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[Abstract] Dried flowers and buds of Sophora japonica (Huaihua) are used as medicine
in China, Japan, and Korea for treating bleeding haemorrhoids and haematemesis. The
study compared the clinical efficacy and safety of Sophora flower formula with placebo
in the conservative treatment of symptomatic haemorrhoids. The study was designed as
a prospective, double-blind, randomized, and placebo—controlled trial. The clinical
effective rate, symptom score, incidence of important clinical events were defined as
the observation indices to evaluate the effect of Sophora flower formula. Analytical
results showed that 80% of the patients’ major symptoms were eliminated, while 20%
improved within 7 days after the treatment. Comparison with the conventional treatment
showed that 72.2% of the patients’ symptoms improved, while 5.5% of the patients’
symptoms persisted without improvement. After 14 days, 91. 6% patients in the treatment

group became asymptomatic, whereas 18.8% patients in the control group exhibited

residual symptoms. The major difference between the 2 groups was significant
improvement in the haemorrhage condition of the haemorrhoids (p< 0.01). Other symptoms
such as pain, itchiness, and swelling sensation disappeared rapidly. As the bowel habits
improved and the patients took sitz baths, the symptoms improved drastically,
regardless of the use of the Sopfors flower formula. The traditional Chinese herbal
formula of Sophora flower is climically effective and safe for the treatment of
symptomatic haemorrhoids. Haemorrhaging can be reduced more rapidly by using this
formula than by conventional treatments. It is anticipated that the present study
results will provide a clinical reference for physicians when prescribing medication
for patients with symptomatic haemorrhoids. )
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