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Establishing and Improving Related Policies for "Precision Medicine" to
Promote the Innovation and Upgrade of in vitro Diagnostic Reagent Industry

Li Ying", Yang Zhen”, Yao Lei, Li Lili, Sun Binyu, Zhang Xiaoming (National Institutes for Food and Drug
Control, Beijing 100050, China)

Abstract Objective: To promote the development of high-end diagnostic medical products involved in
"precision medicine" in China by focusing on "precision medicine" and exploring the development need of in vitro
diagnostic reagent industry in "precision medicine". Methods: The problems faced by in vitro diagnostic reagent
industry development were analyzed from the status quo, innovation system and related technology of in vitro
diagnostic reagent industry involved in "precision medicine" in China, and made relevant suggestions so as to
provide references for the development of high-end diagnostic reagent industry involved in "Precision medicine".
Results and Conclusion: The development of "Precision medicine" in China has brought opportunities for the
development of high-end diagnostic products but at the same time it has brought many challenges, such as serious
shortage of investment in research and development, lack of supporting policies for innovation systems, as well as
lags in the revision of national and industry standards. It is suggested that the establishment of supporting policies
should be set up and the construction of in vitro diagnostic reagent standards and quality management systems

should be strengthened to improve the core competitiveness of "precision medicine" and promote the construction
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of innovation system of diagnostic products and the development of in vitro diagnostic reagent industry of China.
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