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Current status of outcome measures in RCTs on Chinese herbal compounds for adjuvant treatment of osteopo-
rotic fractures

LIU Sixue , HUANG Jian,ZHOU Yungiao, WANG Kangning, WANG Yuquan, FANG Bixuan,ZHANG Fan,LI Jinyu
Dongzhimen Hospital of Beijing University of Chinese Medicine, Beijing 100700, China

ABSTRACT Objective:To analyze the current utilization of outcome measures in randomized controlled trials( RCTs) on Chinese herbal
compounds ( CHCs ) for adjuvant treatment of osteoporotic fractures. Methods: All the RCTs about CHCs for adjuvant treatment of osteoporo-
tic fractures included from January 2005 to December 2024 were retrieved from the China National Knowledge Infrastructure, Vip Database,
Wanfang Database , Chinese Biomedical Literature Service System,PubMed, Embase, and Cochrane Library through computer. All patients
were treated with surgery intervention and conventional western medicine therapy, while the ones in experimental group were further treated
with CHCs as an adjunctive therapy. The pertinent articles were screened , the information was extracted and the methodological quality of
the included RCTs was evaluated independently by two researchers. After that, a statistical analysis was performed using Microsoft Excel
2016 software to examine the types and frequencies of outcome measures, domain-specific classification of outcome measures, utilization of
composite efficacy criteria,and measurement time points of outcome measures. Results: Six thousand eight hundred and ten articles were

searched out. After screening, 102 ones were included in the final analysis, involving 10 317 patients. (D) General results of analysis on
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outcome measures. Eighty-three distinct outcome measures were reported in the 102 studies, with a cumulative frequency of 653. The indi-
vidual studies encompassed 2 — 18 outcome measures, with a median of 7. Four studies distinguished between the primary and secondary
outcome measures ,all which employing three or more co-primary outcomes as the primary endpoints. @Domain-specific classification of out-
come measures. Based on the outcome domain taxonomy for TCM clinical research,the 86 outcome measures were taxonomized into 7 cate-
gories ,with 2,10,5,57,5,2 and 2 unique outcome measures into TCM syndrome patterns , symptoms & signs, quality of life, physicochemi-
cal detection,long-term prognosis,resource utilization,and safety events,respectively,which were reported in 9,132,14,267,185,4,42 in-
stances , respectively , across the 102 studies. (3 Utilization of composite efficacy criteria in clinical studies. The composite efficacy criteria for
clinical evaluation was reported in 28 studies,among which,12,8,3 ,and 2 studies referred to the Standard for Diagnosis and Therapeutic
Effectiveness Evaluation of Traditional Chinese Medicine Syndromes, Guiding Principles of Clinical Research on New Chinese Medicine ( iry
out) ,Common Diagnostic Classification Methods and Functional Outcome Assessment Criteria for Orthopedics ,and Diagnostic and Therapeutic
Criteria for TCM Diseases and Syndrome and Selection of Prescriptions ,respectively. In addition , one study each referenced the Recommended
Diagnostic Criteria for Osteoporosis in Chinese Population ( Second Draft) , Guidelines for the Diagnosis and Treatment of Osteoporotic Frac-
tures in China( Diagnostic and Treatment Principles for Osteoporotic Fractures) ,and Expert Opinions on Monitoring and Evaluation of the In-
tervention Efficacy for Primary Osteoporosis. (d)Measurement time points of outcome measures. Outcome measures were assessed before the
treatment and at the end of treatment in all 102 studies. Furthermore, the post-treatment outcome measure assessments were reported in 44
studies , with measurements taken at 6-month post-treatment in 18 studies, 12-month post-treatment in 16 studies,3-month post-treatment in
9 studies, and 24-month post-treatment in 1 study. Conclusion ; Current RCTs on CHCs as an adjuvant therapy for osteoporotic fractures ex-
hibit critical methodological limitations such as non-standardized outcome measure selection, failure to distinguish primary outcome measure
from secondary outcome measure, prevalent use of surrogate outcome measure, and diverse clinical composite efficacy criteria and time
points for outcome assessment.

Keywords osteoporotic fractures ; compounds( TCD) ;randomized controlled trials as topic ;outcome measure
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