20224E9 H | 247 BH 18 W @ P E PG RE Vol. 47, No. 18 | September, 2022

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
— H 10
.1:11-\'IE5/~1/\'

SETPNET 3 PRl S

eI BT, AER, Rt k&, B, 4,
*WS%W%,%%%ﬁéﬁlﬁ%%

(LT MPEHRSY F—WEBER, I & 7 M 510405; 2. PEFEHAFR ®ILER, L7 100091;
3.REPEHRF HF—WBEMR, XiZ300193; 4. EATEH KT WEERXER, £& 200021;
5. EPEH KRS, L 201203; 6. RARTEHRSY WEER, Wil &4 610032;
TOLHREFER, LA BT 210029; 8. AHEA KT WMEBLTFEER/ALT TP EHLI/
TP EHBIEEF P, bE 100010; 9. AT TP ER, 4&E &I 361001)

[(WE] ANALEXN T2tk BA EEZE L, R TEN A RS, thEZ A 25 RPN %l 22 i i R
TRBE( PG ANAZEIIR TR . IE AL TT5E H A2, [RS8 RS REAE FAL Ty R v = 25 BSR40 5 8 ik
A5 I R RE AL B AR ARES TG R A SETT RS, MR I RAME ; PR AL Jr TR 7 ) 2 R E5iE , Uh B i 46 1220 5 5 h 2538
T LB IEAR B, 0 Hr T AR R A = T A7, U B3R Bk B 10 & 3P 025 VP4 Ak Ty vh 25 61 B2 R il A B
LI 5, TE NG RG PR TSR T BT G B 2 A0 B2 B RORTRE S R 35 v 58, ARARE AN [ R B8 kA 5 oR FRAS TR) A iR
T3 5 il o A A A AR I R LS v S RT AR AN WUR I R AH 2 e SO 58 — B, SR IBUH ffl a6 Jid 27
B 2 VG IS 5 AT R GE it o i N IR 5T BIAR AL J7 e A8 6 R FHHE L TR & 7 AR 0020 B9 A Rt e 4
P, T NG 3458 TF e ihie  TE e i vh 25 A S e kot i

[K%RA] WHEHH; \HAEK,; LHRILA

Expert consensus on human use experience research of
traditional Chinese medicine

YANG Zhong-gi'* , GAO Rui®, HU Si-yuan®’, YUAN Wei-an*, ZHANG Lei’ , TANG Jian-yuan®, ZOU Chong’, LI Bo®,
LI Xiao-hui’, TANG Ya-qgin', LU Lu', NI Shi-hao'

(1. the First Affiliated Hospital of Guangzhou University of Chinese Medicine, Guangzhou 510405, China; 2. Xiyuan Hospital ,
China Academy of Chinese Medical Sciences, Beijing 100091, China; 3. First Teaching Hospital of Tianjin University of
Traditional Chinese Medicine, Tianjin 300193, China; 4. Shuguang Hospital Affiliated to Shanghai University of Traditional
Chinese Medicine, Shanghai 200021, China; 5. Shanghai University of Traditional Chinese Medicine, Shanghai 201203, China;
6. Hospital of Chengdu University of Traditional Chinese Medicine, Chengdu 610032, China; 7. Jiangsu Province Hospital of
Traditional Chinese Medicine, Nanjing 210029, China; 8. Beijing Hospital of Traditional Chinese Medicine, Capiial Medical
University/ Beijing Institute of Chinese Medicine/ Beijing Evidence-based Chinese Medicine Center, Beijing 100010, China;

9. Xiamen Hospital of Traditional Chinese Medicine, Xiamen 361001, China)

[ Abstract] Human use experience (HUE) is important for the research and development of Chinese medicine. For the sake of more
reliable data, the Professional Committee for Clinical Evaluation of Chinese Medicine of Chinese Pharmaceutical Association drafted the

Expert Consensus on Human Use Experience Research of Traditional Chinese Medicine. It highlights that the research on HUE should
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have clear purposes, describe the theoretical basis of traditional Chinese medicine (TCM) for the clinical indications and prescriptions
and the clinical value of prescriptions, especially the advantages or characteristics in clinical orientation and target population, evaluate
the dosages and number of medicinals of prescriptions, verify the accordance with the preparation process of new Chinese medicine,
analyze feasibility of the process for large-scale production and the rationality of the dosage form, and assess the medicinal material re-
sources. Moreover, such research should have reasonable protocol and the collection of clinical data on HUE must comply with medical
ethics and avoid conflicts of interest. The collection method should be selected depending on the characteristics of clinical data. Quality
control measures should be formulated to ensure the authenticity, accuracy, completeness, reliability, and traceability of clinical data.
The definitions on the clinical data should be uniform and clear, and methods should be adopted to avoid bias. The data can be statisti-
cally analyzed after the processing. Through the study of HUE, the clinical orientation, target population, commonly used dosage,

course of treatment, preliminary efficacy and safety of Chinese medicine prescriptions will be clarified. On this basis, the data on the

HUE should be discussed and conclusions will be drawn. Finally, a standardized report will be formed.
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