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Compared with total knee arthroplasty, unicondylar knee replacement has the advantage of preserving the
knee tissue structure and motor function to the greatest extent. Pre-clinical in-vitro test is an important tool to
evaluate the safety and effectiveness of unicondylar knee prostheses, and it is also a key focus of the
product registration process. Through collection, comparison, and analysis of current regulations, technical
standards, guidelines, and related research literature, this paper expounds on the relevant research methods
for the pre-clinical in-vitro testing of unicondylar knee prostheses. At the same time, in conjunction with
current evaluation requirements and experience, the study discusses the focus of pre-clinical performance
research for unicondylar knee prostheses during the registration process to clarify the performance
evaluation requirements of this product category. This aims to provide a reference for the pre-clinical
performance research of unicondylar knee prostheses and to standardize industry testing standards.
unicondylar knee prosthesis, pre-clinical performance evaluation, in-vitro testing, medical device
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Fig.1 Schematic diagram of unicondylar knee prostheses

A1 EAEEM BT RAERBE XY SR
Tab.1 Representative unicondylar knee prostheses that have been
registered and launched in China
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