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Foreword
Lab animals are artificially fed and bred animals carrying controlled microorganisms and parasites. Lab animals have clear genetic background or source which are used in scientific research, teaching, production and verification, as well as other scientific experiments.

Lab animal related testing is one of the accreditation fields of CNAS. In this field, lab animals, as test objects and experiment objects, are widely used in food, medicine, health/epidemic prevention, biosafety, animal/plant quarantine, agriculture, chemical industry and environment protection.
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 lab animals and related field of testing. This document neither adds to nor reduces the criteria listed in CNAS-CL01:2018. This document shall be applied in conjunction with CNAS-CL01:2018 “Testing and Calibration Laboratory Competence Accreditation Criteria”.
Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Lab-Animal Testing
1 Scope 

This document is applicable to laboratories engaged in the testing activities of lab animals and related fields.
2 Normative reference 
3 Terms and definitions
4 General requirements
5 Structural requirements
5.1 Laboratories conducting animal experiment shall obtain the “Lab animal use license” issued by lab animal administrative department.
5.4 The laboratories conducting animal experiment is recommended to set up the review and supervision team for lab animal. If necessary, the laboratory shall establish the lab animal management organization made up of the leader who in charge of lab animal work, persons who in charge of lab animal production and use, animal quality testing personnel, equipment maintenance and management personnel to carry out the corresponding work. 
5.6 The laboratory shall appoint the biosafety manager and biosafety supervisor to take the responsibility for biosafety. 
6 Resource requirements
6.2 Personnel
6.2.2 The laboratory shall consider the following conditions when employing people: 
a) Personnel who work with lab animals need to obtain professional training and education certificates. 
b) If the autoclave sterilizer used in laboratory is not a simple pressure vessel, the operating personnel need to obtain special operator qualification certificates before operating. 
c) Personnel who work with lab animals shall be familiar with biosafety operational knowledge, disinfection knowledge and have practical operating skills. 
d) The health status of personnel who work with lab animals shall be periodically confirmed to ensure the position requirements are met. 
e) The laboratory shall be staffed with veterinary professionals who are responsible for the inspection of lab animal’s quality and facilities used. 
f) Personnel giving comments and interpretations regarding the test results shall meet the conditions required of authorized signatories. 
g) Personnel engaged in molecular biological testing shall have a proven gene amplification testing experience and related knowledge with over 5 years’ work experience in molecular biological testing. 
6.2.5 The personnel training plan of the laboratory shall include the analysis of the current laboratory personnel status, the personnel demand of the test items, personnel and items of the planned trainings, training mode and time period, and training effectiveness evaluation method. 
6.3 Facilities and environmental conditions
6.3.1 All animal experiments shall be conducted in the facilities accredited with 
lab animal use license. The laboratory shall be equipped with emergency power supply to guarantee the life needs of the lab animals. 
6.3.2 

a) The environmental conditions of general environment, barrier environment and isolation environment of animal experiments shall be effective monitored and recorded. The experiment/test shall be discontinued once the requirement of environmental conditions is not met.
b) The laboratory shall be able to properly carry out sterilization for items, appliances and utensils to be used. Aseptic appliances and utensils shall be clearly marked to distinguish them from non-sterile ones.
c) Biological indicators shall be used periodically to check the sterilization effect of sterilization equipment with records taken.
6.3.4 The overall layout of the laboratory shall reduce and avoid potential pollution and biological hazards, that is, the design of the laboratory layout shall prevent potential cross-contamination. Laboratories engaged in molecular biological testing shall take effective measures to prevent cross-contamination.
6.3.5 Laboratories shall have the facilities/equipment for proper preservation of waste and animal carcasses generated during animal experiments which shall be handled effectively.
6.4 Equipment
6.4.1 The laboratory shall have the equipment to carry out each test and the list of key equipment. Inspection documents for isolators, independent ventilation cages (IVC), biosecurity cabinets and other equipment in animal laboratories shall be prepared to ensure the compliance to the relevant standards and requirements. Relevant records shall be retained.
6.4.4 The testing laboratory shall carry out effective biosecurity control on the instruments and equipment of contact with pathogens. The contaminated instruments and equipment shall be clearly marked.
6.4.5 The laboratory shall have evidence to prove that the key equipment used can meet the accuracy or measurement uncertainty required for testing. If the temperature directly affects the results of the analysis or is critical to the functionality of the equipment, the laboratory shall monitor the operating temperature and keep the records.
6.5 Measurement traceability
6.5.3 Reference materials
The laboratory shall use certified reference materials as much as possible. If the strains (from primitive strains to daily work bacteria), virus seeds, serums, cells, positive controls and other diagnostic reagents used cannot be traced, the laboratory shall have corresponding documented provisions to ensure their quality is stable. Molecular biological testing laboratories shall have reference materials in the field of gene amplification, such as target organisms (microorganisms, viruses, parasites, GMO strains, etc.), positive nucleic acid reference materials, plasmids/carriers, etc.
6.6 Externally provided product and service
6.6.1

a) The laboratory shall prepare documents for the procurement, acceptance, and quarantine/segregation of the lab animals suitable for the test range. Such documents include the evaluation requirements of the qualifications of lab animal production units, as well as requirements for animal purchase, transport, acceptance, quarantine/segregation and rejection. The laboratory shall use the species of lab animals (strains) that meet the requirements of the test method/standard and provide proof of the quality of lab animals.
b) The laboratory shall prepare documents for the procurement of feed, drinking water, mats and cage utensils for the lab animal suitable for the test range. Lab animal feed, drinking water, mats, cage utensils and so on need to meet the standard requirements.
c) The laboratory shall prepare an effective document for the quality control of the medium
 (reagent) suitable for the test range.
6.6.2

a) The laboratory shall have documented provisions for evaluating the qualified suppliers of testing reagents, which shall include (but not limited to) the evaluation of the qualifications of reagent manufacturers and/or agents, the quality of reagent, storage and transport temperature conditions, etc.
6.6.3 

a) The reagents used in lab animal quality testing shall be provided with reagent instructions. The reagents must be verified before use and the requirements shall be met. The original record shall have the kit batch number from the supplier. The molecular biological testing laboratory shall verify the performance of the Taq polymerase/reaction premixes/kits/primers and probes used prior to their use. The properties of primers shall be verified through nucleic acid positive substances and negative substances and the proof shall be provided to demonstrate the nature or sequence of the primers.
6.6.4 The laboratory shall establish the record for evaluating the qualification of suppliers for handling the medical waste from lab animals.
7 Process requirements
7.1 Review of requests, tenders and contracts
7.1.1 The laboratory shall subcontract its testing work to the subcontractor who can work in accordance with this criteria if required; that is, the subcontracted test items undertaken by the subcontractor shall have the laboratory accreditation.
7.2 Method selection, verification and validation
7.2.2 Method selection
The methods prescribed or recommended by the International Organization for Standardization and China's national standard methods are laboratory official
 methods. The officially recognized methods and local standards used by relevant countries or organizations are the unofficial methods that do not require validation.             
Note: The above official and unofficial methods must be verified prior to use. The laboratory shall establish procedures or SOP for the verification of official methods.
7.3 Sampling
7.3.1 When sampling is part of subsequent work of laboratory testing or calibration, 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 transportation and preservation of the samples from sampling site to laboratory. Sampling personnel must be familiar with the sampling requirements. Disinfection equipment shall be used to ensure aseptic sampling if needed. The environmental conditions such as the level of air pollution and temperature at the sampling sites shall be recorded and monitored.
7.3.2 Field testing and sampling of lab animal’s quality and the environment (static and dynamic) must be carried out under appropriate technical control and effective supervision. Record of all corresponding activities shall be retained. Work instructions for lab animal sampling operation shall be developed if necessary.
7.4 Handling of test and calibration items
7.4.1 The sample control documents developed by the laboratory shall include provisions for the disposal of test samples, residual samples and retained samples to ensure that the 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.
There shall be documented provisions for the disposal of lab animals to ensure that lab animals to be blocked from the marketplace.
7.4.2 An unique traceable labelling system suitable for lab animals shall be established.
7.4.4 Sample storage equipment shall be sufficient for keeping all experimental samples and be capable of maintaining the integrity of the sample without altering their characters. When the experimental sample needs to be kept at low temperature, the freezing and refrigeration equipment must have sufficient capacity and meet the conditions required for sample preservation.
7.5 Technical records
7.5.1 The utilization form on the main instrument used in the testing process shall contain the information of test samples. The identification of test sample shall be recorded on time.
7.5.2 Records of animal experiments
a) The records of purchasing, receiving, quarantine/segregation and feeding process of lab animals;
b) The records of sterilization and disinfection of items and facilities disinfection;
c) The records of personnel assess history to the lab animal facilities;
d) The records of the maintenance of facilities and daily monitoring of environmental parameters;
e) The records of preparation, quality control and handling of subjects and controls;
f）The records of the preparation process of medium
 (reagent) 

g) The records of animal experimental process;
h) The handling records of the euthanasia and corpse of lab animals;
i) The records to prove the usage of animal experiment facilities. 
7.6 Evaluation of measurement uncertainty
7.6.3 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 Ensuring the validity of results
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. If there is no proficiency testing plan available, the laboratory shall actively organize or participate in inter-lab comparison. If the inter-laboratory comparison is not available, the key steps of the experimental process shall be controlled.
7.7.2 If necessary, sentinel animals shall be set up. Corresponding documents shall be developed.
7.8 Reporting results
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.
7.9 Complaint
7.10 Nonconforming work
7.11 Control of data and information management
8 Management system requirements
8.1 Options
8.2 Management system documentation (option A)
8.2.1 The laboratory shall develop biosafety documents to ensure biosafety. 
8.2.2 The roles and responsibilities of the biosafety manager shall be specified, so shall the roles and responsibilities of the lab animal management organization. 
8.3 Control of management system documents (option A)
8.3.2 Documents issued by the laboratory in electronic or hard copy shall ensure its easy access and use to laboratory personnel.
8.4 Record control (option A)
8.4.1 Where applicable, record control shall include the management of quality/technical records based on animal experiments/testing and biosafety considerations.
8.5 Actions to address risks and opportunities (option A)
8.6 Improvement (option A)
8.6.2 When the customer or its representative reasonably entered the laboratory to the relevant area for observing the testing carried out for it, the laboratory shall, in strict accordance with the relevant management regulations, ensure that there is no impact on the animal experiment/testing environment and results, and the safety of the observer(s).
8.7 Corrective action (option A)
8.8 Internal audit (option A)
8.9 Management review (option A)
8.9.1 The laboratory shall review and evaluate the use of lab animals (including application and use review). 
Note: Refer to the “Guiding opinions on kind treatment of lab animals”
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