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Abstract

We conducted a retrospective study on therapeutic effects of Kampo therapy for the prolongation
of life in patients with uterine cervical cancer. Qur subjects in this study were 174 patients with newly
diagnosed cervical cancer who were admitted to the Tokushima University Hospital between 1976 and
1998, and who were treated with radiotherapy with concomitant Kampo therapy. Outcome was studied
for a total of 92 patients (43 patients in Stage IIb and 49 patients in Stage I1Ib) who were followed up
for at least 5 years after treatment. For historical controls, we selected 120 patients treated during the
same period in our department who did not receive concomitant Kampo treatment (63 patients in Stage
IIb and 57 patients in Stage IIIb). Patients were treated with standard radiation therapy. Some patients
were also treated with chemotherapy or immunotherapy. The Kampo formulations used were Tsumura
Kampo granulated extracts. Almost all patients began this regimen during radiation therapy and
continued to follow it for several years, up to 20 years in some cases. The b-year survival rate for the
92 patients given concomitant Kampo therapy was 75.6 9%, in comparison to 65.6 % for the 120 patients
not receiving Kampo treatment. 10-year survival rates for these groups were 65.9 % and 49.1 %
respectively (p=0.0102982). Among patients in Stage IIIb, the 5-year survival rate was 68.4 % among
the 49 patients who given concomitant Kampo therapy and 48.4 96 among the 57 patients who did not
receive Kampo treatment, and the 10-year survival rates were 59.7 % and 38.3 % respectively (p=
0.00803624) . This study shows that concomitant Kampo therapy significantly extended the survival of
patients with uterine cervical cancer.

Key words concomitant Kampo therapy, radiation therapy, life-proionging effect, cancer of
uterine cervix.

Abbreviations Hochu-ekki-to (Bu-Zhong-Yi-Qi-Tang), #i #2855 ; Juzen-taiho-to (Shi-Quan-
Da-Bu-Tang), -‘+4&K###% ; Ninjin-yoei-to (Ren-Shen-Yang-Rong-Tang), AZ¥E3% ; QOL, quality of
life;; Yin and Yang, B&F5.

Introduction

Kampo was first introduced in the treatment of
cancer in the late 4th Century. In modern times,
Kampo applications for cancer therapy were devel-
oped by trial and error because of dissatisfaction with
Western medicine in dealing with problems such as
the side effects of radiation therapy and various types
of general malaise. However, routine treatment pr-

oduced results which were better than expected.”)
This led to rising expectations for the “Oriental
mysteries” of Kampo. As increasing numbers of
reports are now becoming available on cancer radia-
tion therapy, ranging from basic research to clinical
studies,g ¥ my colleagues and I decided to do a retro-
spective study of the life-prolonging effects of con-
comitant treatment with traditional Chinese medicine
in combination with Western medicine.

We based our study on patients with cancer of the
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uterine cervix. Results are reported below.
Materials and Methods

Our subjects in this study were 174 patients with
cervical cancer who were admitted to the Radiology
Department of the University of Tokushima School of
Medicine Hospital during the 23-year period between
1976 and 1998, and who were treated primarily with
radiotherapy with concomitant Kampo therapy
(Table I). Most of these cancers were in Stage IIb or
Ib.

Outcome was studied for a total of 92 patients
(43 patients in Stage IIb and 49 patients in Stage IIIb)
who were followed up for at least 5 years. For histori-
cal controls, we selected 120 patients treated during
the same period in our department who did not receive
concomitant Kampo treatment (63 patients in Stage
IIb and 57 patients in Stage IIIb).

Patients were treated with standard radiation
therapy consisting of low-dose-rate intracavitary

Table I Patient characteristics

Number of cases 174 cases
Age (years) 34 ~ 92
Mean 67
30 = 1
40 = 11
50 = 29
60 = 45
70 = 67
80 = 20
90 = 1
Stage
1 12
11 65
111 67
v 30
Traditional medicine
Juzen-taiho-to 59 (34.0%)
Hachimi-jio-gan 30 (17.2%)
Ninjin-yoei-to 22 (12.6 %)
Sairei-to 20 (11.5%)
Hochu-ekki-to 11 (6.3%)
Sho-saiko-to 9 (5.2%)
Dai-saiko-to 3(1.7%)
Other 20 (11.5%)

irradiation with cesium 137 and x-ray teletherapy by
linear accelerator at 6 MV." Some patients were also
treated with chemotherapy or immunotherapy.m
The Kampo formulations used were Tsumura
Kampo granulated extracts, given at a dose of 7.5-
9.0 g/day, 30 minutes before meals, in a small quantity
of hot water. Almost all patients began this regimen
during radiation therapy and continued to follow it for
several years, up to 20 years in some cases. Typical
Kampo formulations were constitution-builders such
as Juzen-taiho-to (Shi-Quan-Da-Bu-Tang), Ninjin-
yoei-to (Ren-Shen-Yang-Rong-Tang), and Hochu-
ekki-to (Bu-Zhong-Yi-Qi-Tang), with usage
designated as traditional diagnosis (“Sho”) for both
Wazai and Shazai type formulations (Table I).
Outcome was evaluated statistically, applying the
Kaplan-Meyer test for survival rate, the Logrank test
to determine significant difference, and the Cox Pro-
portional Hazard Model for multivariate analysis.

Results

Stratified by disease stage, the 5-year survival
rate was 80.7 9% for the 106 patients with cervical
cancer in Stage IIb (43 patients given concomitant
Kampo therapy and 63 patients not receiving Kampo
treatment), and 57.4 % for the 106 patients in Stage
IIIb (49 patients given concomitant Kampo therapy
and 57 patients not receiving Kampo treatment). The
10-year survival rates for these groups were 63.6 %
and 47.8 % respectively (p=0.0131004) (Fig.1).

By treatment method, the 5-year survival rate for
the 92 patients given concomitant Kampo therapy was
75.6 %, in comparison to 65.6 9 for the 120 patients
not receiving Kampo treatment. Ten-year survival
rates for these groups were 65.9 9% and 49.1 9 respec-
tively (p=0.0102982) (Fig.2). When results were
compared by disease stage, the 5-year survival rate
was 83.7 % among the 43 patients in Stage IIb who
given concomitant Kampo therapy and 78.99% among
the 63 patients in Stage IIb who did not receive
Kampo treatment. The 10-year survival rates among
these two groups were 72.79% and 57.994 respectively
(p=0.1721434) (Fig. 3). Among patients in Stage IIIb,
the 5-year survival rate was 68.4% among the 49
patients who given concomitant Kampo therapy and



Survival (%)

Journal of Traditional Medicines (Vol.17 :No.3 2000)

Survival rate(%)
Stage Itb b
(106case) (106case)
5-year 80.7 57.4
10-year 63.6 47.8
g
©
2
g 40+
w
20+
logrank test : p=0.013
c LJ 13 1
0 50 100 150 (M)
Time
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Fig. 2 Cumulative survival curve for cervical cancer (Stage IIb+IIIb)
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Fig. 4 Cumulative survival curve for cervical cancer (Stage IIIb)

48.4% among the 57 patients who did not receive
Kampo treatment. The 10-year survival rates were
59.7% and 38.3% respectively (p=0.00803624) (Fig.
4).

Multivariate analysis of prognostic indicators,
including treatment method, was performed in all
cases. Results showed the major prognostic indicators
to be clinical stage of disease (p=0.0137901) and Kampo
therapy (p=0.0007952). No other factors were found
to be prognostic indicators, including concomitant
chemotherapy (p=0.2514115), concomitant immuno-
therapy (p=0.2931284), ongoing chemotherapy (p=
0.6365786), or ongoing immunotherapy (p=10.7542801).

Discussion

In recent years, dramatic advances in molecular
biology have made it possible to analyze complex
physioprotective systems at the molecular level. It is
now important that we utilize this technology both in
accurately assessing Kampo medicine from the view-
point of modern science and also in developing new
clinical applications for these products.

Chinese medicine has its roots in Chinese philoso-
phy, so that it differs profoundly from Western medi-
cine. Theories incorporating the principles of Yin and
Yang and the Five Elements present a type of univer-
salism in which everything is considered in relation-
ship to everything else. The world represents one

universe. Each human body is also a universe, contain-
ing within it the smaller universe of the organs includ-
ing the heart, kidneys, and liver. Everything has both
a Yin and a Yang aspect, and these aspects repeatedly
oppose and are integrated with each other, so that the
universe operates through cycles of growth and decay,
according to the natural philosophy presented by the
Book of Divination.

Western medicine has its basis in science. Its
orientation is mechanical, statistical, and dualistic,
with emphasis on local pathophysiology, and the ther-
apeutic focus is on the elimination of pathologic fac-
tors. Chinese medicine has its basis in universalism,
and is humanistic, individualized, and monistic in its
approach. The therapeutic focus is primarily on the
functioning of the body, to increase the body’s natural
healing powers against outside factors. This treat-
ment system also has as its objective the multifaceted
regulation and optimization of physiologic functions.

An integration of traditional Chinese medicine
with Western medicine began to be practiced in Japan
from the 1950s. This new form of medicine, which
combined the rich legacy of thousands of years of
Chinese medical practice with the penetrating insights
of modern Western medicine, began to develop rapidly
beginning in the 1980s. Previous to that, my colleagues
and I had already theorized that a new form of cancer
treatment could be developed based on this integra-
tion of Chinese and Western medical theory. Such
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treatment would utilize the powerful tools of Western
medicine, such as surgery, radiation, and anticancer
drugs, to directly combat cancer, but these treatments
would be combined with restorative techniques spe-
cific to Chinese medicine which would replenish lost
vitality and build up the natural healing powers of the
body. There would also be concomitant use of BRM
and other similar tools from Western medicine. By
utilizing the strengths of both Chinese and Western
medicine, this treatment method should provide opti-
mal cancer therapy.

Our many years of experience with Kampo ther-
apy indicates that it is inappropriate to evaluate these
products on the same scale as used to measure the
clinical effectiveness of Westerm medicine. However,
progress has been made in recent years on im-
munologic analysis of cancer patients,m and the pres-
ent report provides information on survival rates.

Gradually, we are approaching the point where objec-
tive evaluation will be.possible.

Results from the cases of cervical cancer in this
study showed a 5-year survival rate of 80.7% for
Stage Ilb and 57.49% for Stage IlIb, with 10-year
survival rates of 63.69 and 47.8% respectively. These
results are comparable to those obtained at other
hospitals (Table 11)."

Initially, we began the concomitant administra-
tion of Kampo with the objective of reducing side
effects and improving the quality of life (QOL) of
patients undergoing radiation and chemotherapy.
However, our analysis of these patients showed that
Kampo therapy also provided life-prolonging effects.
Our study showed a significantly greater 5-year sur-
vival rate (65.6%—75.6%) and 10-year survival rate
(49.19%—65.9%) with concomitant Kampo therapy
(p=0.0102982). Also, the statistically significant dif-

Table Il Results of radiotherapy for cervical cancer in Japan®

Reporter, Year No.of 5-year cumulative survival rate Late complication rate more than grade 2
institution €aseS g ] (A 1IB) II IVA All Rectum Bladder Small intestine
Treatment with low-dose-vate intracavitary irradiation :
OKAWA et al. 1987 98 82 77 53 29 12.2
Tokyo W.CH.
AKINE et al. 1988 142 82 75 56 40 11.5 0.5
Nat. C.C.
NARIMATSU et al. 1992 231 70 67 46 22 10 3
Nat. Sapporo H.
ARAl et al. 1992 77 83 74 47 34 29 18 8 0.4
N.LR.S.
TAKEKAWA et al. 1993 280 77 71 74 70 54 33 8.6
Tokushima Univ.
TESHIMA et al. 1993 89 89 73 45 5
Osaka Univ.
KATO and MORiTA 1993 214 89 70 79 60 50 6.5 0.5 0
Aichi C.C.
Treatment with high-dose-rate intracavitary irvadiation :
KoGa et al. 1987 34 85 68 3.7
Miyazaki Univ
TESHIMA et al. 1987 105 69 61 29 7.6 5.7 1.0
Osaka A.D.C.
ARAI et al. 1992 403 88 77 67 52 24 10.6 6.7 2.9
N.IRS.
KATAOKA et al. 1992 140 72 89 69 64 17 20.7
Ehime Univ.
KIKuCH! et al. 1992 80 74 63
Asahikawa Univ.
ITo et al. 1992 291 84 71 47 12 13.6 0.8
Keio Univ.

aCompiled in part from proceedings of congresses held in Japan and from personal communications.
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ference produced by concomitant Kampo therapy was
noticeably greater in patients with more advanced
cancer (Stage IIIb) than with less advanced cancer
(Stage IIb). Stage IIIb patients showed an improve-
ment in 5-year survival rate of 48.49—68.49% and in
10-year survival rate of 38.3%—59.7% (p=20.00803624).

Recently various forms of chemotherapy have
been tested in conjunction with radiation therapy with
the objective of prolonging survival in patients with
advanced cervical cancer. 13'mHowever, although
these methods increase the local control rate of cancer
treatment, they do little to prolong survival, and their
use is reportedly accompanied by a higher incidence of
side effects. Multivariate analysis on the patients in
this study showed that concomitant chemotherapy
was not a significant prognostic indicator of pro-
longed survival. Concomitant Kampo therapy, how-
ever, did emerge as a significant prognostic indicator
(p=0.0007952).

We feel sure that further clinical research will
result in the development of new applications for
Kampo formulations, and that an integration of
Chinese and Western medicine will prove beneficial in
the treatment of cancer in the 21st Century.

Conclusion

Modern cancer treatment, which involves sur-
gery, radiation, and chemotherapy, inflicts great suf-
fering and requires stoic endurance on the part of the
patient. Chinese medicine was introduced into cancer
therapy to improve patient QOL, but has also been
found therapeutically useful in itself. The results of
our study indicate that concomitant Kampo therapy
has a significant positive effect on survival time.

We expect that cancer treatment in the 2Ist
Century will maximize the patient’s own natural
healing abilities, and that concepts will be changed
and further efforts will be made to decrease the
difficulties of cancer therapy for the patient.
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