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A multi-center, randomized controlled, double-blind clinical study on treatment
of moderately active ulcerative colitis with intestinal damp-heat syndrome
by the methods of Qingre Qushi and Liangxue Huayu Principles
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Abstract Objective: To observe the effect of Qingre Qushi and Liangxue Huayu Principles on the clinical
symptoms and quality of life of patients with moderately active ulcerative colitis(UC) with intestinal damp-heat
syndrome. Methods: According to multi-center, randomized, double-blind, controlled clinical research design, pa-
tients who met the inclusion criteria with a diagnosis of moderately active UC after received 5-aminosalicylic acid
treatment at least 4 weeks and belonged to intestinal damp-heat syndrome, were randomly divided into treatment
group and control group. Both groups were given mesalazine sustained-release granules 4 g/d as the basic treat-
ment, while the treatment group was followed by oral administration of Qingchang Huashifang granules, the con-
trol group was given Qingchang Huashifang granules of Low dose. After 12 weeks of treatment, the scores of
TCM syndromes, individual symptom scores and quality of life scores of the two groups were compared before and
after treatment. Results: Among 119 patients enrolled, 10 patients fell off, 7 patients were excluded, and 102 pa-
tients met the protocol set (54 patients in the treatment group and 48 patients in the control group). The thera-
peutic effect of TCM syndromes in the treatment group was better than that of the control group(P<C0. 05); the
total scores of symptoms and the total score of main symptoms in the two groups were better than the control
group(P<C0. 05) ; Pus-blood stool at the 8th, 10th and 12th week after treatment, the treatment group is better
than the control group, and the treatment group is better than the control group in terms of improving the quality
of life(P<C0. 05). Conclusion: Qingre qushi and liangxue huayu can improve the clinical efficacy and quality of life
with moderately active ulcerative colitis, especially in the aspect of pus-blood stool.

Key words ulcerative colitis; Traditional Chinese Medicine; intestinal damp-heat syndrome; pus-blood;
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