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Development of A Core Outcome Set (COS) for Ischemic Stroke in Clinical Trials of Chinese Medicine

XIE Qianwen', XIAO Jingmin', DENG Xueyi’, CHEN Xueyin', KANG Fugin’, LAl Jiaqgi', YANG Lihong',
LIU Shaonan', FENG Mei', CAl Yefeng', SUN Jingbo', GUO Xinfeng'

1. The Second Affiliated Hospital of Guangzhou University of Chinese Medicine, Guangzhou, 510120; 2. The First Affiliated
Hospital of Sun Yat-sen University; 3. The Second Clinical Medical College of Guangzhou University of Chinese Medicine
ABSTRACT Objective To establish a core outcome set (COS) for clinical trials of Chinese medicine (CM) in
the treatment of ischemic stroke (IS), which could provide references for further clinical studies. Methods A pool
of outcomes was firstly established by searching CBM, CNKI, Wanfang, VIP, PubMed, Cochrane Library, EmBase, and
the clinical trial registries for related randomized controlled trails, systematic reviews and registered protocols, and
was then supplemented through questionnaire survey among patients ; after Delphi survey and consensus meeting, the
COS for IS was finalized. Results Totally, 9805 papers and 1139 protocols were collected, and 719 published arti-
cles, 196 clinical trials registration protocols were included, and 452 IS patients’ opinion, 72 outcomes were assem-
bled for Delphi survey. After two-round Delphi survey, 24 outcomes were included in the COS. Through the expert
consensus meeting, the COS was finalized including 12 outcomes in six outcome domains, which were clinical end-
point outcomes (all-cause mortality, mortality, recurrence rate, incidence of cardiovascular and cerebrovascular
events) , body function impairment outcomes (level of disability, neurological deficit. motor dysfunction, and cogni-
tive impairment) , body structure impairment outcomes (cerebrovascular diseases, carotid and vertebral artery diseas-
es) , activity limitations and participation restrictions (activities of daily living assessment ) , safety outcomes (adverse
events) and outcomes related to CM syndromes. Conclusion Following the core outcome measures in effectiveness
trials (COMET) handbook, the COS of CM in the treatment of IS was established, which may help clinical research-
ers to select standardized outcomes, improve the application of research outcomes, promote the homogeneity between
clinical researches for further comparison.
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