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Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Medicine
China National Accreditation Service for Conformity Assessment
(CNAS)
Foreword
Forensic medicine is one of CNAS’s accreditation fields for forensic units. It includes forensic pathology, forensic clinical examination and forensic anthropology, involving the examination of human-body injuries, disability, disease and death causes and comprehensive evaluation based on professional judgement.
This application guidance is developed by CNAS as a further explanation of CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units” in light of the characteristics of forensic medicine. 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 application guidance shall be used in parallel with CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units”.
It replaces CNAS-CL47:2014 “Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Medicine”.

Guidance on the Application of Accreditation Criteria for the Competence of Forensic Units in the Field of Forensic Medicine
1 Scope
This application guidance applies to CNAS accreditation of all forensic units engaged in forensic medical examination activities. 
2 Normative references
This application guidance refers to the relevant contents of CNAS-CL08:2018 “Accreditation Criteria for the Competence of Forensic Units”.
3 Terms and definitions

This application guidance 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
4.2.1 Where applicable, the examination unit shall embody the protection of personal privacy in its policy and procedure for protection of client secret information and proprietorship so as to reflect medical ethics.
4.3 Independence
5 Structural requirements
6 Resource requirements
6.1 General

6.2 Personnel
6.2.1 The examination unit shall have procedure to evaluate and select external experts that provide advisory opinions relating to the examination. The examination unit shall review the technical title, background, experience and competence level of these experts and establish the expert database. The examiners shall review the comments of the experts and take responsibility for the applicability of these comments and keep relevant records.
6.2.2 The examiners shall have a bachelor or higher degree in forensic medicine or related medical specialty.
The authorized signatory shall have the senior technical title of this specialty or having worked continuously for 5 or more years in this field after acquiring the intermediate 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. 
6.2.5 The examination unit shall retain records on the authorization, competence, education, technical qualifications, training, skills and experience of all the personnel related to the examination work, including but not limited to the following contents:
——record of education in the specialty related to forensic examination, such as diploma/degree certificate, professional training certificate etc.;
——record of training and test related to the knowledge and skills of forensic examination, including retraining records; 
——records on acquisition of relevant technical experience, e.g. the experience of doing forensic examination under the guidance of an experienced examiner, competence evaluation, result of participation in proficiency testing and experience of technical support work; 
——technical title, qualifications or job certificate of a judicial examiner;
——records of relevant technical competence test, evaluation and authorization
6.2.7 The examination unit shall establish the training system and provide technical knowledge and skill training of forensic medicine to examiners at different stages. Pre-job training shall include the training on relevant laws and regulations and practice in the ability to testify in court. 
6.2.8 The examination unit shall perform onsite witness of all the personnel involved in the examination at least once in every 2 years.
Taking into account of the work post, the content of onsite witness shall involve (but not limited to) process for accepting an examination entrustment, relevant technical operation of inspection and testing and result judgement, imaging data reading and result judgement, preparation of the examination document.
The technical supporting personnel employed temporarily by the examination unit shall meet the qualification requirements of the corresponding post and can work in accordance with the management system requirements and be monitored.
6.3 Facilities and environmental conditions
6.3.1 In the examination process, the examination unit shall also take measures to protect the privacy of the examined person.
6.3.4 d) The examination unit shall have work instructions on the protection of the safety of supporting personnel, (environment) facility and examination implementation (process). There shall be necessary safety protection measures for the examination work that poses hazard to personal health (e.g. inspection of person died of infectious disease or highly corrosive body, contact with harmful chemicals) to minimize the risk of personal injury and occupational disease.
6.3.6 The examination unit shall have the procedure or policy for proper handling of waste exhibits/samples and harmful wastes.
6.4 Equipment
6.4.4 The examination unit shall ensure the continued applicability of the facilities and equipment it uses. It shall conduct functional check of the operating status of the human function testing equipment that has impact on the examination results but cannot be verified or calibrated. The examination unit shall establish the equipment check plan and work instructions to ensure the check is standardized and effective.
6.5 Measurement traceability
6.6 Externally provided product and service
6.6.2 a) The examination unit shall conduct applicability evaluation of the technical competence and methods of the external providers if it uses them for preparation of histopathological sections, medical imaging and other laboratory check or medical auxiliary check. 
7 Process requirements
7.1 Acceptance of request
7.1.1 f) There shall be clear definition of the client’s responsibility for ensuring the safety of examiners, techncial support personnel and examination assistants when they enter the crime and accident scenes. 
7.1.4 Other matters in the entrustment accepting process shall be resolved, such as the retention period and handling mode of the exhibit (body) and examination risks (e.g. possible failure to obtain definite examination comments).
7.1.7 When the examination related parties need to enter the examination site like the autoposy room according to legal requirements, they shall not interfere in the examination process nor affect the independence of the examination activities and abide by the confidentiality requirements for the examination information.
7.1.9 The examination unit shall have the procedure for review and discrimination of the relevant materials provided by the client (medical record, imaging data, onsite survey materials, transcripts of investigation interviews and examinaion documents etc.). If it is necessary to use the information from the above materials as the basis of judgment, it shall be noted in the examination document. The exhibits shall be confirmed by the client to eliminate doubt prior to the examination. The client is responsible for reviewing the trueness of the exhibits. This shall be explained to the client in advance. The examination unit shall retain all relevant records. The review of the exhibits include: quantity, status and retention status as well as the information reflected by these materials.
7.2 Method selection, verification and validation
7.2.1 Method selection and verification
7.2.1.3 The examination unit shall have work instructions on forensic pathology, clinical forensic medicine and forensic anthropology to ensure the consistency and accuracy of the examination results.
7.3 Sampling 
7.3.4 The examination unit shall document the sampling requirements in the absence of technical standards for the examination sampling process of forensic pathology, clinical forensic medicine and forensic anthropology.
7.4 Handling of exhibits/samples
7.4.2 The examination unit shall ensure the unique labeling of the exhibits/samples (the examined person, body, written materials, imaging materials, tissue & organ, wax block, tissue section etc.).
7.4.3 The examination unit shall clearly explain to the client in the entrustment agreement and examination document that certain exhibits/samples do not comply with the conditions for the mandatory examination items.
7.4.4 The examination unit shall document the requirements on the retention duration of the exhibits/samples (biological exhibits such as tissues and organs) and have measures for preventing the exhibits/samples from deterioration and their safe disposal.
7.5 Records/files
7.5.1 The examination records shall include the body retention status (whether there is corrosion and alteration), sample status (whether the organs are intact or altered), examination environmental conditions (clinical special function examination) and equipment and technical methods used for the examination. When the injury features and limb functions of the examined person may change (e.g. disappear or getting better) but these changes or injury features are the basis for judgment, there shall be photography or video recording methods to retain the examination findings matched with necessary legend or other labels in addition to the written records.
The forensic examination records that provide support to the examination comments shall be sufficiently detailed, comprehensive and clear. Positive findings must be recorded. The negative results that play a discriminatory role in the examination results shall also be recorded. The records shall include written records, image records and/or instrument test records. The records shall have the examiner, examination date and examination method etc. When the examiners differ in opinions, the comments of different examiners shall be recorded as well as the final examination comments formulation process.
7.6 Evaluation of measurement uncertainty
7.7 Ensuring the validity of results
7.7.1 Every examination shall be performed jointly by at least 2 examiners.
The examination unit shall document provisions on the handling of differences in the opinions of the examiners.

Note: The examiner mutual verification system in the process of forensic examination is one of the means of examination units for quality assurance. The critical points of quality control check in the examination process include: use of the information materials provided by the client, adoption of examination methods, verification of examination results (image reading, tissue section reading), measurement of wound or scar and calculation of joint motion range. 
7.7.2 During the validity of the accreditation certificate, the proficiency testing activities attended by the examination unit shall cover the examination items/parameters within the accredited competence scope, and if the item/parameter is unable to participate in proficiency testing, it shall at least do one interlaboratory comparison.
7.8 Examination document
7.8.1 General 
7.8.1.2 The examination document shall give definite examination comments as far as possible and describe the basis for confirming certain results and excluding other results. If the examination document gives tendentious examination comments no definite examination comments, there shall be justifications, which shall be described in the examination document or records.
7.8.2 General requirements for the examination document
7.8.2.1 Apart from the contents listed in the criteria, the examination document shall also include pictures that show the main injuries, lesions and dysfunctions.
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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