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Research on the Regulation System for the Lot Release of Blood Screening
Reagents in EU and USA and the Enlightenment

Zhang Xiaoming®, Yang Zhen”, Shi Dawei, Li Lili, Sun Binyu, Li Ying (National Institutes for Food and Drug
Control, Beijing 100050, China)

Abstract Objective: To provide suggestions for testing and regulating the lot release of blood screening reagents
in China. Methods: The regulations and implementation status of the lot release of blood screening reagents in
European Union (EU) and United States of America (USA) were studied. Suggestions for the regulation of blood
screening reagents in China were provided based on our national conditions and the regulation experience abroad.
Results and Conclusion: In order to ensure the quality of blood screening reagents, USA and EU have formulated
strict laws and regulations to regulate the lot release of blood screening reagents. According to the "Regulations for
Lot Release of Biological Products", the lot release has been carried out in blood screening reagents for serological
detection in China. However, the lot release of blood screening reagents for nucleic acid testing (NAT) has not
yet been carried out. It is necessary to accelerate the implementation of the lot release of NAT, timely increase the
lot release projects of the reagents for transfusion-related infectious diseases' markers, and designate particular
inspection institutions to conduct tests of all items of blood screening reagents so as to further improve the regulation
of blood screening reagents and ensure the safety of blood use in China.
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