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Analysis of the judgement and consideration application of rules
for supplementary experimental data in pharmaceutical field
from administrative and judicial perspectives
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( Patent Examination Cooperation ( Beijing) Center of the Patent Office, China National Intellectual Property
Administration , Beijing 100160, China)

[ Abstract] With the advancement of Sino-US trade negotiations and the revision of relevant chapters on
supplementary experimental data in the Patent Examination Guidelines, the number of administrative and judicial
cases in which supplementary experimental data are the focus of dispute has shown a significant upward trend in recent
years. At the same time, however, the trial processes of individual cases have also revealed certain controversial
characteristics. This article comprehensively reviews the relevant provisions of the Patent Examination Guidelines
and typical adjudication rules in the judicial field, and summarizes the approaches and methods for judging the
“three facts” and the “three pairs of relationships” in the trial of supplementary experimental data. It then provides
an in-depth analysis of representative administrative decisions and judicial judgments in recent years. On this basis
and taking into account the characteristics of the trial practice, suggestions are put forward for the key steps in the
trial of supplementary experimental data, so as to objectively and reasonably evaluate the issues related to supplementary
experimental data under China’s institutional framework for supplementary experimental data, continuously enhance
the consistency and predictability of trials involving supplementary experimental data, and thereby help promote the
innovative and high-quality development of China’s pharmaceutical industry.
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