F 8B 202256108 $53% B2 Chinese Traditional and Herbal Drugs 2022 October Vol. 53 No. 20 - 6645 »

- HFEEHE -
2021 FEFKEDPLEMBRIFGLEHIFE RS

Flmesr, K OF, FEFT
LighEZGRE BEEEF L, LiE 201203

B OE. AR RN R DA T, PR E WO R . I EE R A TR B @ ThAE K R Sy T R T S
TER, s T REMEZ PR R . B2 8 E W OE MR SR, 2021 45200 10 RP 2 REORH 148 W
Jb R, ARSI 25 A W RIS TEER: H RIS NORE S AT T A AR AR R G A G A 90% A B C 58
et 59 MUz 6 Mk, HERZRH O 3 Mhikitt. X Sl R wIk B o 25 ik R B M ] B, B R A
BINTER . R 2R BRI R A R ARG B TR R M E 2R 2, ARG R TR R, AR I AR
XIR: P2y HAWER: 20NN 2RV T

FESES: R288 NEkARERE: A TEHS: 0253 - 2670(2022)20 - 6645 - 08

DOI: 10.7501/j.issn.0253-2670.2022.20.036

Analysis on registration and approval status of traditional Chinese medicine in 2021
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Abstract: In the prevention and treatment of novel coronavirus pneumonia, traditional Chinese medicine (TCM) has played an
important role in blocking the development of the disease, reducing the severity and fatality rate, and also helping the functional
recovery after infection, which has strongly promoted the development of TCM industry in China. The registration data from the Center
for Drug Evaluation shows that 2021 is the largest year for TCM registration in the past 10 years. Pharmaceutical companies in Hubei,
Shandong and Jilin are the most active. The target indications are focused on traditional dominant areas, such as digestion and
metabolism diseases, respiratory system, more than 90% of registrations have been approved. Six out of 59 new have been reported
for production and three drugs have been approved until the retrieval date. These data show that the enthusiasm for the development
of TCM was significantly improved, new drug research has become more active. This positive new development trend will help to
develop more high-quality TCM, greatly alleviate clinical needs and better protect people’s health.
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Fig. 1 Registration volume and proportion of traditional Chinese medicine from 2012 to 2021
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Table 1 Type of Traditional Chinese medicine registration applications accepted by CDE from 2012 to 2021
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2012 404 105 2 10 7 37 0
2013 437 131 2 4 12 31 5
2014 371 114 1 14 5 26 3
2015 262 81 4 8 6 16 0
2016 196 32 1 16 2 12 0
2017 267 37 2 19 2 8 0
2018 353 42 0 3 5 8 2
2019 378 20 1 10 3 7 4
2020 416 27 1 11 1 4 12
2021 1297 62 1 10 0 0 1
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traditional Chinese medicine applications in 2021 in China

Geographical distribution of institutions filed
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Table 3 ATC level I subclass in therapy area of traditional
Chinese medicine registered in 2021
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Table 4 ATC level II subclass in therapy area of registered
traditional Chinese medicine in 2021
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Table 5

applications of traditional Chinese medicine in 2021

Review status and conclusion of registered
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Table 6 Domestic innovative traditional Chinese medicine filed new drug application for the first time in 2021 (in order of

undertaking time)
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