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Abstract Objective: To describe the status of outcome indicators selected in randomized controlled trial
(RCT) in the treatment of ulcerative colitis(UC) with Traditional Chinese Medicine(TCM) , analyze the existing
problems, and provide the basis for the construction of UC clinical efficacy evaluation criteria based on the core
outcome set of Traditional Chinese Medicine(COS-TCM). Methods: Retrieved 2017 —2022 published in CNKI Da-
tabase, WanFang Database, VIP Database, SinoMed, Embase, Cochrane library, Web of Science and PubMed lit-
erature on randomized controlled trials of TCM treatment of UC. Two authors independently screened the litera-
ture and extracted the data in strict accordance with the inclusion and exclusion criteria. Any differences were re-
solved through discussion. Results: The study included 73 RCT, including 6 729 patients. using 79 outcome indi-
cators. It can be divided into 8 broad categories: clinical effect(eight kinds, 101 times), TCM syndrome effect
(two kinds, 48 times), intestinal mucosa and histopathological effect(10 kinds, 59 times), symptoms and signs
(one kind, nine times), physical and chemical detection(49 kinds, 10 kinds, 213 times), quality of life(seven
kinds, 30 times), long-term prognosis(one kind, seven times), safety event(one kind, 36 times). The outcome
indexes with high frequency of use include: clinical efficacy/total effective rate, TCM syndrome score, incidence of
adverse reactions, Mayo score /DAI score, Baron score, quality of life in inflammatory bowel disease (IBDQ)
score, etc. Conclusion: There are many problems in the outcome indicators of clinical studies on TCM treatment
of UC, such as non-standard efficacy indicators of TCM syndromes, inaccurate expression of clinical efficacy indi-
cators, inconsistent reference standards, unclear distinction between primary outcome indicators and secondary
outcome indicators. inadequate safety event reporting, and missing outcome indicators of economic evaluation. It

is necessary to establish a unified UC TCM efficacy evaluation standard based on COS-TCM, so as to further im-
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prove the quality of TCM clinical research.
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