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Procedure for Management of Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies

1 Purpose and applicable scope
[bookmark: OLE_LINK99][bookmark: OLE_LINK100][bookmark: OLE_LINK133][bookmark: OLE_LINK134]This procedure is intended to ensure that the accreditation application of laboratories (including testing laboratories, calibration laboratories, forensic units, medical laboratories), inspection bodies, proficiency testing providers and reference material producers (hereinafter referred to as applicant conformity assessment body (CAB), accredited CAB or CAB) can be accepted in time, ensure the implementation of accreditation assessment work from application acceptance to implementation of assessment activities and standardize the surveillance assessment and reassessment for accredited CABs. 
This procedure is applicable to the management of initial accreditation assessment for applicant CABs and extension of accreditation scope, surveillance assessment and reassessment activities for accredited CABs.

	
2 Referenced document
CNAS-QM Quality Management Manual 

3 Terms and definitions 
3.1 Accreditation Department: referring to Accreditation Department 2, Accreditation Department 3, Accreditation Department 4 and Accreditation Department 5 in this procedure.
3.2 Criteria: not including the content of specific test methods, only involving the product standards, specifications and rules or laws and regulations of the limit value requirements. 

4 Responsibilities
4.1 Accreditation Department 2 is responsible for accreditation application acceptance of laboratories of technical supervision, national defense, calibration, electronics & electrical appliances, machinery and light industry and management of their accreditation assessment work. 
4.2 Accreditation Department 3 is responsible for accreditation application acceptance of laboratories of inspection and quarantine, health, forensics, biology and chemistry and management of their accreditation assessment work. 
4.3 Accreditation Department 4 is responsible for accreditation application acceptance of laboratories of inspection bodies, medicine, construction engineering and construction materials and special equipment and management of their accreditation assessment work. 
[bookmark: OLE_LINK1][bookmark: OLE_LINK2]4.4 Accreditation Department 5 is responsible for accreditation application acceptance of proficiency testing providers (PTP), reference material producers (RMP) and laboratories of machinery, electronics & electrical appliances, biology and chemistry and calibration and management of their accreditation assessment work. 
4.5 Accreditation Department 7 is responsible for allocation of assignments for initial applicant CABs and suitability of the name of accreditation application for CABs. 
4.6 The Comprehensive Coordinator is responsible for receiving application materials, conducting integrity and conformity check and entering the applicant information into work system. 
4.7 The Assessment Project Supervisor is responsible for technical review of application documents, acceptance confirmation, selection and assignment of assessment team, management of assessment process and assessment material review. 
[bookmark: OLE_LINK44][bookmark: OLE_LINK45]4.8 The Senior Supervisor is responsible for reviewing application acceptance, supervising the assessment process and reviewing assessment materials. 
4.9 The Director/Deputy Director is responsible for approving application acceptance, evaluating and handling high-risk projects or newly developed projects and reviewing and approving the assessment materials before submitting them to Accreditation Department 7.

5 Assignment number
5.1 The assignment number is composed of identity identification code and assessment assignment identification number.
[bookmark: OLE_LINK223][bookmark: OLE_LINK224]5.2 The identity identification code of the applicant CAB includes two parts. One part is the identity identification character and the applicant CAB’s serial number. The identity identification characters of the applicant CABs are L (Laboratory), I (Inspection Body), ML (Medical Laboratory), P (Proficiency Testing Provider) and R (Reference Material Producers) respectively. The serial number of an applicant CAB is made up of five-digit numbers. The assessment assignment identification number is to add the year number and the applicant CAB’s assessment assignment serial number of the current year after the identification code of the applicant CAB. The year number is four-digit Arabic numerals and the assignment serial number is two-digit Arabic numerals which will be renumbered annually. That is:
□ □  □ □ □ □ □ — □ □ □ □ — □ □
                     
                                                                 Assignment S/N
                                                                 Year No
5-digit S/N
Identification
character

5.3 The assessment assignment identification number is established when the applicant materials are accepted or the surveillance assignment is issued and is a unique identification number for each CAB during the whole process, from initiation of the assessment assignment, to issuance of the assessment task notification, until assessment reporting and the final appraisal.

6 Application acceptance
6.1 Application acceptance process
[bookmark: OLE_LINK169][bookmark: OLE_LINK170]For details, refer to attached diagram 1: Application acceptance flow diagram. Regarding the work time limit for accreditation of laboratories and related bodies, see Appendix A for details. Regarding the work time limit for accreditation of inspection bodies, see Appendix B for details. 
6.2 Application acceptance and review
6.2.1 Accreditation Department 7 is responsible for receiving accreditation application submitted by initial applicant CABs and reviewing the name for accreditation as applied by the CABs and then transferring the application to other accreditation departments within three workdays (except when the application name is inappropriate). 
[bookmark: OLE_LINK66][bookmark: OLE_LINK67][bookmark: OLE_LINK143][bookmark: OLE_LINK144]6.2.2 The Comprehensive Coordination Supervisor (hereinafter referred to as the Comprehensive Coordinator) of other accreditation departments is responsible for receiving accreditation application (CNAS-AL01 Accreditation application of laboratories, CNAS-AL02 Accreditation application of medical laboratories for quality and competence, CNAS-AL03 Accreditation application of proficiency testing providers, CNAS-AL04 Accreditation application of reference material producers and CNAS-AI01 Accreditation application of inspection bodies) submitted by applicant CABs, checking and confirming whether the application materials are complete and conform to the application requirements based on the materials submitted as required by the Accreditation Application. 
[bookmark: OLE_LINK75][bookmark: OLE_LINK76][bookmark: OLE_LINK77][bookmark: OLE_LINK78][bookmark: OLE_LINK163][bookmark: OLE_LINK164]6.2.3 When the Comprehensive Coordinator identifies that the CAB is an initial cross-frontier or foreign applicant, he/she shall fulfill the obligation of disclosure according to the requirements of CNAS-RL04 Rules on accepting accreditation application from cross-frontier laboratories and inspection bodies. If the applicant CAB continues to apply for accreditation, the Comprehensive Coordinator shall require it to sign CNAS-PD14-19 Statement of cross-frontier laboratories and inspection bodies applying for CNAS accreditation. If the accreditation body of the country where the applicant CAB is located is a member of ILAC/APLAC MRA, the Comprehensive Coordinator shall inform the Department of International Cooperation to notify the other accreditation body after obtaining permission from the applicant CAB. The Department of International Cooperation shall copy the relevant accreditation departments on the notice and the relevant accreditation departments are responsible for maintaining the relevant records.
6.3 Application acceptance
6.3.1 The Comprehensive Coordinator will transfer the application materials to the Director of relevant accreditation department after he/she confirms that the application materials are adequate and conform to the application requirements. 
6.3.2 The Director of the relevant accreditation department will allocate the assignment to the corresponding Senior Supervisor according to the technical area as applied for. 
6.3.3 The Senior Supervisor will transfer the application materials to the corresponding Assessment Project Supervisor in accordance with technical fields after he/she making the initial technical adjudgment (contract review) on the application materials and confirming that the applied scope doesn’t involve in any new accreditation scheme (project). 
6.3.4 The Assessment Project Supervisor shall conduct technical review of the application materials, confirming whether to accept them or not and then issuing CNAS-PD14-04 Accreditation application acceptance notification to the applicant CAB after it is reviewed by the Senior Supervisor and approved by the Director. 
6.3.5 When the Assessment Project Supervisor has questions about the content of the application, he/she shall make enquiries and clarify with the applicant CAB or issue CNAS-PD14-02 Notice on the standardization review comments on the accreditation application materials to the applicant CAB and resolve them. The inquiry to the applicant CAB shall be conducted in written format as far as possible. However, no matter it is by telephone call or in written format, all of the important information shall be recorded in the office system. The correspondence (including emails) and the telephone records on communication with the assessee that affect the assessment arrangement shall all be maintained and archived. 
Note: the “written format” described in this document could be hardcopy format or electronic format. 
6.3.6 When the Assessment Project Supervisor cannot confirm whether to accept the application or not by reviewing documentation, he/she can arrange a preliminary visit after review by the Senior Supervisor and approval by the Director and with the consent of the applicant CAB. The preliminary visit personnel could be the Assessment Project Supervisor or assessor(s) with the corresponding technical background appointed by the relevant accreditation department. The preliminary visit personnel shall submit CNAS-PD14-03 Report for accreditation preliminary visit to the Assessment Project Supervisor within 10 workdays after the preliminary visit. The report shall make suggestion on whether to accept the accreditation application of the applicant CAB. 
6.3.7 When the Senior Supervisor identifies that the application scope involves new accreditation area, he/she shall submit the application materials to the Director and give handling suggestions according to the situation. 
6.3.8 Identification and acceptance of new accreditation area
6.3.8.1 The new accreditation area refers to the testing/calibration/inspection/verification object and item that CNAS has never accredited. 
6.3.8.2 Acceptance of new accreditation area
6.3.8.2.1 When the Senior Supervisor of the relevant accreditation department identifies a new accreditation area, he/she shall report to the Director for confirmation. 
[bookmark: OLE_LINK165][bookmark: OLE_LINK166]6.3.8.2.2 After confirmation by the Director of the relevant accreditation department, for those new areas that are applicable to the current accreditation criteria but have never appeared in accreditation, the relevant accreditation department shall organize the corresponding Senior Supervisor and the Project Supervisor to conduct analysis of technical maturity, measurement traceability and accreditation resources, assess the demand for accreditation normative documents and training needs of relevant project management personnel, fill out CNAS-PD14-20 New area analysis form and then make acceptance decision after approval by the focal point Chief Executive.
6.3.9 After the relevant accreditation department decides not to accept the application, each accreditation department or office shall maintain the whole set of materials for at least 10 workdays. If the applicant CAB doesn’t lodge an appeal against the decision on rejection of application within 10 workdays, the relevant accreditation department shall return the rest of the application materials to the applicant CAB or destroy them with the consent of the applicant CAB apart from maintaining the acceptance notification and one copy of application and relevant rejection evidences, which will be handed over to the archive office for records.
6.3.10 When the applicant CAB terminates the application voluntarily, the relevant accreditation department shall return the relevant materials to the applicant CAB or destroy them with the consent of the applicant CAB. The relevant forms in the accreditation process shall be submitted to the archive office for records by the accreditation department. 
[bookmark: OLE_LINK227][bookmark: OLE_LINK228]6.3.11 If it is due to the applicant CAB itself that it doesn’t gain accreditation within one year since the accreditation department starts to review the application materials, the accreditation department shall terminate accreditation activities, inform the applicant CAB of this situation and submit relevant materials to Accreditation Department 7 for record. 
7 Selection and assignment of the assessment team
7.1 The selection of assessment team members shall be conducted on the premise of ensuring the impartiality of the assessment, following the principles of technical coverage, geographical proximity and reasonable combination and taking into account the CAB’s application and/or accredited competence scope and size, assessment category, assessment type and geographical location of the CAB. 
7.2 When the Assessment Project Supervisor allocates the assessment team, he/she shall refer to the assessors’ approved area code(s) and their work experience from the database, directly communicate with the assessors in order to ensure that their technical competence can cover the assessed technical competence. The competence of PTP assessors shall at least cover the homogeneity and stability inspection of the samples involved in the application scope of the applicant and the statistical techniques for result processing and cover the involved testing and/or calibration areas as much as possible. When the technical competence of the employed assessors cannot cover the assessed scope, technical experts in the database can be selected or new technical experts with relevant technical competence can be recommended as a member of the assessment team to participate in the accreditation assessment work. New technical experts shall be reported to the Assessors Department for record before they are used. 
7.3 For those laboratories who have internal calibration activities, the Assessment Project Supervisor shall consider that the competence of the assessment team is able to cover the internal calibration activities in order to conduct reliable assessment of their internal calibration competence.
7.4 When selecting the assessment team, the Assessment Project Supervisor shall also pay attention to that:
a) the assessment team member(s) cannot provide any consulting to the applicant CAB that may compromise the impartiality of the accreditation process and accreditation decision;
Note 1: Consulting refers to participation in any CAB activities that are aimed at acquiring accreditation. For example: 1: preparing or developing the manual or procedures for a CAB; 2: participation in operation or management of a CAB; 3: providing particular suggestions or training for the establishment and implementation of a management system, development and implementation of operational procedures and/or development and application of competence for a CAB. 
Note 2: Participation in training, publicity & implementation and educational courses as a lecturer which are only limited to the publicly available basic information instead of provision of specific solutions to a CAB’s activities is not deemed as consulting.
b) the assessment team member(s) or their employers have no relationship that will affect the assessment process and the impartiality of the assessment in the past, at the present and in the foreseeable future. 
Note: For using assessors who used to work in the assessed CAB, CNAS-PD01 Procedure for impartiality and confidentiality can be referenced and executed.  
c) Assessors who undertake the work of an assessment team leader independently shall have the qualification of lead assessor. The trainee assessment team leader must be witnessed by a lead assessor. 
d) Trainee assessors and technical experts shall be working under the guidance of an assessor or lead assessor. 
7.5 The Assessment Project Supervisor may arrange observers for the following purposes with consent from the applicant CAB: 
a) witness the onsite assessment activities of an assessment team;
b) collect comments and suggestions on assessment management work from applicant CABs or assessment team;
c) investigate the applicability of procedures used during the onsite assessment activities;
d) guide the assessment team to conduct assessment in new areas.

8 Initial assessment 
8.1 Accreditation assessment
8.1.1 Accreditation assessment flow
See attached diagram 2 Accreditation assessment flow for detail. See Appendix A for work time limit for accreditation of laboratories and related bodies. See Appendix B for work time limit for accreditation of inspection bodies. For the work time limit of combined assessment for laboratories and inspection bodies, Appendix A shall be executed. 
8.1.2 For those CABs whose materials conform to the acceptance requirements, if the assessment cannot be arranged within the specified time (see Appendix A and Appendix B) due to CNAS Secretariat, the Project Supervisor shall inform the applicant CAB in written (or by email) by agreement of the Director, discuss the assessment time with the applicant CAB and maintain the records. 
[bookmark: OLE_LINK24][bookmark: OLE_LINK25]8.1.3 The Assessment Project Supervisor selects lead assessor or trainee team leader who has the corresponding technical competence to act as the assessment team leader according to the assessment scope and the assessor’s approved specialty, and then transfers to the assessment team leader CNAS-PD14-05 Accreditation material review notification with the application, quality manual, procedure documents and relevant other information after consultation and confirming with the applicant CAB. The Project Supervisor can adjust the “review requirements” in the Accreditation material review notification based on changes to the assessment type and materials submitted to the assessment team for review. 
[bookmark: OLE_LINK161][bookmark: OLE_LINK162]8.1.4 After the assessment team leader informs the Assessment Project Supervisor that the management system documents of the applicant CAB are not conforming to the requirements or there are doubts about the competence of the applicant CAB, the Assessment Project Supervisor shall or authorizes the assessment team leader to inform the applicant CAB in written form for addition or change. When the assessment team leader proposes postponing the implementation of or not implementing onsite assessment, the Assessment Project Supervisor shall fill out CNAS-PD14-14 Notification for postponing the implementation of/not to implement onsite assessment and inform the applicant CAB in written form. 
8.1.5 Preliminary assessment
8.1.5.1 When the assessment team leader believes it is necessary to arrange a preliminary assessment, the Assessment Project Supervisor shall discuss with the applicant CAB for their permission, have it reviewed by the Senior Supervisor and approved by the Director prior to the preliminary assessment and require the assessment team leader to complete CNAS-PD14-06 Preliminary assessment report.
8.1.5.2 The result of the preliminary assessment can only be used as a reference for whether to implement onsite assessment and cannot be used as a formal basis for evaluation of the management system and the technical competence of the applicant CAB nor can it be used as a justification for reducing the formal assessment duration. 
8.1.6 Assessment notification
8.1.6.1 The Assessment Project Supervisor shall specify and confirm the assessment date with the applicant CAB according to the planning proposal of the assessment team. 
[bookmark: OLE_LINK32][bookmark: OLE_LINK33][bookmark: OLE_LINK151][bookmark: OLE_LINK152][bookmark: OLE_LINK229]8.1.6.2 The Assessment Project Supervisor shall ask the applicant CAB’s comment on the assessment team member(s) and the onsite assessment date by using CNAS-PD14-08 Questionnaire on onsite assessment plan and shall indicate the technical area(s) of the assessor(s) in Questionnaire on onsite assessment plan. When the applicant CAB rejects the assessor(s) or the technical expert(s) of the assessment team based on impartiality, the Assessment Project Supervisor shall make adjustment but the number of adjustments cannot be more than two. 
8.1.6.3 When the applicant CAB expresses clearly that there is no question about the assessment team and confirms in written form (see Questionnaire on onsite assessment plan) within the required time, the Assessment Project Supervisor shall issue the onsite assessment notification to the assessment team member(s). CNAS-PD14-07 Work assignment letter may be issued to the employer(s) of the assessment team member(s) when necessary. 
8.1.6.4 The Assessment Project Supervisor shall draft the onsite assessment notification for the applicant CAB according to the onsite assessment plan confirmed by the applicant CAB and then issue it after review by the relevant Senior Supervisor and sign-off by the Director of the Accreditation Department. The onsite assessment notification normally includes the name of the applicant CAB, assessment type, assessment criteria, assessment scope, assessment location (when applicable), assessment time arrangement, name list of the assessment team, technical area(s) of assessor(s) (when needed), justification of assessment fees, address of the applicant CAB and contact information. Accreditation specification documents, such as rules documents, CNAS-CL01-G002 Requirements on the metrological traceability of measurement results, CNAS-CL01-G003 Requirements for measurement uncertainty, accreditation criteria and application guidance of the accreditation criteria for relevant areas shall be listed in the assessment references. 
8.1.6.5 Prior to implementation of the onsite assessment, if the assessment team member(s) or the applicant CAB proposes to change the assessment plan, the Assessment Project Supervisor shall modify the assessment program in time according to the changes and then inform the applicant CAB and the assessment team and get their consent. 
8.1.6.6 When multi onsite witnesses need be arranged for the assessment of an inspection body, the witnesses can be conducted two months prior to the office assessment. Individual project that is affected by the time or environmental conditions can be completed within one month after the office assessment. The applicant project that cannot be completed within the required time will not be accredited. 
8.1.7 Onsite assessment 
8.1.7.1 During the onsite assessment, the Assessment Project Supervisor shall respond to the issues encountered by the assessment team at any time, guide the assessment team’s work and ask for instructions from and report to the Senior Supervisor and the Director when necessary. 
8.1.7.2 The onsite assessment activities normally include opening meeting, onsite observation, office assessment, witness assessment of the corresponding activities and personnel, internal meeting of the assessment team, communication with the assessee and closing meeting. 
8.1.7.3 Confirmation of the judgement standards can be conducted after the onsite assessment. If it is going to be conducted after the onsite assessment, the Project Supervisor shall appoint a focal point assessor who has the relevant technical competence. 
8.1.7.4 The principles for the confirmation of the judgement standards are that the method standards referenced in the standard are already accredited. If only part of the method standards referenced in the judgement standard is accredited, the confirmation shall be limited. 
[bookmark: OLE_LINK230][bookmark: OLE_LINK231]8.1.7.5 For the nonconformity(ies) raised during the initial assessment, the corrective actions shall be taken by the applicant CAB within 2 months and verified as effective. 
8.2 Submission for accreditation appraisal
[bookmark: OLE_LINK157][bookmark: OLE_LINK158][bookmark: OLE_LINK153][bookmark: OLE_LINK154][bookmark: OLE_LINK167][bookmark: OLE_LINK168]8.2.1 The Assessment Project Supervisor shall remind the assessment team to submit on time assessment report(s) (including CNAS-PD14-11 Laboratory assessment Report, CNAS-PD14-15 Inspection body assessment report, CNAS-PD14-16 Medical laboratory assessment report, CNAS-PD14-17 Proficiency testing provider assessment report and CNAS-PD14-18 Reference material producer assessment report), relevant forms (including CNAS-PD14-09 Onsite assessment schedule, CNAS-PD14-10 Statement of impartiality, confidentiality, integrity and self-discipline of onsite assessment personnel and CNAS-PD14-22 Statement of integrity and self-discipline of CAB signed by laboratories) and other assessment materials to CNAS Secretariat.
[bookmark: OLE_LINK159][bookmark: OLE_LINK160][bookmark: OLE_LINK69][bookmark: OLE_LINK70]8.2.2 Normally, when the Assessment Project Supervisor receives the assessment report and relevant materials, he/she will conduct a review. After he/she confirms that the materials conform to the requirements, he/she shall fill out CNAS-PD14-12 Form of submission for accreditation appraisal and submit it to the Senior Supervisor for review and the Director of Accreditation Department for approval. For the time limit of accreditation materials for appraisal for laboratories and related bodies, Appendix A shall be executed. For the time limit of accreditation materials for appraisal for inspection bodies, Appendix B shall be executed.
8.2.3 After the Project Supervisor reviews the assessment report and the relevant materials, if his/her recommendation is not consistent with the onsite assessment conclusion, the Project Supervisor shall inform the assessment team and the assessed CAB in written form with the consent of the Director and give the justifications. 
8.2.4 Any communication that affects the accreditation process shall be recorded and submitted with the assessment materials for filing in order to ensure the traceability of the work flow. The records shall include but are not limited to:
a）review comment on the accreditation application materials and the CAB’s reply (email or telephone call records);
b）reply to the enquiries of the applicant CAB (when necessary);
c）application for or reply to postponing assessment from the applicant CAB and the accredited CAB;
d) important correspondence with clients. 

9 Surveillance assessment and reassessment 
[bookmark: OLE_LINK119][bookmark: OLE_LINK120]9.1 Surveillance assessment and reassessment flow
For details, refer to attached diagram 3: Surveillance assessment and reassessment flow. 
9.2 Requirements for surveillance assessment or reassessment
9.2.1 For those initial accredited CABs, the Accreditation Department shall arrange regular surveillance assessment within 12 months from the day they are accredited and carry out reassessment in the second year (within 24 months) after they are accredited. 
9.2.2 For those accredited CABs, apart from the first reassessment, the deadline of the onsite assessment arranged for every reassessment shall be within 2 years (24 months) since the date of the onsite assessment of the previous reassessment. Normally, postponement is not permitted. 
Note 1: The CABs don’t need submit written application for regular surveillance assessment and reassessment. 
Note 2: There is no regular surveillance assessment arranged between two reassessments. 
9.2.3 When necessary, the Assessment Project Supervisor of the relevant accreditation department may contact the accredited CAB one to three months before the expiry day of its regular surveillance assessment or reassessment to confirm the date for its regular surveillance assessment or reassessment. 
9.2.4 CNAS doesn’t allow any accredited CAB to postpone regular surveillance assessment or reassessment without due reason. When the CAB is unable to accept surveillance assessment or reassessment before the planned expiry date, the relevant accreditation department shall require the CAB to submit an application and conduct review and approval. A postponement of one month may be approved by the Senior Supervisor, two months by the Director and three months by the focal point Chief Executive. If the postponement is more than three months, the accreditation qualification shall be suspended. 
9.2.5 The onsite work and submission for appraisal procedures for surveillance assessment or reassessment are the same as those for initial assessment. 
9.2.6 The rectification for nonconformities of surveillance assessment or reassessment shall normally be completed within two months. Rectification for nonconformities involving technical competence or other major nonconformities (the determination of major nonconformity can reference CNAS-GL09 Guidelines on grading non-conformities in laboratory assessment) shall be completed within one month. 
9.2.7 The assessment for extending accreditation scope can be combined with regular surveillance assessment or reassessment, but it shall be assured that the regular surveillance assessment or reassessment be completed on schedule. The time limit for nonconformity rectification shall follow 9.2.6.
9.3 Regular surveillance assessment
9.3.1 The regular surveillance assessment shall be conducted through onsite assessment. The assessment shall cover all of the locations of the accredited CAB. The main focus of the assessment is to verify the maintenance of the management system for the accredited laboratory and assessment of its technical competence when needed. 
9.3.2 The main content of regular surveillance assessment shall include: 
a) check the accredited CAB’s compliance to CNAS accreditation rules, including whether it has used the accreditation logo and certificate correctly;
b) verify whether the corrective actions for nonconformity(ies) raised during the previous assessment have been implemented or not and how effective they are; 
c) verify the maintenance of the management system operation of the accredited CAB and verify whether there is any significant change to personnel, method, environment and equipment;
d) Others. 
9.4 Irregular surveillance assessment 
9.4.1 When the accreditation department receives the following information from relevant departments, the Director shall determine whether to carry out irregular surveillance assessment. Such information includes:
a) changes to the legal status and organizational structure of the accredited CAB;
b) changes to the key management personnel and technical personnel of the accredited CAB;
c) changes to the authorized signatory or authorized signature scope approved by CNAS;
d) changes to the address or work environment of the accredited CAB;
e) transformation or update of the main instrument(s) and equipment(s); 
f) updates of the accredited standard(s), method(s) and specifications;
g) when applicable, the result of proficiency testing of the accredited CAB is unsatisfactory and the seriousness of the issues found causes suspicion about the effectiveness of the operation of the accredited CAB’s management system;
h) other changes that may affect the accredited competence of the accredited CAB. 
9.4.2 The irregular surveillance assessment may be conducted through onsite assessment or document review depending on the specific circumstance.
9.4.3 The procedure of submission for appraisal for irregular surveillance assessment is the same as that for initial assessment. 
9.5 Reassessment
9.5.1 Reassessment shall be conducted through onsite assessment and shall involve all the elements of accreditation criteria and all of the accredited technical competence (if the accreditation scope doesn’t change, the judgement standards don’t need be confirmed again) and shall cover all the locations of the accredited CAB.
9.5.2 The main content of reassessment shall include:
a) checking whether the accredited CAB has used accreditation logo and certificate properly; 
b)	verifying whether the corrective actions for the nonconformity(ies) raised during the previous assessment have been implemented and how effective they are; 
c)	checking the operation of the management system of the accredited CAB, especially the internal audit and management review and verifying whether there is any significant change to personnel, method, environment and equipment;
d)	checking whether the technical competence of the accredited CAB continues to conform to the accreditation requirements; 
[bookmark: OLE_LINK127][bookmark: OLE_LINK128]e)	checking the performance of proficiency testing, if applicable, and the implementation of corrective actions, if necessary;
f)	checking their compliance to the requirements of CNAS accreditation rules and criteria; 
g)	others.
9.5.3 The accreditation department shall require the assessment team leader undertaking the reassessment for certificate renewal to include all of the accredited CAB’s assessment information and complaints and appeals of the recent two years as part of the information inputs to assessment planning. 

10 Assessment for extension of accreditation scope
10.1 The application acceptance conditions and procedures and onsite assessment procedures and requirements for extension of accreditation scope are the same as those for initial application. However, the work time limit of accreditation for laboratories and related bodies is slightly different from that for inspection bodies, see appendix A and B for detailed requirements.
10.2 If the extension of accreditation scope of the accredited CAB is simply extending the relevant competence of the original accredited project(s) (including addition of judgement standard), not involving any new technique and method, then the application materials can be submitted directly for accreditation appraisal after the application document review. 

11 Supporting documents
[bookmark: OLE_LINK129][bookmark: OLE_LINK130][bookmark: OLE_LINK131][bookmark: OLE_LINK132]CNAS- WI14-01 Work instructions for accreditation assessment of laboratories
CNAS- WI14-02 Work instructions for accreditation assessment of inspection bodies
CNAS- WI14-03 Work instructions for accreditation assessment of medical laboratories
[bookmark: OLE_LINK135][bookmark: OLE_LINK136]CNAS- WI14-04 Work instructions for accreditation assessment of proficiency testing providers
CNAS- WI14-05 Work instructions for accreditation assessment of reference material producers
CNAS- WI14-06 Work instructions for combined accreditation assessment of laboratories and inspection bodies
[bookmark: OLE_LINK137][bookmark: OLE_LINK138]CNAS- WI14-07 Work instructions for assessment of the inspection competence of accredited areas (part) of inspection bodies
CNAS- WI14-08 Work instructions for management of laboratory assessment
CNAS- WI14-09 Work instructions for management of assessment of proficiency testing providers and reference material producers
CNAS- WI14-10 Work instructions for management of assessment of inspection bodies

12 Record forms
[bookmark: OLE_LINK141][bookmark: OLE_LINK142][bookmark: OLE_LINK139][bookmark: OLE_LINK140]CNAS-AL01   Laboratory accreditation application 
CNAS-AL02   Accreditation application of medical laboratories 
CNAS-AL03   Accreditation application of proficiency testing providers 
[bookmark: OLE_LINK145][bookmark: OLE_LINK146]CNAS-AL04   Accreditation application of reference material producers
CNAS-AI01		Accreditation application of inspection bodies
[bookmark: OLE_LINK147][bookmark: OLE_LINK148]CNAS-PD14-02 Notice for comments on the standardization review of accreditation application materials
CNAS-PD14-03 Accreditation preliminary visit report
CNAS-PD14-04 Accreditation application acceptance notification 
CNAS-PD14-05 Notification of accreditation materials review
CNAS-PD14-06 Preliminary assessment report 
[bookmark: OLE_LINK149][bookmark: OLE_LINK150]CNAS-PD14-07 Work assignment letter
CNAS-PD14-08 Questionnaire on onsite assessment plan
CNAS-PD14-09 Onsite assessment schedule  
CNAS-PD14-10 Statement of impartiality, confidentiality and integrity of onsite assessment personnel
[bookmark: OLE_LINK155][bookmark: OLE_LINK156]CNAS-PD14-11 Laboratory assessment report
CNAS-PD14-12 Form of submission for accreditation appraisal
CNAS-PD14-14 Notification for postponing the implementation of/not to implement onsite assessment
CNAS-PD14-15 Inspection body assessment report
CNAS-PD14-16 Medical laboratory assessment report
CNAS-PD14-17 Proficiency testing provider assessment report
CNAS-PD14-18 Reference material producer assessment report
CNAS-PD14-19 Statement of cross-frontier laboratories and inspection bodies applying for CNAS accreditation
CNAS-PD14-20 New area analysis form
CNAS-PD14-22 Statement of integrity and self-discipline of CAB



Appendix A

[bookmark: OLE_LINK71][bookmark: OLE_LINK72][bookmark: OLE_LINK185][bookmark: OLE_LINK186]Requirements for the management flow time limit for accreditation assessment of laboratories and related bodies

[bookmark: OLE_LINK187][bookmark: OLE_LINK188]A1. This appendix is only applicable to the management of accreditation assessment of laboratories and related bodies.
[bookmark: OLE_LINK189][bookmark: OLE_LINK190]A2. Each accreditation department shall determine the work time limit of every position and interface on the premise of conforming to the total time limit for each of the following items.
[bookmark: OLE_LINK191][bookmark: OLE_LINK192]A3. In order to meet the time limit requirements, each department shall make deputy arrangement for each position in case of absence. 
[bookmark: OLE_LINK193][bookmark: OLE_LINK194]A4. The requirements of the following time limit are based on the condition that the materials conform to requirements and there is no need for rectification. If the materials do need rectification, the time limit shall be recalculated starting from the reception of the supplementary correction materials. 
[bookmark: OLE_LINK209][bookmark: OLE_LINK210]Note: during the continuous 7-day statutory holiday, the time limit measured by month shall be prolonged for one week (seven days).
[bookmark: OLE_LINK232][bookmark: OLE_LINK233]A5. Normally, for management of assessment of medium-size and smaller laboratories with an assessment team of less than 10 people (including 10) and less than 3 locations (including 3), the work time limit of each stage (excluding the time for preliminary visit or preliminary assessment, which shall be calculated separately if needed) is as follows: 
	[bookmark: OLE_LINK195][bookmark: OLE_LINK196]Work stage and focal point department

Assessment 
type
	[bookmark: OLE_LINK197][bookmark: OLE_LINK198]Task allocation
	[bookmark: OLE_LINK199][bookmark: OLE_LINK200]From receiving application to implementing onsite assessment [1]

	Submission for appraisal [2]


	
	Accreditation Department 7
	[bookmark: OLE_LINK181][bookmark: OLE_LINK182]Accreditation Department 2, 3, 4 and 5
	Accreditation Department 2, 3, 4 and 5

	Initial assessment 
	3 workdays
	3 months
	[bookmark: OLE_LINK183][bookmark: OLE_LINK184]7 workdays

	Extension assessment 
(other assessment +extension)
	/
	2.25 months (9 weeks)
	7 workdays


Note1: From the time the Comprehensive Coordinator receives the application to the implementation of onsite assessment, the following processes are included: materials review by the Comprehensive Coordinator, risk identification by the Director or appointed person, acceptance review and approval by each position, document review by team leader, assessment team establishment, assessment notification issuance and assessment planning by the assessment team. 
[bookmark: OLE_LINK205][bookmark: OLE_LINK206]Note 2: Submission for appraisal includes the following processes: Project Supervisor review, Senior Supervisor review and Director approval.
[bookmark: OLE_LINK207][bookmark: OLE_LINK208]A6. In order to ensure that the assessment team leader has sufficient time to plan the assessment, it is suggested that the assessment team leader is given no less than 5 workdays normally for document review. 










Appendix B
Requirements for the management flow time limit for accreditation assessment of inspection bodies
B1. This appendix is only applicable to the management of accreditation assessment of inspection bodies.
B2. Each accreditation department shall determine the work time limit of every position and interface on the premise of conforming to the total time limit for each of the following items.
B3. In order to meet the time limit requirements, each department shall make deputy arrangement for each position in case of absence.
B4. The requirements of the following time limit are based on the condition that the materials conform to requirements and there is no need for rectification. If the materials do need rectification, the time limit shall be recalculated starting from the reception of the supplementary correction materials.
B5. Normally, for management of assessment of medium-size and smaller CABs with an assessment team of less than 10 people (including 10) and the locations for witnessing inspection activities in one city or no more than 3 cities (including 3), the work time limit of each stage (excluding the time for preliminary visit or preliminary assessment, which shall be calculated separately if needed) is as follows: 
	Work stage and focal point department

Assessment 
type
	Task allocation
	From receiving application to implementing onsite assessment 

	Submission for appraisal 


	
	Accreditation Department 7
	Accreditation Department 2, 3, 4 and 5
	Accreditation Department 2, 3, 4 and 5

	Initial assessment 
	3 workdays
	3 months
	7 workdays

	Extension assessment 
(other assessment +extension)
	/
	2.25 months (9 weeks)
	7 workdays



Note 1: Submission for appraisal includes the following processes: Project Supervisor review, Senior Supervisor and Director approval.
Note 2: during the continuous seven-day statutory holiday, the time limit measured by month shall be prolonged for one week (seven days).
B6. In order to ensure that the assessment team leader has sufficient time to plan the assessment, it is suggested that the assessment team leader is given no less than 5 workdays normally for document review.




Attached diagram 1 Application acceptance flow chart


Transfer materials to Director for risk identification; whether meeting legal requirements; task coordination
Submit all application materials; confirm payment of application fees
Number and register the applicant
Supplement corresponding materials
Whether the applicant has submitted complete materials
Accept (or reject) application and issue the accreditation application acceptance (or rejection) notice
Transfer materials to relevant Senior Supervisor for technical judgment and then to Assessment Project Supervisor
Assessment Project Supervisor conducts technical review of the materials and confirms conformity


	

N



Y




                                                         Not meeting acceptance conditions





	


Require modification or supplementation of submitted materials or arrange a preliminary visit if necessary.

N



Y









Attached diagram 2 Accreditation assessment flow chart
Y
Postpone implementation of onsite assessment
Whether the documents are conforming
（必要时可安排预评审）
Written notice to applicant for improvement
Determine assessment plan
Issue assessment notice
Team leader completes the document review report
Assessment team conducts document review
Onsite assessment
Assessee proposes corrective actions
To the accreditation department
Assessment team submits assessment report and makes the recommendation

Preliminary assessment
Submit preliminary assessment report
Follow-up verification of the corrective actions by the assessment team
Assessment Project Supervisor determines the assessment team (and issues the assignment letter if necessary)

	e文件是否符合
（必要时可安排预评审）
书面通知申请方改进
确定评审计划
下达评审通知书
评审组长完成文件审核报告
评审组进行文件审查
现场评审
被评审方提出纠正措施
报业务处
评审组提交评审报告,做出推荐意见

预评审
提交预评审报告
评审组对纠正措施跟踪验证
评审项目主管确定评审组
（必要时发放工作任务委托书）





When needed

N









Need rectification

	


















Attached diagram 3 Scope extension, surveillance assessment and reassessment flow chart

Need rectification
N
Surveillance, reassessment

Whether document review is OK
Written notice to applicant for improvement
Materials review
Document review agrees to the extension
Issue assessment notice
Assessment team submits assessment report and makes the recommendation
Onsite assessment
Determine assessment plan
Assessee proposes corrective actions
Follow-up verification of the corrective actions by the assessment team
To accreditation department
Extension (other +extension) application
Y
When needed
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