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Study on Domestic Drug Registration Patent Link System Based on a Patent Diputes Case
DUAN Shan-shan, DONG Zhi(School of Pharmacy, Chongqing Medical University, Chongqing 400016, China)

ABSTRACT OBIJECTIVE: To propose the drug registration patent link system which is suitable for national conditions, to
achieve the interests balance of patent medicine and generics, and to put forward reasonable suggestions for the government to ad-
just and improve the regulatory functions in the process of drug registration. METHODS: In qualitative study, a patent disputes
case was introduced, and the issues about drug registration patent in China was also investigated. American experiences was learned
and reasonable suggestions suitable for national condition were put forward. RESULTS & CONCLUSIONS: There were some prob-
lems of drug registration patent in China, such as drug patent were uneven in quality; drug registration information didn’t matched
with drug patent information; patent disputes influenced the approval of new drugs. The problems of patent link system in China in-
cluded that the description of patent status was not clear; patent claims had low credibility; there was no effective measures to
solve patent disputes, etc. It is urgent to build a perfect patent link system which can balance the interests of patent drug and gener-
ics, improve patent information disclosure in the process of drug registration and “Confirming Non-infringement of Patent” system,
and strengthen communication between drug registration department and patent management department, etc.
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