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International Practice and China’s Choice of Drug Patent Linkage System
GUO Chuankai, QIN Yihe
(School of Law. Shandong University » Qingdao s Shandong 266237, China)

Abstract: As the drug patent system promoted by the United States, the drug patent linkage system has been controversial since its
introduction. It strengthens the protection of original drug patents but may have a negative impact on the listing of generic drugs. In
terms of comparative law, there are great differences in the attitudes of different countries to the drug patent linkage system: developed
countries promote its development while developing countries oppose its development. For the purpose of implementing the Sino-US
trade agreement and encouraging the development of China’s original drug industry, China introduced the drug patent linkage system in
the fourth revision of the Patent Law of the People’s Republic of China. The drug patent linkage system meets the development
needs of China’s pharmaceutical industry, but in practice there are problems such as the lack of effective supervision of information
registration and the rigidity of the system concerning the waiting period. In this regard, while encouraging innovation, China should
limit as much as possible the rights obtained by original drug companies through the patent linkage system to balance the interests of
original drug companies and generic drug companies. In terms of the formulation of specific implementation procedures, it is necessary
to improve the drug patent information registration and drug listing notification system, strengthen the cooperation of all parties, clarify
the allocation of rights and responsibilities, and improve the efficiency of dispute resolution. At the same time, it is necessary to specify
the waiting period system, to speed up the listing of generic drugs while ensuring dispute resolution, and to protect the interests of
generic drug companies while encouraging the development of the original drug industry.

Key words: drug patent linkage system; original drug; generic drug; waiting period; drug patent information registration
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