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Study on Drug Patent of Drug Registration and Approval
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ABSTRACT OBIJECTIVE: To clarify the relationship of drug registration and approval with drug patents. METHODS: By adopt-
ing literature research, interviewing and judicial case study, the patent dispute about drug registration and approval were explored
and analyzed qualitatively. Drug patent chaining system was compared between China and USA, and related suggestions were put
forward. RESULTS: Related problems about drug registration and approval included absence of judgment subjects of no tort declara-
tion, absence of patent infringement disposal department, patent identification beyond the right of drug administration department.
At present, there are mainly generic drugs in China; the estalishment of Drug Chaining System similar to USA may result in exces-
sive protection of foreign drug patent and listing deadline prolonging of domestic generic drugs, and go against the drug and health
guarantee of the public. It is suggested to abolish the 18th regulation as “no tort declaration” and 19th regulation as “applying drug
registration within 2 years before expiration of drug patent”in Drug Registration Management Law; drug administration department
and patent management department or court should perform their own functions and not interfere with each other; drug administra-
tion department should take an clear position and perform consistent administrative act, and make the administrative decision or
award within functional range. CONCLUSIONS: There is no necessary connection between the patent infringement and drug approv-
al. Drug administration department should not regard patent dispute as a precondition of drug approval.

KEYWORDS Drug registration and approval; Patent dispute; Chaining system; Suggestions
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