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Foreword

[bookmark: OLE_LINK1]Medical device testing is one of CNAS’s accreditation fields for laboratories. This field involves instruments, equipment, appliances, in vitro diagnostic reagents and calibrators, materials and other similar or related items, including the required computer software, for direct or indirect use in the human body for the following purposes. Their utility is obtained mainly through physical means, not through the means of pharmacology, immunology or metabolism, or although these means participate but only play a supporting role. The purposes are:
[bookmark: OLE_LINK2](i) Diagnosis, prevention, custody, treatment or mitigation of diseases;
(ii) Diagnosis, custody, treatment, remission or functional compensation of injury;
(iii) Testing, substitution, regulation or support of physiological structures or physiological processes;
(iv) Support or maintenance of life;
(v) Pregnancy control;
(vi) Provision of information for medical or diagnostic purposes through the examination of samples from the human body.
This document is CNAS’s further interpretation of CNAS-CL01:2018 “Accreditation Criteria for the Competence of Testing and Calibration Laboratories” in light of the characteristics of medical device 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-CL01:2018 “Accreditation Criteria for the Competence of Testing and Calibration Laboratories”. Therefore, the chapter numbers are not consecutive. 
This document shall be applied in parallel with CNAS-CL01:2018 “Testing and Calibration Laboratory Competence Accreditation Criteria”.
This document replaces CNAS-CL12:2006.

Guidance on the Application of Laboratory Competence Accreditation Criteria in the Field of Medical Device Testing

1 Scope
This document is applicable to the accreditation assessment of testing bodies covering medical devices (thereinafter referred to as laboratories). The use of this document shall reference CNAS’s application guidance of other fields.
2 Normative reference
[bookmark: OLE_LINK145][bookmark: OLE_LINK146]The following referenced document is indispensable for the application of this document. For dated references, only the edition cited 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.
[bookmark: OLE_LINK3][bookmark: OLE_LINK4]YY/T 0316: 2008 Medical devices, application of risk management to medical devices
4 4 General requirements
5 Structural requirements
6 Resource requirements
6.1 General 
6.2 Personnel
6.2.1 The testing personnel shall be officially employed staff and can only work in this laboratory.  
6.2.2 The laboratory personnel shall meet the following requirements: 
a) the management personnel shall be familiar with the knowledge about laboratory management and laws and regulations on medical devices; 
[bookmark: OLE_LINK5]b) The management personnel and technical personnel of the laboratory shall be familiar with laws and regulations and standards/technical documents related to medical device. The number of people with intermediate or higher technical titles shall be no less than 50% of the total number of personnel engaged in testing activities;
c) Key technical personnel shall have a bachelor degree or above in the relevant specialty, and have over 5 years’ technical work experience in the relevant specialty;
d) The technical personnel of the laboratory have the competence to confirm and pre-evaluate the medical device standards/technical documents used, shall be able to determine the hazards associated with the tested medical devices in accordance with the prescribed procedures, and have the competence to correctly assess their risks. The person concerned can issue a risk assessment report. 
6.2.3 Particular requirements for all medical device testing laboratories:
[bookmark: OLE_LINK6]---- When selecting testing personnel, the laboratory shall consider the requirements for personnel health and establish health files.
----Technical personnel who undertake the testing of drug-carrying medical devices shall possess the knowledge and experience of pharmacy related majors.
[bookmark: _GoBack]----Personnel who are responsible for the safety performance testing of medical devices or accessories shall be able to determine the hazards related to the specialty of the medical device tested in accordance with the prescribed procedures and have the competence to assess their risks. The personnel concerned will be able to correctly issue the risk assessment report. 
----All personnel engaged in sampling, testing, animal experiments, special test items (radiation, pressure vessels, etc.), issuing test reports and operating equipment shall have the corresponding education, training, experience and/or proven skills as required, as well as the competence for medical device risk Management (YY/T0316). They shall be qualified and certified for taking up their post.
6.2.5 The laboratory shall ensure that all personnel related to the quality of testing are trained and qualified in medical device related laws, regulations, quality management and technical training in related specialty. The laboratory shall ensure that all personnel working temporarily in special environmental conditions receive the necessary training or work under the technical control of the supervisory staff.
6 Facilities and environmental conditions
6.3 General 
Laboratories that carry out testing in special areas such as biological laboratories, electromagnetic compatibility laboratories, in vitro diagnostic reagent laboratories, etc., shall meet their specific requirements.
[bookmark: OLE_LINK11][bookmark: OLE_LINK12]6.3.1 The laboratory shall establish environmental protection procedures, be equipped with corresponding facilities and equipment and have the capability for proper storage and treatment of physical, chemical, biological and other hazardous waste possibly generated from testing to ensure compliance with the environment and personnel health requirements and relevant national laws & regulations and relevant standards.
Laboratories engaged in the testing of specific items such as animal experiments, biological performance, electromagnetic compatibility and radioactive sources shall comply with the environmental and facilities requirements stipulated in the relevant national regulations and standards.
Where biosafety laboratories are involved, their environment and facilities shall conform to the corresponding relevant national standards and regulations.
6.4.1 The laboratory shall be equipped with and/or independently use fixed/mobile equipment and process equipment based on the needs of the testing activities and in accordance with requirements of corresponding regulations.
7 Process requirements
7.2 Method selection, verification and validation
7.2.1 The laboratory shall carry out testing activities in accordance with the currently valid national standards, industry standards, product technical requirements, supplementary test items and test methods and have the ability to pre-evaluate them.
7.4 Handling of test and calibration items
[bookmark: OLE_LINK17][bookmark: OLE_LINK18]7.4.1 A procedure shall be established for the management of samples of medical devices that may cause harm to the human body or the environment to ensure that the sample handling process is safe and controlled.
7.4.4 A procedure shall be established for sample disposal to ensure that discarded samples no longer enter the marketplace or are used.
8 Management system requirements
8.1 General
8.1.1 The management system of the laboratory shall include the risk management of the testing activities it carries out, the safety rules and regulations for medical device testing and the corresponding management system documents required by the medical device regulations. The laboratory shall ensure that it is effectively implemented and controlled.
8.4 Record control
8.4.2 All quality records and technical records such as original testing records, calculated and derived data, records, and certificates/certificate duplicates shall be archived and kept for the appropriate period of time. The retention period of the records related to the tested products shall not be lower than the relevant regulatory requirements.
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