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CNAS-CL20
Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Testing Activities outside of the Permanent Laboratory

CNAS

Foreword
This document is CNAS’s further interpretation of CNAS-CL01 “Accreditation Criteria for the Competence of Testing and Calibration Laboratories” in light of the characteristics of testing activities outside the permanent laboratory. It neither adds to nor reduces the requirements of this Criteria. Clause 4.1.3 of CNAS-CL01: 2006 specifies that “The management system of the laboratory shall cover work carried out in the laboratory’s permanent facilities, at sites away from its permanent facilities, or in associated temporary or mobile facilities.” 
This document need be used together with CNAS-CL01:2006 “Accreditation Criteria for the Competence of Testing and Calibration Laboratories”.
In terms of structure layout, the clause numbers and clause titles for the chapters and sections in this document are aligned to those in CNAS-CL01:2006. The actual contents of the application guidance on CNAS-CL01:2006 are given at the end of corresponding clauses.
In chapter 3 “terms and definitions” of this document, terms not from CNAS-CL01:2006 are included, therefore the serial number in this chapter does not correspond to CNAS-CL01:2006.
Since this document is mainly a further interpretation of laboratory quality and competence requirements, it does not include the contents of environment protection and safety. However it is the responsibility of the laboratory to meet legal requirements for environment protection and health & safety when conducting testing activities outside its permanent premises. 
Guidance on the Application of Testing and Calibration Laboratories Competence Accreditation Criteria in the Testing Activities outside of the Permanent Laboratory
1 Scope
This document applies to the testing activities conducted outside the permanent laboratory. Where applicable, all applicant and accredited laboratories shall abide by the stipulations in this document. 
2 Normative references
GB/T 27000 (ISO/ IEC 17000) Conformity assessment – Vocabulary and general principles 
CNAS-CL01 2006 Accreditation Criteria for the Competence of Testing and Calibration Laboratories
3 Terms and definitions
The terms and definitions given in GB/T 27000 and CNAS-CL01:2006 and the following apply to this document.
3.1 Testing activities outside the permanent laboratory
Testing activities performed by the laboratory personnel outside the permanent laboratory, mainly including testing activities conducted at non-permanent site with equipment carried by the staff and testing activities conducted by use of temporary facility or mobile facility, and so on. 
Note: When the testing activities are performed by use of temporary facility, the CNAS policy regarding application by multi-location and multi-site testing body shall not be violated. 
4 Management requirements
4.1 Organization
4.1 S.1 The laboratory shall clearly define the responsibilities, rights and interrelations of all personnel (including supporting personnel) related to the testing activities performed outside the permanent laboratory and identify potential conflict of interest. 
4.1 S.2 The laboratory shall sufficiently monitor the personnel performing testing activities outside the permanent laboratory. 
4.2 Management system
4.2 S.1 The laboratory shall develop the procedure for testing activities outside the permanent laboratory to specify the responsibilities & job qualifications of personnel performing testing activities outside the permanent laboratory and the work procedure & quality control methods. 
4.2 S.2 The quality manual or related quality documents of the laboratory shall cover all the testing activities performed outside the permanent laboratory. 
4.2 S.3 The laboratory shall clearly define the competence scopes of the testing activities performed outside the permanent laboratory, e.g. establishing the practical list of testing competences. Where necessary, the laboratory shall develop specific work instructions for particular testing activities. The work instructions shall at least include the following contents: 
a）equipment required for testing activities outside the permanent laboratory and its operating methods;
b）requirements for the facility and environmental conditions of the impermanent site;
c）testing methods and supplementary requirements for testing activities outside the permanent laboratory; 
d） requirements for the records, processing and deviations of testing activities acquired outside the permanent laboratory (including measures to prevent unauthorized amendment of data).
4.3 Document control
4.4 Review of requests, tenders and contracts 
4.4 S.1 When the testing laboratory receives a client’s request for testing outside the permanent laboratory, it shall fully understand relevant information, such as whether the client’s facility and environmental conditions meet the requirements for testing activities outside the permanent laboratory and confirm whether it is able to provide this testing service. If it is necessary for the client to provide test supporting equipment, it shall be agreed in the contract and relevant records shall be retained. The field test implementation program developed according to client requirements shall be confirmed by the client.
4.5 Subcontracting of tests and calibrations

4.6 Purchasing services and supplies

4.7 Service to the client

4.8 Complaints

4.9 Control of nonconforming testing and/or calibration work

4.10 Improvement

4.11 Corrective action

4.12 Preventive action
4.13 Control of records

4.13 S.1 There shall be procedures for recording and reporting all results obtained outside the permanent laboratory. Records like real-time observation, data calculation, data transmission and review shall all have information on time and the personnel ID. Attention shall be paid to the suitability and safety of record carrier to prevent damage by the environmental factor such as rain, humidity and splashing and so on.
4.13 S.2 There shall be procedure for ensuring the originality, safety and confidentiality of the data and relevant information acquired outside the permanent laboratory. If there is no assurance for the integrity of the data and relevant information brought back to and output in the laboratory, the data and relevant information shall be output in the field. 
4.13 S3 For samples containing poisonous and harmful ingredients, the receiving record shall at least include a description of the quantity and information on the hazards. 
4.14 Internal audit
4.14 S.1 The internal audit shall cover all the testing activities performed outside the permanent laboratory.
4.14 S.2 Where applicable, the internal audit planning shall include visit to the testing activities outside the permanent laboratory. The audit process shall meet equivalent requirements for auditing testing activities inside the permanent laboratory and shall include particular elements to evaluate whether the testing activities continue to meet the management system requirements. 
Note: For testing activities outside the permanent laboratory, “simulation” method can also be used to replace actual field observation for determining their conformity. Audit of testing activities outside the permanent laboratory can be done through various means including remote video monitoring. 
4.15 Management review
4.15 S.1 Where applicable, the management review shall cover the testing activities outside the permanent laboratory, including the safety risk evaluation for the provision of testing service outside the permanent laboratory. 
5 Technical requirements
5.1 General 
5.2 Personnel
5.2 S.1 The laboratory shall develop the management procedure for personnel performing tests outside the permanent laboratory to ensure that all personnel engaged in testing activities have access to appropriate training and shall be able to prove that the personnel possess the competence to perform particular field tests. (Such proof includes records on training and effectiveness evaluation; where applicable, necessary blind analysis ability and onsite demonstration etc).
5.2 S.2 The laboratory shall ensure that personnel performing testing activities outside the permanent laboratory are competent and are monitored. New staff must conduct field testing activities during their probation period in the company of experienced and competent personnel officially contracted with the laboratory 
5.3 Accommodation and environmental conditions
5.3 S.1 The testing facility and site conditions outside the permanent laboratory shall meet the requirements of the test methods and instrument & equipment. 
5.3 S.2 The environmental parameters likely to affect the results of tests done outside the permanent laboratory shall be recorded. 
5.3 S.3 When several parameters are tested outside the permanent laboratory, the mutual interference among items shall be avoided. 
5.3 S.4 When the activities and behavior of personnel affect the environmental conditions within the testing scope and may lead to invalidity of test results, there shall be provisions on restriction of personnel access to site. 
5.3 S5 The laboratory shall have procedure for handling the environment for the testing activities outside the permanent laboratory to ensure the environment is not compromised. 
5.4 Test and calibration methods and method validation
5.4 S.1 The laboratory shall ensure that testing personnel outside the permanent laboratory have access to and adequately master the procedure documents, work instructions, methods & standards, manual and reference materials related to the testing activities outside the permanent laboratory and are able to obtain the updated version and other technical support in a timely manner. 
5.4 S.2 Verification or validation of test methods implemented outside the permanent laboratory and their deviations shall be conducted in corresponding testing environmental conditions. 
5.4 S.3 Where applicable, there shall be appropriate method to evaluate the measurement uncertainty of the methods taking into full account of the environmental conditions for the implementation of testing outside the permanent laboratory. If it is not suitable for the evaluation of measurement uncertainty, the laboratory shall prove that the performance indicators of the verified method are within the scope specified in the standard method. 
5.5 Equipment (including software)
5.5 S.1 The laboratory shall develop procedure for the use and management of testing equipment outside the permanent laboratory, including requirements for transport, installation, operation, maintenance, storage, calibration and intermediate check etc. to ensure its normal function and prevent contamination or performance degradation.
5.5 S.2 Before and after tests are performed outside the permanent laboratory, there shall be appropriate check of the calibration status and function of the equipment to confirm the calibration status and the fitness of the equipment in use. If the site does not have the conditions for doing the check, it shall be assured that such check is done in the laboratory before and/or after the test. Equipment sensible to movement shall be checked prior to test. If the equipment is found to be inappropriate for continued use, it shall be stopped immediately and be labeled with an obvious stoppage sign. The laboratory shall check the impact of the defect or deviation on previous test results and initiate the “non-conforming work control procedure” at the same time.
5.5 S.3 When using borrowed and rented equipment, the laboratory shall record and retain the calibration certificate and other relevant detailed information about the borrowed or rented equipment. Check must be done prior to each use to ensure that the method requirements are met. 
5.6 Measurement traceability
5.6 S.1 When it is necessary to utilize reference standards, adequate measures shall be taken to ensure that the necessary calibration status is maintained during transportation and while in the field. The response of such reference standards to environmental changes or other relevant parameters and suitable measurement to effectively avoid and lighten these changes and its reaction shall be known and documented.
5.6 S.2 Reference standards shall be maintained in a suitable environment at all times, such that handling, transport and storage do not invalidate their calibration status.
5.7 Sampling
5.7 S.1 The laboratory shall develop the procedure for test sampling outside the permanent laboratory to ensure the validity of test results. 
5.7 S.2 Where applicable, the laboratory shall conduct necessary evaluation of the sampled items, consider the sampling impact on the original item and take corresponding preventive measures against danger. When necessary, the sampling personnel shall receive corresponding training in order to meet relevant requirements. 
5.8 Handling of test and calibration items
5.8 S.1 The laboratory’s labeling system for test samples shall include requirements for testing activities outside the permanent laboratory. 
5.8 S.2 The laboratory shall take appropriate actions to prevent damage or confusion of test samples during storage, handling, transportation and preparation.
5.8 S.3 Before test is started, the samples taken outside the permanent laboratory shall be checked. Where there is doubt or abnormality about the sample, sampling shall be conducted again. When new sampling is not possible, there shall be a description of the sample status in the test record and report. If possible, there shall be analysis of the impact of the sample damage or pollution on test results. 
5.9 Assuring the quality of test and calibration results
5.9 S1 The laboratory’s quality control procedure shall include testing activities outside the permanent laboratory.
5.9 S2 Where applicable, field blank test, field parallel test, sample standard addition recovery test, field instrument comparison test, comparison of the field test results with laboratory test results and proficiency testing shall be performed and included in the laboratory’s quality control plans. 
5.10 Reporting the results
5.10 S.1 Part or all information on the results obtained from testing activities outside the permanent laboratory shall be included in the report. 
5.10 S.2 Apart from the information specified in clause 5.10 of CNAS-CL01: 2006, the report shall include all information relating to testing activities outside the permanent laboratory, such as the location of the testing activities. 
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