* —* ﬁ 20224E7H $53% $ 133  Chinese Traditional and Herbal Drugs 2022 July Vol. 53 No. 13 * 3889

TN
“UBZB AP NFAHAGEMRSFNRNEZE5LK

B K2 ISR Zif s, b0 100022
1 OE: “LUEEAPL” REZAMH I FIEEN IS, &S5RI AAEM ARSI A< B B % 55k, M “BL

BN A R, X H 245 24 I 2 2T A AR R R T R HEAT TR, @G (1D IR 2 AN TS e K
s IR R R RS, MERE A e, () smEAR. AR . R R 2
SRR, REEARRGRZ R R, RIEEEAZNE M 3 B H AR S ENE R S
ZIONHIE R s PREF DRI TR R, ARIE B TR0 R 2500 m) Kt (4 REHR 253 [absr Y DA% 1 D] S5
Zi(E R, REEBFHFAANERE. “LLEZ 07 WSS T P2 A2 ST R R BT e SR

kPR DU AL, A S R AT

hESES: R288 YRR : A NERS: 0253 -2670(2022)13 - 3889 - 08

DOI: 10.7501/j.issn.0253-2670.2022.13.001

Consideration and practice on pharmaceutical research and evaluation of
“patient-focused” new traditional Chinese medicine

ZHOU Yue-hua
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: “Patient-focused” is a common concept in medicine related fields. Combined with thinking and practice of pharmaceutical
research related to new traditional Chinese medicine (TCM), how to meet the needs of patients in the pharmaceutical research of new
TCM from the perspective of “patient-focused” were discussed in this paper. It is suggested that: (1) the quality control of exogenous
harmful contaminants and endogenous toxic components in medicinal materials should be strengthened to ensure the medication safety
of patients. (2) Relevant information such as medicinal materials and excipients, production process, storage, package and
specifications, should be studied to ensure the stability of the quality of different batches of new TCM, so as to ensure the medication
effectiveness of patients. (3) The guideline system of new drug research should be established, the innovative research and development
of new TCM should be encouraged, and the sustainable utilization of resources should be guaranteed to ensure the accessibility of
patients to innovative TCM. (4) The pharmaceutical information of [prescription], [specification], [storage] and other items in the
labelling of TCM should be standardized to ensure that it is convenient for patients to use drugs rationally. The concept of “patient-
focused” has a good guiding role for the pharmaceutical research of new TCM.
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