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The Japanese traditional herbal medicine, Kampo, has gradually reemerged and 148 different
formulations (mainly herbal extracts) can be prescribed within the national health insurance
system. The objective of this article is to introduce Kampo and to present information from
previous clinical studies that tested Kampo formulae. In addition, suggestions on the design of
future research will be stated. The literature search was based on a summary, up until January
2009, by the Japanese Society of Oriental Medicine and included only those trials which were
also available in either Pubmed or ICHUSHI (Japan Medical Abstracts Society). We included
135 studies, half of these studies (n = 68) used a standard control and 28a placebo control.
Thirty-seven trials were published in English [all randomized controlled trials (RCTs)] and the
remaining articles were in Japanese only. The sample size for most studies was small (two-third
of the studies included less than 100 patients) and the overall methodological quality appeared
to be low. None of the studies used Kampo diagnosis as the basis for the treatment. In order to
evaluate Kampo as a whole treatment system, certain aspects should be taken into account
while designing studies. RCTs are the appropriate study design to test efficacy or effectiveness;
however, within the trial the treatment could be individualized according to the Kampo diag-
nosis. Kampo is a complex and individualized treatment with a long tradition, and it would be
appropriate for further research on Kampo medicine to take this into account.

Keywords: clinical trials — Kampo — review — study design

Background

Japan, the administration of crude herbal drug formula-
tions dates back by more than 1500 years. Recent dec-

Historical Background

Japanese traditional herbal medicine (Kampo medicine)
obtained the unique features observed today during its
phase of long historical development in Japan. In

© The Author(s) 2010. Published by Oxford University Press.

ades have seen a revival of Kampo medicine in medical
practice, accompanied by a scientific reevaluation and
critical examination of its relevance in modern health
care (1).

This is an Open Access article distributed under the terms of the Creative Commons Attribution Non-Commercial License (http://creativecommons.org/
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The term ‘Kampo’, which literally means ‘method from
the Han period (206 BC to 220 AD) of ancient China’,
refers to its origin from ancient China. The basic thera-
peutic handbook for the application of herbal prescrip-
tions was the Shang han lun. During the Edo-period from
1600 onwards, the specific Japanese characteristics of
Kampo took shape. The seclusion of Japan from the out-
side world led to ever increasing differences from the pre-
dominantly Chinese concepts. The huge variety of the
thousands of Chinese crude drugs was reduced to ~300,
those being the most efficacious drugs which were subse-
quently combined into ~300 prescriptions. From a prag-
matic point of view, Japanese physicians criticized the
highly theoretical and speculative nature of Chinese
medicine as being inadequate to meet the problems of
every-day practice. The strongest critique came from
Yoshimasu Todo in the 18th century who wrote: ‘In clin-
ical medicine, we should only rely on what we actually
have observed by examination of the patient’. For
Yoshimasu Todo, one way to gain data on the condition
of the body was to examine the abdomen, for which he
developed a refined palpation technique (fukushin) (2).
The results of the abdominal palpation should give add-
itional clinical information in order to select the most
appropriate  herbal prescription for the patient.
Yoshimasu Todo’s pragmatic attitude and his abdominal
palpation as a diagnostic procedure has had a strong
influence on Kampo therapy right up until the present
day (3).

It is not surprising that many Japanese physicians were
drawn towards medical techniques from the West to im-
prove their therapeutic options in surgery, but most of
them continued to use traditional Kampo prescriptions
for treating problems of internal medicine until the 19th
century. At the end of the 19th century, it became obvi-
ous that for the urgent medical problems of that time,
infectious diseases and acute surgical problems, Western
medicine had better tools. The German system of medical
education was adopted. In 1876, the government passed a
regulation that all physicians were required to study
Western medicine. The practice of Kampo was not for-
bidden but greatly inhibited and gradually declined (4).
However, after the Second World War, the first modern
Kampo specialists carried on the traditions from the
Edo-period. This revival of Kampo took place within a
context dominated by modern Western medicine. The
pragmatic and reductive approach of restricting Kampo
therapy to clinically meaningful components helped to
facilitate its gradual integration into modern medicine.
Modern industrial society, in combination with longer
life expectancy, has caused a shift in the predominant
disease patterns, bringing to the therapeutic forefront
chronic and degenerative diseases, functional and psycho-
somatic disorders and the multimorbidity of the elderly.
These provide the main indications for the use of herbal

drugs, not only with respect to treatment, but also for
prevention (5).

Although rooted in Chinese tradition, Kampo medicine
is not the same as modern traditional Chinese medicine
(TCM). TCM emphasizes the traditional concepts of East
Asian natural philosophy, such as Yin and Yang and the
theory of the five elements. Japanese Kampo favors diag-
nostic methods that directly relate the symptoms to the
therapy, bypassing speculative concepts. The vast array
of crude drugs has been reduced in Kampo and also the
quantity of each drug in the formulation is much lower.
While Kampo still uses traditional prescriptions, TCM
also tends to create new drug combinations (6).

Usage and Integration into Modern Medicine

Kampo traditional prescriptions have been included in
the Japanese National Health Insurance drug list since
1971. A total of 148 Kampo herbal prescriptions are
able to be funded to date. The application of Kampo
has steadily increased and according to a survey by the
Journal Nikkei Medical, more than 70% of physicians
prescribe Kampo drugs today (7). The Japan Society
for Oriental Medicine is the biggest society for Kampo
medicine and has 8600 members and 2600 certified board
members. In 2001, Kampo education for medical stu-
dents was incorporated into ‘the model core curriculum’
by the Japanese Ministry of Education, Culture, Sports,
Science and Technology (6).

The development of modern ready-to-use forms was
directly related to the enormous increase in Kampo
usage, mainly as spray-dried granular extracts of the ori-
ginal formulae. They have increasingly replaced the trad-
itional decoction of the crude drugs, even though they are
also covered by the national insurance system. Besides
being simple to administer, industrial production has
enabled several other advantages. The quality control of
the purity as well as toxicity is standardized in Japan,
following the Japanese pharmacopoeia and international-
ly established regulations for Good Manufacturing
Practice (GMP) and Good Laboratory Practice (GLP).
The standardization of the main components has
become possible and this is a precondition of clinical re-
search. Today, extract preparations make up to 95% of
the Japanese Kampo market.

In Western countries, herbal therapies originating in
other cultural areas, mainly Chinese herbal medicine as
part of TCM, are receiving increasing interest. In the
USA, TCM is still far more visible than Kampo. The
practitioners practice herbal therapy often in combination
with acupuncture, which is often a mixture of Chinese,
Japanese and Korean acupuncture styles. Kampo drugs
are only available over the counter, meeting Japanese
GMP criteria. Since Japanese pharmaceutical companies
have started clinical trials in the USA, several drugs have
already been registered as investigational new drugs
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