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Exploration and Practice of
Patent Protection Rules for
Nucleic Acid Drugs in China’

Zhang Chi and Wei Cong *

|. Introduction

After decades-long evolution, nucleic acid drugs have
finally ushered in their “highlight moment” — the 2023 No-
bel Prize in Physiology or Medicine once again affirmed the
significant value of nucleic acids as drugs; and in 2024
when the investment market went cold, nucleic acid drugs
have bucked the trend and received a number of patent
transfer and corporate merger offers worthy of “one hun-
dred million Chinese yuan” or “one hundred million US dol-

» 2

lars” 2, which demonstrates a new trend that new quality
productive forces lead the rapid development of the bio-
pharmaceutical industry.

From 2018 when the first nucleic acid interference drug
was approved for marketing to December 2024, twenty-four
nucleic acid drugs (three of which have exited the market)
and eight nucleic acid vaccines have been approved for
marketing worldwide, more than two hundred have been ap-
proved for clinical trials, and the indications have also grad-
ually expanded from rare diseases to common chronic dis-
eases. With the expansion of market, it is expected that the
market size thereof may reach ten billion US dollars in the
next five years °. In recent years, nucleic acid drug industri-
al zones have been established in Kunshan of Jiangsu Prov-

ince, Daxing District of Beijing, Fengxian District of Shang-
hai, Tianjin Economic Development Zone, etc., which have
gradually formed corresponding production and research
clusters. Following small molecule drugs and antibody
drugs, nucleic acid drugs are becoming the third-genera-
tion drugs supporting the development of the biopharma-
ceutical industry.

Along with the vigorous development of technology
and industry, the number of patent applications for nucleic
acid drugs has surged domestically and internationally.
Take nucleic acid interference drugs for example. The num-
ber of patent applications for nucleic acid interference
drugs all over the globe has reached up to more than 9,000,
wherein patent applications filed in China in 2022 and 2023
both accounted for more than 50% of the annual patent ap-
plications worldwide, ranking second in terms of the cumu-
lative number of patent applications on the globe. While pro-
actively seeking patent protection, innovative entities have
also put forward their demands for changes in the patent
system and adjustments to examination criteria, in hope of
enhancing the predictability of patentability and stability of
patent rights. At the current stage, it is the right time to clari-
fy the patent protection rationales for such drugs and ex-
pound the protection rules compatible with the industrial de-
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