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Analysis and Suggestions on the Research and Development and Registration Policy of

Improved New Drugs in China
ZONG Yungang
(National Medical Products Administration Institute of Medical Economics,Guangzhou,Guangdong ,China 510080)
Abstract:Objective To investigate the new development opportunities and relevant policy suggestions for improved new drugs in China.
Methods

policy encouragement of the development of improved new drugs in the world were systematically analyzed,the policy changes,R & D

The research and development (R & D) economy,approval status,clinical applicability, market development potential and

progress, market competition and development trend of the R & D of improved new drugs in China were compared to evaluate the
development stage of improved new drugs in China,and the suggestions were put forward. Results and Conclusion China is in the
transition period from the era of generic drugs to improved new drugs and innovative drugs with higher technical innovation
content. Under the guidance of the industrial support policies, the reform of the drug review and approval system, the medical
insurance payment policies and the clinical application policies, the improved new drugs will become an important part of China's
innovative drug system.
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Tab.1 Comparison of R & D input — output between improved

new drugs and new chemical entities / innovative biological drugs
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Tab.2 Application status of non — generic drug approvals in the
United States from 2010 to 2020[rn(%)]

4 505(b)(1) 505(b)(2) | FB 505(b)(1) 505(h)(2)

20104 13(15.12) 73(84.88) | 2016 14(14.29)
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Note : The data are from the Center for Drug Evaluation and

Research (CDER).
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Tab.3 Comparison of the registration types of improved new drug in the 2007 edition and 2021 edition of Drug Registration Regulation
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Tab.4 Numbers of registration acceptance numbers of improved
new drug from 2012 to 2021 [number / growth rate (n /%) ]
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Tab.5 Composition ratio of application types of improved new
drugs by category from 2019 to 2021 (%)
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Tab. 6 Application numbers of improved new drugs in different
therapy area from 2019 to 2021 (n)
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Tab.7 Registration and application varieties of various dosage

forms of improved new drugs from 2019 to 2021 (n)
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Tab.8 Growth of market sales of some improved new drugs from 2016 to 2018

Yy Bphr bRAEEN REGS ERES B Rk

NI8E 0195  200% 2%
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RERA SRS MBS 20161111 H20170354 BRER(L) [k]EwEH 56667 927.50  2906.08
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HEE2REMRR LELEREABASH 00210 BHEFS0000  BRER(C)  [k]awaH 125528 13L79
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Note:The data are from the National Medical Products Administration Institute of Medical Economics.
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