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Exploration and consideration on establishing a core outcome set of Traditional Chinese Medicine clinical trials in
distal radius fracture

ZHANG Tong-tong',LI Duo-duo', JIANG Ke-wei®,WANG Chao-lu’,CHENG Yong-zhong' (1. Department of Tuina and Pain
Management , Dongzhimen Hospital Affiliated to Beijing University of Chinese Medicine ,Beijing 100700, China;2. The Second
Joint Department , W angjing Hospital of China Academy of Chinese Medical Sciences ,Beijing 100102, China;3. Orthopaedics
Trauma Department , Wangjing Hospital of China Academy of Chinese Medical sciences ,Beijing 100102, China;4. The First
Trauma Department , W angjing Hospital of China A cademy of Chinese Medical sciences ,Beijing 100102, China)

ABSTRACT There are inconsistencies in treatment outcomes, measurement instruments,and criteria for assessing clinical
effectiveness in studies related to distal radius fractures (DRF) ,resulting in potential biases and failing to provide high-quality
clinical evidence. To address these challenges , international researchers have reached a consensus on developing the core out-
come indicator set for distal radius fractures(COS-DRF'). However,it’s important to note that the existing COS-DRF framework
could not reflect the unique characteristics of Traditional Chinese Medicine (TCM) treatment. Currently ,there are no estab-
lished standards for treatment outcomes and measurement instruments specific to TCM clinical research,nor has a COS-DRF
been established for TCM clinical studies in China. In light of these gaps,our research team aims to construct a core set of
treatment outcomes for TCM clinical research on distal radius fractures. This involves compiling a comprehensive list of treat-
ment outcomes and measurement instruments, initially derived from a thorough literature review and expert consensus,which
will then undergo further refinement and updates based on real-world clinical experiences, incorporating feedback from 2 to 3
rounds of expert consensus or Delphi questionnaire surveys. Our goal is to establish a COS-DRF or CMS-DRF that aligns with
the principles and practices of TCM,and provide high-quality evidence for clinical practice.
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