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CNAS

Guidance on application of laboratory competence accreditation criteria in medical apparatus and instrument testing

Ⅰ. Introduction  
Medical apparatus and instruments testing is one of the laboratory accreditation scopes of CNAS, involving related tests for any instrument, devices, appliances, materials or other articles, applied separately or in a combined way to human bodies for the following objectives;
—Diagnosis, prevention, nursing, therapy or relief of  diseases;
—Diagnosis, nursing, therapy, relief or compensation of injuries or disabilities;
—Study, substitution or regulating of anatomical or physiological processes;
—Pregnancy control.
This document is an additional application guidance on the Accreditation Criteria for Testing and Calibration Laboratory (CNAS/CL01: 2006), based on the features of medical appliance testing, without adding to or reducing any requirements of the Criteria. As such, this document has been arranged in such a way that the application guidance compares to the specific clause in the Accreditation Criteria for Testing and Calibration Laboratory CNAS/CL01: 2006), thus giving no consecutive numbers for its chapters and sections.  

This document is an application guidance on the Accreditation Criteria for Testing and Calibration Laboratory (CNAS/CL01: 2006) and shall be used concurrently with the Criteria.
This document is the republication of CNAL/AC 08: 2003 Guidance on Application of Laboratory Accreditation Criteria in the Field of Medical Apparatus and Instrument Testing. There is no change to the content but a few corrections to vocabularies.

Ⅱ. Application Guidance

5. Technical requirements
5.2 Personnel  

Particular requirements for all medical appliance testing laboratories:
a) The laboratory shall ensure that all the staffs related to testing quality have received training on relevant laws and regulations for medical appliances;
b) The laboratory shall ensure that temporary personnel who work under particular environmental conditions receive necessary training or work under the supervision of technical supervisors;
c) In cases where contacts between staffs and test samples may affect samples' quality, the laboratory shall establish, maintain and document requirements for the health, cleanness, and clothing of testing personnel;
d) Staffs in charge of safety performance testing for medical appliances or their accessories shall have the capability to judge according to defined procedures any hazard related to the medical appliances being tested (involving energy hazard, biological hazard, environmental hazard, hazard related to the use of some appliances, and hazard caused by functional failures, maintenance and aging), and to assess their risks. Staffs concerned shall be able to present risk analysis reports and conduct risk analysis assessments.

5.3 Accommodation and environmental conditions
5.3.1 Facilities, testing areas and energy supply, illumination, heating ventilation, ionizing radiation shielding, etc., of the laboratory shall ensure normal testing operations.

The laboratory required for biological performance testing shall have the condition and capability for animal test.

5.3.2 The sterile laboratory of medical appliance test shall establish documents for environmental condition requirements, keep monitoring and controlling records.  The laboratory having condition and capability for animal test shall offer certificates of animals for testing and animal test condition of the laboratory.  The animals for testing shall be in accordance with requirements for corresponding level.

5.8 Handling of test and calibration items

5.8.1 Sample disposal procedures shall be established to ensure that samples would not enter circulation or be used.
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