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Analysis and Suggestions for National Supervision and Inspection of in vitro
Diagnostic Reagents in 2018

Yang Zhen™, Li Ying®, Yu Yang, Xu Sihong, Li Lili, Sun Binyu, Zhang Xiaoming (National Institutes for
Food and Drug Control, Beijing 100050, China)

Abstract Objective: To analyze the varieties of in vitro diagnostic reagents under the national supervision and
inspection in 2018, and lay a scientific basis for the national supervision and enforcement of in vitro diagnostic
reagents. Methods: The varieties of in vitro diagnostic reagents were analyzed and summarized. The risk points
of each product were evaluated from the following aspects: product characteristics, standard status, evaluation
basis, statutory inspection, exploratory research and standard-passing statistics. The related countermeasures and
suggestions were provided in order to provide references for strengthening the supervision of in vitro diagnostic
reagents. Results and Conclusion: A total of 352 batches of 10 kinds of in vitro diagnostic reagents have
been tested for the supervision and inspection in 2018 of which 334 batches were qualified. The total qualified
rate was 94.9%, indicating the overall quality was good. However, there still exist some unqualified products,
deviations in understanding and implementing national and industry standards, defects in labels and specifications,

and relatively insufficient supervision as well. It is suggested that the supervision and management of in vitro
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diagnostic reagents in China should be improved by taking up such measures as conforming to the standards,

making reasonable sampling inspection plans and improving sampling inspection modes.
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