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Goshuyu-to Versus Lomerizine Hydrochloride in the Prophylactic Treatment of
Migraine Headaches: an open crossover trial
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Abstract: Background: Goshuyuto extract (GE) is a Chinese herbal medicine that
has long been used in Japan to treat migraine headaches. Lomerizine hydrochlorid (LH)
is a first-line medicine for preventing migraine headaches in Japan.

Objective: To confirm the efficacy of GE versus LH in preventing migraine attacks.

Methods: Inclusion criteria: the diagnosis is a migraine with aura or without aura
according to International Classification of Headache Disorders, 2nd edition. As entry
criteria, disease duration of migraine should not be less than one year and migrainous
attacks should be 3 times a month and over. Fourteen migrainous patients consented to
participate in the clinical trial. They were randomly divided into two groups (groups 1
and 2), each with seven patients. Group 1 received 10 mg/day of LH for 28 days and
thereafter underwent a 2-week withdrawal, after which they received 7.5 g/day of GE
for 28 days. Group 2 was subjected to an opposite protocol. Abortive administrations of
triptans were allowed to take for migrainous attacks during the withdrawal period. The
frequency and intensity of migrainous attacks and abortive administrations of triptans
were assessed using the headache diary and the visual analogue scale before treatment
and at weeks 2, 4, 6, and 8 of the study.

Results: The medication compliance of GE was 74% against 94% of LH. However, GE
significantly alleviated the frequency and intensity of the migrainous attacks. Moreover,
GE significantly reduced concurrent symptoms such as nausea, vomiting, dizziness, and
irritability. Two patients reported adverse events: sleepiness and fatigue during the
medication of LH.

Conclusion: The efficacy and safety of GE for preventing migraine headaches have
been established. GE can be a first-line medicine in the prophylactic treatment of
migraine instead of LH.
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