S 1824 - H44E EHY 2021498 L¥eadk A Drug Evaluation Research  Vol. 44 No.9 September 2021

F i Oim P AR RIR IR SN R iEE
PR R LR &, R 2 R R SR &

B OE: (FRAWNTARRKRE R 5PN ARER) N EPEAESRAITE  OURFZRF1E I 2616 R a8 %
S5 HEARIERE) 22— LHMOZUIRKNEN S, ERIESEHERT, He R F L O, JLEA 2 SRk IR
SEAT ARIG BT 5 SR AR S, AT AT TR DR IR AR BT 5 A SR A R A vk o i) I R R 2 S RO AR T
TAEH . EELFRAMEREFRKM, KA AR IR ST, LRI e, % (Gh#E) MEEAR
BFEGAEAL RIGSETE SR SHHERR . 2R E FEBE SR TS T8N e, Wi
HRE. IR AR 9 Moy A EILBIEREAT, RN H S BA RSS2 AT T D0 I R R 6
wit, RERESS%,

X FROM: 2 ImKIRE: AN
FESES: R287.5 YERAFERD: A
DOI: 10.7501/j.issn.1674-6376.2021.09.002

XEHS: 1674-6376 (2021) 09-1824-06

Guideline on Design And Evaluation of Clinical Trials for Chinese Medicine in
Common Pediatric Diseases: Hand Foot and Mouth Disease

Pediatric Branch of China Association of Chinese Medicine,Chinese Medicine Clinical Pharmacology Branch

of China Association of Chinese Medicine

Abstract: Guideline on Design And Evaluation of Clinical Trials for Chinese Medicine in Common Pediatric Diseases: Hand Foot
and Mouth Disease is one of the standardization projects of the China Association of Traditional Chinese Medicine — Guideline on
the Design And Evaluation of Clinical Trials for Chinese Medicine in Common Pediatric Diseases. The purpose is to discuss the
clinical positioning, experimental design and implementation of the characteristics of hand foot and mouth disease, children and
traditional Chinese medicine under the mode of combining disease and syndrome with clinical value, so as to provide suggestions
and methods for the design and evaluation of clinical trial of hand foot and mouth disease with traditional Chinese medicine. In the
process of developing, working group on the guidelines, drafter group and a finalizer group were established, and the methods of
literature research and consensus meeting were adopted to form the final draft of the guidelines. The main contents of this Guideline
include clinical positioning, overall design of the trial, diagnostic and syndrome differentiation criteria, selection and withdrawal of
subjects, intervention, effectiveness evaluation, safety observation, trial process, quality control of the trial. The formulation of this
Guideline provides references for the sponsor or contract research organizations and researchers to design clinical trials on the
treatment of hand foot and mouth disease with traditional Chinese medicine.
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