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Construction and Discussion of CAPAs for Medical Device Evaluation
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Abstract Objective: Because the evaluation of safety and effectiveness of medical devices is related to public
health, to establish a quality management system (QMS) and to ensure the quality of evaluation is of great
significance. Corrective action and preventive action system (CAPAs) is an important link and an effective tool for
QMS. The construction of CAPAs for medical devices evaluation plays a key role in the continuous improvement
of the quality of the medical device evaluation. Methods: This paper briefly introduced the construction of
CAPAs for medical device evaluation and and made a preliminary discussion on the problems involved in, in
order to provide references for revelant personnel. Results and Conclusion: The construction of CAPAs plays an
important role in regulating the action, reducing the risk and ensuring the continuous improvement of the quality
of evaluation for medical devices.
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