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CNAS-CL01-A014
Guidance on the Application of Testing and CalibrationLaboratory Compentence Accreditation Criteria in the Field of Plant Quarantine

China National Accreditation Service for Conformity Assessment
(CNAS)
Foreword
Plant quarantine is one of CNAS’s accreditation fields for laboratories. This field involves quarantine examination and harmless treatment of plant pests
 (such as prokaryotes, fungi, viruses, quasi-viruses, nematodes, insects, mites, mollusks, weeds, etc.), GMO testing of plants and their products, quality inspection, plant species examination and other related activities. 
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 plant quarantine. 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”.
This document is the substitution of CNAS-CL23: 2015.
Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Plant Quarantine
1 Scope
This document applies to CNAS accreditation activities for laboratories in the field of plant quarantine.
2 Normative references
3 Terms and definitions
4 General requirements
4.1 Impartiality
4.2 Confidentiality
4.2.1 The laboratory shall establish a procedure for reporting detected hazardous pests
.
5 Structural requirements
5.4 All activities performed outside the fixed facilities of the laboratory, such as mobile laboratories, harmless treatment work points
 and isolation sites must meet the requirements of this standard, laboratory customers, statutory administration bodies and related testing standards along with all the records of activities to be retained. An authorized signatory shall be assigned at each site if necessary.
5.5 a) When the daily work of laboratory includes activities such as on-site quarantining and quarantine supervision, the laboratory shall clearly define the scope of responsibility of the personnel engaged in the activity.
6 Resource requirements
6.1 General
6.2 Personnel
6.2.1 Laboratory personnel shall be familiar with the relevant biosecurity operational knowledge and disinfection and sterilization requirements, as well as carrying out practical operation. The laboratory personnel shall be capable of handling accidents (such as pest escape, sudden breakage of isolation facilities).
Technical personnel engaged in sensory judgment such as color differentiation, smell, taste, etc., shall not have color, smell or taste disorders.
6.2.2 The laboratory shall establish provisions for the qualifications (such as educational background, work experience, etc.) of testing/examination personnel, result reviewer and result evaluator.
6.3 Facilities and environmental conditions
6.3.1 The laboratory engaged in pathogen culture, pest quarantine and isolation quarantine shall have a sterile room, a pest breeding room and a greenhouse/mesh room, or the facility or environment that capable of satisfying the corresponding activities.

The laboratory shall have the facilities and environment that meets the requirements of harmless treatment. The laboratory shall retain the evaluation of the effectiveness of harmless treatment and related records.
6.3.3 The laboratory shall monitor the environment that affects the test results, such as aseptic chamber, isolation greenhouse/mesh room, etc.
6.3.4a) The laboratory shall take effective measures to prevent epidemic spreading and diffusion caused by personnel’s passing in and out of the areas such as insect breeding rooms and isolated greenhouse/mesh rooms with the accompany of harmful pests.
6.3.5 The laboratory shall specify the environmental requirements and the precautions for quarantine treatment work points 
and isolation sites to ensure the safety of personnel and environment.
6.4 Equipment
6.4.1 Reference materials such as strains, toxic sources and specimens used in the laboratory shall be standard materials/standard samples. The reference material can be alternatively obtained through accredited sources or confirmed by relevant experts. Related records shall be retained.
6.4.3 The laboratory shall establish work instructions for the equipment and facilities that may be contaminated by pests during the testing process, as well as the sterilization and abstersion
 of utensils to prevent the contamination of equipment and facilities by hazardous pests.
6.4.9 Aseptic utensils in the laboratory shall be stored in specific areas with clear labels.
The laboratory shall place warning labels on equipment in use that may carry hazardous pests to prevent the pests escape and spread caused by the misuse.
6.5 Measurement traceability
6.6 Externally provided product and service
6.6.2c) Kit and media
 in laboratory for testing shall be verified before use to prove the requirements specified in the test method is met.
7 Process requirements
7.1 Review of requests, tenders and contracts
7.1.1a) Contract review record sheet for pest examination used in laboratory shall contain information such as the pest host and the origin source of sample.
7.2 Method selection, verification and validation
7.2.1.1 The laboratory shall develop work instructions for the undefined test parameters of testing and examination process.
7.3 Sampling
7.3.1 The laboratory shall develop the sampling plans in accordance with the biological characteristics of pests and the use of appropriate statistical methods. Factors that need to be controlled in the sampling process shall be proposed to ensure the targeted samples are obtained.
7.4 Handling of test and calibration items
7.4.1 The laboratory item handling procedures shall include preservation conditions, retention periods and disposal methods, as well as the handling of wastes that may be infected with pests (such as detergents, extracts, isolates, inoculation plants and cultivation media). Relevant handling records shall be retained.
7.5 Technical records
7.6 Evaluation of measurement uncertainty
7.6.3 The laboratory shall be able to estimate the uncertainty of measurement when giving quantitative test results.
7.7 Ensuring the validity of results
7.7.1 The laboratory effectiveness of results monitoring procedure shall include (but is not limited to) relevant content of the pest examination review:
—The circumstances when review is needed；

—The selection of review institution and review experts.
The laboratory shall retain all review records.
7.7.3 The laboratory shall retain the evidence of detected quarantine pest specimens, bacterial (poisonous) species or its electronic data for review.
7.8 Reporting results
7.8.1.1 The transgenic testing laboratory shall give target sequence types in detail in the result reporting, such as “35S promoter: detected” or “glyphosate resistant transgenic: not detected” or “Bt-176: not detected”, instead of “not containing genetically modified ingredients”.
7.8.7.1 The laboratory shall evaluate the results of the test and examination to provide the guidance and advice to customer on the application of results when it is needed.
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)
8.3 Control of management system documents (option A)
8.3.1 External documents controlled by the laboratory shall include the documents issued by government departments at all levels, such as pest outbreaks, warning circulars and entry and exit quarantine requirements.
8.4 Control of records (option A)
8.5 Actions to address risks and opportunities (option A)
8.5.1The laboratory shall monitor and evaluate the pests around the laboratory in accordance with the business situation to confirm that the hazardous pest control measures taken are effective.
8.5.3 Laboratory’s actions for addressing risks and opportunities shall include the continuous development of new technology and testing capabilities.
8.6 Improvement (option A)
8.7 Corrective action (option A)
8.8 Internal audit (option A)
8.9 Management review (option A)
8.9.2 The laboratory shall include the statistical and analytical results of annual detected pest in the management review.
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