CNAS-CL01-A012：2018                                                            Page 10 of 8
[image: 021D225951BDD84071F93E4DC6FF61EC]


CNAS-CL01-A012



Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Health Quarantine





China National Accreditation Service for Conformity Assessment (CNAS)



Foreword

Health quarantine is one of CNAS’s accreditation fields for laboratories. This field shall consider human body, psychological factors and medical ethical problems.
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.
In terms of structure, this document uses the chapter and section numbers and clause titles of CNAS-CL01:2018, specific content of the application guidance is given at the end of corresponding clause of CNAS-CL01:2018.
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-CL21:2015.




















Guidance on the Application of Testing and Calibration Laboratory Competence Accreditation Criteria in the Field of Health Quarantine

1 Scope
This document is applicable to CNAS's accreditation activities for health quarantine laboratories. The field of health quarantine includes biology, microbiology, immunology, chemistry, blood immunology, hematology, biophysics, cytology, pathology, genetics, vector biology etc. The use of this document shall refer to CNAS’s application guidance of other fields.
2 Normative reference
[bookmark: OLE_LINK145][bookmark: OLE_LINK146]The following references are indispensable for the application of this document. For the references listed as dated, only the cited edition are to be applies. 
CNAS-CL01:2018 Accreditation Criteria for the Competence of Testing and Calibration Laboratories
3 Terms and definitions
The terms and definitions established in CNAS-CL01:2018 apply to this document.
4 General requirements
4.1 Impartiality
4.2 Confidentiality
4.2.1 The laboratory shall have documented provisions to protect the information generated and obtained from laboratory activities. Confidentiality agreements shall be signed off. The laboratory shall protect customer’s information and copyrights with a full embodiment of medical ethics. For instance, personal information unrelated to the testing work shall not be collected, customer shall be informed and the permission shall be given prior to sampling, privacy shall be respected and protected, test results and personal data shall be kept in confidential and shall not be disclosed without authorization.
Note: If the customer carries the application form to the sample collection room and is willing to accept the ordinary collection procedures such as intravenous puncture, it is deemed as that the customer has agreed to the sampling procedure.
5 Structural requirements
5.2 Documented provisions shall be established to clarify management responsibilities and authorities, including people in charge of quality management, technical operations, support services, risk management, biosafety, medical ethics management.  
Note: The document shall be established with the consideration of the requirements of 5.5a). 
5.4 Testing and sampling in places outside fixed facilities, such as mobile medical examination vehicles, temporary sampling sites, etc., shall be carried out under technical control and effective supervision. The records of all activities shall be retained. 
5.5 a) If the laboratory is a part of an organization and a separate management system is established for the laboratory, the management system shall reflect all the relevant departments supporting the operational system. 
6 Resource requirements
6.1 General 
6.2 Personnel
6.2.2 Personnel engaged in testing activities shall have the college diploma in relevant major or above. If the qualification or major do not meet the requirements, the testing personnel shall have more than 10 years’ relevant testing experience. Personnel engaged in testing with special requirements (such as HIV testing, molecular biology testing, etc.) shall comply with the requirements of laws and regulations, take relevant training and be certified for the position. Testing personnel engaged in the examination of vector biological morphology shall have an educational background or training experience in animal classification, parasite or insect classification. People with color visual impairment shall not be engaged in test work involving color differentiation. At least 1 person in the laboratory management shall have intermediate or higher technical title in his own specialty or equivalent competence.
Authorized signatories shall be familiar with all relevant accreditation requirements of CNAS and have intermediate or higher technical title in own specialty or equivalent competence.
Note: For equivalent competence, refer to the provisions of CNAS-CL01-G001.    
Laboratory personnel shall be familiar with laboratory biosafety related knowledge and disinfection and sterilization knowledge, Laboratory personnel shall take annual biosecurity training to ensure that they have practical operating skills and the capability to deal with accidents.
Laboratory staff shall receive periodic health monitoring with relevant records established, including job risk statement and employee's acknowledgement, occupational exposure records, immunization, etc.; for positions engaged in highly pathogenic microbiological testing, the laboratory shall retain the background information of staff based on biosafety, including biological samples.
6.2.5, The laboratory shall conduct periodic training of staff and evaluation of their relevant technical competence in the following cases to ensure that they are capable of their position and relevant testing tasks:
——personnel who take up a position again after job transfer;	Comment by Zhixiu Wu: Take up or take over I’m not sure.
——personnel who have not been engaged in such testing for more than 6 months； 
——testing personnel engaged in highly subjective tests as morphological testing, vector biological morphological examination.
6.3 Facilities and environmental conditions
6.3.2 The laboratory shall establish a reasonable biosafety management system and emergency disposal procedures based on the outcomes of the risk assessment. There shall be a system for the proper disposal of hazardous samples and wastes.
6.3.3 For biosafety laboratories with pressure differential requirements, the pressure shall be monitored to check whether the requirements is met. Laboratories conducting vector biological density monitoring shall record temperature, humidity and weather conditions.
6.3.4 a) There shall be a clear biosafety mark at the main entrance to the laboratory, indicating the level of laboratory safety protection, contacts and contact numbers. There shall be measures to restrict the access. The laboratory shall periodically review the effectiveness of environmental facility control measures in the light of risk assessments. It shall include, but not be limited to: a biological hazard assessment of the pathogenic factors involved in laboratory activities. The facilities and areas with different sanitary requirements shall be reasonably set up and clearly identified. Effective control measures shall be taken to prevent the spread of pathogens or vector biological escape and avoid potential contamination of samples and the harm to personnel. 
6.3.4 c）Molecular biology laboratories shall have partitions, which shall, in principle, include reagent preparation and storage area, nucleic acid extraction area, nucleic acid amplification and product analysis area. Equipment and items in each area shall not be mixed in use. Single direction flow shall be implemented. Contaminated areas shall be evaluated periodically for the effect of decontamination of target nucleic acid. Vector biological specimens shall be preserved with anti-mildew and insect-proof measures.
6.4 Equipment
6.4.1 The molecular biology laboratory shall take the initiative to seek standard substances for nucleic acid testing items, and may also synthesize plasmids containing the target nucleic acid fragments as qualitative reference substances within the laboratory in accordance with the sequence provided by the standard. The laboratory shall verify the integrity of the reference substances used and the expected characteristics with relevant records to be retained. For vector biological species examination, national standard samples from authoritative departments shall be obtained as far as possible. Vector biological morphology appraised through remote examination information system shall ensure the authority of the information system source. 
6.4.3 The laboratory shall effectively control the equipment exposed to pathogens. There shall be measures to ensure that the equipment is free of contamination before being repaired or scrapped. 
When applicable, the buffer or solution shall be sterilized in an appropriate manner before use. Precautions of the pre-treatment or instructions for the use of reagents (including information of reagent stability to sound, light, heat and chemical substance) shall be followed and the corresponding records shall be formulated.
The molecular biological testing reagents prepared by the laboratory shall be labeled. The label shall contain the information of reagent name, preparation process and preparation date and/or shelf life. Special instructions for use, tips for its toxicity and harm or the restrictions on use of the reagent shall be noted.
6.4.9 After the repair of equipment, the malfunction shall be analyzed and evaluated. If the equipment failure affects the analysis performance, it shall be verified to meet the specified requirements before reuse. The method includes but not limited to:
——Calibration or calibration verification of items that can be calibrated; 
——The results of quality control materials are within the acceptable range;
——Compared the test results from other instruments, the bias ﹤1/2 TEa; 
——Justification by using the results of the retention sample, (between batches) the bias ﹤1/2 TEa;
——Participating in measurement audit or proficiency testing with satisfactory results.
6.5 Measurement traceability
6.5.2 b) The laboratory shall use standard materials that meet the requirements of the experiment. These standard products shall be obtained from authoritative or recognized departments. If standard solution is prepared by the laboratory, the corresponding procedures shall be established to ensure its quality. Relevant records shall be retained. If SI units are unable to be traced back, the laboratory shall use the certified reference materials and accuracy controls to carry out accuracy verification or compare the results with validated reference methods (reference laboratory) to prove the accuracy of the laboratory test results.
6.6 Externally provided product and service
6.6.2 c) The laboratory shall identify reagents, consumables, bacteria (toxic) strains, etc., including analytical software, which have impact on the results. Technical acceptance shall be taken prior to the use of these items, proving that the requirement specified in the testing method is met. Technical acceptance program and the result justification method shall be documented. The record of the technical acceptance activities taken shall be retained. The laboratory shall verify the primer performance through known nucleic acid positive substances and negative substances and the evidence shall be given to demonstrate that the primers meet the requirements.
6.6.3 b) Whether the laboratory procurement documents include technical requirements for the performance of external products and services.	Comment by Zhixiu Wu: 这句中文的语气与其他条款很不一样
7 Process requirements
7.1 Review of requests, tenders and contracts
7.1.4 When a sample that does not meet the test requirements but has to be received, the situation shall be recorded and explained.
7.2 Method selection, verification and validation
7.2.1.3 To ensure that the latest valid version of method or procedure is used, the laboratory shall develop a plan and scope for the search for monitoring the update of methods.
7.2.1.5 The laboratory shall develop appropriate method verification documents in accordance with the requirements of different methods or specialties. Method verification results shall be reviewed by authorized personnel. Where applicable, quantitative method verification shall include at least accuracy, precision, reporting range and biological reference interval. The verification of qualitative methods shall include, as a minimum, the compliance rates and the detection limits. The verification of morphological methods shall include, as a minimum, the compliance rate. Regarding the verification of vector examination method, the insect species shall also involve the morphological examination of the tail. When applicable, the method shall be re-verified when the testing system or kit is changed. 	Comment by Zhixiu Wu: 这句中文也不通。
7.2.2.3 The laboratory shall develop appropriate method validation documents in accordance with the requirements of different methods or specialties. The validation shall be appropriate to the intended use of the test results. When applicable, the validation of quantitative method shall include at least the accuracy, precision, analysis sensitivity, analysis specificity, the reporting range of test results, biological reference interval and other performance indicators. The validation of qualitative method shall include at least positive and negative conformity rate and other performance indicators.
7.3 Sampling
7.3.1 The laboratory shall have documented provisions on pre-sampling customer preparation, sampling and sample processing processes which takes into full account of customer privacy, sample validity and biosafety. When sample collection is not conducted by the laboratory (and feasible), the laboratory shall provide guidance to the sampling personnel. The sample delivery process shall be monitored. The packaging containers and packaging materials for delivery of biological samples shall meet the requirements of biosecurity protection.
7.4 Handling of test and calibration items
7.4.1 The laboratory shall establish sample management documents, which shall include provisions for the disposal of test samples and residual samples to ensure that the pathogens in the samples do not spread and diffuse and prevent the escape of vector biological samples. Requirements for the conditions of transport and acceptance or rejection of different test samples shall be established. The laboratory shall, in accordance with the health quarantine requirements, specify the retention period of the sample to be tested and dispose of the retention samples properly.
7.4.2 The sample identification system shall cover the intermediate product or process of sample test.
7.4.3 When the test time affects the accuracy of the test results, the date and time of receipt of the sample shall be recorded. For samples received in the case of 7.1.4, a disclaimer shall be made in the report stating that the results may be affected.
7.5 Technical records
7.5.1 The results of control tests such as blank control, negative control and positive control shall be given in the test records according to the standard method requirements.
7.6 Evaluation of measurement uncertainty
7.7 Ensuring the validity of results
7.7.1 The laboratory shall develop indoor quality control documents. The documents shall conform to the requirements of industry norms. For different items, the quality control methods, evaluation indicators, quality control material selection, quality control frequency and other requirements shall be defined. The laboratory shall carry out indoor quality control planning according to the documented provisions. The planning shall cover all test items and testing personnel in the laboratory as far as possible and be effectively implemented. The laboratory shall specify how to analyze the out-of-control results and take corresponding actions to check the impact of loss of control on previous tests.
7.7.1 a) The type, concentration and test frequency of quality control materials shall conform to professional requirements;
7.7.1 d) The mean and standard deviation of the quality control material shall be determined through practical testing. When different batch of quality control materials is in use, a parallel determination shall be carried out to obtain the data that meets the requirements, which is to be used to redefine the mean and standard deviation of the new batch of quality control materials. The quality control diagram shall include the complete information such as quality control materials, quality control results and test items to achieve traceability. 
7.7.2 Interlaboratory quality assessment or proficiency testing program shall be tested by personnel engaged in routine testing using the same testing system.
7.8 Reporting results
7.8.1.2 The laboratory shall have measures to keep confidentiality of the test results and the information or personal privacy obtained from the tests. The laboratory has measures to ensure that the test report sheet is not biologically hazardous. The requirement for reporting time limits for infectious diseases shall take full account of their specificity, in particular, national, regional or local provisions on reporting time limits.
7.8.2.1 g) If a sample that does not meet the test requirements is received, the laboratory shall notify for re-sampling, otherwise the report shall indicate the actual situation.
7.8.3.1 b） When applicable, the report shall include the biological reference interval or a clinical decision value.
7.9 Complaint
7.10 Nonconforming work
7.11 Control of data and information management
7.11.2 The confirmation of the laboratory information management system shall include: the normal operation of the interface among the laboratory information system, laboratory equipment and other systems (such as the medical examination business management system, health management system, etc.) to ensure the integrity of the data information. The authorization of the computer information system shall be detailed.
7.11.3 a) The confidentiality of the customer information in all computers and information systems shall be safeguarded.
7.11.3 b) The computer security measures shall be taken to prevent unauthorized access to any customer’s laboratory information and unauthorized changes through other computer systems.
7.11.3 d) The laboratory shall establish documents for the maintenance of information systems used for the collection, processing, recording, reporting, storage or restoration of test data and information to ensure its proper operation and providing the necessary environmental and operating conditions for maintaining the integrity of data and information. Records shall be maintained. 
7.11.3 e) The laboratory shall have emergency response measures for data control and information management in order to maintain data integrity in the event of failure or downtime of the information system that affects the ability of the laboratory to provide services. 
7.11.6 The laboratory shall periodically verify whether the results of the final test report in the computer are consistent with the original input data. The data shall be periodically verified for errors in the processing and storage process.
[bookmark: _Toc361925297][bookmark: _Toc365617400]8 Management system requirements
8.1 Options
8.2 Management system documentation (option A)
8.3 Control of management system documents (option A)
8.4 Control of records (option A)
8.4.2 The prescribed retention period of the records shall consider the nature of the test or the particularity of the record, in particular the national, regional or local provisions on the retention period of special test records.
8.5 Actions to address risks and opportunities (option A)
8.6 Improvement (option A)
8.7 Corrective action (option A)
8.8 Internal audit (option A)
[bookmark: _GoBack]8.9 Management review (option A)
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