CNAS-CL01-A013:2018                                                          Page 6 of 5

[image: image1.jpg]



CNAS-CL01-A013
Guidance on the Application of Testing and Calibration Laboratory Compentence Accreditation Criteria in the Field of Animal Quarantine

China National Accreditation Service for Conformity Assessment
(CNAS)
Foreword
 Animal quarantine (veterinarian) testing laboratory is one of CNAS’s accreditation fields for laboratories. This field involves relevant testing activities for animal epidemic diseases, veterinary biological products and veterinary drugs. 
This document is a further interpretation of CNAS-CL01:2018 “Accreditation Criteria for the Competence of Testing and Calibration Laboratories” in light of the characteristics of veterinary testing laboratories. This document neither adds to nor reduces the criteria listed in CNAS-CL01:2018. The layout of this document is presented against specific clauses of CNAS-CL01:2018 “Accreditation Criteria for the Competence of Testing and Calibration Laboratories”where the chapter numbers are not consecutive. 
    This document shall be applied in conjunction with CNAS-CL01:2018 “Testing and Calibration Laboratory Competence Accreditation Criteria”.  Due to the clauses in CNAS-CL62: 2016 “Guidance on the application of testing and calibration laboratory competence accreditation criteria in the field of gene amplification testing” is considered in this document,therefore, if this application guidance is used during the assessment process, the completion of CNAS-CL62:2016 is no long required. If  applicable, the requirements of CNAS-RL05: 2006 “Rules for laboratory biosafety” and CNAS-CL05: 2006 “Accreditation criteria for laboratory biosafety” shall also be met.
This document is the substitution of CNAS-CL22:2006.
Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Animal Quarantine
1 Scope
This document applies to the accreditation assessment for veterinary (including animal quarantine) testing laboratories. The completion of CNAS-CL62:2016 is no longer required if this application guidance is used..
2 Normative reference
The following referenced document is indispensable for the application of this document. For references listed as dated, only the cited edition are to be applied. 
CNAS-CL01:2018 Accreditation Criteria for the Competence of Testing and Calibration Laboratories
3 Terms and definitions
The terms and definitions defined in CNAS-CL01:2018 apply to this document. 
4 General requirements
5 Structural requirements
6 Resource requirements
6.1 General
6.2 Personnel
6.2.2 The laboratory shall consider the following conditions for laboratory personnel: 
a) Personnel with color visual disorder  shall not operate the experiments involving color differentiation.
b) Laboratory personnel shall be familiar with biosecurity operational knowledge and disinfection requirements, as well as having practical operating skills.

c) Laboratory personnel shall have a veterinary or related professional background. The laboatory
 shall provide evidence that the personnel with relevant professional background have the competence to carry out veterinary laboratory testing.

d) The technical personnel manager
 shall have the intermediate technical title (or equivalent competence) of the veterinary specialty or above.
e) The personnel who interprets the test results shall at least meet the requirement of the authorized signatory.

f) Personnel engaged in molecular biological testing shall have a bachelor degree or above in molecular biology or closely related to the scope of the testing specialty.
6.2.5 The content of the laboratory personnel training plan shall include: the analysis of existing personnel situation in the laboratory; the testing requirement to the personnel; Training plan for personnel and testing; Training methods and time period, and the evaluation method of the training outcome.
6.3 Facilities and environmental conditions
6.3.1 The laboratory layout shall be able to prevent sample from contamination and causing harm to personnel. Aseptic areas and/or contaminated areas shall be clearly labelled. The laboratory shall monitor and record of aseptic areas and contaminated areas shall be effectively controlled. 
6.3.3 The laboratory shall equip with biosecurity protection facilities or equipment (such as emergency lighting devices, eye washers, biosecurity cabinets, special hand wash ponds, etc.) in accordance with the relevant regulations in testing area. Procedures shall be established to monitor the effective working status of these facilities or equipment where practical monitoring shall be implemented. 
6.3.4 a) Sterilized equipment in laboratory is to be stored in a specific area with clear label.

6.3.4 b) The laboratory shall establish procedure from appropriate methods to prevent the spread and diffusion of pathogenic microorganisms and parasites during the experiment. The laboratory shall be capable of properly handling the waste with pathogenic microorganisms and parasites generated during the experiment process.
6.3.4 c) The laboratory engaged in molecular biological testing shall take effective measures to prevent cross-contamination. 
6.4.1 The laboratory shall have the equipment for each test with a list of key equipment.
6.4.3 The laboratory shall effectively monitor and evaluate the sterilization effectiveness of the autoclave. The laboratory shall carry out effective biosecurity control on the instruments and equipment of contact with pathogens. Contaminated instruments and equipment shall be clearly marked. The laboratory shall have measures to ensure that the equipment is free of pollution before repair or scrapping.
6.4.5 Laboratories shall have evidence that the critical equipment used can meet the accuracy or measurement uncertainty required for testing.
6.5.3 In the absence of standardized reagents, the laboratory is required to provide the confirmation that the source the reagents used are from the suppliers who meet the requirements or have certain qualifications. 
The laboratories shall use standard substances/standards (reference substances) provided from OIE reference laboratories, reference laboratories of other international organizations, national reference laboratories and national statutory bodies to the extent possible. If the traceability of strains, venomous species, serum, cells and other diagnostic or testing reagents used are unable to be given, the laboratory shall establish the corresponding documents to regulate its quality assurance requirements. Relevant records is to be retained.

Molecular biological testing laboratories shall have standard substances in the field of gene amplification, such as target organisms (microorganisms, viruses, parasites, genetically modified strains, etc.), positive nucleic acid reference substances, plasmids/carriers, etc.
6.6.1 The laboratory shall subcontract the testing work to the subcontractor who can fully comply with this criteria, that is, the testing item undertaken by the subcontractor must be accredited 
Reagents used in the laboratory for diagnosis or testing must be verified before use to demonstrate that the requirements set out in the test method is met.

The molecular biological testing laboratory of shall verify the performance of Taq polymerase/reaction premixes/kits/primers and probes used prior to use. The performance of primers shall be verified through nucleic acid both positive and negative substances. The properties or sequence of the primers shall be demonstrated with proof.
6.6.2 b) The laboratory shall have evaluation documents for the qualified suppliers of testing reagents. Evaluation includes (but not limited to)  the qualifications of reagent manufacturers and/or agents, the quality of reagent, storage and transport temperature conditions, etc.
7 Process requirements
7.2.1.5 The laboratory shall establish a document or SOP for the verification of official
 methods. Official method must verified before using it for the first time and its verification record shall be retained. 
7.2.2.1 Methods prescribed or recommended by the World Organization for Animal Health (OIE) and China's national standard
 methods, methods validated by China's Ministry of Agriculture or AQSIQ are the standard
 methods for laboratories. The officially validated methods (from Ministry of Agriculture or veterinary department) used by relevant countries or organizations (e.g. the European Union, the United States, Canada, Australia and New Zealand, etc.) are the non-standard
 methods that do not require validation.
7.3.1 When sampling is part of the subsequent laboratory’s testing or calibration work, the laboratory shall have specific requirements for sampling (such as the selection and use of sampling instruments, biosafety requirements during sampling, etc.), as well as the requirements for the  transport and preservation conditions of samples from sampling site to laboratory. Sampling personnel must be familiar with the sampling requirements. 
7.4.1 The sample control procedures developed by the laboratory shall include provisions for the disposal of test samples, residual samples and spare samples to ensure that pathogenic microorganisms and parasites in the samples do not spread and diffuse. Biological waste collection containers that meet biosafety requirements shall be equipped and handled effectively by the laboratory.
7.5.1 The utilization form for the main instruments used in the testing process shall contain the information of test sample. The identification of test sample shall be recorded on time. 
7.6.4 The laboratory shall at least identify and propose control measures to the main factors that affect the test results or the key steps in the testing process based on the understanding of theoretical principles or practical experience of the methods used. The laboratory is encouraged to evaluate the uncertainty of measurement for each result with numerical requirements. 
7.7.1 The laboratory shall develop a specific annual quality control plan (including internal and external quality control plan), which shall include: an analysis of the current status of the laboratory's quality; the quality control of these test items, personnel, equipment and environmental conditions; the evaluation criteria for the quality control outcome,
 and the timely and effective corrective actions to be taken for the problems occur. Personnel who engaged in proficiency testing, measurement audit or inter-laboratory comparison shall be the laboratory testing personnel. 
7.8.1.1 The laboratory shall establish a test result review (verification) procedure, which includes the process requirements for determining the results of positive or negative in details. 
8 Management System Requirements 
8.2.5 Documents issued by the laboratory in electronic or hard copies shall ensure its easy access and use to laboratory personnel.
�It’s very confusing if there is no subject mentioned.


�Usually there is only one or two technical managers in a lab, but 技术负责人can be numerous.


�Official method sounds more formal.


�official
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�I will use “unofficial method”


�I use outcome to differentiate from test “result”
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