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Focus on post-marketing safety of traditional Chinese medicine from
perspective of supervision
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Abstract: Through the research on the post-marketing safety regulation of traditional Chinese medicine, it can provide regulatory
support for scientifically mining the medical value of traditional Chinese medicine and reducing the use risk. The phrase search
method was used to consult and analyze the relevant normative documents and public information of traditional Chinese medicine
supervision issued and implemented by the national regulatory authorities, and the current situation of the safety supervision of
traditional Chinese medicine after marketing was summarized, so as to provide insights for focusing on the safety of traditional
Chinese medicine after marketing based on supervision. From 2013 to 2023, eight normative documents, including the Special
Regulations on the Registration and Management of Chinese Medicine, have covered the relevant contents of post-listing safety
supervision of Chinese medicine, but a highly specialized post-listing safety supervision system of Chinese medicine has not been
established according to its characteristics. In the past ten years, the announcement of the revision of the safety information of
traditional Chinese medicine instructions was issued by the State Drug Administration, the proportion of adverse reactions reported
by traditional Chinese medicine is about 13%, and the independent reporting of enterprises is insufficient, the safety information of
classical Chinese medicine compound preparations needs to be continuously improved. We should realize the practical significance
of paying attention to the post-marketing safety of traditional Chinese medicine, and promote the post-marketing safety supervision

of traditional Chinese medicine from the aspects of building a system, establishing a linkage mechanism, reflecting the
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characteristics of traditional Chinese medicine, and strengthening the implementation of responsibility.

Key words: traditional Chinese medicine; post-market safety; supervision; adverse reaction; classical Chinese medicine compound
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Table 1

Situation of post-marketing safety regulatory normative documents and relevant provisions of traditional Chinese

medicine formulated and issued by China from 2013 to 2023

id=s A4 FR RAT AT A (] W R R 2 L JE e A MR AR SR AR
1 (PRSI e ERZEEE 2023-02-10 BHE PR RRHECEN L)
R FEAE HREBBZFTHEHEFTHIFNICGEALT =5
FNE EWEEEEAT =& FEATUEA BEATHEH
AR AT D)
BB AHBLHFAUABCEL T =4 B0 HN& ST
Ei%: )
F+—F W WCEELTLEE O
2 (RTHE—-sEmeRth g ERZGREE 2023-01-03 = MALETFHH B ZHIFEBLCCH OB IEE T L
R AR A )R ZFRE FE S (=D A B 7 AL Hp 24 700 AR RS D
AR BIE KR 13 T HEMHA EWEER-BRED Y LR ETEN
i) il ROk 2 Ll EAEEE L RO AR
S D
3 (B EmhAu b EXRAMEE  2022-01-04 A3
A5 BTN BT )R
R85 H I GRATOY
4 (CEW P BFEER EFRLGHGE  2021-02-23 = EBIREEIE RER QOB EP R ()5 R
Je IR TR ELSR ) R A PEAE R BT R R
= AR E BRI () BBk & [ 52 bk s 2
T MR HE A0 7 v B 24wk Ak USSR S R 2k L (D) AE T
25 Ut B e SR A
5 (EFRHGWRETRE ERZGHEE  2020-12-21 = (R 255F ERIET D Ikt 25 22 4 1T 50D
rh 24 £ 2R BT T ) TR )R . R AR EZERE (s Ll ERE
St 7 L)
6 (hitdhoh H& kT pihRESE 2019-10-20 = KAES PG REBERINFVEREERE I RS2
Lk R 2 1L 2R B J A A
RIBHIE LY
7 ChAAEMERRGIGR  EXRAMEE  2018-06-12 &3
PHAHATS T )R
8 (HR&MmLTFAHE ERAHEE 2018-05-29 F+ )\
7 il 1) 187 A4 33 i e R

BB E )




£ 2452 - F47EF11H 20245F 118 ﬁﬁ-i‘ﬁﬁti, Drug Evaluation Research

Vol. 47 No. 11 November 2024

F2 HHAEABREHEEBITASEESHER
Table 2 Annual distribution of revised announcement on

safety information of Chinese medicine instructions

o BT A5 HE 5 /%
2013 8 6.30
2014 3 2.36
2015 12 9.45
2016 7 5.51
2017 6 4.72
2018 19 14.96
2019 18 14.17
2020 19 14.96
2021 17 13.39
2022 6 4.72
2023 12 9.45
&t 127 100.00
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Table 3 Announcement on revision of Chinese medicine instructions relates to efficacy categories of varieties

TG 20134F 20144F 20154F 20164F 20174F 20184F 20194F 20204F 20214F 20224F 20234F &t 5%
i 1245 3 0 5 1 3 9 8 9 8 3 5 54 32.34
B 2 0 3 5 2 8 7 7 5 4 3 46 27.54
a4 4 1 2 1 0 5 1 2 1 2 4 23 13.77
1E AR5 ST i 245 0 1 0 0 0 1 1 2 0 2 4 11 6.59
HIRIBZ 0 0 1 0 0 0 3 0 3 0 4 11 6.59
fik 2 4 0 1 0 1 1 1 0 1 1 1 1 8 4.79
A7 0 0 1 0 0 0 1 1 0 1 0 4 2.40
Vi) 0 0 0 0 0 0 1 1 0 0 2 4 2.40
LI 0 0 0 0 0 1 0 0 1 0 0 2 1.20
FKB R 1 0 0 0 0 0 0 0 0 0 0 1 0.60
li] 72 24 0 0 0 0 0 0 1 0 0 0 0 1 0.60
HENIRY 0 0 0 0 0 0 1 0 0 0 0 1 0.60
R 0 0 0 0 0 0 0 0 1 0 0 1 0.60
A1t 10 3 12 8 6 25 24 23 20 13 23 167  100.00

[l 23T 2> 5 i e 2 A AR D0 3 5 HEAT e

If the same amendment announcement involves more than one variety of efficacy categories, separate statistics will be carried out.
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Table 4 Distribution of drug classes involved in Adverse

Drug Reaction Annual Reports from 2018 to 2022

FAy WEEgidh/ % % LWL %
2018 83.9 14.6 L5
2019 84.9 12.7 1.6
2020 83.0 13.4 1.1
2021 82.0 13.0 2.0
2022 823 12.8 2.6
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Table 5 Analysis of adverse reaction monitoring of traditional Chinese medicine involved in Adverse Drug Reaction Annual
Reports from 2018 to 2022
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Table 6 Safety information of ancient classic famous Chinese medicine compound preparations approved since 2020
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