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Work Instructions for Accreditation Appraisal of the Quality and Competence of Medical Laboratories
1 Purpose and applicable scope


1.1 This work instruction is intended to regularize the accreditation appraisal of medical laboratories and ensure the review, appraisal and approval activities for accreditation projects are conducted in an orderly, effective and standardized manner. 
1.2 This work instruction is applicable to the review and appraisal of medical laboratory projects and the approval of granting, maintaining, renewing, extending and reducing the scope of, suspending, restoring and withdrawing accreditation qualifications as well as quality feedback on the work of the appraisal members and assessors. 
2 Pre-appraisal materials check
2.1 Integrity check
2.1.1 The appraisal project assistant is responsible for receiving the materials submitted by the accreditation department for appraisal and conducting integrity check. The materials submitted for appraisal include: accreditation process management materials, assessment report, application (including every attached table, annex and explanatory materials), rectification report etc. For details, refer to List of Materials Submitted for Appraisal (Attached table 1); 
2.1.2 The appraisal project assistant submits the conforming materials to the appraisal project supervisor for review and returns the nonconforming materials to the accreditation department for rectification. 
2.2 Standardization check
The appraisal project manager confirms the integrity of the submitted materials and conducts standardization check of the materials. 
2.2.1 The standardization check mainly includes but not limited to the following: 
a) The implementation of accreditation assessment shall meet the requirements of CNAS-RL01 Rules for Laboratory Accreditation, CNAS-RL02 Rules for Proficiency Testing, CNAS-PD14 Procedure for Management of Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies and CNAS-WI14-03 Work Instructions for Accreditation Assessment of the Quality and Competence of Medical Laboratories, and corresponding materials shall be provided;
b) The accreditation process management materials shall objectively reflect the status of each link of the accreditation processes; 

c) The scope of competence recommended for accreditation shall be expressed scientifically and precisely with the item name, test method, reagent and calibrator and where necessary with a note on the scope of limitation; 
d) Completion of each column of the assessment report and each attached table and annex shall meet the requirements and confirmed by the assessment team;
e) Basic information of the CAB in the office system and information on the legal person, category facilities and competence shall be verified and confirmed. 
2.2.2 For the materials submitted to the Appraisal Committee, the recommendation comment of the CNAS Secretariat shall be sufficiently justified with clear facts and all the necessary evidence materials.
2.2.3 For the materials that are reviewed as meeting the requirements, the appraisal project manager shall draft CNAS-PD20-07 Accreditation Decision Notice based on the actual situation. Nonconforming materials shall be returned to the accreditation department for rectification and then resubmitted to Accreditation Department 7 for review. 
2.3 With regard to projects that need be submitted to the Appraisal Committee for appraisal, the appraisal project assistant and appraisal project manager shall complete the reception, review and comment of the appraisal projects within the specified time limit (excluding the time for rectification of the returned materials). After review by the director of Accreditation Department 7 and deputy Chief Executive or his/her authorized person, the projects shall be submitted to the Appraisal Committee for appraisal. 
2.4 For reassessment (without scope extension) projects, the appraisal project assistant and appraisal project manager shall complete the reception, review and comment of the appraisal projects within the specified time limit (excluding the time for rectification by relevant departments) and submit them to the director of Accreditation Department 7, who shall complete review within the specified time limit and report to the Chief Executive or his authorized director of Accreditation Department 7 for approval. 
3 Accreditation appraisal
3.1 Establishment of the appraisal workgroup
3.1.1 The appraisal field manager organizes the appraisal work based on the number of projects to be appraised and the impartiality requirements for the appraisal members, including the determination of the appraisal time, selection of appraisal members for the establishment of the appraisal workgroup and appointment of the workgroup leader. Establishment of the workgroup shall follow the principles below: 
a) the appraisal workgroup is made up of at least 3 appraisal members, at least one of whom shall be an appraisal member of the medical field; 
b) where the appraisal members cannot cover a relevant field, technical experts (or assessors of the related field) may be employed to participate in the appraisal; 
c) members of the appraisal workgroup shall have no interest relationship with the assessee and have not been involved in its assessment;
d) in principle, each appraisal member shall be the main reviewer of no more than 6 files each workday.
3.1.2 The appraisal field manager shall complete organization of the appraisal within the specified time limit, draft the appraisal work meeting notice and by approval of the director of Accreditation Department 7, notify members of the appraisal workgroup normally 2 days in advance. 
3.2 Project appraisal
3.2.1 The appraisal workgroup conducts conformity and accuracy review and evaluation of the appraisal materials in accordance with the content specified in CNAS-PD19-01 Laboratory/Inspection Body Accreditation Appraisal Form (I). Specific requirements are described in Attached Table 2.  

3.2.2 For appraisal for suspension, restoration, withdrawal and reduction of accreditation scope, the appraisal workgroup shall conduct conformity and accuracy review and evaluation of the appraisal materials in accordance with the content specified in CNAS-PD19-02 Laboratory/Inspection Body Accreditation Appraisal Form (II). Specific requirements are in Attached Table 3.
3.2.3 For appraisal projects reviewed by technical experts participating in the appraisal, their comments shall be entered in CNAS-PD19-01 Laboratory/Inspection Body Accreditation Appraisal Form (I) and where necessary in CNAS-PD19-05 Appraisal Technical Expert Comment Form, which will become one of the basis for the appraisal conclusion.
3.3 Formulation of appraisal conclusion
3.3.1 After completion of appraisal of the materials, every member shall inform all members of the workgroup of the review and evaluation status and put forward suggestions. Accreditation Department 7 and/or relevant accreditation department shall give verbal or written explanation to queries from the appraisal workgroup. 
3.3.2 Based on the suggestions of the workgroup members, the appraisal workgroup conducts their study and discussion. Comments of the technical experts are used as the technical basis but they have no voting rights. It requires the consent of at least 2 thirds of the members to formulate the appraisal conclusion. Where the appraisal workgroup is made up of 3 members, the appraisal conclusion shall be arrived at with the consent of all members. There are the following 4 types of appraisal conclusions:  

1) Agree to the recommendation of the CNAS Secretariat, such as recommendation for accreditation, extension of accreditation scope and rejection. Where the appraisal workgroup agrees to the recommendation of the CNAS Secretariat, there may be the following situations: 
a) pass the appraisal, report directly to the CNAS Chief Executive or his authorized director of Accreditation department 7 for approval; 
b) pass the comments, the CAB under appraisal conforms to the requirements of CNAS-CL02 Accreditation Criteria for the Quality and Competence of Medical Laboratories and the related application guidance. At the same time, the appraisal workgroup communicates to the CAB, Assessment team or CNAS Secretariat about the future improvement or points for attention; 
c) need rectification, the CAB under appraisal conforms to the requirements of CNAS-CL02 Accreditation Criteria for the Quality and Competence of Medical Laboratories and the related application guidance. At the same time, the CAB, Assessment team or CNAS Secretariat shall take further corrective actions or clarifications;
2) disagree to the recommendation of the CNAS Secretariat;  

3) partly agree to the recommendation of the CNAS Secretariat. 

In case of the 2) and 3) situations, shall base their above appraisal conclusions on objective and adequate evidence.
If the CNAS Secretariat or the CAB under appraisal seriously violates relevant CNAS rules and the CAB’s quality management system becomes ineffective, the workgroup may arrive at the appraisal conclusion of refusing accreditation; if the instruments or reagents used for part of the test items of the CAB under appraisal are unavailable, the workgroup may arrive at the appraisal conclusion of refusing accreditation for that part of competence.  
    4) postpone the accreditation decision, where there is doubt about the evidence on the CAB’s entire or partial competence for satisfying CNAS-CL02 Accreditation Criteria for the Quality and Competence of Medical Laboratories, relevant application guidance and related rules, the appraisal workgroup may postpone the accreditation decision. 
3.3.3 The appraisal members fill in CNAS-PD19-01 Laboratory/Inspection Body Accreditation Appraisal Form (I) or CNAS-PD19-02 Laboratory/Inspection Body Accreditation Appraisal Form (II) column by column on the basis of the review findings.
3.3.4 The appraisal workgroup shall objectively and accurately describe according to the appraisal findings the issues requiring the CAB, assessment team or CNAS Secretariat to take further corrective actions or clarifications and issues requiring future improvement/attention. 
3.3.5 All members of the appraisal workgroup shall have discussion on every copy of appraisal materials. Every appraisal member will cast a vote and the appraisal workgroup leader shall make the appraisal conclusion on behalf of the workgroup and sign for confirmation. 

3.3.6 The appraisal workgroup leader shall sum up the appraisal work each time, complete CNAS-PD19-06 Appraisal Workgroup Comments and put forward common comments or suggestions.
3.4 Handling of the appraisal conclusion
3.4.1 After the appraisal is finished, the appraisal project manager shall communicate with the workgroup on the issues found during the project review and appraisal and arrive at consensus. 
3.4.2 The appraisal project manager is responsible for the statistics, summary and analysis of the appraisal conclusions and shall verify the materials of the existing issues (including the issues requiring further corrective actions or clarifications and issues requiring future improvement/attention), which will be confirmed by the project supervisor of relevant accreditation department before being entered into the office system. If the CNAS Secretariat is responsible for the issues, they may be submitted to the Chief Executive or his authorized director of Accreditation Department 7 for approval without affecting the judgement of the appraisal workgroup. At the same time, relevant accreditation department(s) shall take corresponding actions as specified and shall take rectification measures or give corresponding clarifications regarding the following: 
    a) failure to strictly execute the procedural requirements specified in the accreditation assessment procedures; 

    b) insufficient evidence for competence confirmation;  

    c) root cause analysis, correction and corrective actions for the nonconformities not good; 

    d) error or lack of accuracy with the competence scope recommended for accreditation;  

e) lack of necessary evidence or standardization with the assessment report and accreditation process management materials. 

3.4.3 Accreditation Department 7 shall verify the appraisal materials which have “issues requiring further corrective actions or clarifications” and relevant accreditation department(s) shall complete rectification within the specified time limit. The appraisal project manager shall confirm the effectiveness of the rectification. Complex and technical rectification shall be resubmitted to the appraisal members for confirmation. 
3.4.4 For appraisal materials with “issues requiring future improvement/attention”, the appraisal project assistant shall make a copy of the appraisal form of this project and give a feedback to the accreditation department. Relevant accreditation department shall clarify issues in the column of “issues requiring future improvement/attention” involving competence. 

3.4.5 For appraisal projects where the CAB’s entire or partial competence fails to pass or accreditation decision is postponed, the appraisal conclusion shall be communicated to relevant accreditation department after being reviewed by the appraisal project manager. If effective rectification can be implemented in a short time, Accreditation Department 7 shall consult with relevant accreditation department(s) based on the comments of the appraisal workgroup. The relevant accreditation department(s) shall organize the completion of the rectification within the specified time limit before resubmission to the appraisal committee. If a CAB cannot conduct effective rectification within the specified time limit, Accreditation Department 7 shall process the formalities for approving entire or partial refusal.  

3.4.6 The appraisal project manager shall submit to the director of Accreditation Department 7 those appraisal materials to which the appraisal workgroup has no objection or which meet requirements after rectification and complete their review within the specified time limit before reporting to the Chief Executive or his authorized director of Accreditation Department 7 for approval. 
3.4.7 The appraisal field manager shall summarize on a quarterly basis the common comments or suggestions put forward by the appraisal workgroup and have them reviewed by the director of Accreditation Department 7 before reporting to the Chief Executive. 
3.4.8 The appraisal field manager shall conduct statistical summary of the common issues found in the appraisal work that require timely feedback and fill in CNAS-PD19-07 Appraisal Information Flow Sheet, which will be reviewed by the director of Accreditation Department 7 and then fed back to relevant accreditation department. 
3.5 Evaluation of assessors
3.5.1The appraisal project manager shall enter in the office system issues on the technical competence, assessment skills and work attitude of the assessors reflected from the appraisal work, which shall become one of the basis for assessor evaluation by the Assessors Department.  

3.5.2 If the appraisal workgroup finds an assessor has serious defect in competence or the same issues occur repeatedly, the appraisal field manager shall fill in CNAS-PD10-12 “Information feedback form for the work performance of assessment personnel”, which shall be reviewed by the director of Accreditation Department 7 and then transferred to the Assessors Department for processing. 
4 Evaluation of appraisal members
4.1 The appraisal workgroup leader evaluates the appraisal workgroup members according to the content specified in CNAS-PD34-06 Form for Evaluation of the Appraisal Work Implemented by Appraisal Personnel.
4.2 Accreditation Department 7 summarizes CNAS-PD34-06 Form for Evaluation of the Appraisal Work Implemented by Appraisal Personnel, which shall become one of the basis for evaluation of the appraisal personnel. 
5 Accreditation approval
5.1 After Accreditation Department 7 receives the reassessment (without scope extension) materials submitted for appraisal, it shall complete submission to the Chief Executive or his authorized director of Accreditation Department 7 for approval within the specified time limit (excluding the time used for rectification by relevant accreditation department).
5.2 After receiving the materials of other types of assessment submitted for appraisal, Accreditation Department 7 shall complete submission to the Chief Executive or his authorized director of Accreditation Department 7 for approval within the specified time limit (excluding the time used for rectification by relevant accreditation department). 
5.3 The Chief Executive or his authorized director of Accreditation Department 7 shall make the accreditation decision and sign for the issuance of the accreditation certificate within the specified time limit based on the appraisal conclusion. 
5.4 The Chief Executive or his authorized director of Accreditation Department 7 cannot change the appraisal conclusion and shall defer approval and ask the appraisal committee for clarification, modification or reappraisal if something inappropriate or suspicious is discovered.
6 Time limit requirements

The time limits involved in this work instruction shall uniformly follow the requirements of CNAS-WI19-01 “Work Instructions for Accreditation Appraisal and Approval of Testing/Calibration Laboratories and Inspection Bodies”.
7 Relevant record forms
CNAS-PD19-01 Laboratory/Inspection Body Accreditation Appraisal Form (I)
CNAS-PD19-02 Laboratory/Inspection Body Accreditation Appraisal Form (II)
CNAS-PD19-05 Appraisal Technical Expert Comment Form
CNAS-PD19-06 Appraisal Workgroup Comments
CNAS-PD19-07 Appraisal Information Flow Sheet
CNAS-PD20-07 Accreditation Decision Notice
CNAS-PD10-12 Information Feedback Form for the Work Performance of Assessment Personnel
CNAS-PD34-06 Form for Evaluation of the Appraisal Work Implemented by Appraisal Personnel
8 Supporting documents
CNAS-J05 Work Rules of the Appraisal Committee
CNAS-RL01 Rules for Laboratory Accreditation
CNAS-RL02 Rules for Proficiency Testing
CNAS-PD10 Procedure for Management of Assessment Personnel
CNAS-PD14 Procedure for Management of Accreditation Assessment of Laboratories and Related Bodies and Inspection Bodies
CNAS-PD19 Procedure for Management of Accreditation Appraisal and Approval
CNAS-PD21 Procedure for Proficiency Testing
CNAS-PD34 Procedure for Management of Appraisal Members and Appraisal Technical Experts
CNAS-WI19-01 Work Instructions for Accreditation Appraisal and Approval of Testing/Calibration Laboratories and Inspection Bodies
Attached Table I: List of materials submitted for appraisal
	S/N
	Title of materials
	Initial assessment
	Reassessment (reassessment +scope extension)
	Surveillance + scope extension
	Surveillance
	Document review
	Remarks

	01
	Accreditation appraisal form
	√
	√
	√
	√
	√
	

	02
	Accreditation flow sheet
	√
	√
	√
	√
	√
	

	03
	Accreditation application acceptance notice (duplicate copy)
	√
	√
	√
	
	√
	

	04
	Accreditation materials review notice
	√
	√
	√
	
	√
	

	05
	Letter for soliciting comments on the onsite assessment plan
	√
	√
	√
	√
	
	

	06
	Onsite assessment notice
	√
	√
	√
	√
	
	

	07
	Pre-reassessment evaluation form
	
	√
	
	
	
	

	08
	Legal status certificate (institutional legal person/enterprise legal person certificate, business license etc.), legal person authorization (needed for non-independent legal person)
	√
	√
	
	
	
	

	09
	Summary form for onsite assessment materials
	√
	√
	√
	√
	
	

	10
	Onsite assessment personnel impartiality statement
	√
	√
	√
	√
	
	

	11
	CAB integrity and self-discipline statement
	√
	√
	√
	√
	
	

	12
	Onsite assessment schedule
	√
	√
	√
	√
	
	

	13
	Onsite assessment attendance signature form (for opening and closing meetings)
	√
	√
	√
	√
	
	

	14
	Assessment report (including the attached tables and annexes)
	√
	√
	√
	√
	√
	Part

	15
	Rectification report
	√
	√
	√
	√
	√（there are NCRs）
	

	16
	Accreditation application (including attached tables)
	√
	√
	√
	
	√
	Part (including original record)

	17
	Electronic assessment report(upload)
	√
	√
	√
	√
	√
	

	18
	Others 
	
	
	
	
	
	


Attached table II: CNAS-PD19-01 Laboratory/Inspection Body Accreditation Appraisal Form (I) review and evaluation requirements
	S/N
	Appraisal items
	Review and evaluation

	01
	The CAB has defined legal status.
	a) The CAB need provide valid legal person certificate and business license. 
b) CAB of the PLA need provide external paid service certificate and organizational code certificate.
c) The CAB whose legal liabilities are undertaken by its mother company need provide relevant authorization approval document. The assessment report shall clearly and distinctly express the undertaking of legal liabilities. 

	02
	The CAB has established a quality or safety management system that meets the requirements of the accreditation criteria and the system operates effectively and is capable of self-improvement. 
	a) The assessment report regarding the effectiveness and suitability of the CAB’s quality management system and the conformity of its operation.
b) The assessment results of the “Laboratory self-check/onsite assessment checklist)”.
c) The Pre-reassessment Evaluation Form submitted by the assessment team
d) The assessment report shall describe the internal audit and management review. 
e) For multi-site CABs, the relevant content of the assessment report shall be able to demonstrate the effective operation of the management system at each location. The assessment activities cover all the sites and the assessment content covers all the elements. 

	03
	The technical competence recommended by the assessment team is supported by sufficient evidence.
	a) The equipment listed in the “Instrument/equipment configuration table/testing competence confirmation table” shall be consistent with the equipment in the “Table of testing competence scope recommended for accreditation” and “Onsite test record form”.
b) The “Onsite test record form” shall clearly present the test methods and results with an indication of the judgement standards and the test basis noted in the remarks column. 
c) The competence confirmation mode and the judgement standards shall meet the requirements of corresponding application guidance and CNAS-WI14-03 “Work instructions for the accreditation assessment of the quality and competence of medical laboratories”.
d) If sub-sites are involved, their competence shall be respectively confirmed. 

	04
	The scope of competence recommended by the assessment team for accreditation is expressed accurately.
	a) The “Form of Scope of test competence recommended for accreditation” shall be accurate and standardized and expressed consistently in both Chinese and English.
b) If sub-sites are involved, their scope of competence shall be respectively confirmed by site.
c) The description of item name, method name and field classification shall meet the requirements of CNAS-AL09 “Classification of the accreditation fields of medical laboratories”. Those prone to ambiguity shall be accurately described. 

	05
	The CAB meets the requirements of the application guidance for special fields.
	The CAB shall meet the requirements of the application guidance involved in its scope of competence.

	06
	The CAB participates in applicable proficiency testing as required and has taken effective corrective action to address unsatisfactory results.
	a) The “Proficiency testing plan/inter- laboratory comparison status form/confirmation form” shall make a comprehensive evaluation of how the proficiency testing activities attended by the laboratory cover its accredited competence scope and the frequency. 
b) Pay attention to the items not covered by the proficiency testing activities and the effectiveness of their external quality evaluation or other technical competence evaluation modes. 

	07
	The nonconformities raised by the assessment team are supported by sufficient evidence and the CAB has taken effective action to address the nonconformities.
	a) The description of the nonconformities shall be objective and traceable with clear indication of the clauses of the application criteria, rules and laboratory system documents.  

b) The nonconformities and observations shall be defined accurately. 
c) Such content as the root cause analysis, correction and corrective actions provided by the CAB shall be able to prove the effectiveness of the rectification. 
d) The assessment team shall accurately and adequately verify the nonconformities, meeting the requirements of CNAS-WI14-03 “Work instructions for the accreditation assessment of the quality and competence of medical laboratories”. If onsite follow-up confirmation is adopted, necessary proof materials shall be provided. 

	08
	The CAB is able to observe the accreditation rules conscientiously (for instance correct use of the accreditation logo) and fulfills relevant obligations.
	a) The laboratory is able to notify the CNAS Secretariat of significant changes in a timely manner.
b) The assessment report regarding maintenance of the accreditation qualifications and observance of accreditation stipulations. 

c) The assessment report regarding the use of accreditation logos.  

	09
	The assessment team members are not involved in complaint or dispute regarding their assessment impartiality. They accurately understand and apply the accreditation rules and criteria and earnestly implement the assessment work rules and the confirmed onsite assessment schedule. 
	a) There shall be no information challenging the impartiality of the assessors by related parties and relevant departments. 
b) In the “Letter for soliciting comments on the onsite assessment plan”, the assessed CAB has no objection regarding the impartiality of the assessment team members. 
c) The assessment results of the “Laboratory self-check/onsite audit checklist” are accurate with clear assessment notes. 
d) The time in the “Onsite assessment schedule” is reasonably arranged. Each assessor is allocated with clear and adequate responsibilities and completes relevant work according to the specified assessment procedures. 

	10
	The technical competence of the assessment team can cover the scope of assessed competence.
	a) The technical competence of the assessment team as a whole can cover the scope of competence for this assessment job, including the scope of each sub-site. 
b) The assessors shall assess the competence within their technical competence.
c) The assessment duration of the assessors shall be appropriate to the assessment workload. 

	11
	The accreditation assessment process conforms to the accreditation procedures.
	The process management of application acceptance, accreditation assessment, materials submission and appraisal shall meet the requirements of CNAS-PD14 “Procedure for management of accreditation assessment of laboratories and related bodies and inspection bodies” and CNAS-PD19 “Procedure for management of accreditation appraisal, approval and accreditation certificates”. 

	12
	The materials submitted by the Secretariat for appraisal are complete and comprehensive, clear and standardized. 
	a) The attached tables, annexes and attached materials shall be complete with clear and comprehensive content.  

b) The annexes and attached tables of the assessment report shall comply with the instructions for completion. 
c) The accreditation process management materials shall be complete, clear and standardized. 

	13
	The complaint handling status doesn’t affect the accreditation decision.
	a) The complaint(s) handled by the CNAS Secretariat shall have definite conclusion. 
b) Determine the reasonability of the recommendation comments of the Secretariat on the basis of the complaint handling conclusions.

	14
	Others.
	Pay attention to the pre-test procedure of an independent laboratory and explain appropriately in the assessment report. 


Attached table III: CNAS-PD19-01 Laboratory/Inspection Body Accreditation Appraisal Form (II) review and evaluation requirements 
	S/N
	Appraisal items
	Information source
	Review and evaluation

	01
	Validity and adequacy of the facts and evidence (such as complaint, recommendation of the assessment team and status of proficiency testing)
	Recommendation of the assessment team, complaint handling status and proficiency testing status.
	a) The source of and the method for acquiring the facts are proper.
b) The evidences have been confirmed or verified by relevant departments.
c) The evidences are valid and adequate. 

	02
	The handling process complies with the procedural provisions.
	Accreditation process management materials and those submitted by the assessment team
	a) Meeting the requirements of CNAS-RL01 “Rules for laboratory accreditation”, CNAS-RL02 “Rules for proficiency testing”, CNAS-R01 “Rules for management of the accreditation logos and claim of accreditation status” and CNAS-R03 “Rules for handling appeals, complaints and disputes”.
b) The process management of application acceptance, accreditation assessment and submission for accreditation appraisal shall meet the requirements of CNAS-PD14 “Procedure for management of the accreditation assessment of laboratories and related bodies and inspection bodies” and CNAS-PD19 “Procedure for management of accreditation appraisal, approval and accreditation certificates”.
c) The complaint handling shall comply with CNAS-PD06 “Procedure for complaint handling”.

	03
	The CAB or items involved are identified accurately. Where technical competence is involved, there is corresponding technical personnel to make the judgement.
	Accreditation process management materials and those submitted by the assessment team
	a) The technical competence of the assessment team as a whole can cover the competence scope of this assessment job, including each sub-site. 
b) Where technical competence is involved, there shall be relevant technical assessor to make the judgement.

	04
	The assessment team members are not involved in complaint or dispute related to impartiality. 
	Assessment report, accreditation process management materials, related parties and relevant departments.
	a) There shall be no information challenging the impartiality of the assessors from related parties and relevant departments. 
b) The assessed CAB has no objection regarding the impartiality of the assessment team members.

	05
	The handling comments of the Secretariat are clear and reasonable.
	Assessment report, accreditation process management materials and relevant departments.
	a) The handling conclusion shall be based on relevant rules and procedural requirements and the criteria clauses shall be clear and reasonable.
b) The recommendation given on the basis of the conclusion is reasonable.

	06
	The materials submitted by the Secretariat for appraisal shall be comprehensive, complete, clearly expressed and standardized.
	Relevant materials submitted by the CAB, assessment report and accreditation process management materials
	a) The tables and materials attached to the application are complete and clear.
b) The annexes and tables attached to the assessment report are complete, clear and standardized. 
c) The accreditation process management materials are complete, clear and standardized.
d) The comments and conclusion regarding complaint and proficiency testing are clear.

	07
	Others
	Relevant materials submitted by the CAB, assessment report, accreditation process management materials, related parties and relevant departments
	Determine whether there are issues affecting the accreditation qualifications based on other relevant information, such as legal dispute and safety accidents.


Issuance Date: 1st May 2018                                                Application Date: 1st May 2018

Date of Issue: 1 May 2018                                                 Date of Application: 1 May 2018

