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( Introduction }

In modern Japanese medicine, Kampo medicines are fréquently prescribed, mainly
by physicians who have learned Western medicine. In and after 2000, the efficacy of
several Kampo products was reported in the treatment of simple postoperative adhesive
ileus, metabolic syndrome, and behavioral and psychological symptoms of dementia in
patients with cognitive impairment.1-6) Since then, Kampo products with efficacy
evidence have been widely used for these diseases. The Kampo products prescribed at
many Japanese hospitals are all Kampo extracts covered by the National Health
Insurance (NHI), and often used in combination with Western drugs.

In accordance with the Pharmaceutical Affairs Law as amended in 2005, the
Ministry of Health, Labour and Welfare urged a policy of converting “prescription
drugs” (requiring a physician’s prescription) into so-called “over the counter (OTC)
drugs” that people can buy directly. An additional amendment in 2009 divided OTC
drugs into three categories: First-class OTC drugs, which require a pharmacist’s
direction; and Second-class and Third-class OTC drugs, which can be sold in the
absence of a pharmacist. Kampo products are classified as Second-class OTC drugs, so
that Japanese people can use many Kampo products as they wish without any
restrictions, to self-manage their health.

In 2011, a great earthquake devastated East Japan, causing a large number of
deaths. We thank Taiwan and many other countries for help and aid. Subsequently,
damaged reactors in nuclear power stations caused radioactive contamination as well as
disruption of electric power supply. Community medicine/bealth care faced a great
challenge. Now is the time for pharmacists to build a health management system for the
nation with active use of Kampo products. This study examines the state of
popularization of Kampo products to explore the consciousness of citizens as well as
pharmacists in regard to Kampo medicine.

[Background & Objective]
There are no qualifications nationally accredited for traditional medicine experts
except acupuncturists and moxibustionists in Japan. Pharmaceutical students have the

-28-
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chance to learn pharmacognosy at Universities, but rarely experience actual use of
Kampo formulae in the treatment of diseases in clinical settings. To master Kampo
medicine, many pharmacists have individually sought to be taught by Kampo clinicians,
including Kampo specialists certified by the Japan Society for Oriental Mediciné or
other Kampo-related societies, or to learn Kampo medicine independently in Kampo
study groups. In recent years, schools of traditional Chinese medicine have advanced
into Japan from China. However, traditiona,l‘Chinese medicine differs from Japanese
Kampo medicine. Furthermore, the level of knowledge about Kampo medicine varies
widely among pharmacists, and Kampo education for Japanése-people is needed that
employs effective methods and presents content that is easy to master. This study
investigates the state of spread of Kampo products and awareness of Kampo medicine.

[Methods] »

The status of use of Kampo extracts was investigated. To explore broadly
distributed Kampo formulae, the status of production of Kampo formulations in Japan
was determined from the production of drugs by therapeutic category as well as by use
category in annual reports, “Statistics of Production by Pharmaceutical Industry.”

In 2011, to compare the awareness of Kampo produ’c’:t‘s between pharmacists and
non-pharmacists (general public), 118 citizens participating in a Kampo study meeting
were surveyed on the questiontiaire entries below, of Which qiiestions from 1 t6 5each
require the responder to select a number choice as a response, while question 6 requires
the responder to write-in the names of Kampo products that he or she recalls. -

Questionnaire content (questions and response options)
)] [Expenence] Have you taken Kampo medicines?

1. Never 2. Occasionally 3. Often
(2) [Smell] Do you 11ke the smell of Kampo medicines?

1. Hard to say 2. Dislike 3. Do not mmd 4. Like
(3) [Taste] Do you like the taste of Kampo medicines?
1. Hard to say 2. Dislike 3. Do not mind 4, Like

(4) [Self-management of health] Do you think you self-manage your health?
1.No 2. Hardly 3. Yes
(5) [Use of Kampo medicines] Do you want to use Kampo medicines for your health

management? :
1. No 2. Yes, if there is a consultant 3. Yes
(6) Write the names of Kampo medicines that you know
(Respond freely )
[Results]

1. Status of use of Kampo formulations in Japan

For the usages of Kampo formulations, the production of drugs by therapeutic
category and by use category were investigated in annual reports, “Statistics of
Production by Pharmaceutical Industry.” In 1976, when Kampo formulations were first -
listed in the NHI-covered drug price list, the production value of Kampo formulations
consisted of 2,652 million yen (27.7%) from ethical (i.e., prescription) Kampo
formulations and 6,904 million yen (72.3%) from non-prescription Kampo formulations
(OTC products plus products for household delivery).
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In 1981, the production value of prescription Kampo products (29,471 million yen;
61.9%) exceeded that of non-prescription Kampo products (18,163 million yen; 38. 1%).
Since then, the production value of prescription Kampo products has remained at a
higher level than that of non-prescription Kampo products.

In fiscal 2009, the gross production value of drugs amounted to approxunately
6,800,000 million yen, as shown in Table 1, including 128,407 million yen (1.9%) from
Kampo products, of which prescription Kampo products accounted for 83.0% and
non-prescription Kampo products, 17.0% (Table 2). Obviously, the production of
prescription Kampo products has. sharply increased since fiscal 1981. However, the
percentage of non-prescription drugs in the gross production of drugs was 9.5%, as
compared with 17% of non-prescnptmn Kampo products among Kampo products.
Furthermore, non-prescription drugs in general showed a year-o n-year rise of 3.0%
versus 9.1% for non-prescription Kampo products, indicating a large rise of the latter.
For Kampo products for household delivery, the year-on-year rise was 31.4%, indicating
remarkable growth, contrasted with a fall in medicines for household delivery.

2. Frequently used Kampo formulae (for ethical use)

On the basis of the changes in production and import values of Kampo products7)
and the fiscal 2009 sales value (rough estimate) data for ethical Kampo products
released by major manufacture/sales companies for ethical Kampo products, the top 20
of the Kampo formulae frequently used during fiscal 2009 were as follows:
shakuyakukanzoto (% % # ¥ 37), kakkonto (¥ #& %), daikenchuto (ki ¥ %),
bofutsushosan (B &8 % #¢), hochuekkito (3§ F 3% & %), tokishakuyakusan (% 7 % %
#), goshajinkigan (4 & B A A), shoseiryuto (“I#F &), kamishoyosan (Auekid i
#0), rikkunshito (% F ), keishibukuryogan (#:4%# % A), bakumondoto (& P4
#), hachimijiogan (A=kib i), hangekobokuto (F £ B 4}%), boiogito CA
#), goreisan (% %-$%), juzentaihoto (-H;};‘u% %), chotosan (49 B 30), saireito (3%
#), and saikokaryukotsuboreito (4 #i/u& &4 %53%). This result reflects the fiscal
2009 production plus import values divided by the drug price/g reported by the. largest
manufacture/sales company for ethical Kampo products. Regarding the formulae whose
pnces are not listed in the drug tariff (daikenchuto, saireito, and goshajinkigan), data of
major pharmaceutical companies was used for reference.

3. Survey on awareness of Kampo medicines

The survey results are shown in Figure 1. Responders were pharmacists (group 1;
n=57; male/female=23/34; mean age, 54.0 years for men and 54.1 years for women) and
non-pharmacists (group 2; n=61; male/female=17/44; mean age, 55.3 years for men and
53.7 years for women), and the differences between the two groups were examined by
Mann-Whitney’s U-test, with a significance level of 0.05% or less. A comparison
revealed significant group differences in experience (p=0.001), smell (p=0.002), and
taste (p=0.005). However, no difference was observed between the two groups in health
management and use of Kampo products.

Table 3 lists Kampo product names entered by at least two responders. From the
number of responders entering Kampo names in each group, the percentage of
responders per group was calculated as 29.5% and 82.5% for group 2 and groupl,
respectively. Six response sheets from non-pharmacists contained crude drug names
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(such as Glycyrrhiza [+ ¥, kanzo]) and OTC drug brand names (such as seirogan [iE
#% H.]), while two response sheets from pharmacists also contained crude drug names.
These were excluded from statistic analysis (without mention of contents).

[Discussion and Perspective]

The productlon dynamics of Kampo products at a given time is considered to
roughly represent the state of popularization of Kampo products at that time. Ethical
Kampo extract products covered by the NHI have largely contributed to the spread of
Kampo ‘products. Investigation of various treatment guldelmes ‘published by meédical
societies and intérnational evidence reports1-6) involving the above-mentioned top 20
Kampo formulae revealed that Kampo formulae with scientific evidence tended to have
higher production. This is probably becanse Kampo extracts able to be comprehended
from the same viewpoint of eﬁicacy pharmacology as in the case of Western drugs came
to be used by phys:cmns in their specialty fields. In today’s Japan, use of existing
Kampo extract products in the treatments based on Western medlcme plays a role in the
spread of Kampo products.

On the other hand, the 21st century is the time when medical insurance policies
have come to cover obesity and metabolic syndrome, because early treatment of these
conditions will prevent the onset of intractable chronic diseases as well as
cardiovascular diseases, and thus a future reduction in medical and economic burden is
expected. Lifestyle-induced metabolic failure may be more efficiently treated by use of
an Oriental medicine strategy (that comprehends continuous human life activities) than
from a perspective of Western medicine. Use of Kampo products ¢ould prevent and cure
metabolic failure, although their lifetime effects will be weakened without a viewpoint
of “yojo,” a regimen to stay healthy or to improve health. Contemporary people
generally do not control their lifestyle following such regimen. The productlon value of
bofutsushosan, which is offered to patients with consnpatlon and subcutaneous and
visceral fat obesity, was elevated from 780 million yen in 2001 to 2,940 million yen in
2009. Similarly, the production value of bmoglto which is used for deﬁc1ency—pattern
obesity with coldness, rose from 1,030 million yen in 2001 to 1,400 million yen in 2009.
This trend is attributable to the establishment of Japanese diagnostic criteria for
treatment-requiring obesity in 2001, followed by execution of health guidance for
patients with metabolic syndrome by local authorities since 2006. Scientific research on
bofutsushosan and boiogito has accumulated a large body of evidence.

Appearance of the names “bofutsushosan” and “yokukansan” in the questionnaire
survey involving citizens may have stemmed from daily TV watching or magazine
reading. Non-pharmacists areé more likely to have entered these names. Kakkonto was
listed by many responders, regardless of occupational field. Its production value also
rose from 2,130 million yen to 2,940 million yen in this period, and is widely
distributed. This Kampo product is being advertised as a common cold remedy in many
media and is actually in frequent use for common cold.7)

Regardless of occupational field, nearly 60% of the responders considered the
necessity of further self-management of health; 96.6% wished to manage health with
Kampo medicines. These survey results may reflect the fact that the survey subjects
were participants in a Kampo study meeting. In particular, non-pharmacists preferred to
have a consultant in the use of Kampo medicines. Nearly half of even the pharmacist
subjects (despite being drug experts) required a consultant, implying that practical
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education in the use of Kampo formulae should be incorporated in future
pharmaceutical education. These are signs of the spread of Kampo products in civil life.

Meanwhile, in Japan, people being treated with Western medicine and taking
Western drugs and/or health foods often also take Kampo products. In view of
interaction with concurrent drugs, effective and safe use of Kampo products is required.
Furthermore, since efficient treatment is important from both medical and economic
perspectives, active participation of pharmacists into health management of citizens is a
good strategy to enhance the future community health care.

Japan is endeavoring to establish a certsin level of Kampo education equivalent to
that of modern medicine.8) Next, a conference in alliance with pharmacists,
pharmacognosy researchers, and pharmacokmenc specialists is needed toward creating
“Kampo pharmacy,” a practical traditional medicine focusing on pharmacy

If the category of Kampo pharmacy becomes acknowledged as a unique
pharmaceutical specialty by physicians and other medical professionals, Kampo
pharmacy will serve as a complement-to Western. medlcme-based treatment. In
community medicine as well as Western medicine of medlcal institutions, the role of
pharmacists in clinical settings will become more unportant, and therefore Kampo
educatiori should shift the focus from medicinal plants and crude drugs to clinical
practice.
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Tab. 1 Drug production values by “middle” therapeutic category in fiscal 2009 versus 2008

Production value Year-on-year rise or fall Percentage
Rank . '
an ddle" . .
(Total:50 » . 2009 2008 Amount Percentage 2009 2008
. therapeutic category '
categories ) :
Million yen Millionyen | Million yen % % %
Total 6,819,589 6,620,091 1100,498 3.0 100.0 100.0
1 Antihypertensive 660,628 648,004 12,624 1.9 9.7 9.8
13 Antidiabetic 172,596 159,735 12,861 81 25 24
14 | Antipyretic 154,627 157,735 3,108 20 23 24
analgesic
anti-inflammatory
15 Other urogenital and 139,415 123,223 16,192 13.1 2.0 1.9
anal
16 ' Kampo 128,407 118,171 10,235 . 87 1.9 1.8
17 | Neuropsychiatric 120,650 | 98,977 21,673 219 1.8 15
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Tab.2  Drug production values by large therapeutic category and by use category in fiscal 2009 versus 2008

o o~
= o
g 8
Bo |2 Drugs for Other
'§ § Q Total i g i
5.Q ) prescription drugs
5 | £
< |y
& |5
household
Subtotal Subtotal OTC )
delivery
Production Production Production Production " Production
Percentage Percentage , Percentage: Percentage Percentage
value value ) value ; value . value .
, (2008) (2008) (2008) (2008). _ (2008).
(2008) (2008) (2008) (2008) (2008) :
Million - Million Million | Million. Million
% ‘ % % % | %
yen yen yen yen yen
3 6819589 | 100 6174202 90.5 645387 95 616601 9.1 28786 04
= (6620091)| (100) [(51002765) (90.5) (617553) (9.5) |(598438) 6.1). |(28889) 0.4)
18 §~. 128407 100 106538 83 21869 17 20861 16.2 1008 0.8
(19) | S| (8172 | (100) | (98289) | (83.1) | (19882 | (169) | (19115)| (163) | (767) €0.6)

8
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Tab.3  Kampo medicines listed in response to Q6 in the questionnaire survey

Non-pharmacists ' Response | Pharmacists Response
(n=61) rate'(%)' (n=57) | rate (%)
(6) Number of responders to Q6 18 205 47 825
Kakkonto (¥ &%) 12 19.7 27 474
Shoseiryuto (“ & & %) 5. 8.2 8 140
Bofutsushosan (17 B3 £ #4) 4 6.6 1 “18
Hachimijiogan (A ekit# AL) 4 6.6 8 14.0
Tokishakuyakusan ( % 5% #4%) 4 6.6 4 7.0
Goreisan (£ 24 ' 3 4.9 2 35
Hochuekkito (38 ¥ % &%) 2 33 4 7.0
Yokukansan (3% BT $%) 2 33 0 0
Maoto (#% %) 0 0 9 15.8
Keishito (#£ 4% 3% ‘ , 0 0 7 123
Shakuyakukanzoto (5 £ H3:%) 0 o 4 7.0
Tokakujokito (k4% A %) 0 0 3 53
‘Hangekobokuto (¥ & B4k 3) 0 0 2 3.5
Chotosan (44 ) 0 0 2 3.5

18 non-pharmacists and 47 pharmacists listed one Kampo medicine name or more.
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- Have you taken Kampo medicines ?

iil. Often. B Occasionally = Never
Non-pharmacists (51.7%).

Pharmacists (48.3:%)

Both (100 %)

Fig. 1-(1)
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Do you like the smell of Kampo medicines ?

Non-pharmacists (51.7%) g
Pharmacists (48.3 %) §

‘Both (100 %)

iYes ®Hardly =No % Hardtosay (noexperience)

Fig. 1-(2)
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i Like

Non-pharmacists
(51.7%)

Pharmacists (48.3-%)

Both (100 %)

Do you like the taste of Kampo medicines ?

# Do not mind’

Fig. 1-(3)
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Dd you do self ;::he.a,[th ca re?

~

& Hardly = No

Yes

|

fi

Non-pharmacists (51.7%)

Pharmacists (48.3 %)

Fig, 1-(4)
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