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Work Instructions for Management of Assessment of Proficiency Testing Providers and Reference Material / Reference Sample Producers

1 Purpose
This document is intended to standardize the relevant processes of management of accreditation assessment of proficiency testing providers (hereinafter referred to as PTP) and reference material / reference sample producers (hereinafter referred to as RMP) and ensure the consistency of execution by the staff of these processes.
2 Scope
This document is applicable to the management of PTP and RMP accreditation assessment, covering the full process starting from the receipt of the application documents of the applicant and ending at the submission of the assessment documents to Accreditation Department 7 and handling of post-appraisal issues.

3 Responsibilities
3.1 Director/deputy director
3.1.1 Responsible for assessing and handling risks of the applicants and the items or new items for which an applicant applies for accreditation.
3.1.2 Responsible for approving the acceptance of application, approval of assessment notices and approval prior to the delivery of the assessment documents for appraisal.
3.1.3 Responsible for approving applications for extension (of less than 2 months) of surveillance assessment or reassessment of the assessee;
3.1.4 Responsible for solving difficult problems involved in the work of assessment;
3.1.5 Responsible for providing guidance on the work of the Senior Supervisors and Project Supervisors;
3.1.6 The Deputy Director shall provide work assistance to the Director.
3.2 Senior supervisor
3.2.1 Assisting the Director in the risk identification for the applicants and the items or new items for which an applicant applies for accreditation.
3.2.2 Carrying out risk identification for the application documents as required.
3.2.3 Responsible for supervising and reviewing the process of acceptance of application and arrangement of assessments;
3.2.4 Responsible for reviewing the assessment documents before submitted for appraisal;
3.2.5 Responsible for approving the application of an assessee for extension of time for surveillance assessment or reassessment (of less than 1 month);
3.2.6 Providing guidance on the work of the Project Supervisor.
3.3 Project supervisor
3.3.1 Responsible for technical review of the application documents and carrying out contract review to confirm whether the requirements of acceptance are satisfied;
3.3.2 Responsible for assigning an assessment team, determining assessment time and drafting assessment notice for applicants meeting the requirements of acceptance;
3.3.3 Responsible for monitoring and managing the assessment process and providing guidance on the work of the assessment team;
3.3.4 Reviewing the assessment documents to assure that they are complete and meet the requirements;
3.3.5 Responsible for making arrangements for assessment of an accredited body based on the surveillance assessment or reassessment plan;
3.4 Project Assistant (Comprehensive Coordinator)
3.4.1 Responsible for reviewing the integrity and conformity of the application documents;
3.4.2 Responsible for initiating the circulation of the application documents;
3.4.3 Responsible for reviewing the payment status of application fee;
3.4.4 Responsible for archiving of rejected files;
3.4.5 Responsible for registering, distributing and reviewing the relevant information and documents;
3.4.6 When needed, notifying the accredited body of the surveillance plan around three months before the expiry of the surveillance assessment or reassessment of an accredited body and keeping track of the status of receipt.
3.4.7 Assisting the work of the Project Supervisor.
4 Process Control
4.1 Receipt of Application
4.1.1 Upon the receipt of an application for accreditation submitted by an applicant, the Project Assistant shall review the completeness and integrity of the application documents and pay special attention to the following aspects:
a) Whether the applicant has a definite legal status;
b) Initial identification of the area that the applicant applies for accreditation;
c) Version of the application, the integrity and completeness of its filling as well as the completeness of materials submitted with the application; 

d) The name that the applicant uses for accreditation application shall include the name of the legal person. In general, there should be only one name for accreditation and it is not allowed to have multiple names at the same time except multiple names are indicated on the legal person certificate.
4.1.2 After the application documents are deemed as complete and integral, the Project Assistant shall transfer such documents to the corresponding personnel depending on different circumstances;
a) Application documents submitted for initial assessment will be transferred to the Director or Deputy Director or a Senior Supervisor designated by the Director.
b) Application documents for extension of scope of accreditation will be transferred to the respective Senior Supervisor.
4.1.3 If there are any problems with the completeness and integrity of the application documents, the Project Assistant shall notify the applicant to provide relevant amendments or supplementary documents (with the application documents returned via the business system for amendments).
4.1.4 Upon the receipt of an application from overseas organizations, the Project Assistant shall implement Clause 6.2.3 in Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies (CNAS-PD14).
4.2 Preliminary review of application documents
4.2.1 The Senior Supervisor shall assist the Director in the risk identification of the applicants. Attention shall be paid to the following aspects during preliminary review of the application documents:
a) Does the applicant involve a single site or multiple sites;
b) Whether the applicant has been accredited by other accreditation bodies;
c) The area / item that the applicant applies for accreditation shall be within the scope of competence of CNAS and CNAS shall have corresponding assessors or technical experts; whether CNAS has the resources for implementation of the accreditation activity.
4.2.2 When accreditation item that the applicant applies for is identified by the Senior Supervisor as a new item, the requirements included in Clause 6.3.11 in Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies (CNAS-PD14) shall be executed. An item that has different sample preparation and statistical methods from the PT items operated or accredited by CNAS shall be deemed as a new item.
4.2.3 The Senior Supervisor shall determine the Project Supervisor through document review and based on the characteristics of the area and hand over the application documents and the review comments to the Project Supervisor and remind the Project Supervisor of the following issues:
a) Key points of attention during document review;
b) Issues found by the Senior Supervisor during document review and to be further verified with the Project supervisor;
c) Recommended candidates for the assessment team, when needed.
4.2.4 Regarding application for which a decision of not to accept is made, the requirements in Clause 6.3.12 in CNAS-PD14 Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies shall be executed.
4.3 Review of accreditation application
4.3.1 The Project Supervisor shall carry out a detailed review of the application documents submitted by the applicant and ask the Senior Supervisor for instructions in a timely manner in the event of any unsolvable problems. When needed, support may be sought from the experts at the approval of the Director.
4.3.2 When reviewing the application documents, the Project Supervisor shall pay attention to the following aspects:
a) The management system established by the PTP applicant according to CNAS-CL03 shall have been in formal operation for more than 6 months and all the areas covered by the application shall have 1 proficiency testing plan completed under the system. Where measurement audit is taken as an experience, full-process documentary evidences complying with CNAS-CL03/ISO/IEC 17043 shall be provided; the management system established by an RMP applicant according to CNAS-CL04 and CNAS-CL01 is required to be in formal operation for more than 6 months.
b) The accreditation application shall be completed in a standard way and satisfy the respective requirements.
c) The competence in the application for accreditation shall be within the scope of competence of CNAS. An initial review shall be conducted over the item as applied for accreditation, the technical background, educational background and work experience of personnel as well as the configuration of instruments and equipment.
d) The area code of the accreditation item shall be entered in an accurate and standard way in the application document. When the Project Supervisor is unable to make accurate judgment over the code provided by the applicant, a report shall be submitted to the Senior Supervisor for confirmation; In the event that there is no corresponding code and the situation is helpful to work improvement, a report shall be submitted to the Senior Supervisor for review and the Director for approval before a suggestion is raised to the concerned department for code addition.
e) Where appropriate, some parts of the quality manual and the procedure documents should be sample checked to make initial judgment over the following aspects:
The system documents of the applicant have been prepared in such a way that the contents of the accreditation criteria and the relevant application instructions (where appropriate) are covered, the various elements and procedures are clearly interfaced and well coordinated and the system covers all the sites that the applicant applies for accreditation.
The quality manual has requirements consistent with those in the respective procedure documents and the procedure documents checked are operable. If the procedure documents are not operable, it should be checked where adequate supports are available from documents of the lower level (based on judgment from the relevant documents in the procedure documents);
f) The applicant shall have carried out full internal audit and management review. The internal audit and management review documents submitted by the applicant should be checked to make an initial judgment whether the applicant’s internal audit and management review have achieved the expected effect so as to initially judge whether its internal auditors understand the meaning of internal audit and have the internal audit competence to make initial judgment;
g) The applicant shall satisfy the requirements of resource configuration in the accreditation criteria. Attention shall be paid as to whether the applicant involves multiple sites and, if there are multiple sites, attention shall be paid as to whether the application document has been prepared on a multi-site basis and includes the resource configuration information of all sites.
h) For a PTP accreditation, the proficiency testing documents or the comparison plan documentary evidences submitted by the applicant shall be reviewed, including one-to-one proficiency testing or measurement audit (where applicable) to initially identify whether the requirements in the accreditation rules and accreditation criteria are met;
i) For RMP, the following contents shall be also reviewed:
Whether one category of RM has been produced since the system is put into formal operation and whether the qualifications of the key technical personnel meet the requirements;
Whether the applicant has competence in the four stages of production planning, homogeneity and stability testing, characteristic value determination and assignment and certificate approval and issuance within the scope of accreditation as applied for and is engaged in relevant testing or calibration activities;
Whether the proficiency testing satisfies the relevant requirements within the scope of accreditation as applied for;
Whether the selected subcontractor satisfies the requirements;
4.3.3 The Project Supervisor shall, in the case of any problems that do affect the acceptance of application and require clarification by the laboratory upon document review, send a Notice of Comments on the Standardization Review of the Accreditation Application Documents (CNAS-PD14-02) to the applicant.
4.3.4 The Project Supervisor shall review the applicant’s responses to and revisions based on the Notice of Comments on the Standardization Review of the Accreditation Application Documents and, when necessary, communicate with the applicant.
4.4 Initial Visit
When the Project Supervisor is unable to determine through the provided documents whether the applicant is eligible, an initial visit shall be arranged in accordance with the requirements in Clause 6.3.9 in CNAS-PD14 Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies and at the consent of the applicant.
4.5 Acceptance of Application
4.5.1 When the Project Supervisor determines on the acceptance of the application, CNAS-PD14-04 Notice of the Acceptance of Accreditation Application shall be prepared and submitted to the Senior Supervisor for review and to the Director for approval before issued to the applicant.
4.5.2 When the Project Supervisor confirms that the application documents of the applicant do not meet the requirements of acceptance, the requirements in Clause 6.3.12 in CNAS-PD14 Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies shall be executed.
4.5.3 When the applicant terminates voluntarily the application for accreditation or no accreditation is granted within 1 year on account of the laboratory, the requirements in Clause 6.3.13 and 6.3.14 in CNAS-PD14 Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies shall be executed.
4.6 Assignment of Team leader
4.6.1 When it is decided that the accreditation application submitted by the applicant will be accepted, the Project Supervisor shall assign a suitable team leader and, at the consent of the applicant (which may be obtained by telephone), hand over the application documents and CNAS-PD14-05 Notice of Review of Accreditation Documents to the team leader for document review.
4.6.2 Principles for Assignment of assessment team leader
a) Where possible, a person with the technical background of the respective area of accreditation as applied for shall be assigned as the team leader; 
b) There is no relationship between the team leader or his/her employer and the assessed laboratory affecting the assessment process and impartiality in the past, at present and in the foreseeable future. Particular attention shall be paid to the fact that the team leader cannot, in principle, come from a unit with direct administrative affiliation with the assessed laboratory;
c) Arrangement in the adjacency should be considered where possible provided that impartiality is not affected;
d) For a regular surveillance assessment, it is allowed to assign the team leader of the last initial assessment as the team leader of the surveillance assessment (it is recommended that the last team leader be considered with priority).
4.7 Handling of document review results
4.7.1 The Project Supervisor shall request the team leader to review the application documents and, when needed, make recommendations on the establishment of the assessment team and hand over the application documents to the respective assessor for review. The Project Supervisor shall establish the assessment team according to the requirements in Clause 4.8 and with reference to the recommendations made by the team leader.
4.7.2 If the team leader recommends “implementing a preliminary assessment” after document review, the Project Supervisor shall, after consent is given through judgment, communicate with the assessee to obtain the consent of and determine the time of preliminary assessment with the assessee and draft and submit a notice of preliminary assessment to the Senior Supervisor for review. The notice of preliminary assessment, after approved by the Director, shall be issued to the personnel implementing the preliminary assessment and the assessee. In general, the personnel implementing the preliminary assessment shall be the team leader and, when necessary, one more assessor of corresponding specialty may be assigned.
4.7.3 When the team leader recommends “implementing on-site assessment” after document review, the Project Supervisor shall communicate with the assessee or authorize the team leader to communicate with the assessee to determine the time of on-site assessment and establish the assessment team according to the requirements of Clause 4.8 with reference to the number of assessor days for on-site assessment as proposed by the team leader.
4.7.4 When the team leader recommends “deferring the on-site assessment” after document review, the Project Supervisor shall study in detail problems identified in the document review and inform (or authorize the team leader to inform) the assessee of such problems and urge the assessee to make corrections and complete and issue CNAS-PD14-14 Notice for Deferring / Not Implementing On-site Assessment. After corrections are made by the assessee, the Project Supervisor shall hand over the resubmitted documents to the team leader for review.
If the applicant is still unable to meet the requirements of on-site assessment within 3 months, the Project Supervisor may notify the assessment team to end the task and not granting any accreditation based on the stipulations of Clause 6.1.2.4 in CNAS RL06 Rules for Accreditation of Proficiency Testing Providers.
4.7.5 When the team leader recommends “not to implement on-site assessment” after document review, the Project Supervisor shall review the opinions of the team leader and, if necessary, refer to the Senior Supervisor to reach an agreement and send, at the approval by the Director (with a signature attached to the document review form), the findings of document review by the team leader, the problems arising during document review and CNAS-PD14-14 “Notice of Deferring / Not Implementing On-site Assessment” to the assessee and inform the assessee that an appeal may be filed within 10 working days. If no appeal is filed by the assessee within 10 working days about the decision of not implementing on-site assessment, the Project Supervisor shall fill in and submit CNAS-PD14-12 “Form of Application for Accreditation Appraisal” to the Senior Supervisor for review. After an approval is given by the Director, all the paperwork application documents shall be returned to the assessee except the Notice of Acceptance of Application for Accreditation, the Notice of Document Review and a copy of the application which will be handed over to the Archives Office for storage. If an appeal is filed by the assessee within the specified time, it shall be handled in accordance with CNAS-PD07 “Procedure for Handling Appeals”.
4.7.6 If the Project Supervisor does not agree with the recommendations by the team leader, he / she shall communicate adequately with the team leader and, when necessary, consult the Senior Supervisor to make a decision.
4.7.7 The team leader shall be allowed to recommend, after a document review, "accepting the application for accreditation as the document review complies with the requirements" only for some non-periodical surveillance assessment, e.g. change of authorized signatories, or simple extension of scope involving no addition of technical competence. When such a recommendation is made by the team leader, the Project Supervisor shall review and submit the assessment documents submitted by the team leader for review as required in 4.12.
4.8 Establishment of Assessment Team
4.8.1 For the establishment of an assessment team, the Project Supervisor shall mainly consider the following factors:
a) In general, the team leader shall be responsible for the assessment of the management competence of the assessee while the assessors (including the trainee assessors and technical experts) shall be responsible for the assessment of technical competence.
b) The trainee assessors and technical experts shall work under the guidance of the lead assessor or technical assessor and, therefore, the percentage of trainee assessors and technical experts in an assessment team shall in general be ≤50%;
c) Assessors assigned for a PTP assessment shall at least have competences covering the homogeneity and stability test and the statistical technologies for processing the results for samples involved in the scope of application of the applicant and, so long as possible, the testing / calibration / inspection areas included in the scope of application by the applicant shall be covered. The technical competence of assessors assigned for RMP assessments shall cover the scope of RMP accreditation as applied for and the first digit and, where possible, the second digit of the area code as applied for; for RMP that has not obtained CNAS-CL01 accreditation nor applied for this accreditation separately, the technical assessors shall include technical assessors or technical experts for CNAS-CL01 so as to cover the requirements of CNAS-CL01;
d) The members of the assessment team or their employers have no relationship with the assessed laboratory that might affect the process and impartiality of assessment in the past, at present and in the foreseeable future. For example, institutions affiliated to the same system shall not assign assessors to each other for assessment.
e) Members of the assessment team as assigned shall have not taken part in any activities involving provision of consulting services or training related to the impartiality of the accreditation process and accreditation decision to the assessee;
Note 1: Training, publicity, and educational programs attended as a lecturer and only limited to publicly accessible basic information rather than providing training for a certain conformity assessment body tailored to specific solutions to activities conducted by such conformity assessment body shall not be deemed as having impacts on the impartiality of accreditation.
Note 2: Please refer to ISO/IEC 17011 3.34 for the definition and examples of consultancy.
f) For a multi-site body, when conducting assessment on the same site, the trainee assessor and the technical expert shall work under the guidance of the lead assessor or the technical assessor;
g) The deputy team leader (or sub-team leader) in the assessment team shall be a person with the qualifications of and above technical assessor.
h) For the selection and assignment of assessment team members, factors of proximity, health and assessment experiences shall be taken into consideration to the best possibility provided that impartiality and quality of assessment are assured;
i) If the testing / calibration / inspection competences of the applicant and its subcontractors have not been accredited for the laboratory / inspection body accreditation scheme, then an assessor of the testing / calibration / inspection scheme shall be assigned;
j) On the basis of specialty coverage, the number of members in an assessment team may be determined with reference to CNAS-RL03 Rules for Management of Accreditation Fees for Laboratories and Inspection Bodies.
4.8.2 For the assignment of an assessment team, the Project Supervisor shall refer to the verified area code and work experiences of the assessors in the database. If the area code or work experience of an assessor cannot fully cover the area code of the assessee and, based on the code similarity, the Project Supervisor believes that the assessor may have the corresponding technical competence, the Project Supervisor shall further investigate and verify whether the assessor has the technical competence for the area through reviewing and analyzing the work experience of the assessor as recorded in the archives or communicating directly with the assessor, with the contents of communication noted in the system when necessary. In the event of the aforesaid code mismatching, the Project Supervisor shall report the case to the Senior Supervisor for review and the Director for approval. When necessary, the Assessors Department shall be contacted to re-determine the area code. If the technical competence of the employed assessor cannot cover the assessed scope, a new technical expert may be selected or recommended from the technical expert database as a member of the assessment team to participate in the accreditation assessment work. The new technical expert shall be filed at the Assessors Department before being deployed.
4.8.3 When the Project Supervisor confirms that an assessor does not have a certain competence, the Assessors Department shall be notified to alter the competence scope of the assessor.
4.8.4 The Project Supervisor shall solicit comments from the applicant on the members of the assessment team and the timing of on-site assessment in the form of CNAS-PD14-08 Letter for Soliciting Comments on the On-site Assessment Plan and shall indicate the technical areas of the assessors in the Letter for Soliciting Comments on the On-site Assessment Plan. If the applicant rejects the assessors or technical experts in the assessment team based on reasons of impartiality, the Project Supervisor shall make adjustments, but no more than 2 adjustments in all cases.
4.9 Drafting assessment notice
4.9.1 After the assessment time and assessment team are confirmed by the assessee, the Project Supervisor shall draft a Notice of On-site Assessment and send it to the assessee and assessment team members after it is reviewed by the Senior Supervisor and approved by the Director. In general, the Notice of On-site Assessment shall be issued in no less than 7 days prior to the on-site assessment.
4.9.2 After the Notice of On-site Assessment is issued, the Project Supervisor shall:
a) make available to the assessment team any acquired information related to the assessee and not contained in the business system;
b) Pay close attention to the status of assessment planning;
c) Revise the information in the office system in a timely manner in case of any changes of the membership of the assessment team and the assessment time during the period from the issuance of the Notice of On-site Assessment to the expiry of the on-site assessment.
4.10 On-site assessment
4.10.1 At the stage of on-site assessment, the Project Supervisor shall settle from time to time problems encountered by the Assessment team. The Project Supervisor shall report in a timely manner the Senior Supervisor or the Director difficulties, if any, encountered during settling such problems.
4.10.2 In general, no request for extension by the assessee shall be accepted during the stage of on-site assessment.
4.10.3 At the stage of on-site assessment, for the PTP assessment, if the assessee requests to change the authorized signatory or standard / specifications / codes, the Project Supervisor shall take account of the technical coverage of the assessment team and assessment timing before any reply is made.
4.10.4 When the assessment team proposes to terminate the on-site assessment during the stage of on-site assessment, the Project Supervisor shall report such situation in a timely manner to the Senior Supervisor or the Director.
4.11 Follow-up assessment
4.11.1 The Project Supervisor shall settle and follow up with problems raised by the team leader or follow up with problems raised by the assessors during the assessment stage.
4.11.2 The Project Supervisor shall contact the team leader in time to find out and record information regarding late recovery of assessment documents and, when needed, recommend solutions or give feedback to the concerned departments.
4.11.3 When the team leader fails to carry out the follow-up assessment on time for whatever reasons, the Project Supervisor shall coordinate for final settlement of such problems to avoid late return of assessment documents.
4.12 Submission for Accreditation Appraisal
4.12.1 The Project Supervisor shall review the assessment documents returned by the Assessment Team.
4.12.2 For such review, the Project Supervisor shall focus his / her attention on the following aspects:
a) Completeness of the assessment documents;
b) Whether the assessment forms and reports (including attached tables and annexes) are the latest valid version;
c) Whether the assessment report is prepared in a standard way and complies with the requirements;
d) Whether the scope of competence confirmed by the assessment team is within the scope of accreditation as applied for;
e) Whether forms submitted by the assessment team are compliant and properly signed;
f) Whether corrections made by the assessee meet the requirements;
g) Whether members of the assessment team participate in the assessment according to the specified time schedule and fulfill the leave procedure for any special cases such as late arrival or early leave.
4.12.3 The assessment documents that the assessment team submits and the required versions and formats are shown in Annex A.
4.12.4 Key points of attention for review of the assessment report are described as follows:
a) Whether the time and personnel of on-site assessment are consistent with those indicated on the Notice of On-site Assessment, Schedule of On-site Assessment and the attendance sheets of the opening and closing meetings;
b) Evaluation on the effectiveness of the corrective actions taken against non-conformities raised in the last assessment. The assessment team, if suspicious of the effectiveness of the last corrective actions, shall continue to raise non-conformities or observations. Otherwise, the Project Supervisor shall verify and clarify the issue with the team leader. 
c) The assessment team shall raise a non-conformity if the assessee is found violating the accreditation rules or non-compliant with the requirements of the accreditation criteria.
d) The non-conformities raised by the assessment team are definite and reasonable;
e) The assessee shall carry out the corrections within the specified deadline. If the corrections are not carried out beyond the specified deadline, the assessee or the assessment team shall make explanations.
f) The assessment team shall explain in the assessment report situations needing special explanations during the assessment
g) The contents in the main document, annexes and tables attached to the assessment report should be consistent and comply with the requirements included in the instructions of table preparation
h) The scope of competence recommended for accreditation and the scope of authorized signature shall not exceed the scope of competence as applied for accreditation and the scope of signature indicated in the application for accreditation for the authorized signatory;
i) The team leader shall make the acceptance comments for each non-conformity;
j) The team leader shall describe attention paid by the assessee to the observations;
k) Information of the team leader / assessor shall be indicated in the electronic format of the table as uploaded.
4.12.5 When reviewing the forms submitted by the assessment team, attention shall be paid to check whether all members of the assessment team have signed the statement of impartiality and the check-in form of the opening and closing meetings, with any missing signatures checked and confirmed by the Project Supervisor with the team leader. CNAS-PD14-22 Statement of Integrity and Self-discipline by Conformity Assessment Bodies signed and submitted by the applicant shall be the original document.
4.12.6 When the assessment documents submitted by the assessment team are compliant with the requirements, the Project Supervisor shall prepare CNAS-PD14-12 “Form of Submission for Accreditation Appraisal” and submit it to the Senior Supervisor for review. The list of documents to be submitted for review (after on-site assessment is implemented) is shown in Annex B.
4.12.7 The Senior Supervisor shall review the assessment documents submitted by the Project Supervisor and hand over compliant assessment documents to the Director for review and return the non-compliant ones to the Project Supervisor.
4.12.8 Review by the Senior Supervisor of the submitted assessment documents shall mainly focus on the following contents:
a) Whether the documents are full and complete;
b) Whether the assessment report contains all required contents and information consistent with the other documents;
c) Whether the assessment report is returned to the Project Supervisor for further review if any problems are identified during the sample review of parts of the assessment report.
4.12.9 The Senior Supervisor shall inform the Project Supervisor of any problems identified during review of the assessment documents for further verification and clarification.
4.12.10 The Director shall review and grant approval of the assessment documents, with the acceptable ones signed and handed over to Accreditation Department 7 and non-acceptable ones returned to the Senior Supervisor.
4.12.11 The Project Supervisor shall give a notice in writing (or through the assessment team) to the assessee and / or the assessment team and explain the reasons if the assessment team makes any changes to the assessment report based on the requirements of CNAS Secretariat or the Project Supervisor makes any changes to any parts of the assessment report or the Project Supervisor disagrees with the recommendations by the assessment team.
4.13 Handling post-appraisal problems
4.13.1 The Project Supervisor shall handle ordinary problems that do not affect the assessment conclusion within 10 working days from the receipt of such problems identified during the assessment.
4.13.2 The assessment team shall be requested to clarify or correct problems identified during the appraisal and confirmed by the Project Supervisor as correct based on the nature of such problems. A report including actions taken, contents of amendments or explanatory notes by the assessment team shall be submitted to the Senior Supervisor for review and the Director for approval before further submitted to Accreditation Department 7.
4.13.3 For problems identified during the appraisal and deemed by the Project Supervisor as difficult to understand, timely communication shall be conducted with the concerned supervisor of Accreditation Department 7 for confirmation.
4.13.4 Where the Project Supervisor has different opinions regarding any problems identified during the appraisal, such opinions shall be prepared and submitted to the Senior Supervisor for review and the Director for approval before further submitted to Accreditation Department 7.
5 Surveillance Assessment or Reassessment
5.1 Periodical Surveillance Assessment or Reassessment
5.1.1 The Project Supervisor shall make assessment arrangements correspondingly based on the periodical surveillance assessment or reassessment plan included in the office system.
5.1.2 The surveillance assessment or reassessment shall be conducted on the basis of review of the assessee’s management system documents and, in general, the assessee may be requested to hand over its quality manual and procedure documents in advance to the team leader for review.
5.1.3 In addition to the contents of the accreditation criteria, the contents of reassessment shall also include contents specified in 9.5.2 in CNAS-PD14 Procedure for Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies.
5.1.4 The Project Supervisor shall determine the assessment team for surveillance assessments based on the scope, changes and complaints of the accredited body and with reference to the comments made by the last assessment team. Surveillance assessment shall cover all categories. For a multi-site accredited body, the surveillance assessment shall cover all sites.
5.1.5 The procedure to be followed for arranging on-site assessment for surveillance assessments or reassessments shall be the same as the work procedure for on-site assessments and the procedure for initial assessments.
5.1.6 In general, the Project Supervisor shall hand over the following documents to the assessment team at least 7 days prior to the on-site assessment and such documents may be provided in emails:
a) Complaints against the assessee (if any);
b) Information on relevant changes, including changes already filed at CNAS;
c) Scope of surveillance assessment;
d) Other available information related to the accreditation.
5.1.7 No postponement is permitted in general for periodical surveillance assessments or reassessments. Where postponement becomes necessary for the surveillance assessment or reassessment of an assessee, the Project Supervisor shall request the assessee to provide a written application for review and approval.
5.1.8 If the assessee is unable to accept periodical surveillance assessment or reassessment as scheduled (including any rejected application for postponement), the Project Supervisor shall prepare CNAS-PD14-12 “Form of Application for Accreditation Appraisal” to explain the reasons and recommend suspending the accreditation of the assessee, which will be reviewed by the Senior Supervisor and approved by the Director before further submitted to Accreditation Department 7.
5.1.9 The periodical surveillance assessment or reassessment may be conducted at the same time as the assessment for extending the scope of accreditation. For arrangements of on-site assessment, the Project Supervisor shall make sure both are taken into account.
5.1.10 In general, during periodical surveillance assessment or reassessment, the assessee is not allowed to apply for extending the scope of accreditation on site.
5.1.11 For any application for change submitted by the assessee during on-site assessment, the Project Supervisor may make a decision based on the technical competence of the assessment team members and the assessment time.
5.1.12 For applications for PTP reassessments, plans in the process of implementation may be regarded as experiences of implementing plans in an accredited area within the period of validity; where a measurement audit is regarded as an experience, full-process documentary evidences complying with CNAS-CL03/ISO/IEC 17043 need to be submitted.
5.2 Non-periodical surveillance assessment
5.2.1 The project assistant receives from Accreditation Department 7 CNAS-PD20/01 Form of Handling Accreditation Changes to start a non-periodical surveillance assessment, which is then handed over to the Senior Supervisor or the Project Supervisor.
5.2.2 The Project Supervisor assigns the team leader or the technical assessor based on the contents of the non-periodical surveillance assessment and hands over the relevant documents to the team leader / assessor.
5.2.3 The Project Supervisor decides, based on the recommendation by the team leader / assessor or the contents of the non-periodical surveillance assessment, whether an on-site assessment is arranged. In general, an on-site assessment should be arranged in the event of relocation of the assessee or changes involving technical competence of a laboratory.
5.2.4 The Project Supervisor may, at his / her discretion and with the consent of the assessee, make arrangement for combined implementation of the non-periodical surveillance assessment with other assessments, such as periodical surveillance assessments or reassessments.
5.3 Surveillance assessment for recovery of accreditation
5.3.1 The Project Supervisor shall not accept any application for extension of accreditation scope submitted by an accredited body during the period when the accreditation is suspended because the accredited body violates the rules of accreditation or is unable to meet the accreditation requirements (except cases where the accredited body voluntarily applies for the suspension of accreditation).
5.3.2 When receiving a notice by Accreditation Department 7 of agreeing to the application of an accredited body for recovering accreditation, the Project Supervisor shall arrange on-site assessment at the earliest possible time.
5.4 Follow-up verification and submission for appraisal
5.4.1 The procedure to be followed for follow-up verification and submission for appraisal for periodical surveillance assessments or reassessments, non-periodical surveillance assessments, surveillance assessments for recovering accreditation shall be the same as the procedure for initial assessments.
5.4.2 The maximum deadline for correction for surveillance assessments or reassessments is 2 months and the deadline for correction of nonconformities involving technical competence is 1 month.
5.4.3 The Project Supervisor shall immediately review and submit for appraisal non-conformity reports or assessment reports returned by the assessment team for suspending or withdrawing accreditation.
a) In the case of suspending or withdrawing accreditation qualification, the entire package of assessment documents, including the assessment report and its annexes, the records and forms used by the assessment team and the Project Supervisor and also CNAS-PD14-12 “Form of Application for Accreditation Appraisal” as prepared, shall be submitted to the Senior Supervisor for review and the Director for approval before further submitted to Accreditation Department 7.
b) In the case of suspending or withdrawing accredited items / parameters, the corresponding non-conformity report and also CNAS-PD14-12 “Form of Application for Accreditation Appraisal” as prepared shall be submitted to the Senior Supervisor for review and the Director for approval before further submitted to Accreditation Department 7.
Note: For application for suspending or withdrawing accredited items / parameters, only the paperwork procedure is required at present and the approval steps in the business system will not proceed until all the documents are returned by the assessment team.
6 Assessment for extending scope of accreditation
6.1 The work procedure for extending the scope of accreditation is the same as that for initial assessment.
6.2 When reviewing the documents to confirm the technical competence of the applicant regarding the extension of scope, the Project Supervisor shall request the applicant to provide records of proficiency testing plans implemented for the scope to be extended and hand over such records to the assessors for review.
6.3 When reviewing the application documents to confirm the extension of scope as applied for by an applicant, the Project Supervisor shall pay attention to check whether the technical competence of the personnel responsible for the document review covers the scope of application of the applicant. Such personnel may be either the lead assessor or a technical assessor of the corresponding area.
Annex A
List of Formats for Document Delivery
	S/N
	Description
	Delivery
	Electronic Formats
	Notes
	Remarks

	
	
	
	Structural data
	word/excel
	PDF format
	Graphics
	
	

	（PTP） Proficiency Testing Providers (PTP)

	
	Accreditation Application
	
	
	
	
	
	
	

	1
	Main document of the Accreditation Application
	Hardcopy,

electronic
	√
	
	
	
	
	

	
	Tables attached to the Accreditation Application
	
	
	
	
	
	
	

	2
	Table 1-1: List of Authorized Signatories of the Accreditation Applicant (Chinese and English)
	Electronic
	√
	
	
	
	
	

	3
	Table 1-2: Application Form of Authorized Signatories
	Electronic
	
	
	√
	√
	Any one format
	Handwritten signature required

	4
	Table 2-1: Scope of proficiency testing in the testing area included in the Accreditation Application (Chinese and English)
	Electronic
	√
	
	
	
	
	

	5
	Table 2-2: Scope of Proficiency Testing in the Calibration Area Included in the Accreditation Application (Chinese and English)
	Electronic
	√
	
	
	
	
	

	6
	Table 2-3: Scope of Proficiency Testing in the Forensic Area Included in the Accreditation Application (Chinese and English)
	Electronic
	√
	
	
	
	
	

	7
	Table 2-4: Scope of Proficiency Testing in the Inspection Area Included in the Accreditation Application (Chinese and English)
	Electronic
	√
	
	
	
	
	

	8
	Table 3: Configuration of Instruments and Equipment (Including Those Used for Sample Preparation)
	Electronic
	
	√
	√
	
	Any one format
	

	9
	Table 4: List of PRP Personnel
	Electronic
	
	√
	√
	
	Any one format
	

	10
	Table 5: List of Proficiency Testing Plans Organized and Implemented in the Past
	Electronic
	
	√
	√
	
	Any one format
	

	11
	Table 6: List of Subcontractors
	Electronic
	
	√
	√
	
	Any one format
	

	12
	Table 7: Checklist of Quality Management System
	Electronic
	
	√
	√
	
	Any one format
	

	
	Documents to be submitted as a part of the application document
	
	
	
	
	
	
	

	13
	Documentary evidence of the legal status of the PTP, including the legal person business license, authorization document of the legal person or legal representative (applicable to non-independent legal persons) (only provided upon initial application if no changes occur)
	Hardcopy,
Electronic
	
	
	√
	√
	Any one format
	

	14
	2. Organizational Structure Chart of PTP
	Electronic
	
	√
	√
	
	Any one format
	

	15
	3. Layout Plan of PTP
	Electronic
	
	√
	√
	
	Any one format
	 

	16
	4. Descriptions of relationship between PTP and legal entity if the PTP is a part of the legal entity
	Electronic
	
	√
	√
	
	Any one format
	

	17
	5. Latest valid quality manual (if any) and procedure documents (or in other titles)
	Electronic
	
	√
	√
	
	Any one format
	 

	18
	6. Documents of latest full internal audit and management review (required upon initial application)
	Electronic
	
	√
	√
	
	Any one format
	 

	19
	7. Report and Schedule of Typical Outcomes of Proficiency Testing Program
	Electronic
	
	√
	√
	
	Any one format
	Handwritten signature and stamps required.

	20
	8. Other documents
	Hardcopy, electronic
	
	√
	√
	√
	Any one format
	

	
	Assessment Report
	
	
	
	
	
	
	

	1
	Main document of the Accreditation Assessment Report
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Tables attached to the Assessment Report
	
	
	
	
	
	
	

	2
	Table 1: Authorized Signatories of PTP Recommended for Accreditation (Chinese and English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	3
	Table 2-1: Scope of Proficiency Testing in the Testing Area Recommended for Accreditation (Chinese and English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	4
	Table 2-2: Scope of Proficiency Testing in the Calibration Area Recommended for Accreditation (Chinese and English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	5
	Table 2-3: Scope of Proficiency Testing in the Forensic Area Recommended for Accreditation (Chinese and English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	6
	Table 2-3: Scope of Proficiency Testing in the Inspection Area Recommended for Accreditation (Chinese and English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Annexes to the Assessment Report
	
	
	
	
	
	
	

	7
	Annex 1: Checklist of On-site Assessment
	Electronic
	
	√
	
	
	
	

	8
	Annex 2: Records of Competence Review
	Electronic
	
	√
	
	
	
	

	9
	Annex 3: Records of Subcontractor Review
	Electronic
	
	√
	
	
	
	

	10
	Annex 4: Evaluation of Key Technical Personnel
	Electronic
	
	√
	
	
	
	

	11
	Annex 5: Records of Assessment of Authorized Signatories
	Electronic
	
	√
	
	
	
	

	12
	Annex 6: Record Sheet of Non-conformities and Observations
	Hardcopy, Electronic
	√
	
	
	
	
	

	13
	Annex 7: Opinions on Acceptance of Corrections           
	Hardcopy, Electronic
	
	√
	
	
	
	

	14
	Supplementary Notes
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Report of Assessment Corrections
	
	
	
	
	
	
	

	15
	Report of Assessment Corrections
	Hardcopy, Electronic
	
	√
	√
	
	
	Handwritten signature and stamps required.

	

	Reference material / reference sample producers (RMP)
	
	
	
	
	
	
	

	
	Accreditation Application
	
	
	
	
	
	
	

	1
	Main document of the Accreditation Application
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Tables attached to the Accreditation Application
	
	
	
	
	
	
	

	2
	Table 1: Self-check List of RM Production System
	Electronic
	√
	√
	√
	√
	Any one format
	

	3
	Table 2.1: Scope of Competence of Reference Material / Reference Sample Production as Applied for Accreditation
	Electronic
	√
	
	
	
	
	

	4
	Table 2.1-1: Certified Reference Materials / Reference Samples (Chinese)
	Electronic
	√
	
	
	
	
	

	5
	Table 2.1-2: Non-certified Reference Materials / Reference Samples (Chinese)
	Electronic
	√
	
	
	
	
	

	6
	Table 2.2: Application Scope (if needed)
	Electronic
	√
	
	
	
	
	

	7
	Table 2.2-1: Certified Reference Materials (English)
	Electronic
	√
	
	
	
	
	

	8
	Table 2.2-2: Non-certified Reference Materials (English)
	Electronic
	√
	
	
	
	
	

	9
	Table 3: List of RMP Personnel
	Electronic
	√
	
	
	
	
	

	10
	Table 4: Registration Table of Key Technical Personnel
	Electronic
	√
	
	
	
	
	

	11
	Table 5: Registration Table of RMP Subcontractors
	Electronic
	√
	
	
	
	
	

	12
	Table 6: List of Proficiency Testing / Interlaboratory Comparison Attended by RMP
	Electronic
	√
	
	
	
	
	

	13
	Table 7: Checklist of Quality Management System (CNAS-CL01)
	Electronic
	√
	√
	√
	√
	Any one format
	

	
	Documents to be submitted as a part of the application document
	
	
	
	
	
	
	

	14
	Documentary evidence of the legal status (only provided upon initial application and reassessment)
	Hardcopy, Electronic
	
	
	√
	√
	Any one format
	

	15
	Descriptions of activities engaged in by the applicant and descriptions of relationship between the applicant and legal entity that the applicant is a part of (only provided upon initial assessment and reassessment)
	Hardcopy, Electronic
	
	
	√
	√
	Any one format
	

	16
	Layout Plan of the Assessee
	Electronic
	
	
	√
	√
	Any one format
	

	17
	Latest valid organizational structure chart
	Electronic
	
	
	√
	√
	Any one format
	

	18
	Latest valid quality manual and procedure documents
	Electronic
	
	√
	√
	
	Any one format
	

	19
	Report of the Typical RM Production and R&D (or Valuation) 
	Electronic
	
	
	√
	
	
	Handwritten signature and stamps required.

	20
	Last internal audit report and records of management review (only upon initial assessment)
	Electronic
	
	√
	√
	
	Any one format
	

	21
	Photocopies of laboratory accreditation certificate (if applicable; only the certificate; no annexes are required)
	Electronic
	
	√
	√
	√
	Any one format
	

	22
	Other documents (Please specify if any)
	Hardcopy, Electronic
	
	√
	√
	√
	Any one format
	

	
	Assessment Report (Reference Material Producers)
	
	
	
	
	
	
	

	1
	Main document of the Accreditation Assessment Report
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Tables attached to the Assessment Report
	
	
	
	
	
	
	

	2
	Table 1: Scope of Competences of Production of Recommended Reference Materials / Reference Samples
	Hardcopy, Electronic
	√
	
	
	
	
	

	3
	Table 1.1-1: Certified Reference Materials / Reference Samples (Chinese)
	Hardcopy, Electronic
	√
	
	
	
	
	

	4
	Table 1.1-2: Ordinary Reference Materials / Reference Samples (Chinese)
	Hardcopy, Electronic
	√
	
	
	
	
	

	5
	Table 1.2: Recommended  Scope for Production Proficiency of RMP (if needed)
	Hardcopy, Electronic
	√
	
	
	
	
	

	6
	Table 1.2-1: Certified Reference Materials (English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	7
	Table 1.2-2: Non-certified Reference Materials (English)
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Annexes to the Assessment Report
	
	
	
	
	
	
	

	8
	Annex 1.1: Checklist of On-site Assessment of RM Production System
	Electronic
	
	√
	
	
	
	

	9
	Annex 1.2: Checklist of On-site Assessment of Laboratories
	Electronic
	
	√
	
	
	
	

	10
	Annex 2: Evaluation of RMP Key Technical Personnel
	Electronic
	√
	
	
	
	
	

	11
	Annex 3: Checklist of RM Production
	Electronic
	√
	
	
	
	
	

	12
	Annex 4: Audits of RMP Subcontractors
	Electronic
	√
	
	
	
	
	

	13
	Annex 5: RMP Nonconformity / Observation Report
	Hardcopy, Electronic
	√
	
	
	
	
	

	14
	Annex 6: Opinion on the Acceptance of RMP Corrections and Final Recommendation of the Team leader
	Electronic
	√
	
	
	
	
	

	15
	Supplementary notes
	Electronic
	√
	
	
	
	
	

	
	Report of Assessment Corrections
	
	
	
	
	
	
	

	20
	Report of Assessment Corrections
	Hardcopy, Electronic
	
	√
	√
	
	
	Handwritten signature and stamps required.

	

	Applicable to both PTP and RMP

	
	Application for Changes
	
	
	
	
	
	
	

	1
	Main document of the Application for Changes
	Hardcopy, Electronic
	√
	
	
	
	
	

	
	Tables attached to the Application for Changes
	
	
	
	
	
	
	

	2
	Table 1: Application for Name Change
	Hardcopy, Electronic
	√
	
	
	
	
	

	3
	Table 2: Application for Address Change
	Hardcopy, electronic
	√
	
	
	
	
	

	4
	Table 3: Self-evaluation of changes of key sites
	Hardcopy, electronic
	
	√
	
	
	
	

	5
	Table 4: Application for changes of key sites
	Hardcopy, electronic
	√
	
	
	
	
	

	6
	Table 5: Self-evaluation by the authorized signatory of the application document
	Hardcopy, electronic
	
	√
	
	
	
	

	7
	Table 6: Application for Change of Authorized Signatory
	Hardcopy, electronic
	√
	
	
	
	
	


	8
	Table 7: Self-evaluation for application for change of testing / calibration / verification / inspection competences
	Hardcopy, electronic
	
	√
	
	
	
	

	9
	Table 8: Application for Change of Competence
	Hardcopy, electronic
	√
	
	
	
	
	

	
	Documents to be submitted together with the application documents
	
	
	
	
	
	
	

	10
	1． Documentary evidences for the legal status of an institution (including legal entity registration license or authorization document of the legal person or legal representative)
	Hardcopy, electronic
	
	
	√
	√
	Any one format
	

	11
	2． Documents related to address change of an institution
	Hardcopy, electronic
	√
	
	√
	√
	Any one format
	

	12
	3．Documents related to change of authorized signatory (except institutions with an accreditation life of more than 6 years)
	Hardcopy, electronic
	√
	
	√
	√
	Any one format
	

	13
	4. Other explanatory documents
	Hardcopy, electronic
	√
	
	√
	√
	Any one format
	

	
	Working forms
	
	
	
	
	
	
	

	1
	Form of Application for Accreditation Appraisal
	Hardcopy, electronic
	√
	
	
	
	
	

	2
	Notice on Acceptance of Accreditation Application
	Hardcopy, electronic
	√
	
	
	
	
	

	3
	Letter for Soliciting Comments on the On-site Assessment Plan
	Electronic
	√
	
	
	
	
	

	4
	Notice of On-site Assessment
	Hardcopy, electronic
	√
	
	
	
	
	

	
	Other assessment documents
	
	
	
	
	
	
	

	1
	Notice of Document Review
	Hardcopy, electronic
	√
	
	
	
	　
	Both hardcopy and electronic documents are required for confirmation of Not recommending on-site assessment, Not granting accreditation and document review; for the other cases, electronic documents are required only.

	2
	Schedule of Assessment
	Electronic
	
	√
	
	
	
	

	3
	Statement of Impartiality, Confidentiality and Integrity and Self-discipline of On-site Assessment Personnel
	Hardcopy, electronic
	
	
	√
	√
	 Any one format
	Handwritten signature required.

	4
	Statement of Integrity and Self-discipline for Conformity Assessment Bodies
	Hardcopy, electronic
	
	
	√
	√
	Any one format
	Handwritten signature and stamp required

	5
	Attendance Sheet of Opening and Closing Meetings
	Hardcopy, electronic
	
	
	
	
	
	

	6
	Data Summary
	Electronic
	
	√
	
	
	　
	

	7
	Other explanatory documents
	Hardcopy, electronic
	
	√
	√
	√
	Any one format
	


Annex B
List of Documents to be Submitted by the Project Supervisor for Appraisal
 (Implementing on-site assessment)
	Description
	Initial assessment
	Surveillance or reassessment
	Extension (other assessment + extension)
	Non-periodical surveillance

	Form of Application for Accreditation Appraisal
	√
	√
	√
	√

	Notice of Comments on the Standardization Review of the Accreditation Application Documents (if any)
	√
	
	√
	

	Notice of the Acceptance of Accreditation Application 
	√
	
	√
	

	Letter for Soliciting Comments on the On-site Assessment Plan
	√
	√
	√
	√

	Notice of On-site Assessment
	√
	√
	√
	√

	Assessment Report (including tables and annexes)
	√
	√[Note]
	√
	√（acceptable if submitted in parts）

	Summary Table of On-site Assessment Documents
	√
	√
	√
	√

	Schedule of Assessment
	√
	√
	√
	√

	Statement of Impartiality, Confidentiality and Integrity and Self-discipline by On-site Assessment Personnel
	√
	√
	√
	√

	Statement of Integrity and Self-discipline by Conformity Assessment Bodies
	√
	√
	√
	√

	Attendance Sheet of Opening and Closing Meetings
	√
	√
	√
	√

	Notice of Document Review
	√
	
	√
	√（If any）

	Correction documents (if any)
	√
	√
	√
	√

	Accreditation Application (including attached tables)
	√
	
	√
	

	Certifications of legal status
	√
	
	√(when changed)
	

	Form of application of relevant changes (if any)
	
	√
	√
	√

	Assessment report and its attached tables and annexes in electronic format
	√
	√
	√
	√

	Other needed documents (if any)
	√
	√
	√
	√


  Note: The attached table may be ignored for surveillance assessment or reassessment if no changes occur to the technical competence of the assessee.
Date of Issue: 15 June 2018                                               Date of Application: 15 June 2018

