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[bookmark: _Toc2452450]Foreword


[bookmark: OLE_LINK9][bookmark: OLE_LINK12]Proficiency testing and onsite assessment are the two major approaches of CNAS for evaluating the competence of conformity assessment bodies. This document is intended to ensure the effectiveness of CNAS accreditation, assure the accreditation quality of CNAS and facilitate the competence building of conformity assessment bodies. 
This document specifies the policy and requirements of CNAS for proficiency testing, including the requirements for both the conformity assessment bodies and CNAS.
The contents in this document are mandatory requirements.
The notes to this document are the interpretations and explanations of the respective clauses.
[bookmark: OLE_LINK1][bookmark: OLE_LINK2][bookmark: OLE_LINK48][bookmark: OLE_LINK49]This document was developed in 2007, revised for version update in 2010, revised in June 2015 for the first time after the version update and revised for version update again in 2016. This revision is mainly based on changes to ISO/IEC 17011：2017 “Conformity assessment – Requirements for accreditation bodies accrediting conformity assessment bodies”, with amendment of the contents of clause 4, 5 and 6. At the same time, for the convenience of conformity assessment bodies, CNAS AL07:2015 “Proficiency testing area and frequency” was annexed to this document as Annex B. Upon the date of implementation of this document, CNAS AL07:2015 became obsolete as a separate document. 




Rules for proficiency testing

[bookmark: _Toc2452451]1 Scope
[bookmark: OLE_LINK50][bookmark: OLE_LINK51]This document is applicable to conformity assessment bodies applying for or already granted CNAS accreditation, including testing and calibration laboratories (including medical laboratories), reference material producers and inspection bodies (where relevant).

[bookmark: _Toc2452452]2 Referenced documents
[bookmark: OLE_LINK17][bookmark: OLE_LINK18][bookmark: OLE_LINK15][bookmark: OLE_LINK16]This document refers to all or part of the clauses in the following documents. The referenced document does not indicate its release date, and all interested parties are invited to take note of the use of a valid version of these documents (including their amendments). 
[bookmark: OLE_LINK19][bookmark: OLE_LINK20]2.1 CNAS-R01 Rules for the Use of Accreditation Symbols and Reference to Accreditation
[bookmark: OLE_LINK21][bookmark: OLE_LINK22]2.2 GB/T 27000 Conformity Assessment - Vocabulary and General Principles (ISO/IEC 17000, IDT)
[bookmark: OLE_LINK23][bookmark: OLE_LINK24]2.3 ISO/IEC 17011 Conformity assessment - Requirements for accreditation bodies accrediting conformity assessment bodies
[bookmark: OLE_LINK25][bookmark: OLE_LINK26]2.4 ISO/IEC 17043 Conformity assessment - General requirements for proficiency testing (GB/T 27043)
[bookmark: OLE_LINK27][bookmark: OLE_LINK28][bookmark: OLE_LINK52][bookmark: OLE_LINK31][bookmark: OLE_LINK32]2.5 APLAC MR001 Procedures for Establishing and Maintaining the APLAC Mutual Recognition Agreement Amongst Accreditation Bodies
[bookmark: OLE_LINK33][bookmark: OLE_LINK34]2.6 ILAC-P9 ILAC Policy for Participation in Proficiency Testing Activities 

[bookmark: _Toc2452453]3 Terms and definitions
For the purpose of this document, the definitions given in GB/T 27000 and the following apply:
3.1 Interlaboratory comparison: organization, performance and evaluation of measurements or tests on the same or similar items by two or more laboratories in accordance with predetermined conditions. (ISO/IEC 17043, 3.4)
3.2 Proficiency testing: evaluation of participant performance against pre-established criteria by means of interlaboratory comparisons. (ISO/IEC 17043, 3.7)
Note: this definition includes the EQA (external quality assessment or interlaboratory quality assessment) commonly used in the medical field that conforms to this definition. 
[bookmark: OLE_LINK35][bookmark: OLE_LINK36][bookmark: OLE_LINK40][bookmark: OLE_LINK41]3.3 Proficiency testing scheme: proficiency testing designed and operated in one or more rounds for a specified area of testing, measurement, calibration or inspection. (ISO/IEC 17043, 3.11)
[bookmark: OLE_LINK42][bookmark: OLE_LINK43]Note 1: one proficiency testing scheme can include one or more specific types of testing, calibration or inspection of proficiency testing items.
Note 2: measurement audit is one type of proficiency testing scheme, sometimes called “one to one” proficiency testing scheme.
Note 3: the proficiency testing activities in this document include various proficiency testing schemes conforming to this definition and other types of interlaboratory comparison, but excluding comparisons performed by the laboratory itself. 

[bookmark: _Toc2452454]4 Requirements for conformity assessment bodies 
4.1 General
4.1.1 Proficiency testing is an important external quality evaluation activity. Seeking and participation in proficiency testing is the responsibility and obligation of conformity assessment bodies (CABs). 
[bookmark: OLE_LINK46][bookmark: OLE_LINK47]4.1.2 CABs shall participate in proficiency testing in the light of their own needs, and this document stipulates the minimum requirements for them to participate in proficiency testing.
4.1.3 A CAB shall use the proficiency testing results in accordance with the provisions of this document and report to CNAS, as required, information on its participation in proficiency testing.
4.2 Developing the requirements for participation in proficiency testing schemes 
4.2.1 In the quality management system documents of the CAB, there shall be procedures and recording requirements for participation in proficiency testing, including work plans for participation in proficiency testing and measures to deal with unsatisfactory results.
[bookmark: OLE_LINK53]Note: The procedure for participation in proficiency testing can be a standalone procedure or can be included in other procedures.
4.2.2 A CAB shall analyze its own proficiency testing needs, develop a work plan for participation in proficiency testing and implement it, and periodically review and adjust the work plan for participation in proficiency testing in the light of changes to personnel, methods, sites and equipment etc.
[bookmark: OLE_LINK54][bookmark: OLE_LINK55]4.2.3 The work plan for participation in proficiency testing shall meet at least the requirements of clause 4.3 of this document, taking into account the following factors (not limited to):
a) areas covered by the scope of accreditation;
b) training, knowledge and experience of personnel;
c) status of internal quality control;
d) quantity and type of testing, calibration and inspection and use of results; 
e) stability of testing, calibration and inspection techniques;
f) availability of proficiency testing.
Note 1: When a CAB uses different types of equipment, multiple identical equipment and/or different methods to produce data for the same item (or parameter), such CAB is encouraged to participate in different proficiency testing for each equipment and method.
Note 2: When there are multiple proficiency testings available in the same sub-area, the CAB is encouraged to participate in proficiency testing involving different test parameters and methods based on its own risk analysis and on the basis of continuous participation in the same proficiency testing project.
4.2.4 In areas where appropriate proficiency testing is not available, the CAB should ensure competence by strengthening other quality assurance instruments (e.g., in the manner specified in clause 7.7 of CNAS-CL01), which should also be an integral part of the CAB’s relevant quality control plans or work plan for participation in proficiency testing.
4.3 Minimum requirements for participation in proficiency testing
4.3.1 Initial accreditation and extension of accreditation scopes 
4.3.1.1 As long as there is proficiency testing available, the CAB shall participate in at least one proficiency testing and obtained satisfactory results for each sub-area for which it applies for accreditation, or, although there are questions (doubts) about the results, they still meet the decision requirements set out in the standard or specification on which the accreditation project is based.
Note 1: The division of sub-areas is shown in Annex B, “Proficiency testing area and frequency table”.
NOTE 2: The proficiency testing experience within 3 years is valid from the date of release of the proficiency testing final report to the date of application for accreditation.
[bookmark: OLE_LINK64]4.3.1.2 Without special reason, a CAB applying for accreditation shall participate in the proficiency testing scheme specified by CNAS, such as the proficiency testing scheme of the Asia Pacific Laboratory Accreditation Cooperation (APLAC).
[bookmark: OLE_LINK3][bookmark: OLE_LINK4][bookmark: OLE_LINK7]Note: There is usually no charge for participation in designated schemes.
4.3.1.3 For multi-site CABs, each of its premises shall meet the requirements of 4.3.1.1 respectively.
4.3.2 Reassessment and surveillance assessment
[bookmark: OLE_LINK65][bookmark: OLE_LINK66]4.3.2.1 As long as there is proficiency testing available, the areas and frequency of participation in proficiency testing by the accredited CAB shall meet the requirements of CNAS in terms of proficiency testing area and frequency (see Annex B). For areas (sub-areas) not included in the CNAS “Proficiency testing areas and frequency table”, the CABs are encouraged to participate actively in the proficiency testing of such areas as long as they are available.
[bookmark: OLE_LINK8][bookmark: OLE_LINK14]Note: The frequency of proficiency testing is calculated per year in which the results are reported by the CAB participating in the proficiency testing.
4.3.2.2 Even if the proficiency testing area and frequency requirements are met, the accredited CABs shall still participate in the proficiency testing schemes designated by CNAS.
4.3.2.3 For a multi-site CAB, each of its premises shall meet the requirements of 4.3.2.1 respectively.
4.4 Requirements for handling unsatisfactory results
4.4.1 The CAB shall, on its own, suspend the use of the CNAS accreditation logo on the certificate/report of the corresponding project and take appropriate corrective measures in accordance with the provisions of the CAB’s system documents and verify the effectiveness of the actions when the CAB’s results of proficiency testing are unsatisfactory and unable to meet the decision requirements of the standard or specifications on which the accreditation project is based. The CAB can restore the use of the accreditation logo on its own after the corrective actions are verified as effective. The corrective actions and verification activities (where feasible) of the CAB shall be completed within 180 days (from the date of the release of the proficiency testing final report). The CAB shall keep the above records for review by the assessment team.
Note 1: The verification modes of the effectiveness of corrective actions includes: Re-participation in proficiency testing activities (proficiency testing activities should meet the requirements of clause 4.5) or through on-site evaluation by the CNAS assessment team.
Note 2: When a CAB uses the same equipment or method to produce data for different accreditation items, the corrective actions should take into account all items related to the equipment or method when there is an unsatisfactory result in the proficiency testing.
Note 3: The decision method that meets the standard or specifications on which the accreditation project is based can be found in Annex C to CNAS-GL002 “Guidance on Statistic Treatment of Proficiency Testing Results and Performance Evaluation”.
[bookmark: OLE_LINK69]4.4.2 Although the results of the proficiency testing of the CAB are unsatisfactory, they still meet the decision requirements set out in the standard or specifications on which the accreditation project is based, or when the results of the CAB’s participation in proficiency testing are suspicious or questionable, the CAB shall conduct a risk evaluation of the corresponding project and, if necessary, take preventive or corrective actions.
4.4.3 During participation in the proficiency testing scheme designated by CNAS, the result of the CAB is unsatisfactory. If the unsatisfactory project has been accredited by CNAS, CNAS may suspend the CAB’s use of CNAS accreditation logo on the certificate/report of relevant project and even withdraw its accreditation for the relevant project.
4.5 Requirements for selection of proficiency testing activities
[bookmark: OLE_LINK70][bookmark: OLE_LINK71]4.5.1 CABs shall give priority to proficiency testing schemes operated in accordance with ISO/IEC 17043 and choose to participate in the following order:
a) Proficiency testing schemes operated by proficiency testing providers (PTP) accredited by CNAS and PTPs accredited by accreditation bodies that have signed the PTP mutual recognition agreement (MRA) within their accredited scopes;
b) Proficiency testing schemes operated by PTPs accredited in accordance with ISO/IEC 17043 by accreditation bodies that haven’t signed PTP MRA;
c) Proficiency testing schemes operated by international accreditation cooperation organizations, such as the proficiency testing schemes carried out by the Asia-Pacific Laboratory Accreditation Cooperation (APLAC);
d) Interlaboratory comparison implemented by international authoritative organizations, such as the international and regional interlaboratory comparisons carried out by CIPM, APMP and WADA;
e) A proficiency testing scheme operated by a PTP accredited in accordance with ISO/IEC 17043 outside its scope of accreditation;
f) Interlaboratory comparison organized by industry authorities or trade association organizations; 
g) Interlaboratory comparison organized by other bodies.
Note: In order to help CABs meet the requirements of this document, when choosing to participate in proficiency testing, CABs can search for relevant reference information in the proficiency testing column of the CNAS website (www.cnas.org.cn). 
4.5.2 If a CAB selects e) to g) in clause 4.5.1 to meet the areas and frequency requirements for proficiency testing, it shall complete Annex A “Checklist for the suitability of proficiency testing activities” so as to evaluate the suitability of the selected proficiency testing activity.

[bookmark: _Toc2452455]5 Requirements for CNAS
[bookmark: OLE_LINK73][bookmark: OLE_LINK74]5.1 CNAS shall require CABs to participate in proficiency testing as an important tool to demonstrate their competence.
5.2 CNAS selects and utilizes proficiency testing in accordance with international standards and related technical requirements. 
5.3 CNAS establishes, maintains and publishes a list of proficiency testings to assist CABs in gaining access to proficiency testing.
5.4 CNAS develops and publishes proficiency testing areas and frequency requirements, and updates them according to accreditation needs.
5.5 CNAS will only accept an application for accreditation or make an accreditation conclusion after reviewing the CABs as meeting the requirements of this document, and shall supervise CABs in meeting the requirements on an ongoing basis.
5.6 For CABs that have participated in proficiency testing and have stable and satisfactory performance, CNAS may consider simplifying the competence validation process appropriately for relevant projects in various assessments.
5.7. CNAS may withdraw the accreditation of corresponding project for a CAB that does not meet the requirements of the proficiency testing area and frequency, or who has participated in proficiency testing but has not obtained satisfactory results and has failed to carry out corrective actions and verification activities within 180 days (from the date on which the proficiency testing final report was issued).
5.8 During assessment, the CNAS assessment team shall review the suitability of the proficiency testing work plan developed by the CAB, conformity of the scope and frequency of proficiency testing it has participated in to the proficiency testing areas and frequency requirements published by CNAS, as well as the results of the proficiency testing attended by the CAB, and report the assessment conclusion to CNAS.

[bookmark: _Toc2452456]6 Other notes
[bookmark: _Toc387310755][bookmark: OLE_LINK95][bookmark: OLE_LINK96]    CABs have participated in interlaboratory comparison for purposes other than proficiency testing, such as the validation of methodological characteristics, the assignment of values to reference materials, comparisons to support the declaration of measurement equivalence between national metrology institutes, and have acquired satisfactory results. These can also be used as proof of their competence.


[bookmark: _Toc2452457]Annex A (informative annex)
[bookmark: OLE_LINK5][bookmark: OLE_LINK6]Checklist for the suitability of proficiency testing activities

Name of CAB:                                                  
Completed by:                                Date:                      
Organizing/implementing body of proficiency testing activity:                                         
Name of proficiency testing activity:                                                  

	S/N
	Check items
	Check status
	Remarks

	1
	Whether the testing/calibration /inspection methods used for proficiency testing activities (PT) are the routine testing/calibration/ inspection methods used by the CAB?
	□Yes□No□N/A
	

	2
	Whether the organizing/ implementing body has provided the instruction document on how to carry out the PT, e.g. work instructions?
	□Yes□No□N/A
	

	3
	Whether the organizing/ implementing body has provided the necessary instructions on the PT items, e.g. handling method and storage conditions for the items?
	□Yes□No□N/A
	

	4
	Whether the organizing/ implementing body has provided necessary details on the evaluation of the homogeneity and/or stability of the PT items？Whether the PT items are homogeneous and/or stable?
	□Yes□No□N/A
	

	5
	Whether the type and measurement range of the PT items are the same as or similar to those used by the CAB in its routine testing/calibration /inspection? 
	□Yes□No□N/A
	

	6
	Whether the organizing/ implementing body has given the assigned value (reference value) and the mode of determination? Whether information on the metrological traceability and measurement uncertainty of the assigned value (reference value) has been given for the calibration items?
	□Yes□No□N/A
	

	7
	Whether the organizing/ implementing body has given the method for competence evaluation and has evaluated the competence of this CAB?
	□Yes□No□N/A
	

	8
	Whether the organizing/ implementing body has provided the PT report? 
	□Yes□No□N/A
	

	9
	Whether this PT meets the needs of this CAB?
	□Yes    □No
	


Note 1: when the check status is “N/A (not applicable)”, a justification shall be given in the remark column.
Note 2: If there is “No” to the check item, the CAB selects “This PT meets the needs of this CAB”, a justification shall be given in the remark column. 
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[bookmark: _Toc2452458]Annex B (normative annex)
Proficiency testing area and frequency table

B.1 Testing areas (excluding medicine and forensic science)
	Industry/area
	Sub-area
	Minimum frequency

	Metal and alloy materials and products
	chemical analysis
	1 time/1 year

	
	physical performance
	1 time/2 years

	
	mechanical performance
	1 time/1 year

	
	NDT(nondestructive testing)
	1 time/2 years

	Minerals
	chemical analysis
	1 time/1 year

	Petroleum and related products
	chemical analysis
	1 time/1 year

	
	physical performance
	1 time/1 year

	Polymer and composite materials
	chemical analysis
	1 time/2 years

	
	physical performance
	1 time/2 years

	
	mechanical performance
	1 time/2 years

	Cosmetics
	chemical analysis
	1 time/1 year

	Food
	nutritional ingredients
	1 time/1 year

	
	heavy metals
	1 time/1 year

	
	additives
	1 time/1 year

	
	drug residue
	1 time/1 year

	
	toxin
	1 time/2 years

	
	microorganism
	1 time/1 year

	
	GMO
	1 time/2 years

	API (Active Pharmaceutical Ingredients) and Chinese and western medicine preparations
	[bookmark: OLE_LINK10][bookmark: OLE_LINK11]Physiochemical analysis
	1 time/1 year

	Environmental protection
	[bookmark: OLE_LINK13]Hydrochemical analysis 
	1 time/1 year

	
	soil chemical analysis
	1 time/2 years

	Silk, fiber and textiles
	chemical analysis
	1 time/1 year

	
	physical properties
	1 time/2 years

	Coal and related products
	Conventional analysis of coal
	1 time/1 year

	
	analysis of coal ash characteristics
	1 time/2 years

	Electricity
	material test
	1 time/1 year

	
	electrical test (input power and current, leakage current and electric strength, Provision for earthing, temperature rise test etc.) 
	1 time/1 year

	
	Construction determination
	1 time/2 years

	
	performance testing
	1 time/2 years

	
	electromagnetic compatibility
	1 time/2 years

	
	analysis of hazardous substance（RoHS）
	1 time/2 years

	Veterinary and animal and plant inspection and quarantine 
	microbial examination
	1 time/1 year

	
	identification of species and tissue structure
	1 time/2 years

	Public health and medical treatment and health care
	HIV test
	1 time/1 year

	
	syphilis test
	1 time/1 year

	
	[bookmark: OLE_LINK82][bookmark: OLE_LINK83]HBV test
	1 time/1 year

	
	HCV test
	1 time/1 year

	
	blood analysis
	1 time/1 year

	
	body fluid analysis
	1 time/1 year

	
	biochemical analysis
	1 time/1 year

	Construction engineering and building materials
	chemical analysis
	1 time/1 year

	
	hazardous substance
	1 time/1 year

	
	physical performance
	1 time/1 year

	
	mechanical property
	1 time/2 years

	Toys
	chemical safety
	1 time/1 year

	
	Mechanical and physical performance
	1 time/2 years

	
	combustion performance
	1 time/2 years

	paper and packaging products
	mechanical and physical performance
	1 time/2 years

	Ceramics
	analysis of hazardous elements
	1 time/2 years

	Information technology
	software product testing
	1 time/2 years





B.2 Specific areas of clinical medicine (applicable to laboratories accredited in accordance with CNAS-CL02)
    The classification of medical laboratory proficiency testing sub-areas is equivalent to the classification of CNAS medical accreditation field. The CAB shall participate in at least 2 proficiency testing activities per year for each project for which the laboratory applies for accreditation and already gained accreditation.
 	Note 1: Priority shall be given to participating in the proficiency testing scheme of accredited PTPs.
 	Note 2: When the proficiency testing scheme provided by an accredited PTP is not available, priority is given to the interlaboratory comparison (interlaboratory quality assessment) provided by the (provincial and ministerial) Health System Authority.
Note 3: When there is no available proficiency testing and EQA project, the laboratory shall evaluate the test project in other ways, which can be recognized after technical assessment organized by CNAS.

B.3 Specific area of forensic science

	Area
	Sub-area
	Minimum frequency

	Forensic
	forensic pathology
	1 time/1 year

	
	forensic clinical medicine
	1 time/1 year

	
	forensic genetics (including DNA testing)
	1 time/1 year

	
	forensic toxicology
	1 time/1 year

	Physical evidence
	Document Examination
	1 time/1 year

	
	marks identification
	1 time/2 years

	
	trace evidence
	1 time/2 years

	Audio-visual information
	1 time/2 years

	Electronic evidence
	1 time/2 years


 
B.4 Calibration areas

	Disciplines and fields
	Sub-fields
	Minimum frequency

	Geometric quantity
	angle
	1 time/2 years

	
	end
	1 time/2 years

	
	line
	1 time/2 years

	
	engineering parameters
	1 time/2 years

	Mechanics 
	mass
	1 time/2 years

	
	volume
	1 time/2 years

	
	Rotational Speed
	1 time/3 years

	
	density
	1 time/3 years

	
	pressure
	1 time/2 years

	
	flow
	1 time/3 years

	
	torque
	1 time/3 years

	
	Hardness
	1 time/2 years

	Acoustics and vibration
	sound level meter
	1 time/2 years

	
	vibration sensor
	1 time/2 years

	Optics
	luminous flux
	1 time/2 years

	
	illuminance
	1 time/2 years

	Thermology
	thermometer/thermocouple
	1 time/2 years

	
	[bookmark: OLE_LINK39]Hygrometer
	1 time/2 years

	Radio
	microwave power
	1 time/2 years

	
	signal generator
	1 time/3 years

	[bookmark: OLE_LINK44][bookmark: OLE_LINK45]Electromagnetism
	DC, AC voltage
	1 time/2 years

	
	resistance
	1 time/2 years

	Time and frequency
	phase noise
	1 time/2 years

	Chemistry
	viscosity
	1 time/2 years
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