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Abstract :

Drug traceability system is an important means to ensure the quality and safety of drugs, and to realize

the transparency of the source of drugs and the clarity of responsibility by recording and tracking the
information of the whole life cycle of drugs. In the United States, the drug traceability system is based
on the Drug Supply Chain Security Act of 2013, which requires each link in the supply chain to record
and verify traceability information, and gradually implements serialized management of drugs. The
EU, on the other hand, has established a unified system of serialized data exchange for medicines
through the EU Anti—Counterfeiting Medicines Directive. In contrast, although China’ s drug information
traceability system has made progress, it still faces the problems of a large number of supply chain
subjects and different levels of informatization. In order to improve the quality and safety of medicines,

it can draw on international experience, strengthen the construction of regulations and technology, and

promote multi—party collaboration.
Key words :

drug traceability system; legal construction; implementation difficulties; Drug Supply

Chain Security Act; EU Anti-Counterfeiting Medicines Directive
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