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Abstract Objective: To provide suggestions for the establishment of standardization system of in vitro diagnostic
(IVD) reagents in China. Methods: The standard framework and establishment of the standardization system of
IVD reagents in China were summarized and analyzed. Current contents of the standardization system unsuitable
for the development of industry were mainly analyzed and the corresponding suggestions were provided based on
these analysis. Results and Conclusion: In recent years, the IVD reagents industry of China has developed rapidly.
Chinese government has implemented a series of regulations and policies to promote the orderly development of
IVD industry. IVD reagents in China belong to two categories: medicines and medical devices. The standardization
system of IVD reagents is divided into two parts accordingly. Although the corresponding standard regulations
for IVD have been basically established and improved in China, there are some problems in the IVD reagents
standardization system, such as relatively backward standards, lack of mandatory standards, and absence of the
standard for some emerging technology products. It is necessary to further optimize the standardization system of
IVD reagents, improve the organization and management of the standards and strengthen the ability of standard
implementation so as to more effectively increase the overall quality level of in vitro diagnostic reagents in China.
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