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The efficacy of Traditional Japanese Medicine “keishikasyakuyakuto” for
irritable bowel syndrome : A multi—center, double-blinded, placebo—controlled,

randomized trial
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The aim this study is to investigate the efficacy of Kampo Medicine ‘Keishikashakuyakuto’ for
irritable bowel syndrome (IBS) in a double blind, placebo-controlled way.

In 2016, we established the study implementation system, that is, single-arm trial, the
development of the study design, decision of study cooperation facilities, development of the study
protocol, production and purchase of the study drug, validation of the placebo and inclusion and
allocation of the study drug.

First, we developed the study design, decided 6 cooperation facilities and developed the study
protocol. IBS is a common gastrointestinal functional disorders characterized by abdominal pain
and alteration of bowel habits in the absence of any structural abnormality, and patients often
suffer from abdominal symptoms and their quality of life (QOL) is severely affected.
Unfortunately, IBS has no definitive treatment, and success with the available pharmacological
treatment. Considering IBS is more commonly diagnosed in patients younger than 50 years, the
long-term strategy for IBS patients is urgent problem. We, therefore, decided the primary end
point of this study as QOL of IBS patients. We conducted a single arm trial to investigate the
efficacy of Keishikashakuyakuto for IBS patients (UMIN:0000222282),and reported that
Keishikashakuyakuto is effective for improvement of QOL of IBS patients.

The placebo-controlled protocol was approved by the Institutional Ethics Committee of Yokohama
City University Hospital on December 2016.

Next, we purchased an insurance policy for all participation facilities, registered the study on
University hospital Medical Information Network (UMIN). The application for Institutional
Ethics Committee of each cooperation facilities are going on.

We asked Tsumura Corporation for the production of the study drug. Furthermore, validation
study for the study drug as its appearance, taste and smell with a set of study drug before the
allocation proved the quality of the study drug enough for clinical trial.

We asked Yokohama City University Center for novel and exploratory clinical trials(Y-NEXT) for
inclusion and allocation of the study drugs in March 2017. After allocation of the study drugs, all
drugs were delivered to our institution.

All preparations to start the clinical trial were set, and we started recruitment of IBS patients
for this study. We are going to continue this study of the total 300 participants with IBS after
April 2017.
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