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Work Instructions for the Qualification and Technical Competence Evaluation of Laboratory / Inspection Body Accreditation Assessment Personnel

1 Purpose and applicable scope
1.1 This document specifies the requirements for establishment of competence criteria and qualifications of and methods for evaluation of the competence of assessment personnel involved in the accreditation of laboratories / inspection bodies.
1.2 This document is applicable to the qualifications and technical competence evaluation and development of assessment personnel involved in the accreditation of laboratories / inspection bodies.

2 Referenced document
CNAS-PD10 Procedure for Management of Assessment Personnel

3 Terms and definitions
For the purpose of this document, the terms and definitions given in CNAS-PD10 apply.
3.1 Competence: the ability to apply knowledge and skills in achieving the expected goals.
Note: In this document, the level of knowledge commanding is divided, in the order of low to high, into three levels, i.e. "knowing", "understanding" and "applying".
3.2 Competence criteria: personal behaviors and abilities that the assessors and technical experts shall possess.
3.3 Qualification extension: A person, who already has the qualifications of a technical assessor or lead assessor under a certain accreditation scheme, extends his / her qualifications to the assessor qualifications under another accreditation scheme.
3.4 Technical competence extension: Acquisition of technical competence required for carrying out an assessment task through acquiring corresponding education background or work experience and attending certain technical knowledge training.
3.5 Candidate: a person who is reviewed and determined by the Assessors Department and the relevant departments of laboratory accreditation line to be employed as a qualified assessor.
3.6 Scheme Working Group: special working groups established by CNAS for different accreditation schemes.
3.7 Research Task Team: a CNAS working group implementing the development of a new accreditation scheme or the improvement of an existing accreditation scheme in the form of research tasks.

4 Responsibilities
4.1 Focal point Chief Executive: responsible for the review and approval of the competence criteria and evaluation requirements of assessment personnel.
4.2 Assessors Department: responsible for organizing the development of the competence criteria and evaluation requirements and the recommendation, selection, evaluation, employment and the corresponding activities for management of assessment personnel involved in the accreditation of laboratories / inspection bodies.
4.3 Evaluation Team: responsible for evaluation of the qualifications, professional competence, promotion, qualification extension and competence extension of the accreditation assessment personnel.
4.4 Head of the Assessors Department: responsible for review and approval of the results of evaluation provided by the Evaluation Team.
4.5 Relevant departments: participating in the development of the competence criteria and evaluation requirements for assessment personnel, cooperating with the Assessors Department in making arrangements for the assessment practices, monitoring activities and assessment performance evaluation work for the assessment personnel and responsible for validating the professional competence upon the mobilization of assessors and providing relevant feedbacks to the Assessors Department.
4.6 Scheme Working Group / Research Task Team: participating in the development of the competence criteria and evaluation requirements of assessment personnel.

5 Development of competence criteria and evaluation requirements of assessment personnel
This article is a supplement to Clause 5.1.2 in CNAS-PD10.
5.1 Basic requirements
CNAS develops the competence criteria and evaluation requirements for assessment personnel of each accreditation scheme based on the characteristics of the relevant accreditation scheme as well as the job responsibilities of assessors and technical experts.
CNAS divides the assessment personnel competence criteria into two parts, i.e. the general part and the special part. The general part of the competence criteria is applicable to all the assessment personnel while the special part is applicable to a specific accreditation scheme.
5.2 Development
The Assessors Department is responsible for development of the general part of the competence criteria of the certification body assessment personnel and the respective evaluation requirements; the Assessors Department shall organize the Scheme Working Group or the Research Task Team to develop the special part of the competence criteria of the certification body assessment personnel and the respective evaluation requirements.
The competence criteria of the certification body assessment personnel and the respective evaluation requirements shall be put into implementation after co-signed by the relevant departments (if necessary) and approved by the Chief Executive. 
5.3 General part of the competence criteria
The general part of the competence criteria includes the personal attributes and the general competence requirements. The personal attributes are described in Clause 5.4.1.2 in CNAS-PD10 while the general competence requirements are detailed in Clauses 5.4.1.3 and 5.4.1.5 in CNAS-PD10 as included in Annex A.
5.4 Special part of the competence criteria
Annex B presents the special part of the competence criteria of assessment personnel and is a supplement to CNAS-PD10 5.4.1.4.
5.5 Review and updating
The Assessors Department shall update the corresponding competence criteria for assessment personnel based on the relevant information provided by the relevant parties, such as the Sector Working Group, the Technical Department, etc. In addition, the Assessors Department shall review and update as needed the current assessment personnel competence criteria by the end of each year.
After the assessment personnel competence criteria is updated, the Assessors Department shall review the competence status of the corresponding assessment personnel and change, based on the results of competence review, the qualification information of the assessment personnel in the AMP (online assessor management platform for CNAS).

6 Competence Evaluation and Qualification
This article is a supplement to Clause 5.4 in CNAS-PD10.
6.1 Requirements for qualification and competence evaluation
6.1.1 Prerequisites of assessor qualification
	Description
	Requirements
	Remarks

	Education background
	Undergraduate or above
	

	Technical title
	Intermediate or above
	

	Work experience
	4 years or above work experience for a person with an undergraduate diploma; 3 years or above work experience for a person with a postgraduate or above diploma;
At least 2 years work experience related to conformity assessment, including accreditation, certification, testing, audit, standardization, etc..
	Full-time work experience is required.

	Training experience
	Having attended training on knowledge and skills specified in 5.3 and 5.4 in this document and passed evaluation.
For assessors of a new accreditation scheme, the initial training may include the training contents for a trainee team leader.
	

	Assessment experience
	1) Trainee assessor: no requirement.
	Mainly from the recommendations by the project managers of the relevant departments.

	· 
	2) Technical assessor： Having attended three site assessments as a trainee assessor under the guidance and help of the lead assessor, including at least 1 initial assessment or reassessment.
	Having been evaluated by two different instructors during the assessment as trainees and passed the evaluation.

	
	3) Lead Assessor:
Alternative A: 
Having attended 3 site assessments as a technical assessor;
Having attended 2 site assessments as a trainee team leader under the guidance and help of the lead assessor, including at least 1 initial assessment or reassessment.
Alternative B:
Having attended, as a trainee team leader in the first batch of lead assessors undertaking assessments of a new accreditation scheme, at least 1 initial site assessment under the guidance and help of the lead assessor of the relevant accreditation scheme.
	
Alternative A:
Trained in the relevant fields before being qualified as a trainee team leader, when necessary.
The assessment conducted as a trainee team leader shall be evaluated as acceptable by 2 different lead assessors responsible for providing guidance and help.
Interviews shall be conducted, when necessary, before being promoted to the position of lead assessor. The department shall make arrangements within 2 years for the trainee team leaders satisfying the interview requirements.
Alternative B:
The assessment conducted as a trainee team leader shall be evaluated as acceptable by the lead assessor responsible for providing guidance and help.


Note: Applicable to trainee team leader in the first batch of lead assessors undertaking assessments of a newly developed accreditation scheme; the trainee team leader shall have strong knowledge in the technical field and be recommended by the department developing the new accreditation scheme.

6.1.2 Qualification requirements for technical experts
The technical experts of the laboratories / inspection bodies shall not only satisfy the basic requirements of personal attributes and work experience specified in 5.4.1 in CNAS-PD10 Procedure for Management of Assessment Personnel, but also the special competence criteria and evaluation requirements included therein (in Annex A-2).
6.1.3 Evaluation requirements for the professional (technical) competence of assessors involved in the accreditation of laboratories / inspection bodies
Evaluation of the technical competence of the assessors of laboratories / inspection bodies shall be based on their education background and work experience and also consider their training and skill performance.
6.2 Evaluation and qualification
6.2.1 Qualification of trainee assessor applicants
Trainee assessors applicants provide the relevant management personnel of the Assessors Department with materials (including information on education, training, skills, know-how /experience, etc.) needed for professional competence evaluation. The relevant managerial personnel of the Assessors Department shall check the relevant certification materials of the applicants and select evaluators after the basic requirements are met to establish an evaluation team of at least 2 members.
The evaluation team shall evaluate the applicant’s professional competence based on the evaluation criteria and fill out CNAS-WI10-03-01 “Form of Evaluation on the qualification and competence of laboratory/inspection body assessors”. If there is any disagreement within the evaluation team, a decision of recommendation shall be made after consultation. The person-in-charge at the Assessors Department shall summarize and submit the application information and the evaluation comments of the evaluation team to the person-in-charge at the Assessors Department for approval before any evaluation conclusion is reached.
6.2.2 Qualification of technical assessors and lead assessors
Award of qualifications to the technical assessors and lead assessors is also known as promotion in the practical operation. The competent personnel in the Assessors Department is responsible for reviewing the compliance of personnel qualified for promotion, preparing the relevant documents and completing and submitting CNAS-W10-03-02 Evaluation Form for Promotion of Assessors in Laboratories / Inspection Bodies to the head of the Assessors Department for approval.
6.2.3 Qualification extension
For personnel complying with the basic conditions for extending the qualifications of assessors under the accreditation scheme and having the relevant competences and meeting the relevant technical requirements, the relevant departments shall be responsible for proposing a demand plan at the beginning of each year while the Assessors Department shall conduct a preliminary evaluation of the feasibility of transfer training / workshops, review the qualification conditions of the recommended personnel and include such training / seminars into the yearly training and development plan.
Assessors who pass the preliminary review shall take part in the relevant training / workshops for assessor transfer organized by CNAS and pass the relevant exams in order to acquire the knowledge and skills for the extended accreditation scheme. Personnel that passes the exam shall be eligible to applying for the extension of the assessor qualification under the accreditation scheme. The competence evaluation and qualification conditions are as follows: 
	Description
	Requirements
	Remarks

	Training experience
	Having attended training on relevant knowledge and skills described in 5.3 and 5.4 and passed the training evaluation.
	

	Assessment experience
	1) Trainee assessor:
No requirements.
	Mainly recommended by the project managers of the relevant departments.

	
	2) Technical assessors:
A. Having attended 3 site assessments under the guidance and help of the lead assessor / team leader, including at least 1 initial assessment or re-assessment, as a new trainee assessor employed under an accreditation scheme after having attended the initial / transfer training as a technical assessor qualified under other accreditation schemes.
B. Having finished 1 site assessments under the guidance and help of the lead assessor / team leader, including at least 1 initial assessment or re-assessment, as a new trainee assessor employed under an accreditation scheme after having attended the initial / transfer training as a technical assessor qualified under other accreditation schemes.

	
A. Having been evaluated as acceptable by at least 2 different lead assessors responsible for providing guidance and help in the 3 assessments.
B. Having been evaluated as acceptable by the lead assessor responsible for providing guidance and help in 1 such assessment.



	
	3) Lead assessors:
A. Having attended 3 site assessments under the guidance and help of the lead assessor / team leader, including at least 1 initial assessment or re-assessment, as a new technical assessor employed under an accreditation scheme after having attended the initial / transfer training as a lead assessor qualified under other accreditation schemes.
B. Having finished 1 site assessments under the guidance and help of the lead assessor / team leader, including at least 1 initial assessment or re-assessment, as a new technical assessor employed under an accreditation scheme after having attended the initial / transfer training as a lead assessor qualified under other accreditation schemes.

	
A. Having been evaluated as acceptable by at least 2 different lead assessors responsible for providing guidance and help in the 3 assessments as a technical assessor employed under a new accreditation scheme.
B. Having been evaluated as acceptable by the lead assessor responsible for providing guidance and help in 1 assessment as a technical assessor employed under a new accreditation scheme.



Note: B is applicable to assessors of accreditation schemes with a small number of concerned conformity assessment bodies, e.g. assessors of accreditation schemes for Proficiency Testing providers, reference material / reference sample producers and laboratory animal institutions. 
6.2.4 Extension of technical competence
A trainee / technical / lead assessor may apply for the extension of professional competence under the same basic accreditation scheme based on the actual needs of assessors and the actual operation characteristics in use of assessors by the laboratories and Inspection bodies.
Extension of technical competence of assessors: To acquire the technical competence required for the assessment task by means of acquiring corresponding education background, work experiences and attending certain training of technical knowledge. An assessor must attain the extension of professional competence based on his / her professional competence background and the corresponding education and work experiences.
To apply for the extension of technical competence, CNAS-WI10-03-03 Form of Application for Competence Extension of Laboratory / Inspection Body Assessors may be completed by the assessor in person or the project manager of the relevant department and submitted to the Evaluation Team or the Project Manager for evaluation. 
6.2.5 Technical competence evaluation and award of qualification for technical experts
The project manager of the relevant department will be responsible for evaluating the professional competence of a personnel applying for registration as a technical expert and submitting such application to the competent personnel at the Assessors Department for review before registration. 
For technical schemes considerably short of assessors, a technical expert who has acquired assessment experiences of a certain extent (at least 3 site assessment attended as a team member) may take part in and pass the test at a special training organized by the Assessors Department different from the initial training and submit an application for trainee assessor after reviewed by the head of the relevant departments and approved by the concerned business manager at the Secretariat. The process of competence evaluation and award of qualification will be the same as that required in 6.1.1.  
6.2.6 The concerned manager of the Assessors Department will advise the concerned departments and the assessor of the approved results of evaluation via the computer management system or by other means.
6.2.7 Use and feedback of assessors professional competence
The relevant departments will carry out the competence validation upon the use of assessors based on the results of initial evaluation by the Assessors Department and provide feedbacks on the competence validation results to the Assessors Department so that competence validation can be conducted upon assessor assignment. Upon assessor assignment, the project managers of the relevant departments need to know and understand the relevant principles of evaluation and the use of assessors in practice and validate on the basis of evaluation results provided by the Assessors Department and continuously enrich and improve the competence of assessors through subsequent use.
At the end of the review, the relevant departments will provide feedbacks on the technical competence of assessors to the Assessors Department using CNAS-PD10-12 Information Feedback Form on the Performance of Assessment Personnel. The Assessors Department will carry out a further evaluation based on the opinions of the relevant departments and information of assessor use and keep improving the assessor’s competence and updating the evaluation results. 

7 Competence maintenance
6.1 Basic requirements
The assessors shall make continuous efforts to improve their competences. Approaches to continuous maintenance of competence include: more work experiences, assessments, training, self-study, teaching, and attending various meetings or other relevant activities, etc.
6.2 Ongoing training
The assessors shall participate in the relevant assessor training / workshops organized by CNAS for continuous satisfaction of the corresponding competence criteria.
6.3 Assessment experiences
For the purpose of maintaining the assessor competence, the trainee assessor and the technical assessor should at least attend 1 assessment under each basic accreditation scheme each year while the lead assessors should carry out 1 assessment as a team leader under each basic accreditation scheme each year. 
The relevant departments shall provide assistance as needed.

8 Management of evaluators
8.1 Competence requirements
The evaluators shall be responsible for the assessment and evaluation of the competence of the assessment personnel and shall understand the CNAS competence evaluation implementation procedure as well as the relevant competence criteria and evaluation requirements of the assessment personnel. The contents of their evaluation shall at least satisfy the relevant requirements in the assessment personnel competence criteria.
8.2 Management requirements
The evaluator shall satisfy the personnel qualifications identified for the corresponding evaluation activities and shall comprise of evaluation experts selected by the Assessors Department and project managers of the relevant sectors.
The Assessors Department shall select the best evaluator from the qualified candidates and mobilize such evaluators at the approval of the head of the Assessors Department to assure the consistency between the evaluation process and the evaluation results.

9 Employment of overage assessment personnel
9.1 Assessors
The employment agreement shall expire automatically and shall usually not be renewed when an assessor is at the age of 65.
Where further employment of an assessor is desired by an accreditation assessment department to meet the actual needs at work, the relevant accreditation assessment department shall submit a proposal of renewal of employment agreement and the relevant assessor may be further employed as a part-time assessor after he / she is confirmed in an excellent physical condition. The employment period for each renewal is one year and two renewals are allowed to the maximum per person in principle.
9.2 Technical experts
Technical experts are usually disqualified from technical expert registration when they reach the age of 65. However, where continual registration is desired to meet the need of business operation by the relevant departments, the relevant department shall submit an application to retain the registration qualification. Technical experts above the age of 67 are in principle no longer registered.

10 Record forms
CNAS-WI10-03-01 Form of Evaluation of Qualification and Competence of Laboratory / Inspection Body Assessors
CNAS-WI10-03-02 Form of Evaluation of Promotion of Laboratory / Inspection Body Assessors
CNAS-WI10-03-03 Form of Application for Competence Extension of Laboratory / Inspection Body Assessors

11 Annexes
Annex A: Competence Criteria for Laboratory / Inspection Body Assessment Personnel (General Part)
Annex B: Competence Criteria for Laboratory / Inspection Body Assessment Personnel (Special Part)
Annex C: Flowchart of Management Activities for Laboratory / Inspection Body Assessors

 Annex A: Competence Criteria for Laboratory / Inspection Body Assessment Personnel (General Part)
Table A-1 Competence Criteria and Evaluation Results for Laboratory / Inspection Body Assessment Personnel (applicable to assessors)
	Competence requirements
	Possible approaches to competence acquisition Note

	Evaluation method

	Knowledge and skills
	Key contents
	
	

	1. Having the basic knowledge of conformity assessment
	· Roles, categories and principles of conformity assessment activities
· Terms and definitions related to conformity assessment activities
	· Training experiences
	








· Appraisal upon initial training;

· Observation by the evaluator upon site assessment
































· Appraisal upon initial training;

· Observation by the evaluator upon site assessment
· 

	2. Having the basic knowledge of accreditation and accreditation bodies
	· Characteristics and roles of accreditation activities
· Organizational structure and document system structure of CNAS
· Status of development of international accreditation
	· 
	

	3. Having the basic knowledge of management and management systems
	· Various functions in the management activities
· Principles of quality management
· Important quality management terms
· Roles of management systems
	· 
	

	4. Understanding the knowledge of the management requirements for accreditation assessors
	· Responsibilities, rights and obligations of assessors;
· Management procedures of management personnel, including codes of conduct.
	· 
	

	5. Understanding the knowledge of the accreditation rules for laboratories / inspection bodies
	· General accreditation rules (R series)
· Special accreditation rules for laboratories / inspection bodies (RL and RI series)
	

· Work experiences

· Training experiences

· Assessment experiences














· Work experiences

· Training experiences

· Assessment experiences
	

	6. Understanding the knowledge of the operation of the assessment bodies 
	· Other procedures and methods used by conformity assessment bodies, including, but not limited to the following:
1) Quality manual
2) Procedure documents
3) Work instructions
4) Quality records (forms, reports, records, etc.)
· Organizational scope, structure, function and correlation of conformity assessment bodies
· Knowledge about the practices and processes in the operation environment of conformity assessment bodies 
· Laws and regulations related to the operation of and local cultural and social customs in the areas of the conformity assessment bodies
	· 
	· 

	7. Understanding the knowledge of the general legal requirements related to the conformity assessment bodies
	· Main general laws and regulations (for example, but not limited to the following)
1) Standardization Law of the People’s Republic of China
2) Metrology Law of the People’s Republic of China
3) Certification and Accreditation Regulations of the People’s Republic of China

	
	

	8. Skills of computer application
	· Using Microsoft Office, email, Internet for daily office activities and information collection;
· Skillfully using CNAS Accreditation Assessment Personnel Management Platform and the Laboratory / Inspection Body Accreditation Business System
	
	· 

	9. Assessment skills
	1) Assessment skills;
2) Laboratory / inspection body accreditation assessment procedures, e.g. CNAS-PD14;
3) Assessment principles and techniques, e.g. ISO19011;
4) Skills for communicating with personnel of all levels in the conformity assessment bodies, including expression (verbal, writing), listening and negotiating, etc.
5) Reading skills;
6) Observation skills;
7) Recording skills;
8) Skills of information integration;
9) Skills of report writing;
10) Skills for holding opening meetings and closing meetings;
11) Interview skills;
12) Self-management skills, including time management, pressure management and process control;
13) Knowledge and skills related to risk-based assessment principles
	· 
	

	10 Assessment management skills (applicable to lead assessors)
	· Planning assessment and effectively using resources during the assessments;
· Leading the assessment team to effectively carry out the assessment work;
· Providing guidance to assessors, trainee assessors and technical experts;
· Preventing and addressing conflicts;
· Making objective decisions related to the assessment;
· Leading the assessment team to make assessment conclusions;
· Communicating with the management level of the assessed body on behalf of the assessment team
Writing, coordinating and submitting assessment reports that can enable CNAS and the assessed organization to take any subsequent actions and make subsequent decisions.
	· Training experiences

· Assessment experiences as a trainee lead assessor
	


Note: Possible approaches / methods for acquiring corresponding knowledge and skills are listed under the column “Possible approaches to competence acquisition” in the table based on the current management practices. The actual approaches to competence acquisition may not be limited to those as listed. 

Table A-2 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessment Personnel (Applicable to Technical Experts)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods

	Knowledge and skills
	Key contents
	
	

	1、 Having the basic knowledge about accreditation
	· Accreditation and accreditation bodies;
· Work requirements for technical experts;
· Accreditation assessment process.
	Self-study upon registration;
Training by same-team assessors upon initial mobilization
	· Training and observation by same-team assessors upon initial mobilization

	2、 Communication skills
	· Verbal expression skills
	Education background: Having an education background of undergraduate and above or a senior technical title;
Work experience: having a technical work experience of more than 6 years in the respective technical scheme.
	· 





























Annex B: Competence Criteria for Laboratory / Inspection Body Assessment Personnel (Special Part)

1) Table B-1-1 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Testing Laboratories)
2) Table B-1-2 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Calibration Laboratories)
3) Table B-1-3 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Inspection Bodies)
4) Table B-1-4 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Medical Laboratories)
5) Table B-1-5 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Laboratory Safety)
6) Table B-1-6 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Proficiency Testing Providers)
7) Table B-1-7 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Reference Material / Reference Sample Producers)
8) Table B-1-8 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Laboratory Animal Institutions)



Table B-1-1 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Testing Laboratories)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods

	Knowledge and skills
	Key contents
	
	

	
















1. Applying the knowledge of the applicable accreditation specifications in the accreditation scheme



































1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme


























































1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme















































1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme



















































1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme














































1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme





	· Accreditation criteria
1） Basic accreditation criteria, when applicable:
CNAS-CL01: Accreditation criteria for the competence of testing and calibration laboratories
CNAS-CL08: Accreditation criteria for the competence of forensic units
2） Application criteria, when applicable:
CNAS-CL01-G002 Requirements on the Metrological Traceability of Measurement Results
CNAS-CL01-G003 Requirements on the Measurement Uncertainty
CNAS-CL01-A001 Guidance on the application of testing and calibration laboratory competence accreditation criteria in the field of microbiological testing
CNAS-CL01-A002 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Chemical Testing
CNAS-CL01-A003 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Electrical Testing
CNAS-CL01-A004 Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Medical Device Testing
CNAS-CL01-A005 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Automobile and Motorcycle Testing
CNAS-CL01-A006 Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Non-destructive Testing
CNAS-CL01-A007 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Electroacoustic Testing
CNAS-CL01-A008 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Electromagnetic Compatibility Testing
CNAS-CL01-A009 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Toy Testing
CNAS-CL01-A010 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Textile Testing
CNAS-CL01-A011 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Metallic Material Testing
CNAS-CL01-G005 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Testing and Calibration Activities outside of the Permanent Laboratory
CNAS-CL01-A012 Guidance on the Application of Laboratory Accreditation Criteria in the Field of Health Quarantine
CNAS-CL01-A013 Guidance on the Application of Laboratory Accreditation Criteria in the Field of Animal Quarantine
CNAS-CL01-A014 Guidance on the Application of Laboratory Accreditation Criteria in the Field of Plant Quarantine
CNAS-CL01-A015 Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Gem and Precious Metal Testing
CNAS-CL01-A016 Guidance on the application of testing and calibration laboratory competence accreditation criteria in the field of sensory testing
CNAS-CL08-A001 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Digital Forensics
CNAS-CL08-A002 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic DNA Testing
CNAS-CL08-A003 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Trace Evidence Analysis
CNAS-CL04-G001 Contents of the Certificates and Labels of Reference Materials
CNAS-CL01-G004 Requirements for In-house Calibration
CNAS-CL01-A017 Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Foundation Pile Testing
CNAS-CL01-A018 Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Construction Engineering Testing
CNAS-CL01-A019 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Software Testing
CNAS-CL01-A020 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Information Security Testing
CNAS-CL08-A004 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Medicine
CNAS-CL08-A005 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Document Examination
CNAS-CL08-A006 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Marks
CNAS-CL08-A007 Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Toxicological Analysis and Drugs Testing
CNAS-CL01-A021 Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Field of Photovoltaic products Testing
CNAS-CL01-A022 Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Building Materials Testing
CNAS-CL01-A024 Guidance on the application of testing and calibration laboratory competence accreditation criteria in the field of gene amplification testing
· Accreditation scheme
 None
· Accreditation guidance, when applicable:
CNAS-GL001 Guidance on Laboratory Accreditation
CNAS-GL002 Guidance on Statistic Treatment of Proficiency Testing Results and Performance Evaluation
CNAS-GL003 Guidance on Evaluating the Homogeneity and Stability of Samples Used for Proficiency Testing
CNAS-GL004 Guidance on Using Reference Materials （IDT ISO Guide 33:2015）
CNAS-GL005 Guidance for the in-house preparation of quality control materials (QCM)
CNAS-GL006 Guidance on Evaluating the Uncertainty in Chemical Analysis
CNAS-GL008 Guidance on Evaluating the Uncertainty in Electrical Apparatus Testing
CNAS-GL009 Guidelines on Grading Non-Conformities in Laboratory Assessment
CNAS-GL010 Contents of certificates and labels (ISO Guide31:2015, IDT)
CNAS-GL011 Guidance on Internal Audit for Laboratories and Inspection Bodies
CNAS-GL012 Guidance on Management Review for Laboratories and Inspection Bodies
CNAS-GL013 Guidance on the Implementation of Requirements for Measurement Traceability in Medical Measurement
CNAS-GL014 Technical guidance on the laboratory accreditation in the field of sensory testing
CNAS-GL015 Guidelines on Stating Test or Calibration Results and Compliance with Specification
CNAS-GL016 Guidance and illustration on Uncertainty Estimation in Physical and Chemical Testing in the Field of Petroleum and Petrochemicals
CNAS-GL017 Reference materials - General and statistical principles for certification （ISO Guide35:2006）
CNASGL018 Guidance on Accreditation of Reference Materials Producers
CNASGL019 Guidance on the Accreditation of Proficiency Testing Provider
CNAS-GL020 Guidance on the Implementation of Proficiency Testing Schemes in Forensic Science
CNAS-GL021 Guidance on the Implementation of Proficiency Testing Schemes in Medical Qualitative Testing 
CNAS-GL022 Guidance for measurement uncertainty evaluation based on quality control data in environmental testing
CNAS-GL023 Guidance and Illustration on Uncertainty Estimation in the Field of Automobile and Motorcycle Testing
CNAS-GL024 Guidance on Quality Control Of Forensic Identify Process
CNAS-GL025 Guidance on Expression of Calibration and Measurement Capability(CMC)
CNAS-GL026 Guidance and Illustration on Evaluating the Uncertainty in Radio Field
CNAS-GL027 Guidance on Internal Quality Control in Chemical Analysis Laboratory——The Application of Control Chart
CNAS-GL028 Guidance on the Verification of Procedures used in the Clinical Microbiology
CNAS-GL029 Guidance on the accreditation in gene amplification testing laboratory
CNAS-GL030 Guidance on technical requirements of enterprise internal testing laboratory
· Accreditation notes, when applicable:
CNAS-EL01 Explanatory Notes on the Requirements for Acceptance of Accreditation of Forensic Units
CNAS-EL02 Explanatory Notes on the Description of the Competence Scope for Accreditation in the Field of Toy and Children’s Product Testing
CNAS-EL03 Explanatory Notes on the Description of the Competence Scope for Accreditation of Testing and Calibration Laboratories
CNAS-EL04 Explanatory Notes on Assessment Management for Accreditation of Large Integrated Laboratories
CNAS-EL05 Explanatory Notes on the Description of Competence Scope for Accreditation of Gene Amplification
CNAS-EL06 Explanatory Notes on the Description of Competence Scope for Accreditation in the Field of Food Testing
CNAS-EL07 Explanatory Notes on the Description of Competence Scope for Accreditation in the Field of Textile Testing
CNAS-EL09 Explanatory Notes on the Description of Competence Scope for Laboratory Accreditation in the Field of Building Material Testing
CNAS-EL10 Explanatory Notes on the Description of Competence Scope for Accreditation in the Field of Automobile Testing
CNAS-EL11 Explanatory Notes on the Management of Accreditation of Calibration Methods
· Accreditation schemes, when applicable:
   CNAS-CL01-S02 Accreditation Scheme for Energy Star® Laboratories
CNAS-CL01-S03 Accreditation Scheme for Anti-Doping Laboratory
	
















· Training experiences
· CNAS official website




































· Training experiences
· CNAS official website

































































· Training experiences
· CNAS official website



















































· Training experiences
· CNAS official website























































· Training experiences
· CNAS official website


















































· Training experiences
· CNAS official website







	
















· Appraisal upon training
· Observation by the evaluator upon site assessment



































· Appraisal upon training
· Observation by the evaluator upon site assessment




























































· Appraisal upon training
· Observation by the evaluator upon site assessment
















































· Appraisal upon training
· Observation by the evaluator upon site assessment




















































· Appraisal upon training
· Observation by the evaluator upon site assessment















































· Appraisal upon training
· Observation by the evaluator upon site assessment








	






















2 Applying the professional and technical knowledge used by the respective accreditation scheme

























2 Applying the professional and technical knowledge used by the respective accreditation scheme

	· Basic knowledge of a specific scheme, e.g.:
1) Microbiological testing: having the technical knowledge in microbiological testing or disciplines closely related to microbiological testing; 
2) Chemical testing: having the technical knowledge in chemical testing or disciplines closely related to chemical testing; 
3) Textile testing: having the technical knowledge related to sensory inspection, physical properties, chemical properties, dye fastness or microbial detection of textiles; 
4) Electrical testing: having the fundamental theories and technical knowledge in electrical testing; 
5) Food testing: having the technical knowledge in food, biological and chemical analysis and the relevant disciplines; 
6) Drug testing: having the technical knowledge in drugs and pharmacy; 
7) Automobile testing: having the technical knowledge in testing of automobiles and the spare parts and components; 
8) Judicial authentification / forensic science: having the technical knowledge and background related to and qualification certificate for forensic testing / forensic science
· Technical standards of a specific scheme;
· Laws and regulations required by a specific scheme, e.g.:
    Environmental Protection Law of the People's Republic of China; 
Building Law of the People's Republic of China; 
Agricultural Law of the People's Republic of China; 
Law of the People's Republic of China on the Quality and Safety of Agricultural Products; 
National Frontier Health and Quarantine Law of the People's Republic of China; 
Electricity Law of the People's Republic of China; 
Fire Law of the People's Republic of China; 
Drug Administration Law of the People's Republic of China; 
Occupational Disease Prevention and Control Law of the People's Republic of China; 
Special Equipment Safety Law of the People's Republic of China; 
Drug Administration Law of the People's Republic of China; 
Food Health Law of the People's Republic of China; 
Food Safety Law of the People's Republic of China; 
Decision by the Standing Committee of the National People's Congress on the Administration of Judicial Authentication; 
Telecommunication Regulation of the People's Republic of China; 
Regulations on Supervision and Administration of Medical Devices; 
Regulations on the Implementation of the Drug Administration Law of the People's Republic of China; 
Chinese Pharmacopoeia; 
Regulations on Safety Management of Hazardous Chemicals
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background
Education background of a specific discipline

	· Record review upon qualification

	
	
	· Training experiences
	· Appraisal upon training
· Observation by the evaluator upon site assessment
· 

	
	· 
	















· Work experience
Having a work experience of at least 2 years in testing and the relevant field





















· Work experience
Having a work experience of at least 2 years in testing and the relevant field

	















· Record review upon qualification;
· Observation by the evaluator upon site assessment



















· Record review upon qualification;
· Observation by the evaluator upon site assessment


	3 Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 




Table B-1-2 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Calibration Laboratories)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods (to be completed by the Assessors Department)

	Knowledge and skills
	Key contents
	
	

	











1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme








































1、 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme






	· Accreditation criteria
1） Basic accreditation criteria, when applicable:
CNAS-CL01: Accreditation criteria for the competence of testing and calibration laboratories

2）Application criteria, when applicable:
CNAS-CL06 Requirements on the Traceability of Measurement Results
CNAS-CL07 Requirements on Measurement Uncertainty
CNAS-CL25 Application of Laboratory Accreditation Criteria in the Field of Calibration
CNAS-CL52 Application of CNAS-CL01 --- Accreditation Criteria for the Competency of Testing and Calibration Laboratories
CNAS-CL32 Requirements on Specific Accreditation of Reference Measurement Laborataries in the Field of Laboratory Medicine (applicable to medical reference measurement only)
CNAS-CL33 Application of the Accreditation Criteria for the Competence of Testing and Calibration Laboratories in the field of Reference Measurement of Clinical Enzymology (applicable to medical reference measurement only)
CNAS-CL54 Application of the Accreditation Criteria for the Competence of Testing and Calibration Laboratories in the field of Reference Measurement of Blood Cell Analysis (applicable to medical reference measurement only)
CNAS-CL59 Application of the Accreditation Criteria for the Competence of Testing and Calibration Laboratories in the field of Reference Measurement of Metabolites and Non-peptide Hormones (applicable to medical reference measurement only)
· Accreditation scheme
   
CNAS-SL01 Accreditation Scheme for NIM
· Accreditation guidance:

CNAS-GL37 Guidance on Expression of Calibration and Measurement Capability(CMC) (applicable to medical reference measurement only)
CNAS-GL13 Guidance on the Implementation of Requirements for Measurement Traceability in Medical Measurement (applicable to medical reference measurement only)
· Accreditation notes:
CNAS-EL03 Explanatory Notes on the Description of the Competence Scope for Accreditation of Testing and Calibration Laboratories
CNAS-EL11 Explanatory Notes on the Management of Accreditation of Calibration Methods
	











· Training experience
· CNAS official website












































· Training experience
· CNAS official website



	











· Appraisal upon training
· Observation by the evaluator upon site assessment
· 








































· Appraisal upon training
· Observation by the evaluator upon site assessment




	2. Applying the professional and technical knowledge used by the respective accreditation scheme
	· Basic knowledge of a specific scheme
   General fundamentals of metrology
· Technical standards of a specific scheme;
   Professional and technical knowledge of a specific calibration scheme;
Operation skills and experiences in calibration of a specific calibration scheme;
Relevant calibration methods (determination specifications / calibration codes, etc.)
· Laws and regulations required by a specific scheme, e.g.:
Laws and regulations related to metrology and calibration
Metrology Law of the People’s Republic of China
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background
Having an education ground of science or engineering in the relevant disciplines
	· Record review upon qualification

	
	· 
	· Training experiences
	· Appraisal upon training
· Observation by the evaluator upon site assessment
· 

	
	· 
	· Work experience
Having a work experience of more than 5 years in calibration of the applying scheme (discipline)
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 

	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 





Table B-1-3 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Inspection Bodies)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods (to be completed by the Assessors Department)

	Knowledge and skills
	Key contents
	
	

	




















1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme

































1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme

	· Accreditation Criteria
1）Basic accreditation criteria
CNAS-CI01 Accreditation criteria for the competence of inspection bodies
2）Application criteria
CNAS-CI07 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Construction Engineering
CNAS-CI01-G001 Guidance on the Application of the Accreditation Criteria for the Competence of Inspection Bodies
CNAS-CI01-A001 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Boilers, Pressure Vessels (including Gas Cylinders) and Pressure Pipelines
CNAS-CI01-A002 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Elevator, Cranes, Ropeway, Large Recreation Facilities and Inner-vehicle
CNAS-CI01-A003 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of CCC Factory Inspection
CNAS-CI01-A004 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of General Factory Inspection
CNAS-CI01-A005 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Construction Engineering
CNAS-CI01-A006 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Commodity (Cargo) Weighing Operations
CNAS-CI01-A007 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Motor Vehicles
CNAS-CI01-A008 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Architectural Fire Protection Systems and Architectural Electrical Fire Prevention
CNAS-CI01-A009 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Transport Condition Inspection for Air Cargo
CNAS-CI01-A010 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Energy Conservation Inspection
CNAS-CI01-A011 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Assessment Building Energy Efficiency
CNAS-CI01-A012 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of Energy Conservation Industrial Boiler in-use
CNAS-CI01-A013 Guidance on the Application of Inspection Body Competence Accreditation Criteria in the Field of the Failure Analysis Body of Pressure Vessel
CNAS-CI01-G003 Requirements on the Traceability of Measurement Results
CNAS-CI01-G004 Requirements for Measurement Uncertainty

· Accreditation scheme
None
· Accreditation guidance
CNAS-GI001 Guidance on the Accreditation of Inspection Bodies
CNAS-GI002 Guidance on Accreditation Requirements of the Energy Conservation Inspection Body of Industrial Boiler In-use 
CNAS-GI003 Guidance on Accreditation Requirements of the Failure Analysis Body of Pressure Vessel
CNAS-GL012 Guidance on Internal Audit for Laboratories and Inspection Bodies
CNAS-GL013 Guidance on Management Review for Laboratories and Inspection Bodies
· Accreditation notes
None
	





















· Training experiences
· CNAS official website

































· Training experiences
· CNAS official website
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· Appraisal upon training
· Observation by the evaluator upon site assessment

































· Appraisal upon training
· Observation by the evaluator upon site assessment


	













2. Applying the professional and technical knowledge used by the respective accreditation scheme




































2. Applying the professional and technical knowledge used by the respective accreditation scheme
















































2. Applying the professional and technical knowledge used by the respective accreditation scheme


	· Basic knowledge of a specific scheme, e.g.:
1）Special equipment:
Inspection procedure:
·• Rules for Surveillance Inspection and Periodic Inspection of Elevators - Traction and Forced Drive Elevators (TSG T7001), including No. 1 and No. 2 amendments;
• Rules for Surveillance Inspection and Periodic Inspection of Elevators - Fireman Elevator (TSG T7002), including No. 1 and No. 2 amendments;
• Rules for Surveillance Inspection and Periodic Inspection of Elevators - Explosion-proof elevator (TSG T7003), including No. 1 and No. 2 amendments;
• Rules for Surveillance Inspection and Periodic Inspection of Elevators - hydraulic elevator (TSG T7004), including No. 1 and No. 2 amendments
• Rules for Surveillance Inspection and Periodic Inspection of Elevators - escalators and moving walkways (TSG T7005), including No. 1 and No. 2 amendments
• Rules for Surveillance Inspection and Periodic Inspection of Elevators - debris elevator (TSG T7006), including No. 1 and No. 2 amendments
• Rules for Type Test of Cylinders (TSG R7002)
• Rules for Surveillance Inspection and Periodic Inspection of Passenger Ropeway (TSG S7001)
• Rules for Manufacturing Permit of Special Steel Plates (Belts) for Boilers and Pressure Vessels (TSG ZC001)
• Rules for Elevator Maintenance (TSG T5002)
• Rules for Use and Management of Special Equipment (TSG 08)
• Procedure for Safety and Technical Supervision of Special Motor Vehicles on Site (or in factory) (TSGN0001)
• Rules for Appraisal of Type Test Organizations for Special Equipment (TSG Z7004)
• Rules for Use and Management of Boilers (TSG G5004)
• Guidelines for the Development of Safety and Technical Specifications of Special Equipment (TSG 01)
• Rules for Periodic Inspection of Pressure Pipes – Long-distance (Oil and Gas) Pipelines (TSG D7003)
• Rules for Surveillance Inspection of Pressure Vessels (TSG R7004)
• Rules for Type Test of Elevators (TSG T7007)
• Procedure for Safety and Technical Supervision of Fixed Pressure Vessels (TSG 21)
• Rules for Periodic Inspection of Lifting Equipment (TSG Q7015)
• Rules for Surveillance Inspection of the Installation, Rehabilitation and Major Repair of Lifting Equipment (TSG Q7016)
• Procedures for Safety and Technical Supervision of Oxygen Cabin
• Guidelines for Reporting, Investigating and Handling of Accidents of Special Equipment (TSG 03)
• Rules for Surveillance Inspection of Boilers (TSG G7001)
• Rules for Periodic Inspection of Boilers (TSG G7002)
2） Construction sector:
Having the professional and work experience in the construction sector and the qualifications for key technical personnel, such as authorized signatory, technical supervisor, etc. required in the application notes No. CI07, CI12 and CI15; knowing about the relevant policies of the competent authority of the respective sector;
· Technical standards of a specific scheme, e.g.:
GB 7588/XG1 Safety Specifications on Elevator Manufacturing and Installation (National Standard No. 1 Amendment) 
GB/T 10180 Procedures for Thermal Performance Test of Industrial Boilers 
GB/T 10180 Procedures for Thermal Performance Test of Industrial Boilers
· Laws and regulations required by a specific scheme, e.g.:
Special Equipment Safety Law of the People's Republic of China; Regulations on Reporting, Investigation and Handling of Production Safety Accidents; Regulations on Safety Supervision of Special Equipment; Decision by the Administration of Quality Supervision, Inspection and Quarantine of the People's Republic of China on the Revision of the Measures for the Supervision and Administration of Special Equipment Operators （AQSIQ Order No. 140); Stipulations on Safety Supervision and Management of Passenger Ropeway; Stipulations on Safety Supervision of Large Amusement Facilities; Stipulations on Reporting, Investigation and Handling of Special Equipment Accidents; Measures for Energy-saving Supervision and Management of Special Equipment with High Energy Consumption; Measures for Quality Inspection and Management of Construction Projects (MOC Order No. 141); Measures for Management of Testing of Highway and Waterway Engineering Projects (MOT Order No. （2016）80)
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background
Education background of a specific discipline

	· Record review upon qualification

	
	
	· Training experiences
	· Appraisal upon training
· Observation by the evaluator upon site assessment
· 

	
	· 
	















· Work experience
Having a work experience of at least 2 years in inspection and the relevant field























· Work experience
Having a work experience of at least 2 years in inspection and the relevant field


















































· Work experience
Having a work experience of at least 2 years in inspection and the relevant field





	















· Record review upon qualification;
· Observation by the evaluator upon site assessment





















· Record review upon qualification;
· Observation by the evaluator upon site assessment
















































· Record review upon qualification;
· Observation by the evaluator upon site assessment






	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 





Table B-1-4 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Medical Laboratories)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods （to be completed by the Assessors Department）

	Knowledge and skills
	Key contents
	
	

	














1. Applying the knowledge of the applicable accreditation specifications in the accreditation scheme


































1. Applying the knowledge of the applicable accreditation specifications in the accreditation scheme



	· Accreditation criteria
1） Basic accreditation criteria
CNAS-CL02 Accreditation criteria for the quality and competence of medical laboratories
2） Accreditation criteria
CNAS-CL02-A001 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Clinical Hematology
CNAS-CL02-A002 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Body Fluid Examination
CNAS-CL02-A003 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Clinical Chemistry
CNAS-CL02-A004 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Clinical Qualitative Immunology
CNAS-CL02-A005 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Clinical Microbiology
CNAS-CL02-A006 Guidance on the Application of the Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Transfusion Medicine
CNAS-CL02-A007 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Histopathology
CNAS-CL02-A008 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Cytopathology
CNAS-CL02-A009 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in the Field of Molecular Diagnostics
CNAS-CL02-A010 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Competence in Laboratory Information System
· Accreditation guidance
CNAS-GL013 Guidance on the Implementation of Requirements for Measurement Traceability in Medical Measurement
Assessors of clinical microbiology should master:
CNAS-GL028 Guidance on the Verification of Procedures used in the Clinical Microbiology
· Accreditation scheme
None
· Accreditation note
None
	














· Training experiences
· CNAS official website






































· Training experiences
· CNAS official website
	














· Appraisal upon training
· Observation by the evaluator upon site assessment
· 


































· Appraisal upon training
· Observation by the evaluator upon site assessment

	2. Applying the professional and technical knowledge used by the respective accreditation scheme
	· Basic knowledge of a specific scheme
e.g. in-house quality control, inter-departmental quality assessment, performance verification, equipment calibration, measurement traceability, measurement uncertainty determination, etc.
· Technical standards of a specific scheme
E.g. national / industrial standards on medical devices, relevant national / industrial standards issued by the Ministry of Health
· Laws and regulations required for a specific scheme
e.g.
Management measures for clinical laboratories of medical institutions; 
Management measures for clinical gene amplification laboratories; 
Technical specifications on clinical blood transfusion (MOH Medical Circular No. [2000] 184); 
Management measures for clinical blood management in medical institutions (MOH Order No. 85) 
Blood station management measures (Order No. 44 of Ministry of Health of the People's Republic of China); 
Quality management specifications of blood stations (MOH Medical Circular No.[2006]167); 
Quality management specifications on blood station laboratories (MOH Medical Circular No. [2006]183)
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background
Having an education background in medicine and related disciplines
	· Record review upon qualification

	
	
	· Training experience
	· Appraisal upon training
· Observation by the evaluator upon site assessment

	
	· 
	· Work experiences
Having a work experience of at least 5 years related to medical laboratories

	· Record review upon qualification
· Observation by the evaluator upon site assessment

	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 





Table B-1-5 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Laboratory Safety)

	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods

	Knowledge and skills
	Key contents
	
	

	1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme





	· Accreditation criteria
1） Basic accreditation criteria
CNAS-CL05 Accreditation Criteria for Laboratory Biosafety
2） Special accreditation criteria
CNAS-CL53-G001 Guidance on the Application of Laboratory Biosafety Accreditation Criteria in Evaluation of Critical Protection Equipment
CNAS-CL05-A001 Guidance on the Application of Laboratory Biosafety Accreditation Criteria：Evaluation of Mobile Laboratories
· Accreditation scheme
 None
· Accreditation guidance
CNAS-GL44 Guidance on the accreditation of Class II Biosafety Laboratories for Animal Quarantine
· Accreditation notes
None
	· Training experience
· CNAS official website





	· Appraisal upon training;
· Observation by the evaluator upon site assessment






	















2. Applying the professional and technical knowledge used by the respective accreditation scheme



















2. Applying the professional and technical knowledge used by the respective accreditation scheme
	· Basic knowledge of a specific scheme, e.g. 
1) Pathogenic microbiology or preventive veterinary science (experimental technology, disinfection and sterilization, transport of infectious substances, etc.)； 
2) Biosafety performance of laboratory facilities and equipment; 
3) Safety of laboratory chemicals, fire and electricity, etc.
· Technical standards of a specific scheme:
GB19489 General requirements of laboratory biosafety; 
GB50346 Technical Specifications for Biosafety Laboratory Buildings; 
NY/T1948 General Requirements for Biosafety of Veterinary Laboratories; 
WS233 General Criteria for Biosafety of Microbiological and Biomedical Laboratories; 
YY0569 Biological Safety Cabinet; 
WHO Laboratory Biosafety Guidelines 
· Laws and regulations required for a specific scheme
State Council: Biosafety Management Regulations for Pathogenic Microorganisms Laboratory; Medical Waste Management Regulations;

Ministry of Agriculture: Catalogue of Classification of Animal Pathogenic Microorganisms, Specifications on Transportation and Packaging of Highly Pathogenic Animal Pathogenic Microorganisms (Poisonous) Species or Samples, Procedures for Biosafety Management and Approval of Highly Pathogenic Animal Pathogenic Microorganism Laboratories; Catalogue of Human-infected Pathogenic Microorganisms issued by the Health and Family Planning Commission, Measures for Biosafety Approval and Management of Human Highly Pathogenic Microorganism Laboratory and Experimental Activities, Management Requirements for Transportation of Human-infected Highly Pathogenic Microbial Strain (Species) or Samples, Measures for Management and Administrative Penalties for Medical Wastes, Management Methods for Medical Wastes of Medical and Health Institutions;

Environmental Protection Agency: Standards for Special Packaging and Containers and Warning Signs for Medical Wastes; Technical Specifications on Centralized Disposal of Medical Wastes, and Biosafety Environment Management Methods for Pathogenic Microorganisms Laboratories (SEPA Decree No. [2006]32;

Ministry of Science and Technology: Measures for Review of the Construction of High-Level Pathogenic Microorganisms Laboratories (Order No. 15 of the Ministry of Science and Technology); Interim Measures for the Management of Infectious Atypical Pneumonia Virus Research Laboratories
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background:
Having a professional education background in the relevant disciplines
	· Record review upon qualification

	
	
	· Training experience
	· Appraisal upon training

	
	· 
	







· Work experience
Having a work experience of at least 5 years in the field of laboratory biosafety


















· Work experience
Having a work experience of at least 5 years in the field of laboratory biosafety




	






· Record review upon qualification
· Observation by the evaluator upon site assessment


















· Record review upon qualification
· Observation by the evaluator upon site assessment

	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 





Table B-1-6 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Proficiency Testing Providers)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods

	Knowledge and skills
	Key contents
	
	

	1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme

	· Accreditation criteria
1) Basic accreditation criteria
CNAS-CL03 Accreditation Criteria for Proficiency Testing Providers
2）Special accreditation criteria (when needed)
Guidance on the Application of Proficiency Testing Provider Accreditation Criteria in Microbiology
· Accreditation scheme
None
· Accreditation guidance
CNAS-GL02 Guidance on Statistical Processing and Competence Evaluation of Proficiency Testing Results
CNAS-GL03 Guidance on Evaluating the Homogeneity and Stability of Samples Used for Proficiency Testing 
CNAS-GL31 Guidance on the Accreditation of Proficiency Testing Providers
· Accreditation notes
None
	· Training experience
· CNAS official website
	· Appraisal upon training;
· Observation by the evaluator upon site assessment

	



2. Applying the professional and technical knowledge used by the respective accreditation scheme




	· Basic knowledge of a specific scheme
· Accreditation standards of a specific scheme
1) General standards
· BS ISO 13528 Statistical methods for use in proficiency testing by interlaboratory comparison
2）Technical standards
· Laws and regulations required for a specific scheme
Standardization Law of the People’s Republic of China
Metrology Law of the People’s Republic of China
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background
Having a professional education background in a relevant discipline

	· Record review upon qualification

	
	
	· Training experience
	· Appraisal upon training;
· Observation by the evaluator upon site assessment

	
	· 
	· Work experience:
Having a work experience related to accreditation of proficiency testing providers
	· Record review upon qualification
· Observation by the evaluator upon site assessment

	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment






Table B-1-7 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Reference Material / Reference Sample Producers)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods

	Knowledge and skills
	Key contents
	
	

	1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme

	· Accreditation criteria
1）Basic accreditation criteria
CNAS-CL04 Accreditation Criteria for Reference Material Producers
1） Special accreditation criteria
 None
· Accreditation scheme
 None
· Accreditation guidance
CNAS-GL003 Guidance on Evaluating the Homogeneity and Stability of Samples Used for Proficiency Testing
CNAS-GL017 Reference materials - General and statistical principles for certification
CNAS-GL019 Guidance on the Accreditation of Reference Material Producers
CNAS-CL04-G001 Contents of the Certificates and Labels of Reference Materials
· Accreditation notes
 None
	· Training experience
· CNAS official website
	· Appraisal upon training;
· Observation by the evaluator upon site assessment

	2. Applying the professional and technical knowledge used by the respective accreditation scheme
	· Basic knowledge of a specific scheme
· Technical standards of a specific scheme
· Laws and regulations required for a specific scheme
Drug Administration Law of the People’s Republic of China (applicable to assessors in the drug scheme)
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal
	· Education background
Having a professional education background in a relevant discipline

	· Record review upon qualification

	
	
	· Education background
	· Appraisal upon training
· Observation by the evaluator upon site assessment

	
	· 
	· Work experiences
Having the work experiences related to accreditation of reference material producers
	· Record review upon qualification
· Observation by the evaluator upon site assessment

	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment




Table B-1-8 Competence Criteria and Evaluation Requirements for Laboratory / Inspection Body Assessors (Applicable to Accreditation of Laboratory Animal Institutions)
	Competence requirements
	Possible approaches to competence acquisition
	Evaluation methods

	Knowledge and skills
	Key contents
	
	

	1 Applying the knowledge of the applicable accreditation specifications in the accreditation scheme

	· Accreditation criteria:
1） Basic accreditation criteria
CNAS-CL06 Accreditation Criteria for the Quality and Competence of Laboratory Animal Institutions for Care and Using
2） Application criteria:
CNAS-CL01-A023 Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Experimental Animal Testing
· Accreditation schemes
 None
· Accreditation guidance
None
· Accreditation notes
None
	· Training experience
· CNAS official website
	· Appraisal upon training
· Observation by the evaluator upon site assessment

	











2. Applying the professional and technical knowledge used by the respective accreditation scheme












	· Basic knowledge of a specific scheme, e.g.:
Knowledge about animal feeding, veterinary care, environmental facilities for breeding, occupational health and safety, animal welfare, feeding equipment, etc.
· Technical standards of a specific scheme:
1） GB/T27416 General requirements for quality and competence of experimental animal institutions；
2） GB50447 Technical specifications on buildings for experimental animal facilities; 
3） GB14925 Experimental animals --- environment and facilities
· Other technical standards closely related to the accreditation of experimental animal institutions
1） GB19489 Laboratory --- General Requirements for Biosafety; 
2） GB/T24001 Environmental Management System --- Requirements and User Guide; 
3） GB/T27025 General requirements for the competence of testing and calibration laboratories;
4） GB/T28001 Occupational Health and Safety Management System --- Requirements;
5） GB/T28002 Occupational Health and Safety Management System --- Implementation Guide;
6） GB50346 Technical Specifications for Buildings of Biosafety Laboratory
· Laws and regulations required for a specific scheme
Experimental Animal Management Regulations
· Professional appraisal competence of a specific scheme
Competence of applying the aforesaid specific knowledge and laws and regulations in professional appraisal 
	· Education background
Having a professional education background in a specific field

	· Record review upon qualification

	
	
	· Training experience

	· Appraisal upon training
· Observation by the evaluator upon site assessment

	
	· 
	







· Work experience
Having a work experience of at least 2 years in and related to testing in an experimental animal institution









	







· Record review upon qualification
· Observation by the evaluator upon site assessment 








	3. Understanding the necessary knowledge of a specific sector / organization
	· Knowledge on the operation process of a specific organization;
· Specific legal requirements and technical requirements
	· Work experience of the corresponding sector
· Self-study or training
	· Record review upon qualification;
· Observation by the evaluator upon site assessment
· 






Annex C: Flowchart of Management Activities for Laboratory / Inspection Body Assessors
This annex presents the flowchart of the management activities of laboratory / inspection body assessors as follows.
1) Application for competence evaluation and award of qualifications for trainee assessors;
2) Award of qualifications for technical assessors / lead assessors
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Activity description: Application for competence evaluation and qualification for trainee assessors (WI10-03 5.5.1)
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Activity description: Application for competence evaluation and qualification for trainee assessors (WI10-03 5.5.1)


Assessors Department


Notifying the applicant to submit employment documents


Name list of personnel passing the competence development training


Name list of personnel passing the initial training


Submitting the employment documents


Competence evaluation team


Are the submitted documents complete and standardized?


Implementing the evaluation activities


Applicant


Input


Steps


Output


Determining whether supplementary materials are needed


setting up an evaluation team


Giving feedbacks on the evaluation results


 Approval by the Head of the Assessors Department


1）Confirming the signed employment agreement
2）Notifying the results
3）Issuing salary card
4）Setting up personnel archives
5）Producing and issuing the assessor certificate


Criteria for competence evaluation for assessment personnel


Name list of Competence evaluation     personnel


Providing supplementary materials or clarifying facts


ollowing up with the evaluation process


Preparing the documents


Information on assessor qualifications


Yes


Yes


No


No


 Recommendation by the project manager


Key


Relevant departments


Reporting employment status to the relevant departments at the end of each month
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Activity description: Award of qualification to technical assessors / lead assessors (promotion) (WI10-03 5.5.2)

Task description: Management of promotion of trainee assessors into technical assessors
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Activity description: Award of qualification to technical assessors / lead assessors (promotion) (WI10-03 5.5.2)
Task description: Management of promotion of trainee assessors into technical assessors


Assessors Department�

Relevant departments


Team Leader


Input


Steps


1.Promotion plan
2.nformation of assessor to be promoted


Evaluation on the compliance with the promotion conditions


Approval by the head of the Assessors Department


Making arrangements for the trainee assessor to be incorporated into the assessment team


Providing guidance to and evaluating the trainee assessor and submitting evaluation reports


Collecting evaluation report


Are the promotion requirements satisfied?


Giving a notice on submission of summary report


Trainee Assessor


1、 Participating in 3 site assessments, at least one of which is initial assessment or reassessment;
2、Evaluated by at least 2 lead assessors as acceptable in the 3 assessments


Notifying
Archiving of results
Issuing a new assessor certificate


Information on the assessors’ qualifications


Output


No


Yes


Key


Key
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Activity description: Award of qualification to technical assessors / lead assessors (promotion) (WI10-03 5.5.2)

Task description: Management of promotion of technical assessors into lead assessors

Input  Steps

I

n

t

e

r

v

i

e

w

 

e

x

p

e

r

t

T

r

a

i

n

e

e

 

L

e

a

d

 

A

s

s

e

s

s

o

r

L

e

a

d

 

a

s

s

e

s

s

o

r

R

e

l

e

v

a

n

t

 

d

e

p

a

r

t

m

e

n

t

s

A

s

s

e

s

s

o

r

s

 

D

e

p

a

r

t

m

e

n

t

No

1、

Participating in at least 2 site assessments 

as a trainee lead assessor;

2、

Covering all the contents of the relevant 

accreditation criteria, including at least one 

initial assessment or reassessment

3、

Evaluated by different lead assessors as 

acceptable

Yes

Providing guidance to and 

evaluating the assessment and 

submitting evaluation reports

1.Promotio

n plan

2.Organizin

g quarterly 

training and 

appraisal of 

trainee lead 

assessors

Are the interview 

requirements 

satisfied?

Information 

on the 

assessors’ 

qualifications

Giving a 

notice on 

submission 

of summary 

report

Making arrangements for 

the trainee lead assessor 

to be incorporated into 

the assessment team

Output

Key

recommendation by 

the project manager

Organizing quarterly 

training and 

appraisal of trainee 

lead assessors

acceptable

Implementing the 

interview

Pass

Evaluation 

on the 

complianc

e with the 

promotion 

conditions

Approval by 

the head of 

the Assessors 

Department

Notifying

Archiving of 

results

Issuing a new 

assessor 

certificate


oleObject3.bin
�

<流程名称>�

<职能>�

�

�

<阶段>�

�

�

�

�

Activity description: Award of qualification to technical assessors / lead assessors (promotion) (WI10-03 5.5.2)
Task description: Management of promotion of technical assessors into lead assessors


Implementing the interview


Making arrangements for the trainee lead assessor to be incorporated into the assessment team


Pass


Evaluation on the compliance with the promotion conditions


Approval by the head of the Assessors Department


Notifying
Archiving of results
Issuing a new assessor certificate


Input 


Steps


Trainee Lead Assessor


Lead assessor


Relevant departments


Assessors Department�

1.Promotion plan
2.Organizing quarterly training and appraisal of trainee lead assessors




Providing guidance to and evaluating the assessment and submitting evaluation reports


Are the interview requirements satisfied?


Giving a notice on submission of summary report


1、Participating in at least 2 site assessments as a trainee lead assessor;
2、Covering all the contents of the relevant accreditation criteria, including at least one initial assessment or reassessment
3、Evaluated by different lead assessors as acceptable


Information on the assessors’ qualifications


No


Yes


Key


Interview expert


Output


recommendation by the project manager
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