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Enlightenment of the Characteristics of the ''Patent Dance' in the USA to the Construction

of Pre — Litigation Patent Dispute Resolution Mechanism of Biosimilars in China
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(1. School of Business Administration ,Shenyang Pharmaceutical University .Shenyang .Liaoning.China 110016; 2. School Hospital of Beijing Interna-
tional Studies University . Beijing.,China 100011; 3. Beijing Friendship Hospital Affiliated to Capital Medical University .Beijing .China  100050)
Abstract: Objective To provide suggestions for the construction of pre - litigation patent dispute resolution mechanism of
biosimilars in China. Methods By reviewing domestic and foreign literature, the characteristics of the "patent dance" were
summarized, and it was compared with the characteristics of Implementation Measures for the Early Resolution Mechanism for Drug
Patent Disputes (referred to as the Implementation Measures) constructed by China based on the Hatch — Waxman Act, and
relevant suggestions were put forward. Results In terms of high efficiency,the patent declaration system might cause an imbalance
of interests between biosimilar applicants (BA) and reference product sponsors (RPS),lead to the procedures of the Implementation
Measures being in name only,reduce its efficiency. In terms of fairness,the lack of relevant legal mandatory requirements for patent
information disclosure caused the scope of BA patent searches to expand and reduced accuracy; the limited scope of patent
registration was not conducive to BA's comprehensive understanding of the patent layout of reference drugs,which increased the BA
risk of patent infringement. In terms of non — mandatory,the Implementation Measures was mandatory and played a positive guiding
role in the development of China’s biosimilar industry at the current stage,but China’s BA should be given the option of whether
to participate in pre — litigation patent disputes. Conclusion With the development of the biosimilars industry, China needs to
learn from the "patent dance". It is recommended to establish a pre — litigation "human infringement" mechanism for biosimilars to
improve the fairness of China's patent information registration system. According to the development of the biosimilars industry,
mandatory adjustments should be made to construct a pre — litigation patent dispute resolution mechanism for biosimilars in China.
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Note:FDA refers to the Food and Drug Administration;aBLA refers to

the Abbreviated Biologics License Application; BA refers to biosimilar
applicants; RPS refers to reference product sponsors.
Fig. 1 Flow chart of the pre — litigation patent dispute of

"patent dance”
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