7(b):  If a related body offers consultancy or provide those conformity assessment services that the accreditation body accredits, the related body has (with respect to the accreditation body) personnel different from those involved in the decision-making processes of accreditation. 


	
	
	
	

	26 
	V2, M1, 4.3.7(c):  If a related body offers consultancy or provide those conformity assessment services that the accreditation body accredits, the related body has (with respect to the accreditation body) no possibility to influence the outcome of an assessment for accreditation. 


	
	
	
	

	27 
	V2, M1, 4.3.7(d):  If a related body offers consultancy or provide those conformity assessment services that the accreditation body accredits, the related body has (with respect to the accreditation body) distinctly different name, logos and symbols.

	
	
	
	

	28 
	V2, M1, 4.3.7:  The accreditation body, with the participation of the interested parties as described in 4.3.2, shall identify, analyze 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.  
NOTES:  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.  A separate part of the government, outside the governmental accreditation body as described in 4.1, is considered as a related body.  An accreditation body and related bodies within a Government department or entity might not have a distinctive name, logo and or symbol.

	
	
	
	

	29 
	V2, M1, 4.3.8:  Unless required by applicable regulations, accreditation bodies and their contractors shall confine their requirements, assessments and decision making process for an accredited CAB (i.e., environmental laboratory) to those matters specifically related to the fields of accreditation being sought or maintained by a CAB. 


	
	
	
	

	30 
	V2, M1, 4.4:  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. 

	
	
	
	

	31 
	V2, M1, 4.4:  The accreditation body shall not disclose confidential information about a particular CAB (environmental laboratory) outside the accreditation body without written consent of the CAB, except where the law requires such information to be disclosed without such consent. 

.
	
	
	
	

	
	Liability and Financing
	
	
	
	

	32 
	V2, M1, 4.5.1:  The accreditation body shall have arrangements to cover liabilities arising from its activities.

	
	
	
	

	33 
	V2, M1, 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(s) of income. 

	
	
	
	

	
	Accreditation Activity
	
	
	
	

	34 
	V2, M1, 4.6.1:  The accreditation body shall clearly describe its accreditation activities, referring to the relevant International Standards, Guides or other normative documents. 

	
	
	
	

	35 
	V2, M1, 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.  


	
	
	
	

	36 
	V2, M1, 4.6.3:  The accreditation body shall establish procedures for extending its activities and to react to demands of interested parties. 
NOTE:  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.

	
	
	
	

	
	Management – General
	
	
	
	

	37 
	V2, M1, 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.  

	
	
	
	

	38 
	V2, M1, 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.

	
	
	
	

	
	Management System
	
	
	
	

	39 
	V2, M1, 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. 


	
	
	
	

	40 
	V2, M1, 5.2.1:  The management shall ensure effective communication of the needs of interested parties. 


	
	
	
	

	41 
	V2, M1, 5.2.1:  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.

	
	
	
	

	42 
	V2, M1, 5.2.2:  The accreditation body shall operate a management system appropriate to the type, range and volume of work performed. 

	
	
	
	

	43 
	V2, M1, 5.2.2:  All applicable requirements of this International Standard shall be addressed either in a manual or in associated documents. 


	
	
	
	

	44 
	V2, M1, 5.2.2:  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. 


	
	
	
	

	45 
	V2, M1, 5.2.3(a):  The accreditation body's top management shall appoint a member of management who, irrespective 
of other responsibilities, shall have responsibility and authority that includes ensuring that procedures needed for the management system are established. 


	
	
	
	

	46 
	V2, M1, 5.2.3(b):  The accreditation body's top management shall appoint a member of management who, irrespective 
of other responsibilities, shall have responsibility and authority that includes reporting to top management on the performance of the management system and any need for improvement. 

	
	
	
	

	
	Document Control and Records
	
	
	
	

	47 
	V2, M1, 5.3:  The accreditation body shall establish procedures to control all documents (internal and external) that relate to its accreditation activities. 

	
	
	
	

	48 
	V2, M1, 5.3(a):  The procedures shall define the controls needed to approve documents for adequacy prior to issue. 

	
	
	
	

	49 
	V2, M1, 5.3(b):  The procedures shall define the controls needed to review and update as necessary and re-approve documents. 


	
	
	
	

	50 
	V2, M1, 5.3(c):  The procedures shall define the controls needed to ensure that changes and the current revision status of documents are identified. 

	
	
	
	

	51 
	V2, M1, 5.3(d):  The procedures shall define the controls needed to ensure that relevant versions of applicable documents are available to personnel, Subcontractors, assessors and experts of the accreditation body and CABs (environmental laboratories at points of use. 


	
	
	
	

	52 
	V2, M1, 5.3(e):  The procedures shall define the controls needed to ensure that documents remain legible and readily identifiable. 


	
	
	
	

	53 
	V2, M1, 5.3(f):  The procedures shall define the controls needed to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained for any purpose. 


	
	
	
	

	54 
	V2, M1, 5.3(g):  The procedures shall define the controls needed to safeguard, where relevant, the confidentiality of documents. 


	
	
	
	

	55 
	V2, M1, 5.4.1:  The accreditation body shall establish procedures for identification, collection, indexing, accessing, filing, storage, maintenance and disposal of its records. 


	
	
	
	

	56 
	V2, M1, 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. 


	
	
	
	

	
	Non-Conformities, Corrective Actions, and Preventive Actions
	
	
	
	

	57 
	V2, M1, 5.5:  The accreditation body shall establish procedures for the identification and management of nonconformities in its own operations. 


	
	
	
	

	58 
	V2, M1, 5.5:  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. 

	
	
	
	

	59 
	V2, M1, 5.5(a):  The procedures (for identification and management of nonconformities) shall cover identifying nonconformities (e.g. from complaints and internal audits). 


	
	
	
	

	60 
	V2, M1, 5.5(b):  The procedures shall cover determining the causes of nonconformity. 


	
	
	
	

	61 
	V2, M1, 5.5(c):  The procedures shall cover correcting nonconformities. 

	
	
	
	

	62 
	V2, M1, 5.5(d):  The procedures shall cover evaluating the need for actions to ensure that nonconformities do not recur. 


	
	
	
	

	63 
	V2, M1, 5.5(e):  The procedures shall cover determining the actions needed and implementing them in a timely manner. 


	
	
	
	

	64 
	V2, M1, 5.5(f):  The procedures shall cover recording the results of actions taken. 


	
	
	
	

	65 
	V2, M1, 5.5(g):  The procedures shall cover reviewing the effectiveness of corrective actions. 


	
	
	
	

	66 
	V2, M1, 5.6:  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.  


	
	
	
	

	67 
	V2, M1, 5.6(a):  The procedures for preventive actions shall define requirements for identifying potential nonconformities and their causes. 


	
	
	
	

	68 
	V2, M1, 5.6(b):  The procedures for preventive actions shall define requirements for determining and implementing the corrective actions needed. 


	
	
	
	

	69 
	V2, M1, 5.6(c):  The procedures for preventive actions shall define requirements for recording results of actions taken. 

	
	
	
	

	70 
	V2, M1, 5.6(d):  The procedures for preventive actions shall define requirements for reviewing the effectiveness of preventive actions taken. 


	
	
	
	

	
	Internal Audits and Management Reviews
	
	
	
	

	71 
	V2, M1, 5.7.1:  The accreditation body shall establish procedures for internal audits to verify that they conform to the requirements of this Standard and that the management system is implemented and maintained.

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


	
	
	
	

	72 
	V2, M1, 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.

	
	
	
	

	73 
	V2, M1, 5.7.2:  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. 

	
	
	
	

	74 
	V2, M1, 5.7.3(a):  The accreditation body shall ensure that internal audits are conducted by qualified personnel knowledgeable in accreditation, auditing and the requirements of this Standard.


	
	
	
	

	75 
	V2, M1, 5.7.3(b):  The accreditation body shall ensure that internal audits are conducted by personnel different from those who perform the activity to be audited. 


	
	
	
	

	76 
	V2, M1, 5.7.3(c):  The accreditation body shall ensure that personnel responsible for the area audited are informed of the outcome of the audit. 


	
	
	
	

	77 
	V2, M1, 5.7.3(d):  The accreditation body shall ensure that actions are taken in an appropriate and timely manner. 

	
	
	
	

	78 
	V2, M1, 5.7.3(e):  The accreditation body shall ensure that any opportunities for improvement are identified. 


	
	
	
	

	79 
	V2, M1, 5.7.4:  One element of the annual internal audit shall be to review the effectiveness of the quality systems required. 


	
	
	
	

	80 
	V2, M1, 5.7.4:  The internal audit shall include a review of the quality manual and associated written quality procedures. 


	
	
	
	

	81 
	V2, M1, 5.7.4:  The frequency of internal audits may be reduced if the accreditation body can demonstrate acceptable performance during on-site evaluations. If this audit frequency is extended to a period longer than one year, the accreditation body shall document the frequency in their policies, procedures or quality manual. 


	
	
	
	

	82 
	V2, M1, 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 Standard and the stated policies and objectives. These reviews should be conducted normally at least once a year. 

	
	
	
	

	83 
	V2, M1, 5.8.2:  Inputs to management reviews shall include, where available, current performance and improvement opportunities related to the following:
(a)  results of audits, 

	
	
	
	

	84 
	(b)  results of peer review where relevant, 


	
	
	
	

	85 
	(c)  participation in international activities, where relevant, 


	
	
	
	

	86 
	(d)  feedback from interested parties, 


	
	
	
	

	87 
	(e)  new areas of accreditation, 


	
	
	
	

	88 
	(f)  trends in nonconformities, 


	
	
	
	

	89 
	(g)  status of preventive and corrective actions, 


	
	
	
	

	90 
	(h)  follow-up actions from earlier management reviews, 


	
	
	
	

	91 
	(i)  fulfillment of objectives, 


	
	
	
	

	92 
	(j)  changes that would affect the management system, 


	
	
	
	

	93 
	(k)  appeals, 


	
	
	
	

	94 
	(l)  analysis of complaints. 


	
	
	
	

	95 
	V2, M1, 5.8.3(a):  The outputs from the management review shall include actions related to improvements of the management system and its processes. 


	
	
	
	

	96 
	V2, M1, 5.8.3(b):  The outputs from the management review shall include actions related to improvements of services and accreditation process in conformity with the relevant standards and expectations of interested parties. 


	
	
	
	

	97 
	V2, M1, 5.8.3(c):  The outputs from the management review shall include actions related to need for resources. 


	
	
	
	

	98 
	V2, M1, 5.8.3(d):  The outputs from the management review shall include actions related to defining or redefining of policies, goals, and objectives. 


	
	
	
	

	
	Complaints
	
	
	
	

	99 
	V2, M1, 5.9(a):  In established procedures for dealing with complaints, the accreditation body shall decide on the validity of the complaint. 


	
	
	
	

	100 
	V2, M1, 5.9(b):  In established procedures for dealing with complaints, the accreditation body shall, where appropriate, ensure that a complaint concerning an accredited CAB (environmental laboratory) is first addressed by the CAB. 


	
	
	
	

	101 
	V2, M1, 5.9(c):  In established procedures for dealing with complaints, the accreditation body shall take appropriate actions and assess their effectiveness. 


	
	
	
	

	102 
	V2, M1, 5.9(d):  In established procedures for dealing with complaints, the accreditation body shall record all complaints and actions taken. 


	
	
	
	

	103 
	V2, M1, 5.9(e):  In established procedures for dealing with complaints, the accreditation body shall respond to the complainant. 


	
	
	
	

	104 
	V2, M1, 5.9.1:  Accreditation bodies shall have documented policies and procedures for dealing with appeals, complaints and disputes. 

	
	
	
	

	
	Human Resources – Personnel Associated with the Accreditation Body
	
	
	
	

	105 
	V2, M1, 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. 


	
	
	
	

	106 
	V2, M1, 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. 

NOTE:  Duplicated in ITEM 293 (V2, M3, 4.1.1)
	
	
	
	

	107 
	V2, M1, 6.1.3:  The accreditation body shall make clear to each person concerned the extent and the limits of their duties, responsibilities and authorities. 

NOTE:  Duplicated in Item 295 (V2, M3, 4.1.3)
	
	
	
	

	108 
	V2, M1, 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. 
NOTE:  Duplicated in Item 296 (V2, M3, 4.1.4) 
ADDITIONAL TEXT FROM 296 is added here:  

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. 


	
	
	
	

	109 
	V2, M1, 6.1.4:  The commitment shall consider aspects relating to confidentiality and to independence from commercial and other interests, and any existing or prior association with CABs (e.g., environmental laboratories) to be assessed. 


	
	
	
	

	
	Personnel Involved in the Accreditation Process 
	
	
	
	

	110 
	V2, M1, 6.2.1(a):  The accreditation body shall describe for each activity involved in the accreditation process the qualifications, experience and competence required. 

NOTE:  Duplicated in Item 298 (V2, M3, 4.2.1(a))
	
	
	
	

	111 
	V2, M1, 6.2.1(b):  The accreditation body shall describe for each activity involved in the accreditation process the initial and ongoing training required.
NOTE:  Duplicated in Item 298 (V2, M3, 4.2.1(b))
	
	
	
	

	112 
	V2, M1, 6.2.2:  The accreditation body shall establish procedures for selecting, training and formally approving assessors and experts used in the assessment process. 

NOTE:  Duplicated in Item 299 (V2, M3, 4.2.2)
	
	
	
	

	113 
	V2, M1, 6.2.3:  The accreditation body shall identify the specific scopes in which each assessor and expert has demonstrated competence to assess. 

NOTE:  Duplicated in Item 305 (V2, M3, 4.2.6)
	
	
	
	

	114 
	V2, M1, 6.2.4(a):  The accreditation body shall ensure that assessors and, where relevant, experts are familiar with accreditation procedures, accreditation criteria and other relevant requirements. 

NOTE:  Duplicated in Item 306 (V2, M3, 4.2.7(a))
	
	
	
	

	115 
	V2, M1, 6.2.4(b):  The accreditation body shall ensure that assessors and, where relevant, experts have undergone a relevant accreditation assessor training. 

NOTE:  Duplicated in Item 307 (V2, M3, 4.2.7(b))
	
	
	
	

	116 
	V2, M1, 6.2.4(c):  The accreditation body shall ensure that assessors and, where relevant, experts have a thorough knowledge of the relevant assessment methods. 

NOTE:  Duplicated in Item 308 (V2, M3, 4.2.7(c))
	
	
	
	

	117 
	V2, M1, 6.2.4(d):  The accreditation body shall ensure that assessors and, where relevant, experts are able to communicate effectively, both in writing and orally, in the required languages. 

NOTE:  Duplicated in Item 309 (V2, M3, 4.2.7(d))
	
	
	
	

	118 
	V2, M1, 6.2.4(e):  The accreditation body shall ensure that assessors and, where relevant, experts have appropriate personal attributes. 

NOTE:  Guidance on personal attributes may be found in publications such as ISO 19011.
NOTE:  Duplicate of Item 310 (V2, M3, 4.2.7(e)).

ADDITIONAL LANGUAGE FROM 310 REPEATED HERE:  
NOTE 2:  Assessors that are able to communicate effectively through a translator or interpreter are considered to have complied with this requirement.
	
	
	
	

	
	Monitoring and Personnel Records
	
	
	
	

	119 
	V2, M1, 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. 


	
	
	
	

	120 
	V2, M1, 6.3.1:  In particular, the accreditation body shall review the performance and competence of its personnel in order to identify training needs. 


	
	
	
	

	121 
	V2, M1, 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. 


	
	
	
	

	122 
	V2, M1, 6.3.2:  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. 


	
	
	
	

	123 
	V2, M1, 6.4.1:  The accreditation body shall maintain records of relevant qualifications, training, experience and competence of each person involved in the accreditation process. 


	
	
	
	

	124 
	V2, M1, 6.4.1:  Records of training, experience and monitoring shall be kept up to date.

	
	
	
	

	125 
	V2, M1, 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;

NOTE:  Duplicate of Item 311 (V2, M3, 4.3.1(a))
	
	
	
	

	126 
	(b)  position held and for external assessors and experts, the position held in their own organization; 

NOTE:  Duplicate of Item 312 (V2, M3, 4.3.1(b))
	
	
	
	

	127 
	(c)  educational qualifications and professional status, 

NOTE:  Duplicate of Item 313 (V2, M3, 4.3.1(c))
	
	
	
	

	128 
	(d)  work experience, 

NOTE:  Duplicate of Item 314 (V2, M3, 4.3.1(d))
	
	
	
	

	129 
	(e)  training in management systems, assessment, and conformity assessment activities, 

NOTE:  Duplicate of Item 315 (V2, M3, 4.3.1(e))
	
	
	
	

	130 
	(f)  competence for specific assessment tasks, 

NOTE:  Duplicate of Item 316 (V2, M3, 4.3.1(f))
	
	
	
	

	131 
	(g)  experience in assessment and results of their regular monitoring. 

NOTE:  Duplicate of Item 317 (V2, M3, 4.3.1(g)

ADDITIONAL LANGUAGE FROM 317 REPEATED HERE:  

NOTE:  These records are available to outside parties, upon request, subject to the rules of confidentiality of personnel records and the open records laws of an accreditation body. 
	
	
	
	

	
	Accreditation Process – Accreditation Criteria and Information
	
	
	
	

	132 
	V2, M1, 7.1.1:  The general criteria for accreditation of CABs (environmental laboratories) shall be those set out in the relevant normative documents such as International Standards and Guides for the operation of CABs. 


	
	
	
	

	133 
	V2, M1, 7.1.2(a):  The accreditation body shall make publicly available, and update at adequate intervals, the detailed information about its assessment and accreditation processes, including arrangements for granting, maintaining, extending, reducing, suspending and withdrawing accreditation. 

	
	
	
	

	134 
	V2, M1, 7.1.2(b):  The accreditation body shall make publicly available, and update at adequate intervals, a document or reference documents containing the requirements for accreditation, including technical requirements specific to each field of accreditation, where applicable. 

	
	
	
	

	135 
	V2, M1, 7.1.2(c):  The accreditation body shall make publicly available, and update at adequate intervals, general information about the fees relating to the accreditation. 

	
	
	
	

	136 
	V2, M1, 7.1.2(d):  The accreditation body shall make publicly available, and update at adequate intervals, a description of the rights and obligations of CABs (i.e., NELAP-accredited environmental laboratory). 


	
	
	
	

	137 
	V2, M1, 7.1.2(e):  The accreditation body shall make publicly available, and update at adequate intervals, information on the accredited CABs as described in 8.2.1. 


	
	
	
	

	138 
	V2, M1, 7.1.2(f):  The accreditation body shall make publicly available, and update at adequate intervals, information on procedures for lodging and handling complaints and appeals. 


	
	
	
	

	139 
	V2, M1, 7.1.2(g):  The accreditation body shall make publicly available, and update at adequate intervals, information about the authority under which the accreditation program operates. 


	
	
	
	

	140 
	V2, M1, 7.1.2(h):  The accreditation body shall make publicly available, and update at adequate intervals, a description of its rights and duties. 


	
	
	
	

	141 
	V2, M1, 7.1.2(i):  The accreditation body shall make publicly available, and update at adequate intervals, general information about the means by which it obtains financial support. 


	
	
	
	

	142 
	V2, M1, 7.1.2(j):  The accreditation body shall make publicly available, and update at adequate intervals, information about its activities and stated limitations under which it operates. 


	
	
	
	

	143 
	V2, M1, 7.1.2(k):  The accreditation body shall make publicly available, and update at adequate intervals, information about the related bodies as described in Section 4.3.7, if applicable. 


	
	
	
	

	
	Application for Accreditation, and Resource Review
	
	
	
	

	144 
	V2, M1, 7.2.1:  The accreditation body shall require a duly authorized representative of the applicant CAB (i.e., environmental testing laboratory) 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, 


	
	
	
	

	145 
	(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, 


	
	
	
	

	146 
	(c)  a clearly defined, requested, scope of accreditation, 

	
	
	
	

	147 
	(d)  an agreement to fulfill the requirements for accreditation and the other obligations of the CAB, as described in 8.1. 


	
	
	
	

	148 
	V2, M1, 7.2.2:  The accreditation body shall require the applicant CAB (environmental laboratory) 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, 

	
	
	
	

	149 
	(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. 

	
	
	
	

	150 
	V2, M1, 7.2.3:  The accreditation body shall review for adequacy the information supplied by the CAB.

	
	
	
	

	151 
	V2, M1, 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. 
NOTE:  Duplicate of Item 336 (V2, M3, 6.1.1)
	
	
	
	

	152 
	V2, M1, 7.3.2:  The review shall also include the ability of the accreditation body to carry out the initial assessment in a timely manner. 
NOTE:  Duplicate of Item 337 (V2, M3, 6.1.2)
	
	
	
	

	
	Subcontracting the Assessment 
	
	
	
	

	153 
	V2, M1, 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. 

NOTE:  Duplicate of Item 338 (V2, M3, 6.2)
	
	
	
	

	154 
	V2, M1, 7.4.1:  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.
NOTE:  See Note 2 of Item 339 (V2, M3, 6.2); otherwise, the rest of Item 339 is covered here
ADDITIONAL LANGUAGE FROM 339 REPEATED HERE:

NOTE 2:  External individual assessors and experts become part of the accreditation body assessment team and using them in this manner is not considered subcontracting. Hiring an external organization to perform entire assessments on behalf of an accreditation body is considered subcontracting. 

	
	
	
	

	155 
	V2, M1, 7.4.2(a):  The accreditation body shall take full responsibility for all subcontracted assessments and shall itself have competence in the decision-making,


	
	
	
	

	156 
	V2, M1, 7.4.2(b):  The accreditation body shall maintain its responsibility for granting, maintaining, extending, reducing, suspending or withdrawing accreditation.  

	
	
	
	

	157 
	V2, M1, 7.4.2(c):  The accreditation body 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. 


	
	
	
	

	158 
	V2, M1, 7.4.2(d):  The accreditation body shall obtain the written consent of the CAB (environmental laboratory) to use a particular subcontractor. 


	
	
	
	

	159 
	V2, M1, 7.4.2.1:  The accreditation body shall allow the CAB to exclude a third-party assessor if there is a conflict of interest. 


	
	
	
	

	160 
	V2, M1, 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. 


	
	
	
	

	
	Decision-Making and Granting the Accreditation
	
	
	
	

	161 
	V2, M1, 7.5.1:  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. 


	
	
	
	

	162 
	V2, M1, 7.5.2:  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.

NOTE:
An accreditation body, in recognizing the accreditation granted by another accreditation body, which has a law or decision resulting from a legal action, the legal effect of which precludes the accreditation body from granting any accreditation to a particular CAB (i.e., environmental laboratory), would not be required to accept the accreditation of this CAB.


	
	
	
	

	163 
	V2, M1, 7.5.3:  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 Standard. 


	
	
	
	

	164 
	V2, M1, 7.5.4:  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; 


	
	
	
	

	165 
	(b)  the unique identity of the accredited CAB (environmental laboratory); 


	
	
	
	

	166 
	(c)  all premises from which one or more key activities are performed and which are covered by the accreditation; 

	
	
	
	

	167 
	(d)  the unique accreditation number of the accredited CAB; 


	
	
	
	

	168 
	(e)  the effective date of granting of accreditation and, if applicable, the expiry date; 


	
	
	
	

	169 
	(f)  a brief explanation of, or reference to, the scope of accreditation; 


	
	
	
	

	170 
	(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.  


	
	
	
	

	171 
	V2, M1, 7.5.5:  The accreditation certificate shall also identify the following, for testing laboratories, the tests or types of tests performed and materials or products tested and, where appropriate, the methods used. 

	
	
	
	

	172 
	V2, M1, 7.5.6.1.1:  Reasons to deny an initial application shall include failure to submit a completed application. 


	
	
	
	

	173 
	V2, M1, 7.5.6.1.2:  Reasons to deny an initial application shall include failure to pay fees. 


	
	
	
	

	174 
	V2, M1, 7.5.6.1.3:  Reasons to deny an initial application shall include failure of CAB (environmental laboratory) staff to meet the personnel qualifications of education, training, and experience as required by the Standard. 


	
	
	
	

	175 
	V2, M1, 7.5.6.1.4:  Reasons to deny an initial application shall include failure to successfully analyze and report proficiency testing samples as required. 

	
	
	
	

	176 
	V2, M1, 7.5.6.1.5:  Reasons to deny an initial application shall include failure to respond to an assessment report from an on-site assessment with a corrective action as required. 


	
	
	
	

	177 
	V2, M1, 7.5.6.1.6:  Reasons to deny an initial application shall include failure to implement the corrective actions detailed in the corrective action report within the required time frame. 


	
	
	
	

	178 
	V2, M1, 7.5.6.1.7:  Reasons to deny an initial application shall include failure to implement a quality system as defined in TNI Environmental Laboratory Sector Volume 1, Module 2 “Management and Technical Requirements for Laboratories Performing Environmental Analysis.” 


	
	
	
	

	179 
	V2, M1, 7.5.6.1.8:  Reasons to deny an initial application shall include failure to pass required on-site assessment(s). 


	
	
	
	

	180 
	V2, M1, 7.5.6.1.9:  Reasons to deny an initial application shall include misrepresentation of any fact pertinent to receiving or maintaining accreditation. 


	
	
	
	

	181 
	V2, M1, 7.5.6.1.10:  Reasons to deny an initial application shall include denial of entry during normal business hours for an on-site assessment. 


	
	
	
	

	182 
	V2, M1, 7.5.6.2:  No CAB’s (environmental laboratory’s) accreditation shall be denied without the right to due process. 

	
	
	
	

	
	Appeals
	
	
	
	

	183 
	V2, M1, 7.6.1:  The accreditation body shall establish procedures to address appeals by CABs. 

	
	
	
	

	184 
	V2, M1, 7.6.2(a):  The accreditation body shall appoint a person, or group of persons, to investigate the appeal who are competent and independent of the subject of the appeal. 


	
	
	
	

	185 
	V2, M1, 7.6.2(b):  The accreditation body shall decide on the validity of the appeal. 


	
	
	
	

	186 
	V2, M1, 7.6.2(c):  The accreditation body shall advise the CAB (environmental laboratory) of the final decision(s) of the accreditation body. 


	
	
	
	

	187 
	V2, M1, 7.6.2(d):  The accreditation body shall take follow-up action where required. 


	
	
	
	

	188 
	V2, M1, 7.6.2(e):  The accreditation body shall keep records of all appeals, of final decisions, and of follow-up actions taken.

NOTE:  An independent person, or group of persons, may consist of another group within the accreditation body organization whose responsibility is to handle investigations and appeals. Alternatively, the matter can be addressed by an external group of peers called together for this purpose, and following a documented policy and procedure consistent with this Standard and agreed upon by all participants. 


	
	
	
	

	
	Reassessment and Surveillance
	
	
	
	

	189 
	V2, M1, 7.7.1 & 7.7.2:  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.
NOTE:  Clauses 7.5 to 7.8 are found in Volume 2, Module 3, Sections 6.3-6.4 and 6.8-6.12.  Clause 7.9 is found in Section 7.5 above. 

The accreditation body shall establish procedures and plans for carrying out periodic surveillance on-site assessments, other surveillance activities and reassessments at sufficiently close intervals to monitor the continued fulfillment by the accredited CAB (e.g., environmental laboratory) of the requirements for accreditation.

NOTE:  “Other surveillance activities” may include, among other things, review by the accreditation body of internal audit reports and managerial reviews or continuing demonstration of corrective actions, or proficiency testing performed by the CAB.

NOTE:  Duplicate of Item 390 (V2, M3, 6.13.1)
	
	
	
	

	190 
	V2, M1, 7.7.3:  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.


	
	
	
	

	191 
	V2, M1, 7.7.3:  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.


	
	
	
	

	192 
	V2, M1, 7.7.4:  Surveillance on-site assessments shall be planned taking into account other surveillance activities. 

	
	
	
	

	193 
	V2, M1, 7.7.5:  When, during surveillance or reassessments, nonconformities are identified, the accreditation body shall define strict time limits for corrective actions to be implemented.
NOTE:  Duplicate of Item 395 (V2, M3, 6.13.6)
ADDITIONAL LANGUAGE FROM 395 REPEATED HERE:

NOTE:  A strict timeline defines enforceable deadlines commensurate with the severity of a finding.


	
	
	
	

	194 
	V2, M1, 7.7.6:  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. 
NOTE:  Duplicate of Item 396 (V2, M3, 6.13.7)
	
	
	
	

	195 
	V2, M1, 7.7.7:  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.
NOTE:  Duplicate of Item 397 (V2, M3, 6.13.8)
ADDITIONAL LANGUAGE FROM 397 REPEATED HERE:

NOTE:  Extraordinary assessments may be performed when accreditation bodies receive complaints about CABs or when CABs experience changes in ownership, key personnel, location, and scope of accreditation. 


	
	
	
	

	
	Extending, Suspending, Withdrawing, or Reducing Accreditation 
	
	
	
	

	196 
	V2, M1, 7.8:  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 7.5 to 7.9. 

	
	
	
	

	197 
	V2, M1, 7.9.1:  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.


	
	
	
	

	198 
	V2, M1, 7.9.2:  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.


	
	
	
	

	199 
	V2, M1, 7.9.3:  The accreditation body shall make decisions to reduce the scope of accreditation of the CAB (i.e., environmental laboratory) 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.


	
	
	
	

	200 
	V2, M1, 7.9.4:  Suspension, Withdrawal or Reduction of Accreditation 

The following are additions as allowed by local laws and regulations: 

7.9.4.1:  Suspension shall not exceed six months or the period of accreditation, whichever is longer. The purpose of suspension is to allow a CAB time to correct deficiencies or an area of non-compliance.


7.9.4.2:  Subject to applicable laws, regulations and due process requirements, an accreditation body may suspend, withdraw or reduce a CAB’s accreditation if the CAB fails to meet the standards for accreditation. The CAB shall retain accreditation for the scope of accreditation, where it continues to meet the requirements of the Standard. Reasons for suspension, withdrawal or reduction shall include but are not limited to: 


7.9.4.2.1:  if the accreditation body finds, during the on-site assessment, that the public interest, safety or welfare imperatively requires emergency action; 


7.9.4.2.2:  failure to complete proficiency testing studies as required; 


7.9.4.2.3:  failure to notify the accreditation body of any changes in key accreditation criteria as referenced in ISO/IEC 17011:2004(E) Clause 7.2.1; 



7.9.4.2.4:  failure to maintain a Quality System as required; 


7.9.4.2.5:  failure of the CAB to employ staff that meets qualifications for education, training and experience as required.

7.9.4.2.6:  Misrepresentation of any fact pertinent to receiving or maintaining accreditation;


7.9.4.2.7:  Denial of entry to an accreditation body’s assessment team during normal business hours for the purpose of conducting an on-site assessment;


7.9.4.2.8:  Failure to pass an on-site assessment conducted by an accreditation body;


7.9.4.2.9:  Failure to complete responses or corrective actions from an accreditation body’s assessment report.


7.9.4.2.10:  Failure to pay fees.



	
	
	
	

	
	7.9.4.3:  A suspended CAB shall not continue to perform conformance assessment services for the affected scope of accreditation.


7.9.4.4
The accreditation body shall change the CAB’s accreditation status from suspended to accredited when the CAB demonstrates to the accreditation body that it complies with the relevant requirements. 


7.9.4.5
A suspended CAB shall not have to reapply for accreditation if the cause/causes for suspension are corrected within six months or before the end of the period of accreditation, whichever is longer.


7.9.4.6
If the CAB fails to correct the causes of suspension within six months after the effective date of the suspension or by the end of the period of accreditation (whichever is longer), the accreditation body shall withdraw or reduce the CAB’s accreditation and the CAB is required to reapply for accreditation.


7.9.4.7
No CAB’s accreditation shall be suspended, withdrawn or reduced without the right to due process as set forth by the Accreditation Body.


	
	
	
	

	
	Records on CABs (Environmental Laboratories)
	
	
	
	

	201 
	V2, M1, 7.10.1:  The accreditation body shall maintain records on CABs to demonstrate that requirements for accreditation, including competence, have been effectively fulfilled. 

	
	
	
	

	202 
	V2, M1, 7.10.2:  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.
NOTE:
The confidentiality of documents and records may be challenged in specific instances by public information requests under state or federal laws.



	
	
	
	

	203 
	V2, M1, 7.10.3(a):  Records on CABs shall include relevant correspondence. 

	
	
	
	

	204 
	V2, M1, 7.10.3(b):  Records on CABs shall include assessment records and reports. 


	
	
	
	

	205 
	V2, M1, 7.10.3(c):  Records on CABs shall include records of committee deliberations, if applicable, and accreditation decisions. 


	
	
	
	

	206 
	V2, M1, 7.10.3(d):  Records on CABs shall include copies of accreditation certificates. 


	
	
	
	

	207 
	V2, M1, 7.10.4:  The accreditation body shall have a policy and procedure for retaining accreditation records for a minimum length of time as required by contractual obligations or pertinent territorial, state or federal laws and regulations. 

	
	
	
	

	
	Proficiency Testing and Other Comparisons of CABs
	
	
	
	

	208 
	V2, M1, 7.11.1:  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.

	
	
	
	

	209 
	V2, M1, 7.11.2:  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 programs.

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.


	
	
	
	

	210 
	V2, M1, 7.11.3:  The accreditation body shall ensure that its accredited laboratories participate in proficiency testing or other comparison programs, 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.

NOTE 3:  Proficiency testing can occur and be administered by assessors during an on-site assessment of a CAB. 

	
	
	
	

	
	Obligations of the CAB (accredited environmental testing laboratory)
	
	
	
	

	211 
	V2, M1, 8.1.1:  The accreditation body shall require the CAB to conform to the following: 

(a)  The CAB shall commit to fulfill 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. 

	
	
	
	

	212 
	(b)  When requested, the CAB shall afford such accommodation and cooperation as is necessary to enable the accreditation body to verify fulfillment of requirements for accreditation. This applies to all premises where the conformity assessment services take place. 


	
	
	
	

	213 
	(c)  The CAB shall provide access to information, documents and records as necessary for the assessment and maintenance of the accreditation. 

	
	
	
	

	214 
	(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. 


	
	
	
	

	215 
	(e)  The CAB shall arrange the witnessing of CAB services when requested by the accreditation body. 


	
	
	
	

	216 
	(f)  The CAB shall claim accreditation only with respect to the scope for which it has been granted accreditation. 


	
	
	
	

	217 
	(g)  The CAB shall not use its accreditation in such a manner as to bring the accreditation body into disrepute. 

	
	
	
	

	218 
	(h)  The CAB shall pay fees as shall be determined by the accreditation body.  

	
	
	
	

	219 
	V2, M1, 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, 

NOTE:  Duplicate of Item 398 (V2, M3, 7.0(a))
	
	
	
	

	220 
	(b)  the organization, top management, and key personnel, 

NOTE:  Duplicate of Item 399 (V2, M3, 7.0(b))
	
	
	
	

	221 
	(c)  main policies, 

NOTE:  Duplicate of Item 400 (V2, M3, 7.0(c))
	
	
	
	

	222 
	(d)  resources and premises, 

NOTE:  Duplicate of Item 401 (V2, M3, 7.0(d))
	
	
	
	

	223 
	(e)  scope of accreditation, 

NOTE:  Duplicate of Item 402 (V2, M3, 7.0(e))
	
	
	
	

	224 
	(f)  other such matters that may affect the ability of the CAB to fulfill the requirements for accreditation. 

NOTE:  Duplicate of Item 403 (V2, M3, 7.0(f))
	
	
	
	

	
	Obligations of the Accreditation Body
	
	
	
	

	225 
	V2, M1, 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, 


	
	
	
	

	226 
	(b)  dates of granting accreditation and expiration dates, as applicable, 


	
	
	
	

	227 
	(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. 


	
	
	
	

	228 
	V2, M1, 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. 

	
	
	
	

	229 
	V2, M1, 8.2.3:  The accreditation body shall, where applicable, provide information about international arrangements in which it is involved. 

	
	
	
	

	230 
	V2, M1, 8.2.4:  The accreditation body shall give due notice of any changes to its requirements for accreditation. 


	
	
	
	

	231 
	V2, M1, 8.2.4:  The accreditation body shall take account of views expressed by interested parties before deciding on the precise form and effective date of the changes. 


	
	
	
	

	232 
	V2, M1, 8.2.4:  Following a decision on, and publication of, the changed requirements, the accreditation body shall verify that each accredited body carries out any necessary adjustments. 

	
	
	
	

	
	Reference to Accreditation and Use of Symbols
	
	
	
	

	233 
	V2, M1, 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.  

	
	
	
	

	234 
	V2. M1, 8.3.1:  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. 


	
	
	
	

	235 
	V2, M1, 8.3.2(a):  The accreditation body shall take effective measures to ensure that the accredited CAB 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.

	
	
	
	

	236 
	V2, M1, 8.3.2(b):  The accreditation body shall take effective measures to ensure that the accredited CAB only uses the accreditation symbols for premises of the CAB that are specifically included in the accreditation. 


	
	
	
	

	237 
	V2, M1, 8.3.2(c):  The accreditation body shall take effective measures to ensure that the accredited CAB does not make any statement regarding its accreditation that the accreditation body may consider misleading or unauthorized. 

	
	
	
	

	238 
	V2, M1, 8.3.2(d):  The accreditation body shall take effective measures to ensure that the accredited CAB takes due care that no report or certificate nor any part thereof is used in a misleading manner. 


	
	
	
	

	239 
	V2, M1, 8.3.2(e):  The accreditation body shall take effective measures to ensure that the accredited CAB, upon suspension or withdrawal of its accreditation (however determined), discontinues its use of all advertising matter that contains any reference to an accredited status. 

	
	
	
	

	240 
	V2, M1, 8.3.2(f):  The accreditation body shall take effective measures to ensure that the accredited CAB 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. 

	
	
	
	

	241 
	V2, M1, 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.


	
	
	
	

	
	V2, M2, 4.0 Proficiency Testing – Accreditation Body Requirements – 4.1 Primary Accreditation Body (Primary AB)
	
	
	
	

	242 
	V2, M2, 4.1.1:  The Primary AB shall require laboratories to meet the PT requirements as specified in Volume 1 Module 1 of this Standard.
	
	
	
	

	243 
	V2, M2, 4.1.2: The Primary AB shall review the evaluation report issued by a PT Provider to verify the laboratory has met the PT requirements set forth in this Standard within sixty (60) calendar days of receipt of the report from the PT Provider.
	
	
	
	

	244 
	V2, M2, 4.1.3: The Primary AB shall only accept PT Study reports that come directly from the PT Provider as directed by the environmental laboratory.
	
	
	
	

	245 
	V2, M2, 4.1.4: The Primary AB shall accept only those PT Study results that meet the requirements of Volume 1 Module 1, and Volume 3 of this Standard.
	
	
	
	

	246 
	V2, M2, 4.1.5: The Primary AB shall have procedures in place to:
	
	
	
	

	247 
	a) receive final evaluation reports from any PTPA-accredited PT Provider;
	
	
	
	

	248 
	b) assess a laboratory to ensure that the analysis of PT samples is performed in accordance with the requirements set forth in this Standard;
	
	
	
	

	249 
	c) evaluate final evaluation reports as specified in this Standard;

NOTE:
“Acceptable” PT study scores from a PT Provider do not automatically result in a successful evaluation of a PT study by an AB. For example, failure to report an analytical method or reporting of an incorrect method, failure to provide the PT Provider with a release of results to the AB before the close of the study, failure to report results to the PT Provider before the closing date, failure to handle PT study samples in the same manner as routine environmental samples, etc. may be cause for an unsuccessful evaluation by an AB.
	
	
	
	

	250 
	d) deny, suspend or revoke a laboratory’s accreditation when the laboratory has not met the requirements of the PT program as specified in this Standard;
	
	
	
	

	251 
	e) evaluate that the laboratory performed and implemented corrective action for failed PT Studies;
	
	
	
	

	252 
	f) maintain the current accreditation status of laboratories in their program in the National Database, also known as the Laboratory Accreditation Management System (LAMS); and
	
	
	
	

	253
	g) notify all Secondary ABs of revocation of accreditation of any laboratory in their program.
	
	
	
	

	
	V2, M2, 4.2 Secondary Accreditation Body (Secondary AB)
	
	
	
	

	254
	V2, M2, 4.2.1:  The Secondary AB may choose to evaluate secondary accredited and applicant laboratories’ PT study results and grant, deny, suspend, or revoke a laboratory’s accreditation as if it were the Primary AB.  A Secondary AB that chooses to evaluate a secondary applicant’s PT studies and make accreditation changes based on this evaluation must evaluate all secondary applicants’ PT Studies in accordance with the requirements established in Volume 1 Module 1 and Volume 2 Module 2 of this Standard, and must have procedures in place to contact the Primary AB to verify their evaluation prior to taking action on a laboratory.
	
	
	
	

	255
	V2, M2, 4.2.2: The Secondary AB shall not impose additional PT requirements for FoPTs covered by the Standard as a requisite for initial or continued NELAP accreditation.
	
	
	
	

	
	V2, M2, 5.0 - Requirements for Complaint Resolution – Complaints Relating to PT Providers
	
	
	
	

	256
	V2, M2, 5.1: The AB shall submit questions about PT samples or performance evaluations made by the PT Provider to the PT Provider
	
	
	
	

	257
	V2, M2, 5.1: If the PT Provider is unable or unwilling to resolve the questions, the Primary AB shall refer those questions to the PT Provider’s PTPA.
	
	
	
	

	258
	V2, M2, 5.2: If the AB discovers, or is otherwise notified, that the PT Provider did not follow the scoring criteria specified in Volume 3 of this Standard, the AB shall report their findings to the PT Provider (see Section 5.1).
	
	
	
	

	259
	V2, M2, 5.3: If the AB discovers that the laboratory analyzed quality control (QC) standards that a PT Provider suggested or directed a laboratory to purchase with the PT study samples for the purpose of improving the laboratory’s performance for a given PT sample, or that the PT Provider has given the laboratory analysis instructions beyond those specified in this Standard, the AB shall report the results of their findings to the PT Provider’s PTPA.
	
	
	
	

	260
	V2, M2, 5.4: The AB shall have procedures to resolve a laboratory’s questions related to the validity of a not acceptable evaluation for a FoPT in any PT sample or when the validity of an entire study from a PT Provider may be questionable based on complaints, failure rates or data provided by the PT Provider. 
	
	
	
	

	
	V2, M2, 6.0 Suspension or Revocation of Accreditation
	
	
	
	

	
	V2, M2, 6.1 Suspension
	
	
	
	

	261
	V2, M2, 6.1.1: The AB shall follow its established procedures to suspend a laboratory’s accreditation for a field of accreditation when:
	
	
	
	

	262
	a) the laboratory fails two (2) out of the most recent three (3) PT studies attempted for a particular field of accreditation, when participation is required for a particular FoPT as established by Volume 1 Module 1 of this Standard; or
	
	
	
	

	263
	b) the laboratory fails to provide a corrective action report to the AB within thirty (30) calendar days of a request from the AB.
	
	
	
	

	
	V2, M2, 6.2 Revocation
	
	
	
	

	264
	The AB shall follow its established procedures to revoke a laboratory’s accreditation for a field of accreditation when:
a) the laboratory fails three (3) consecutive PT Studies, either by failure to participate in the required PT Study or due to failure to obtain acceptable results, for the same field of accreditation;
	
	
	
	

	265
	a) a laboratory violates the provisions outlined in Volume 1 Module 1 Section 4.1.5 of this Standard; or
	
	
	
	

	266
	b) the laboratory has not satisfied the accreditation requirements causing the suspension, during the period of suspension.
	
	
	
	

	
	V2, M2, 6.3 Reinstatement of Accreditation
	
	
	
	

	267
	V2, M2, 6.3.1: The AB shall re-instate the accreditation of a laboratory whose accreditation is suspended, as specified in Section 6.1a when the laboratory establishes a history of two (2) successful PT study results out of the most recent three (3) attempts for the particular field of accreditation, as specified in Volume 1 Module 1 of this Standard.
	
	
	
	

	268
	V2, M2, 6.3.2: The AB shall reinstate the accreditation of an environmental laboratory whose accreditation was suspended as specified in Section 6.1b when the laboratory provides the corrective action report for the failed PT study and the Primary AB determines that corrective action is acceptable, provided the laboratory meets the requirements for continued accreditation.
	
	
	
	

	269
	V2, M2, 6.3.3: The AB shall reinstate the accreditation of an environmental laboratory whose accreditation is revoked as specified in Section 6.2, when the laboratory meets the requirements for initial accreditation, as specified in Volume 1 Module 1 of this Standard and the Primary AB’s requirements for re-accreditation.

NOTE: The AB may have regulatory processes for revocation, suspension, and reinstatement of accreditation that supersede the conditions of this Standard.
	
	
	
	

	270 Thru 292
	These numbers are reserved.
	
	
	
	

	
	On-Site Assessment Human Resources – General Provisions
	
	
	
	

	293


	V2, M3, 4.1.1:  The accreditation body shall have access to a sufficient number of assessors, including lead assessors, and experts to cover all of its activities. 

NOTE:  Duplicate of Item 106 (V2, M1, 6.1.2)
	
	
	
	

	294
	V2, M3, 4.1.2:  The accreditation body shall have documented procedures for assigning assessors to CABs (i.e., environmental laboratories). Such procedures shall consider the scope of accreditation and the complexity of operations of the CABs. 


	
	
	
	

	295
	V2, M3, 4.1.3:  The accreditation body shall make clear to each person concerned the extent and the limits of their duties, responsibilities and authorities. 

NOTE:  Duplicate of Item 107 (V2, M1, 6.1.3)
	
	
	
	

	296
	V2, M3, 4.1.4:  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. 

NOTE:  Duplicate of Item 108 (V2, M1, 6.1.4)

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. 


	
	
	
	

	297
	V2, M3, 4.1.5:  The accreditation body shall require assessors employed directly or under contract to affirm this commitment before they participate in their first assessment for the accreditation body or whenever the rules of the accreditation body pertaining to the accreditation of CABs change.  


	
	
	
	

	
	Education and Training Requirements for Assessors
	
	
	
	

	298
	V2, M3, 4.2.1:  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. 

NOTE:  Duplicate of Item 110 (V2, M1, 6.2.1(a) and Item 111 (V2, M1, 6.2.1(b)
	
	
	
	

	299
	V2, M3, 4.2.2:  The accreditation body shall establish procedures for selecting, training and formally approving assessors and experts used in the assessment process.  

NOTE:  Duplicate of Item 112 (V2, M1, 6.2.2)
	
	
	
	

	300
	V2, M3, 4.2.3:  An assessor shall hold at least a Bachelor’s degree in a scientific discipline or have commensurate experience acquired by having performed verified assessments of environmental CABs. 


	
	
	
	

	301
	V2, M3, 4.2.4:  An assessor shall have completed and attained a passing score on the written examination of courses approved by the employing accreditation body on assessing quality systems and all technical disciplines comprising a technology or combination of method and technology that the assessor will assess. 

NOTE:  Technical disciplines applicable to the environmental sector include microbiology, toxicity testing, inorganic non-metals, metals, organics, asbestos, radiochemistry, and field activities. 


	
	
	
	

	302
	V2, M3, 4.2.5:  Before an assessor is allowed to perform unsupervised assessments for an accreditation body, the assessor shall have performed a minimum number of assessments under the supervision of an assessor whose competence has been qualified by the accreditation body. 


	
	
	
	

	303
	V2. M3, 4.2.5(a),(b):  The qualified assessor shall observe the candidate assessor performing:

(a)  at least one assessment, for those assessors that have previous documented experience performing environmental CAB assessments; or 

(b)  at least two assessments, for those assessors that have no documented experience performing environmental CAB assessments. 

NOTE:
A qualified assessor may evaluate the ability of an assessor to perform unsupervised assessments by: direct observation, observing the assessor perform an assessment in its entirety; or by limited observation, observing the assessor performing parts of an assessment and allowing the assessor to conduct some parts of the assessment independently.  


	
	
	
	

	304
	V2, M3, 4.2.5(c):  The supervising qualified assessor shall document his or her conclusions to the accreditation body employing the candidate assessor. The accreditation body shall use the qualified assessors’ conclusions to determine if an assessor candidate may perform unsupervised assessments or if additional supervised assessments beyond the minimum specified in this Standard are required to qualify the candidate assessor. 


	
	
	
	

	305
	V2, M3, 4.2.6:  The accreditation body shall identify the specific scopes in which each assessor and expert has demonstrated competence to assess. 

NOTE:  Duplicate of Item 113 (V2, M1, 6.2.3)
	
	
	
	

	306
	V2, M3, 4.2.7:  The accreditation body shall ensure that assessors and, where relevant, experts:

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

NOTE:  Duplicate of Item 114 (V2, M1, 6.2.4(a))
	
	
	
	

	307
	(b)  have undergone a relevant accreditation assessor training, 

NOTE:  Duplicate of Item 115 (V2, M1, 6.2.4(b))
	
	
	
	

	308
	(c)  have a thorough knowledge of the relevant assessment methods, 

NOTE:  Duplicate of Item 116 (V2, M1, 6.2.4(c))
	
	
	
	

	309
	(d)  are able to communicate effectively, both in writing and orally, in the required languages, and 

NOTE:  Duplicate of Item 117 (V2, M1, 6.2.4(d))
	
	
	
	

	310
	(e)  have appropriate personal attributes.

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

NOTE:  Duplicate of Item 118 (V2, M1, 6.2.4(e))

NOTE 2:  Assessors that are able to communicate effectively through a translator or interpreter are considered to have complied with this requirement. 
	
	
	
	

	
	Records on Assessors
	
	
	
	

	311
	V2, M3, 4.3.1:  The accreditation body shall maintain up-to-date records on assessors and experts consisting of at least the following:

(a)  name and address; 

NOTE:  Duplicate of Item 125 (V2, M1, 6.4.2(a))
	
	
	
	

	312
	(b)  position held and for external assessors and experts, the position held in their own organization;  

NOTE:  Duplicate of Item 126 (V2, M1, 6.4.2(b))
	
	
	
	

	313
	(c)  educational qualifications and professional status; 

NOTE:  Duplicate of Item 127 (V2, M1, 6.4.2(c))
	
	
	
	

	314
	(d)  work experience; 

NOTE:  Duplicate of Item 128 (V2, M1, 6.4.2(d))
	
	
	
	

	315
	(e)  training in management systems, assessment and conformity assessment activities; 

NOTE:  Duplicate of Item 129 (V2, M1, 6.4.2(e))
	
	
	
	

	316
	(f)  competence for specific assessment tasks; 

NOTE:  Duplicate of Item 130 (V2, M1, 6.4.2(f))
	
	
	
	

	317
	(g)  experience in assessment and results of their regular monitoring.

NOTE:  Duplicate of Item 131 (V2, M1, 6.4.2(g))

NOTE:  These records are available to outside parties, upon request, subject to the rules of confidentiality of personnel records and the open records laws of an accreditation body. 


	
	
	
	

	318
	V2, M3, 4.3.2:  Assessors shall sign qualification statements attesting the assessors meet the education and training required by this Standard. Accreditation bodies shall provide those statements to CABs (i.e., environmental laboratories) upon request. 


	
	
	
	

	319
	V2, M3, 4.3.3:  Before conducting an assessment, an assessor shall sign statements certifying the assessor has no conflict of interest with the CAB to be assessed and provide such statements, upon request, to the CAB. 


	
	
	
	

	320
	V2, M3, 4.3.4:  It is possible that during the on-site assessment, assessors or CAB personnel become aware of previously unforeseen conflicts of interest. When this happens the lead assessor shall consult with the accreditation body, as soon as practicable, to determine how to proceed. The accreditation body shall take action to ensure that the assessment can proceed without compromising its integrity and impartiality or shall request that the assessment team terminate the assessment. If it is necessary to appoint a new assessment team, the accreditation body shall appoint it as soon as practicable without jeopardizing the CAB’s request for accreditation. 


	
	
	
	

	321
	V2, M3, 4.3.5:  Assessment team members shall not have provided consultancy to the CAB which might compromise the accreditation process and decision.
NOTE:  Assessors are employed by or on behalf of accreditation bodies to determine the competence of a CAB in meeting this Standard. The initial accreditation of a CAB is based primarily on the findings and observations of assessors. In many accreditation bodies, assessment team members can also be responsible for deciding the accreditation status of a CAB. 


	
	
	
	

	
	Standards of Professional Conduct for Assessors
	
	
	
	

	322
	V2, M3, 4.4.1:  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 (environmental laboratory) to be assessed. 

NOTE:  Clause 6.1.4 is given in Section 4.1.4 of this Module.

NOTE:  Duplicate of Item 344 (V2, M3, 6.3.2(b))
	
	
	
	

	323
	V2, M3, 4.4.2:  Assessors and experts shall conform to professional and ethical standards of conduct. Assessors and experts shall:

(a)  have no interests at play other than those of the accreditation body during the entire accreditation process; 


	
	
	
	

	324
	(b)  act impartially and not give preferential treatment to any organization or individual; 


	
	
	
	

	325
	(c)  provide equal treatment to all persons and organizations regardless of race, color, religion, sex, national origin, age, and disability;


	
	
	
	

	326
	(d)  not use their position for private gain;


	
	
	
	

	327
	(e)  not solicit or accept any gift or other item of monetary value from any CAB, CAB representative or any other affected individual or organization doing business with, or affected by, the actions of the assessor’s employer or accreditation body; 


	
	
	
	

	328
	(f)  not hold financial interests that conflict with the conscientious performance of their duties; 


	
	
	
	

	329
	(g)  not engage in financial transactions using information gained through their positions as assessors to further any private interest; 


	
	
	
	

	330
	(h)  not seek or negotiate employment or attempt to arrange contractual agreements with a CAB that would conflict with their duties and responsibilities as assessors; 


	
	
	
	

	331
	(i)  not knowingly make unauthorized commitments or promises of any kind purporting to bind an accreditation body; and 


	
	
	
	

	332
	(j)  attempt to avoid any actions that could create the appearance that they are violating any of the standards of professional conduct outlined here. 


	
	
	
	

	333
	V2, M3, 4.4.3:  While on site, assessment teams may become aware that a CAB may be in violation of an environmental law or regulation. The assessment team shall present this information and any associated documentation to the accreditation body for appropriate action. 

NOTE:
Some assessment teams have the ability to act as enforcement agents for their accreditation bodies. 


	
	
	
	

	
	Frequency of On-Site Assessments
	
	
	
	

	334
	V2, M3, 5.1:  After an initial assessment for accreditation, accreditation bodies shall perform reassessments at intervals of two years plus or minus six months. Once a CAB (i.e., environmental laboratory) is accredited, accreditation bodies reserve the right to assess a CAB at any time during the accreditation period. 

NOTE:  Duplicate of Item 392 (V2, M3, 6.13.3)
	
	
	
	

	335
	V2, M3, 5.2:  Accreditation bodies have authority to conduct unannounced assessments. Initial on-site assessments are announced.  

NOTE:  Duplicate of Item 393 (V2, M3, 6.13.4), which also says that most assessments are announced
	
	
	
	

	
	On-Site Assessment Process Resource Review
	
	
	
	

	336
	V2, M3, 6.1.1:  The accreditation body shall review its ability to carry out the assessment of the applicant CAB (environmental laboratory), in terms of its own policy, its competence and the availability of suitable assessors and experts. 

NOTE:  Duplicate of Item 151 (V2, M1, 7.3.1)
	
	
	
	

	337
	V2, M3, 6.1.2:  The review shall also include the ability of the accreditation body to carry out the initial assessment in a timely manner. 

NOTE:  Duplicate of Item 152 (V2, M1, 7.3.2)
	
	
	
	

	338
	V2, M3, 6.2:  The accreditation body shall normally undertake the assessment on which accreditation is based. The accreditation body shall not subcontract the decision-making. 

NOTE:  Duplicate of Item 153 (V2, M1, 7.4.1
	
	
	
	

	339
	V2, M3, 6.2:  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.

NOTE:  Duplicate of Item 154

NOTE 2:  External individual assessors and experts become part of the accreditation body assessment team and using them in this manner is not considered subcontracting. Hiring an external organization to perform entire assessments on behalf of an accreditation body is considered subcontracting. 


	
	
	
	

	
	Preparation for Assessment
	
	
	
	

	340
	V2, M3, 6.3.1:  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. 


	
	
	
	

	341
	V2, M3, 6.3.1:  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 


	
	
	
	

	342
	(b)  shall have understanding sufficient to make a reliable assessment of the competence of the CAB (i.e., environmental laboratory) to operate within its scope of accreditation. 


	
	
	
	

	343
	V2, M3, 6.3.2:  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  


	
	
	
	

	344
	(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. 

NOTE:  Clause 6.1.4 is given in Section 4.1.4 of this Module.

NOTE:  Duplicate of Item 322 (V2, M3, 4.4.1)
	
	
	
	

	345
	V2, M3, 6.3.3:  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. 

	
	
	
	

	346
	V2, M3, 6.3.3:  The accreditation body shall have a policy for dealing with such objections.

NOTE:  Accreditation bodies may conduct unannounced assessments. The requirement to notify the CAB in advance of the names of the members of the assessment team does not apply to unannounced assessments. An unannounced assessment should not be used by an accreditation body to appoint a known objectionable assessment team. The policy established for dealing with objections from a CAB to the appointment of an assessor or expert to the assessment team should specify the type of objections under which an accreditation body may consider assigning a different assessor or expert. When assembling a team for an unannounced assessment, accreditation bodies should consider previous objections to an assessor made by the CAB. A CAB retains the right to raise an objection to an assessor or expert at the time of the unannounced assessment but should not raise objections to avoid or delay an unannounced assessment. 


	
	
	
	

	347
	V2, M3, 6.3.4:  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. 


	
	
	
	

	348
	V2, M3, 6.3.5:  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.

NOTE:  Accreditation bodies should establish procedures for selecting systems, methods and analytical activities that will be observed during an on-site assessment based on the accreditation scope and complexity of the CAB to be assessed. Assessors should strike a balance between thoroughness and practicality while determining the extent to which CABs meet this Standard. The examination of the systems, processes and procedures of the CAB should give a general sense of its past and present capabilities to perform work of known and documented quality. 


	
	
	
	

	349
	V2, M3, 6.3.6:  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.
NOTE 2:  Each fixed-base branch or subsidiary of a CAB with multiple locations is customarily accredited separately by accreditation bodies and requires separate initial assessments. Mobile facilities of fixed-base CABs or mobile facilities not directed by or attached to a fixed-base CAB may be required to maintain distinct accreditations by different accreditation bodies and may require separate initial assessments. 


	
	
	
	

	350
	V2, M3, 6.3.7:  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.

NOTE:  Each fixed-base branch or subsidiary of a CAB with multiple locations is customarily accredited separately by accreditation bodies and requires separate surveillance and reassessments. Mobile facilities of fixed-base CABs or mobile facilities not directed by or attached to a fixed-base CAB may be required to maintain distinct accreditations by different accreditation bodies and may require separate surveillance and reassessments. 


	
	
	
	

	351
	V2, M3, 6.3.8:  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.
NOTE:  Accreditation bodies may conduct unannounced assessments. The requirement to notify the CAB in advance of the names of the members of the assessment team does not apply to unannounced assessments. An unannounced assessment should not be used by an accreditation body to appoint a known objectionable assessment team. The policy established for dealing with objections from a CAB to the appointment of an assessor or expert to the assessment team should specify the type of objections under which an accreditation body may consider assigning a different assessor or expert. When assembling a team for an unannounced assessment, accreditation bodies should consider previous objections to an assessor made by the CAB. A CAB retains the right to raise an objection to an assessor or expert at the time of the unannounced assessment but should not raise objections to avoid or delay an unannounced assessment. 


	
	
	
	

	352
	V2, M3, 6.3.9:  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 


	
	
	
	

	353
	V2, M3, 6.4.1:  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. 

NOTE:  Clauses 7.2.1 and 7.2.2 are the corresponding Sections found in Volume 2, Module 1.


	
	
	
	

	354
	V2, M3, 6.4.2:  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.
NOTE:  The assessment team assigned to the CAB usually makes a recommendation to the accreditation body to not proceed with an initial assessment when it encounters significant nonconformities during document and record review. Accreditation bodies should inform CABs of a cancellation of an initial on-site assessment for those conditions as soon as feasible. For other types of assessments, nonconformities found while reviewing documents and records before an on-site assessment would not result in cancellation of an on-site assessment. 


	
	
	
	

	355
	V2, M3, 6.5:  The assessment team shall provide or make available the following types of documents before a scheduled announced on-site assessment or before the conclusion of the on-site portion of the CAB assessment:

(a)  Assessment Confidentiality Notice: a document advising the CAB that it has the right to declare information gathered during an assessment as confidential business information according to procedures established by the accreditation body or to restrict access to information requested during an assessment when such information directly affects national security. 


	
	
	
	

	356
	(b)  Checklists: any standard forms that the assessment team will use to evaluate conformance with this Standard or to document assessment findings.


	
	
	
	

	357
	(c)  Assessment Appraisal Form: a document used by the accreditation body to obtain feedback from CABs about the adequacy and the effectiveness of the assessment process, including the performance of the assessment team.


	
	
	
	

	358
	(d)  Notice of Announced Assessment: an appointment letter, electronic mail message or a published schedule informing the CAB about an upcoming assessment and identifying members of the assessment team with sufficient time to allow for potential objections from a CAB to members assigned to the assessment team. 


	
	
	
	

	359
	V2, M3, 6.6:  Accreditation bodies shall have documented procedures for processing and evaluating claims made by CABs of confidential business information (CBI) referencing applicable laws and regulations, the procedures a CAB shall follow to make a claim, the parties that will determine the validity of the claim, and the appeals process to be invoked when a CAB disagrees with the disposition of a claim. 


	
	
	
	

	360
	V2, M3, 6.7:  Accreditation bodies shall assign an adequate number of assessors to complete an assessment within a reasonable period. 

NOTE:  The length of an on-site assessment is determined by the scope of accreditation of a CAB, the number of assessors in an assessment team, the size of a CAB, the number of findings encountered during the assessment, and the cooperativeness of the CAB staff. 


	
	
	
	

	
	Assessment Activities
	
	
	
	

	361
	V2, M3, 6.8:  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.  Attendance at the opening conference shall be documented in sheets or forms provided by the assessment team.  

NOTE:  Additional items that may be covered or addressed during an opening meeting include: identification of records and operating procedures to be examined and the responsible CAB individuals that will provide the assessment team with the necessary documentation, procedures to be followed when a CAB claims information to be confidential business information (CBI), and safety procedures that the CAB may think necessary for the protection of the assessment team. 


	
	
	
	

	362
	V2, M3, 6.9.1:  The assessment team shall conduct the assessment of the conformity assessment services of the CAB (i.e., environmental laboratory) 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. 


	
	
	
	

	363
	V2, M3, 6.9.2:  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. 

NOTE:  Assessment team members have the authority to conduct interviews with any or all CAB staff. 


	
	
	
	

	364
	V2, M3, 6.10.1:  The assessment team shall analyze 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. 


	
	
	
	

	465
	V2, M3, 6.10.1:  The team’s observations on areas for possible improvement may also be presented to the CAB. However, consultancy shall not be provided.
NOTE:  It is customary and permissible for assessors to provide instruction or guidance on the meaning of accreditation and method requirements during the on-site assessment process. Offering such instruction and advice does not constitute consultancy. Assessors should not prescribe specific tasks on how to develop or implement management systems or operational procedures to comply with accreditation or method requirements to avoid engaging in consultancy. 

	
	
	
	

	366
	V2, M3, 6.10.2:  Where the assessment team cannot reach a conclusion about a finding, the team should refer back to the accreditation body for clarification. 


	
	
	
	

	367
	V2, M3, 6.11.1:  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. 

	
	
	
	

	368
	(a)  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.

NOTE:  Clause 7.8.1 is in Section 6.10.1 of this Module.


	
	
	
	

	369
	(a)  Attendance at the closing conference shall be documented in sheets or forms provided by the assessment team.  


	
	
	
	

	370
	(b)  The assessment team shall provide only preliminary determinations of potential findings and shall inform the CAB that final determinations concerning the number, nature and extent of assessment findings shall be made by the accreditation body after reviewing reported findings. 

NOTE:  The assessment team may only provide a preliminary written or oral report at the closing meeting because all final determinations of findings are subject to the approval of the accreditation body.


	
	
	
	

	
	Reporting Procedures
	
	
	
	

	371
	V2, M3, 6.12.1:  A written report on the outcome of the assessment shall be promptly brought to the attention of the CAB (environmental laboratory). 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. 


	
	
	
	

	372
	V2, M3, 6.12.2:  The accreditation body or its authorized representative shall present to the CAB within thirty calendar days of the last day of the on-site assessment a final assessment report identifying all confirmed findings. 


	
	
	
	

	373
	V2, M3, 6.12.3:  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. 


	
	
	
	

	374
	V2, M3, 6.12.4:  The CAB shall provide to the accreditation body a plan of corrective action to address findings in the assessment report within thirty calendar days from its receipt. 

NOTE:  Customarily, a CAB that does not address all findings satisfactorily within two responses is scheduled for a follow-up evaluation or is subject to administrative procedures that deny accreditation to the CAB or that reduce its scope of accreditation. 
	
	
	
	

	375
	V2, M3, 6.12.5:  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. 


	
	
	
	

	376
	V2, M3, 6.12.6:  Only accreditation bodies are allowed to release assessment reports initially. An assessment report shall not be released to the public by an accreditation body until the report has been provided to the CAB, and until the findings of the assessment and the associated corrective actions have been finalized. 

NOTE:  The on-site assessment process concludes when a CAB addresses all findings in the on-site assessment report to the satisfaction of the accreditation body. 


	
	
	
	

	377
	V2, M3, 6.12.7:  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. 

	
	
	
	

	378
	V2, M3, 6.12.7:  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.
NOTE:  The accreditation body may consult with the assessment team while reviewing CAB responses to nonconformities and before arriving at decisions on the accreditation status of a CAB.  


	
	
	
	

	379
	V2, M3, 6.12.8:  The information provided to the accreditation decision-maker(s) shall include the following, as a minimum:

(a)  unique identification of the CAB (environmental laboratory); 


	
	
	
	

	380
	(b)  date(s) of the on-site assessment; 


	
	
	
	

	381
	(c)  name(s) of the assessor(s) and/or experts involved in the assessment; 


	
	
	
	

	382
	(d)  unique identification of all premises assessed; 


	
	
	
	

	383
	(e)  proposed scope of accreditation that was assessed; 


	
	
	
	

	384
	(f)  the assessment report; 


	
	
	
	

	485
	(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; 


	
	
	
	

	386
	(h)  information on the resolution of all nonconformities; 


	
	
	
	

	387
	(i)  any further information that may assist in determining fulfillment of requirements and the competence of the CAB; 


	
	
	
	

	388
	(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; 


	
	
	
	

	389
	(k)  where appropriate, a recommendation as to granting, reducing or extending accreditation for the proposed scope. 


	
	
	
	

	
	Reassessment and Surveillance
	
	
	
	

	390
	V2, M3, 6.13.1:  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. 

NOTE:  Clauses 7.5-7.8 are found in Sections 6.3, 6.4, 6.8, 6.9, 6.10, and 6.11 of this Module.  Clause 7.9 is found in Volume 2, Module 1, Section 7.5.

NOTE:  Duplicate of Item 189 (V2, M1, 7.7.1 & 7.7.2)
	
	
	
	

	391
	V2, M3, 6.13.2:  The accreditation body shall establish procedures and plans for carrying out periodic surveillance on​site assessments, other surveillance activities and reassessments at sufficiently close intervals to monitor the continued fulfillment by the accredited CAB (environmental laboratory) of the requirements for accreditation. 


	
	
	
	

	392
	V2, M3, 6.13.3:  After an initial assessment for accreditation, accreditation bodies shall perform reassessments at intervals of two years plus or minus six months. Once a CAB is accredited, accreditation bodies reserve the right to assess a CAB at any time during the accreditation period.  

NOTE:  Duplicate of Item 334 (V2, M3, 5.1)
	
	
	
	

	393
	V2, M3, 6.13.4:  Although most assessments are announced, accreditation bodies have authority to conduct unannounced assessments. 

NOTE:  Duplicate of Item 335 (V2, M3, 5.2)
	
	
	
	

	394
	V2, M3, 6.13.5:  Surveillance on-site assessments shall be planned taking into account other surveillance activities. 

NOTE:  Duplicate of Item 192 (V2, M1, 7.7.4)
	
	
	
	

	495
	V2, M3, 6.13.6:  When, during surveillances or reassessments, nonconformities are identified, the accreditation body shall define strict time limits for corrective actions to be implemented.

NOTE:  Duplicate of Item 193 (V2, M1, 7.7.5)
NOTE:  A strict timeline defines enforceable deadlines commensurate with the severity of a finding. 


	
	
	
	

	396
	V2, M3, 6.13.7:  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. 

NOTE:  Duplicate of Item 194 (V2, M1, 7.7.6)
	
	
	
	

	397
	V2, M3, 6.13.8:  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.

NOTE:  Duplicate of Item 195 (V2, M1, 7.7.7)
NOTE:  Extraordinary assessments may be performed when accreditation bodies receive complaints about CABs or when CABs experience changes in ownership, key personnel, location, and scope of accreditation. 


	
	
	
	

	
	Changes in CAB (Environmental Laboratory) Capabilities
	
	
	
	

	398
	V2, M3, 7.0:  A CAB shall inform the accreditation body within thirty days of any significant changes relevant to the CAB’s accreditation in any aspect of its status or operation relating to: 
(a)  Its legal, commercial, ownership or organizational status, 

NOTE:  Duplicate of Item 219 (V2, M1, 8.1.2(a))
	
	
	
	

	399
	(b)  The organization, top management and key personnel, 
NOTE:  Duplicate of Item 220 (V2, M1, 8.1.2(b))
	
	
	
	

	400
	(c)  Main policies, 

NOTE:  Duplicate of Item 221 (V2, M1, 8.1.2(c))
	
	
	
	

	401
	(d)  Resources and premises, 

NOTE:  Duplicate of Item 222 (V2, M1, 8.1.3(d))
	
	
	
	

	402
	(e)  Scope or accreditation, 

NOTE:  Duplicate of Item 223 (V2, M1, 8.1.3(e))
	
	
	
	

	403
	(f)  Other such matters that may affect the ability of the CAB to fulfill requirements for accreditation. 

NOTE:  Duplicate of Item 224 (V2, M1, 8.1.3(f))
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