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Abstract

China’s current patent legal system has established a generic drug patent challenge system, which
has become a core component of the early resolution mechanism for patent disputes between ge-
neric drug companies and original drug companies, and has formed a patent challenge mechanism
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that conforms to local characteristics. Although in the process of development, the mechanism
faces problems such as the unclear legal basis for patent challenges, the difficulty in realizing the
exclusivity period of the first generic drug, and the risk of litigation to confirm the scope of patent
protection. Therefore, in the development of the patent challenge system for generic drugs, atten-
tion should be paid to the nodes related to it, such as the patent information registration platform,
PTE, data protection, invalidation timing, etc., so as to promote balanced development between
generic drugs and original drugs.
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