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Abstract

Objectives: This study was designed to evaluate the effi-
cacy and the safety of constitutional herbal tea for treat-
ing chronic fatigue with no diagnosed cause, which is
called Mibyeong in Korea.

Methods: Males and females with ages between 40 and
59years who had complained of fatigue for 1 month con-
sistently or for 6 months intermittently without a definite
cause were recruited. At the same time, a Chalder fatigue
scale (CFS) score of 19 was essential for participation in
this study. Sixty five subjects completed the entire pro-
cess, including blood tests and tests with medical devic-
es. Five assessments of health status were accomplished
over 8 weeks by using the CFS and the visual analogue
scale (VAS). To ensure that the constitutional herbal tea
was being safely used, we conducted and analyzed renal
function and liver function tests. For the diagnosis of the
Sasang constitution, the Sasang Constitutional Analysis
Tool (SCAT) was used, and a specialist in Sasang con-
stitutional medicine made the final diagnosis based on
the SCAT result. Constitutional herbal tea was served
four weeks after the first visit. The subjects took the
constitutional herbal tea twice a day for one month.
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Results: The results are as follows: The CFS and the
VAS scores were significantly improved for the subjects
in the constitutional herbal tea. No abnormalities were
found on the blood tests to evaluate safety after taking
the constitutional herbal tea. The improvements in the
CFS and the VAS scores due to the constitutional herb-
al tea had no significant differences according to the
Sasang constitution.

Conclusion: Constitutional herbal tea may be used to
reduce fatigue and improve health and has no adverse
effect on either the kidney or the liver.

1. Introduction

In Korea, 27.6% of patients who visit local clinics com-
plain of fatigue, and 11.4% of patients who visit local
hospitals are affected in daily life by fatigue. The preva-
lence of chronic fatigue was reported as 8.4% in a local
clinic. Generally, people aged between 40 and 59 are
called middle aged adults. In America, the prevalence
of chronic fatigue was 31.2% in middle aged adults
[1, 2]. The treatment and management of fatigue re-
quire a systematic approach because the symptoms or
the diseases related to fatigue have a tendency to be
chronic. Especially, in Korean medicine, unified diag-
nostic criteria and tools, as well as medications, for the
treatment and the management of fatigue need to be
developed [3].

Generally, the results of clinical pathological and ra-
diological tests on patients complaining of fatigue are
normal even though they are suffering from it. Thus,
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various techniques, the visual analogue scale (VAS), the
numeric rating scale (NRS), the fatigue severity scale (FSS)
and the Chalder fatigue scale (CFS), are used for diagnos-
ing fatigue [4-6]. In journal reports and magazine articles,
herbal medicines, pharmacopunctures, acupuncture,
moxibustion, and herbal teas are used to treat diseases and
to manage symptoms, but systematic studies and surveys
are lacking (7, 8]. In this study, subjects who complained of
fatigue were classified by constitution, were treated by us-
ing constitutional herbal tea, and were assessed by using
their CFS and VAS scores. The items analyzed in this study
were the changes in the CFS and the VAS scores and in the
blood test indices related to the safety of the tea.

2. Materials and Methods

Males and females aged between 40 and 59 years who
had complained of fatigue for 1 month consistently or for
6 months intermittently without a definite cause were re-
cruited. At the same time, a CFS score of 19 was essential
for participation in this study. Exclusion criteria included
diseases such as diabetes mellitus, depression, hypogly-
cemia, thyroid disorder, angina pectoris, renopathy, alco-
holic liver injury, liver cirrhosis, rheumarthritis, cancer;
medications like beta blockers, alpha blockers, anticho-
linergic drugs, antidepressants, antihistamines; treatment
for fatigue within 1 month; occupational fatigue; physical

defect with an appropriate diagnosis; pregnant or meno-
pausal women; cognitive impairment; lack of consent to
participate.

This study was approved by the institute review board of
W hospital (W-IRB-2013-0002). The number of subjects in-
itially enrolled was 118. Seventy eight subjects remained
after screening. Of those 78, 5 subjects were excluded due
to surgery, medication, age, and refusal to participate, and
8 subjects were excluded based on blood and medical de-
vice tests. Thus, 65 subjects completed the entire selection
process and were included in the study (Fig. 1).

The trail took eight weeks to complete. At the first as-
sessment, screening, completion of the consent form, the
blood tests, and the diagnosis of the Sasang constitution
were accomplished, and the CFS and the VAS scores were
obtained. At the second assessment, two weeks after the
first assessment, the CFS and the VAS scores were checked
by telephone. At the third assessment, four weeks after the
first assessment, the CFS and the VAS scores were checked
by telephone, and the constitutional herbal teas were pre-
scribed. At the fourth assessment, six weeks after the first
assessment, the CFS and the VAS scores were checked by
telephone. At the fifth assessment, eight weeks after the
first assessment, the CFS and the VAS scores were checked,
and blood tests were done (Fig. 2).

For the diagnosis of the Sasang constitution, the Sasang
Constitutional Analysis Tool (SCAT) was used, and a spe-
cialist in Sasang constitutional medicine made final diag-
nosis based on the SCAT results [9].

The compositions of the constitutional herbal teas origi-

nated in the prescriptions of the Donguisusebowon (Lon-
Enrolled subjects gevity and Life Preservation in Oriental Medicine), which
(n=118) : . T L
is a classic in Sasang constitutional medicine in Korea. The
' prescriptions in the Donguisusebowon number 130 : 10
Screening _tf;g subject sets in Taeyangin, 36 sets in Soyangin, 44 sets in Taeeumin,
(n=78) [Bxclued for surgery, and 40 sets in Soeumin. The constitutional herbal tea of
T medication, age, or refusal to R 3
. participate Taeyangin consists of Acanthopanax Root Bark (8 g) and
Subjects who corg;;';ted case report (n=5) Fruit of Bower Actinidia (8 g), that of Soyangin consists of
=73 Saposhnikoviae Radix (8 g) and Rehmaniae Radix Prepa-
Follow-up blood tests and tests with rata (8 g), that of Taeeumin consists of Platycodi Radix (8
medical devices g) and Puerariae Radix (8 g), and that of Soeumin consists
(n=65) of Ginseng Radix Alba (8 g) and Cinnamon Bark (8 g). The
Figure 1 Processing of recruited subjects. subjects took the constitutional tea twice a day for one
Visit Telephone Telephone Telephone Visit
Week O Week 2 Week 4 Week 6 Week 8
* Screening * Chalder fatigue * Chalder fatigue scale * Chalder fatigue « Satisfaction survey
+ Informed consent form scale + Health state visual scale * Blood test
* Blood test * Health state analogue scale * Health state * Chalder fatigue scale

« Constitutional diagnosis visual analogue

» Chalder fatigue scale scale

* Health state visual tea
analogue scale

* Beginning taking
constitutional herbal

* Health state visual
analogue scale

« Finish taking
constitutional herbal tea

visual analogue
scale

Figure 2 Schedule of clinical trial.
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Table 1 Comparison of the general characteristics of the subjects with chronic fatigue according to Sasang constitution
Soyangin Taeeumin Soeumin Total Pvalue
(n=20) (n=25) (n=20) (n=65)
Sex (M/F) 14/6 9/16 6/14 29/36 0.021
Age (years) 48.54 +4.98 47.68 £ 5.00 49.62 +4.31 48.69 +4.73 0.394
Bod ind
Oy mass Iex 2455+242°  2600+£1.75°  2152+23I° 23.83 +2.89 <0.001
(kg/m?)
Systolicblood pressure 1) 0, 1556 11350£1349  107.60+12.34  111.38+13.79 0.218
(mmHg)
Diastolic blood pressure /7 1, 1} 47 75.00 + 9.46 70.00+10.80  73.08+10.74 0.190
(mmHg)
Temperature (C) 36.30 + 0.47 36.30 + 0.47 36.24 + 0.44 36.28 + 0.45 0.876
Heart rate (times/min) 61.00 +8.05 64.05 £ 8.23 58.84 £ 7.85 61.11 £ 8.20 0.105
Respiration (times/min) 20.30+1.17 20.95+1.85 20.00 £ 0.96 20.38 +£1.39 0.068
All values are given as mean * standard deviation; n, number; a, b, ¢, Duncan groupings.
0 1 2 3 score

. Do you have problems with tiredness?
.Do you need to rest more?

. Do you feel sleepy or drowsy?

. Do you have problems starting things?
. Do you lack energy?

. Do your muscles have less strength?

. Do you feel weak?

. Do you have difficulty concentrating?

© o N O g oA~ W N~

. Do you make slips of the tongue when speaking?
10. Do you find it more difficult to find the correct word?

11. How is your memory?

Figure 3 Chalder fatigue scale. 0, less than usual in strength; 1, no more than usual; 2, more than usual; 3, much more than usual.

month.

The first outcome measure for assessing the efficacy of
the constitutional herbal tea was the CFS score (Fig. 3),
and the second outcome measure was the VAS score (Fig.
4). Renal function and liver function tests were analyzed to
ensure the safety of the constitutional teas.

All data were analyzed by using the SPSS program (ver-
sion 20.0). The statistical significance was determined by
using a cross-tabulation analysis, an analysis of variance
with the Duncan post hoc test, and a repeated measure a
one-way analysis of variance (ANOVA). P-values less than
0.05 were considered as being statistically significant.

3. Results

The sexual distribution of subjects was 29 males and 36
females, and the Sasang constitutional distribution was 20
Soyangin (14 males and 6 females), 25 Taeeumin (9 males
and 16 females), and 20 Soeumin (6 males and 14 females)

(P = 0.021). The values of the body mass index according
to the Sasang constitution were 24.55 + 2.42 kg/m? in Soy-
angin, 26.00 + 1.75 kg/m? in Taeeumin, and 21.52 + 2.31
kg/m? in Soeumin (P < 0.001). The mean age of the sub-
jects was 48.69 + 4.73 years. The values of the systolic blood
pressure, the diastolic blood pressure, the temperature,
the heart rate and the respiration did not vary significantly
among the Sasang constitutions (Table 1).

No significant differences in the CFS and the VAS scores
or in the blood urea nitrogen (BUN), creatinine, aspartate
aminotransferase (AST), alanine aminotransferase (ALT),
and alkaline phosphatase (ALP) levels were observed (Ta-
ble 2). In Soyangin, the values of the CFS score from week
0 to week 8 were 29.80 + 6.04, 28.40 + 6.39, 27.35 + 4.49,
24.50 + 3.59, and 22.90 + 4.48. In Taeeumin, those values of
the CFS score were 30.80 + 5.16, 28.45 + 5.47, 29.10 + 5.10,
26.50 £ 4.19, and 24.60 + 3.59, while in Soeumin, they were
30.60 + 5.27, 27.96 + 5.05, 28.52 + 3.74, 25.28 + 3.54, and
24.24 + 3.44. The differences within each constitution were
significant (P < 0.001), but the differences between the
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Table 2 Comparison of the examination results in subjects with chronic fatigue according to Sasang constitution

Soyangin

Taeeumin

Soeumin Total

(n = 20) (n=25) (n =20) (n=65) Prvalue

CFS (score) 29.80 + 6.04 30.80 +5.16 30.60 + 5.27 30.42 + 5.41 0.828
VAS Of(}slcezitel; status 63.75+19.39  64.15+16.39  69.12+12.31  65.94+15.96 0.451
BUN (mg/dL) 14.84 + 4.01 13.80 + 3.84 14.85 + 3.77 14.52 +3.84 0.603
Creatinine (mg/dL) 1.03+0.12 0.98+0.19 1.00+0.16 1.00+0.16 0.602
AST (IU/L) 25.15 +5.59 23.55 +5.38 22.16 +5.03 23.51 + 5.38 0.181
ALT (IU/L) 25.35 + 11.57 23.85 +7.70 19.72 + 5.81 2272+ 8.72 0.076
ALP (IU/L) 69.50+17.87  65.00+21.35  63.48+1421  65.80 +17.68 0.517

All values are given as mean * standard deviation; n, number; CFS, Chalder fatigue scale; VAS, visual analogue scale; BUN, blood urea
nitrogen; AST, aspartate aminotransferase; ALT, alanine aminotransferase; ALP, alkaline phosphatase.

Worst Imaginable health state

Figure 4 Visual analogue scale of health status.

%4 1T —v— Soyangin
T _ —u— Taeeumin
—+— Soeumin

32 4 -
30

28

Score

26

24

22 4

20 +

18

Time of visit (week)

Figure 5 Changes in the Chalder fatigue scale score according
to Sasang constitution. All values are given as means * standard
deviations.

three constitutions were not significant (P = 0.948) (Fig. 5).

In Soyangin, the values of the VAS score from week 0 to
week 8 were 63.75 + 19.39, 63.00 + 16.89, 65.90 + 15.39,
70.50 + 9.99, and 72.95 + 13.09; in Taeeumin, they were
64.15 + 16.39, 68.25 + 11.73, 67.25 + 14.00, 70.30 £+ 13.05,
and 74.05 + 10.78, while in Soeumin, they were 69.12 +
12.31, 66.76 + 14.07, 67.48 + 12.88, 71.92 + 9.79, and 73.56
+10.14. The differences within each constitution were sig-
nificant (P < 0.001), but the differences between the three

1 1 | | 1 1
50 60 70 80 90 100

Best Imaginable health state

85 -
80 - T T T
75
70 4

65

Score

55

—v— Soyangin
—=— Taeeumin
- Soeumin

45 -

T T T
0 2 4

8

o -

Time of visit (week)

Figure 6 Changes in the visual analogue scale score of health
status according to Sasang constitution. All values are given as
means + standard deviations.

constitutions were not significant (P = 0.744) (Fig. 6).

At the first assessment visit (week 0), the average levels
of AST were 23.51 + 5.38 IU/L for all subjects, 25.15 + 5.59
IU/L for Soyangin, 23.55 + 5.38 IU/L for Taeeumin, and
22.16 + 5.03 IU/L for Soeumin. At the fifth assessment visit
(week 8), the average values were 22.92 + 5.39 TU/L for all
subjects, 22.30 + 6.26 IU/L for Soyangin, 21.30 + 4.33 IU/L
for Taeeumin, and 24.72 + 5.06 IU/L for Soeumin. The lev-
els of AST for all subjects and for Soyangin and Taeeumin
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Table 3 Changes in blood tests to evaluate safety according to Sasang constitution

. . . P-value P-value
Soyangin Taeeumin Soeumin Total within between
=20 =20 =25 =65 . . .
(n ) (1‘1 ) (n ) (n ) sub]ects constitutions
BUN Week(0  14.84+4.01 14.85+3.77 13.80+3.84 14.52+3.84
0.071 0.763
(mg/dL) Week8  14.03+3.43  14.42+243 12574266  13.73+2.90
Creatinine  Week 0 1.03+0.12 0.98+0.19 1.00 + 0.16 1.00 + 0.16
0.036 0.458
(mg/dL) Week 8 1.01+0.14 0.97 £ 0.21 0.97+0.15 0.98+0.17
AST Week0  25.15+5.59 2355+538  22.16+5.03 23.51 +5.38
0.172 0.001
(IU/L) Week 8 2230+6.26 21.30+4.33 24.72+5.06 22.92+5.39
ALT Week0 2535+11.57 23.85+7.70 19.72+5.81 22.72+8.72
0.650 0.150
(Tu/L) Week8  23.30+9.60 2295+9.64 21.52+7.62 22.51+8.80
ALP Week0 69.50+17.87 65.00+21.35 63.48+14.21 65.80+17.68
0.276 0.707
(Iu/n) Week8 71.30+15.79 64.90+19.07 65.48+19.43 67.09+18.21

All values are given as means + standard deviation; n, number; BUN, blood urea nitrogen; AST, aspartate aminotransferase; ALT, alanine

aminotransferase; ALP, alkaline phosphatase.

subjects while the level of AST for Soeumin subjects in-
creased. The differences within each constitution were sig-
nificant (P = 0.172), but the differences between the three
constitutions were not significant (P < 0.001) (Table 3).

4. Discussion

Those with a Soyangin constitution from among the
Sasang constitutions and those with liver-kidney Yin-de-
ficiency pattern complain of chronic fatigue more than
those of any other Sasang constitution or those with any
other syndrome differentiation pattern [10]. Taeeumin has
the largest proportion in the general Sasang constitution-
al distribution, but based on this study, Taeeumin has a
decreasing tendency for complaining of chronic fatigue,
which means that Soyangin and Soeumin are vulnerable
to attacks of chronic fatigue.

In Korean medicine, in spite of the symptoms or the dis-
eases being the same, different herbal drugs, prescrip-
tions, acupuncture procedures, and pharmacopunctures
are used. The same therapeutics can lead to different re-
sults of treatment [11-14]. Thus, the herbal tea should be
composed differently for each constitution. A herbal tea
is a therapeutic located between a tea and a drug and can
be taken easily in daily life. Constitutional herbal teas con-
sist of two herbal drugs in each constitution. One of two
drugs increases circulation to overcome Qi movement
stagnation, and the other strengthens weak viscera and
bowels. Acanthopanax Root Bark, which is the Taeyangin
drug, Saposhnikoviae Radix, which is the Soyangin drug,
Platycodi Radix, which is the Taeeumin drug, and Ginseng
Radix Alba, which is the Soeumin drug, circulate the Qi of
each constitution. Fruit of Bower Actinidia, which is the
Taeyangin drug, Rehmaniae Radix Preparata, which is the
Soyangin drug, Puerariae Radix, which is the Taeeumin
drug, and Cinnamon Bark, which is the Soeumin drug,

strengthen the weak viscera and bowels of each constitu-
tion. A few studies address treating fatigue by using Acan-
thopanax Root Bark and Ginseng Radix Alba, but none
address the other six drugs [15, 16]. Thus, studies on the
composition of each constitutional herbal tea, experimen-
tal research on each drug, and efficacy assessments based
on clinical trials with control and experimental groups are
necessary.

The CFS score at the first assessment was 30.42 + 5.41,
which is a very high score compared to the values of 14.2 +
4.6 for people without fatigue and 24.4 + 5.8 for Americans
with chronic fatigue [17]. This clearly indicates that the
subjects in this study were experiencing extreme fatigue
at the first assessment, but the CFS score was decrease
by an amount from 6.36 to 6.90 in each constitution after
8 weeks. The VAS score of health status was increased by
9.90 in Taeeumin and by 4.44 in Soeumin. These desirable
results arise from the indirect health management gained
by participating in the study and taking the constitutional
herbal tea for one month. The indirect health management
gained by participating in the study is regarded as coun-
seling, which is usually more effective for treating depres-
sion and insomnia [18-20].

5. Conclusion

Constitutional herbal tea may be used to reduce fatigue
and improve health state and has no adverse effect on ei-
ther the kidneys or the liver.
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