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Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Toxicological Analysis and Drugs Testing
China National Accreditation Service for Conformity Assessment
(CNAS)
Foreword
Forensic toxicological analysis and drugs testing is one of CNAS’s accreditation fields for forensic units. It refers to the application of chemical or special knowledge and modern equipment to testing and judging special problems relating to judicial activities and offering examination comments.
This guidance document is developed by CNAS as a further interpretation and explanation of CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units” in light of the characteristics of forensic toxicological analysis and drugs testing. It neither adds to nor reduces the requirements of this Criteria. This document is laid out in a way that application guidance is presented against specific clauses of CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units”. Therefore, the chapter numbers are not consecutive.
This document shall be applied in parallel with CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units”.
This application guidance replaces CNAS-CL50:2014 “Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Toxicological Analysis and Drugs Testing”.
Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Toxicological Analysis and Drugs Testing
1 Scope
This document applies to CNAS accreditation of all forensic units engaged in forensic toxicological analysis and drugs testing activities.
2 Normative reference
This application guidance mainly refers to the relevant contents of CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units”.
3 Terms and definitions
This document uses relevant terms and definitions given in CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units”.
4 General requirements
4.1 Impartiality
4.2 Confidentiality
4.3 Independence
5 Structural requirements
6 Resource requirements
6.1 General

6.2 Personnel
6.2.2 The examination personnel shall have a college or better diploma in chemistry or related specialty or have 10 or more years’ work experience in chemical testing.
The authorized signatory shall have a bachelor or better degree in chemistry or related specialty and 3 or more consecutive years’ work experience in this examination field after obtaining the intermediate or higher technical title.
The supervisor shall be familiar with the examination methods, procedures, purposes and result evaluation and have intermediate or better technical title for this specialty. 
If the accredited technical competence involves quantitative analysis, the examination unit shall at least have one examination staff that can master the method for estimation of measurement uncertainty of chemical analysis and conduct estimation of the measurement uncertainty for the examination item he is responsible for. 
6.2.7 The examination unit shall develop the training plan on the basis of personnel posts. The content of the training shall at least include (but not limited to):
——examination methods, quality control method, measuring unit expression, rules for rounding off of numerical values;
——protection and rescue knowledge relating to chemical safety;
——Personnel operating complicated analytical instruments such as chromatography, spectrum and mass spectrometry instrument or relevant equipment shall have received special training on the principles and operating and maintenance knowledge of these instruments and mastered relevant knowledge and professional skills.
Under the following circumstances, the examination unit need retrain relevant examination staff:
——taking up a new job;
——having left the examination post for more than 1 year;
——changes to the examination methods and key equipment. 
6.2.8 The examination unit shall conduct at least one skill evaluation of in-service staff and contract-based employees who have worked for within 3 years every 12 months to ensure these staff are competent and monitored and are able to work according to the requirements of the management system.
The examination unit shall conduct at least one onsite witness monitoring of all the examination staff and personnel involved in the examination according to the examination methods and requirements within 6 years to evaluate whether they are continuously competent for the examination work. The evaluation records and authorization records shall be retained.
6.3 Facilities and environmental conditions
6.3.1 The examination unit shall take into account of the requirements for the retention of biological exhibits/samples and reference materials (liquids) and instruments & equipment and allocate necessary temperature and humidity control equipment.
6.3.3 The examination unit shall monitor, control and record the relevant environmental conditions for the instrument and equipment having temperature and humidity requirements and have documented provisions on the actions to be taken when the control values are exceeded.
6.3.4 d) The examination unit shall have the safety protection equipment and facilities appropriate to the examination work scope and convenient to use, such as personal protective equipment, smoke alarm, eyebath, emergency sprinklers and extinguishers and periodically inspect the effectiveness of their functions.
6.3.6 The examination unit shall have the rules and facilities for proper handling of biological and chemical and other hazardous wastes and keep relevant records.
6.4 Equipment
6.4.1 The examination unit shall allocate the analytical instrument required for examination and the necessary equipment required for the separation, handling and preparation of the exhibits/samples.
6.4.3 The equipment operating work instructions shall be developed for the instruments and equipment that have important impact on the examination results, such as the chromatograph and mass spectrometer. Relevant instruments and equipment are normally managed and maintained by specially-assigned staff. 
Special attention shall be paid to the special requirements during the processes of preparation, storage and use of the reagents and reference materials, including their toxicology, stability to temperature, humidity and light, reaction with other chemical reagents, storage environment and safety.
6.4.4 The examination unit may commission the manufacturers or conduct periodic functional verification internally. When performing instrument functional verification, the examination unit shall develop the corresponding work instructions. The documented contents shall at least include the verification method, frequency, and conformance judgment basis.
In case of the following situation, the examination unit shall perform functional verification of the equipment again to maintain the credibility of the equipment functional status:
    ——Equipment repair;
    ——Equipment moving;
——Significant and long-term changes to the environment of the equipment (such as temperature, humidity and geomagnetic radiation).
The container vessels and transferpette used for the preparation of reference materials must be calibrated and verified as conforming prior to use.
6.4.8 All the reagents (including purified water) prepared by the examination unit shall be labeled with the necessary information such as composition, concentration, solution (apart from water), preparation date and validity period based on applicability.
6.4.10 The reference materials and reference solutions shall undergo intermediate check as planned during the period of use. The check can be based on the actual situation of work. The reference materials will be mainly checked for abnormal changes to their appearances and conformance of storage environment and validity. The reference solutions shall be mainly checked from the aspect of technical testing. If the reference materials are found to have decomposed, generated isomer and decreased in concentration, they shall be stopped in use immediately and traced back to their impact on previous examination results. Clause 7.10 shall be implemented for the control of nonconforming work.
6.4.13 The examination unit shall retain records on the preparation, calibration, verification, validity, points for attentions or hazards, preparing person and labeling of the reference solutions and other internal reference materials. The preparation of the standard solutions shall be recorded for stepwise dilution.
6.5 Measurement traceability
6.6 Externally provided product and service
6.6.2 a) The reagent and reference material purchase document shall clearly describe the required type, category, level, accurate label and specifications. The technical contents shall be reviewed and approved. 
 c) The label, certificate or other certifying documents of the purchased reagents and reference materials shall be checked against the requirements of the purchase documents, where necessary and feasible through proper testing means to ensure the requirements of the test methods can be met. With regard to the chemical extraction reagents required in the test methods, attention shall be paid to the impact of reagent blank on the test results through the use of testing means.
7 Process requirements
7.1 Contract review
7.2 Method selection, verification and validation
7.2.1 Method selection and verification 
7.2.1.3 If the standard method selected by the examination unit is not detailed and may affect the examination results, work instructions on detailed operating steps shall be developed as a supplement to the standard method.
Corresponding work instructions shall be developed when the recommended (authorized) method is changed due to difference in instrument and equipment model and operation conditions.
7.2.1.5 The technical competence shall be verified for the standard methods adopted for the first time. Of the verification contents, the qualitative analysis shall at least include detection limit, and the quantitative analysis shall at least include linear range, recovery rate, accuracy and precision.
When changes to the standard method involve the examination method principles, instrument & facilities and operating methods, the competence for correct application of the new standard shall be re-demonstrated through technical verification.
7.3 Sampling
7.4 Handling of exhibits/samples
7.4.3 The examination unit shall develop the acceptance conditions for qualified exhibits/samples according to the examination methods and define the requirements for exhibits/samples.
The examination unit shall check and record the package, appearance, status, volume or weight of the exhibits/samples when receiving them. When receiving and returning the drugs exhibits/samples, it shall record in detail the weight of the handover drugs and have both the entrusting party and accepting party sign for confirmation.  
7.4.4 The examination unit shall keep the received biological exhibits/samples under refrigeration or frozen conditions and monitor and record the keeping temperature.
The received drugs exhibits/samples shall be kept according to relevant provisions while they are in the examination unit.
The examination unit shall have provisions on the exhibit/sample retention period and keep disposal records.
7.5 Records/files
7.5.1 The examination process records of the examination unit shall include but not limited to the following information: preliminary processing of the exhibits/samples, quality control, screening process, qualitative analysis and result calculation etc. and provide the corresponding graph.
The test results and data shall be recorded at the time they are generated. The result calculation record shall list the calculation formula and the import data.
7.6 Evaluation of measurement uncertainty
7.6.3 When the examination unit carries out quantitative testing work, it shall establish the work instructions on the evaluation of measurement uncertainty respectively based on the differences of the selected standard methods and instrument principles.
7.7 Ensuring the validity of results
7.7.1 The examination unit shall develop the external and internal quality control plans. The internal quality control activities shall give priority to the following modes:
——2 or more staff respectively testing the same exhibit/sample (personnel comparison);
——2 or more same type of instruments respectively testing the same exhibit/sample (instrument comparison)
——periodic check of the results by use of certified reference materials or secondary reference materials (control exhibit/sample)
There shall be clear provisions on the contents, mode and responsible person of the internal quality control activities. The internal quality control plan shall give the result evaluation basis. Where applicable, the examination unit shall use the control chart to monitor the competence of the examination unit.
7.7.2 During the validity of the accreditation certificate, the proficiency testing activities attended by the examination unit shall cover the examination objects within the accredited competence scope, and if the examination object is unable to participate in proficiency testing, it shall at least do one interlaboratory comparison.
7.8 Examination document
7.8.2.1 Where necessary, the lowest detection limit shall be indicated in the examination document.
If the examination results are expressed with numerals, they shall be expressed according to the requirements in the standard method. When there are no relevant requirements in the method, they shall be expressed according to the requirements for effective rounding off of numerical values.
7.9 Complaints
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)
8.4 Control of records (option A)
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)
8.9 Management review (option A)
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