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Abstract
AIM: To evaluate the efficacy and safety of sequ-

ential phased treatment with traditional Chinese
medicine in the management of mild to moder-
ate ulcerative colitis.

METHODS: According to the multi-center,
randomized, controlled, noninferiority study
design, 224 patients with mild to moderate ul-
cerative colitis in four clinical centers underwent
sequential phased treatment with traditional
Chinese medicine (experimental group) or treat-
ment with enteric-coated mesalazine tablets
(control group) for 24 weeks. The remission rate,
recurrence within 6 months after remission, and
safety were compared between the two groups.

RESULTS: At the end of the treatment, the
response rate was 64.15% in the experimental
group and 51.61% in the control group. The ex-
perimental group had a non-inferior response
rate to the control group (P < 0.05). The recur-
rence rate within 6 months after remission was
13.24% in the treatment group and 14.58% in the
control group. The incidence of adverse reac-
tions in the experimental group was 3.5%, show-
ing no significant difference with that in the
control group.

CONCLUSION: Sequential phased treatment
with traditional Chinese medicine can achieve a
non-inferior clinical remission rate to treatment
with enteric-coated mesalazine tablets in pa-
tients with mild to moderate ulcerative colitis.
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