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On the Lifetime Evaluation of Active Medical Device

Zheng Chen, Yang Pengfei, Liu Xiaoyan (Center for Medical Device Evaluation, National Medical Products
Administration, Beijing100081, China)

Abstract Objective: The safety and effectiveness of medical devices within the lifetime is vital. Medical
device laws and regulations have clear provisions on the lifetime of medical devices in China, and a lifetime-
guidance has been issued. However, at present, the study on the lifetime evaluation in an active medical device
is still in its infancy, and no systematic standard and evaluation methods have yet been formed. Therefore, it is
of great practical significance to study lifetime evaluation in an active medical device in accordance with the
requirements of Chinese laws and regulations. Methods: Based on the background of lifetime-guidance and
technical evaluation, this article discussed the definition, applicable principles, evaluation methods and examples
of lifetime. Results: Lifetime should be studied throughout the whole life cycle of an active medical device.
Manufacturers should dynamically consider the lifetime through risk analysis during production, research
and development. Conclution: The scientific and systematic study of lifetime evaluation in an active medical
device could help manufacturers to scientifically carry out relevant processes during production, research and
development, systematically complete the lifetime evaluation for improving reliability of their products, improve
product reliability, and improve the quality of registration information of production companies.
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