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Abstract

Effects of a Herbal Medicine, Yukgunja-Tang Extract Granule, on
Functional Dyspepsia Patients by Sasang Constitution:
Placebo-Controlled, Double-Blind, Randomized Trial

Soo-Hyung Jeon - Jong-Won Kim"
Dept. of Sasang Constitutional Medicine, College of Korean Medicine, Dong-eui Univ.

Objectives
This study was aimed to compare effects of Yukgunja-tang (YGJT) extract granule on functional dyspepsia (FD) by sasang
constitution.

Methods

A placebo-controlled, double-blind, randomized, two-center trial was performed. We obtained 3D face images of FD
patients participating in this study using face-only scanner and classified them into two types as narrow face and wide
face by 3D facial shape diagnosis system (3-FSDS). 96 subjects (48 subjects per type) were enrolled and were randomly
allocated into treatment or control groups ina 2:1 ratio. YGJT extract granule or placebo were administered to each group
during the 8 week treatment period. One of sasang constitutional specialist diagnosed their constitutions by referring
to questionnaires and 3D face images. The primary outcome was total dyspepsia symptom scale (TDS scale), the secondary
outcomes were single dyspepsia symptom scale (SDS scale), visual analog scale (VAS) and so on. This trial was registered
with clinical research information service identifier: KCT0001920, 15 May, 2016.

Results

In the Taeeumin treatment group, the TDS scale was significantly decreased after 8 weeks compared to the control group
(t=2.331, p=0.025) and the SDS scale also significantly decreased. (t=2.042, p=0.048). The specific effects of the YGJT
extract granule without the placebo effect on the Taeeumin with functional dyspepsia were 30.61% in TDS scale and 28.33%
in SDS scale.

Conclusions
The effects of Yukgunja-tang extract granule on functional dyspepsia was different according to Sasang constitution. So
the constitution should be considered in randomized controlled trials using herbal extract granules.
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Recruitment
137 subjects

(Screening, Inclusion and Exclusion) 41 subjects excluded

in screening test

3D—Facial Shape Diagnosis
Bladder body (n = 48)
Gallbladder body (n = 48)

‘ Randomization (N = 96)

/\

Treatment group (n = 64)
Bladder body (n = 32)
Gallbladder body (n = 32)

Control group (n = 32)
Bladder body (n = 16)
Gallbladder body (n =16)

Sasang constitutional examination
(Fill out questionnaire)

l

Intervention

Yukgunja-tang extract or placebo
8 weeks

6 subjects were

lA

dropped out

Outcome assessment (N = 94)

Figure 1. Flow chart of the trial

N =n,+n, (n,the number of treatment group; 7., the number of control group)

2
L AFnr2) 200N g ggpmio e,
( _

ne = Enf =

7
(#e = 1)

1.57

Figure 2. Formula for estimating the sample size

Figure 3. Morpheus 3D, Korea
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A/B > 3/2-> Narrow Face

A/B < 3/2->Wide Face

Fiqure 4. Narrow and wide face classification criteria
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Z¥zko] Wi, 2k, W Ao tiel A3
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@ &3EH5 A7 A3 AR (visual analogue
scale, VAS): Screening visit, Visit 1007, Visit 2(4
), Visit 38F)°l 7tk

® 71} NDI-K (nepean dyspepsia index-korean ver-
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Table 1. Distribution of Sasang Constitution by Male and Female

. . . chi-square
Soyangin Taeeumin Soeumin Total (p-value)
3 5 6 14
Mal
¢ (21.4%) (35.7%) (42.9%) (100%)
21 35 24 80 0.906
Female (26.25%) 43.75%) (30.0%) (1009%) (0.636)
ol 24 40 30 94
© (25.5%) (42.6%) (G1.9%) (100%)

missing value = 2
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Table 2. Distribution of Sasang Constitution by Narrow and Wide Face Shape

Soyangin Taceumin Soeumin Total C(}I‘)’_'ijli"’;e
Narrouw F 11 18 17 46
arrow Face (23.9%) (39.1%) (37.0%) 100%)
Wide E 13 2 13 48 1.06
1de Tace (27.1%) (45.8%) (27.1%) (100%) (0.589)
_— 24 40 30 94
o (25.5%) (42.6%) (B1.9%) (100%)
missing value = 2
Table 3. Comparison Between YGIT and Placebo in Soyangin
Soyangin N Mean SD (p—vztalue)
e DS YGJT 16 4.00 3.58 0.52
€.
o= Placebo 8 313 449 0.609)
die S YGJT 16 6.31 6.64 0.024
t.
- Placebo 8 6.25 3.99 0.981)
e VAS YGJT 16 2031 1659 1204
t
= Placebo 8 31.50 29.29 (0.241)
YGJT: Yukgunja-Tang Extract Granule
SD: Standard Deviation
dit_: Difference after 8weeks compared to Oweek
Sk AT APIAIAREE AT f2)ek 2ol 7t §l 2) Ef=2!
(3] -
SATK(Table 2) ART 267, NZET 149 2] TDS scale, SDS scale,
VAS 7 05 thH] 85 2] gho] B5F K49l
2. B2 MS A S5 T HHS HS) e} E-8 Aol vs] 58 & AslE —0—%‘01 L
_ - s 07 WT:_ ale, V.
Agler B slofel B AoFH Fepel #E Fo o A= R DS sale, SDS sale, VAS
= & ok o) ok ;iﬁ_%é/\P N
X TP Fole] B EEAAL 2ok A TE Al eto) 9jokel njs) B4 F 24 Ak g
_ B [S3ke ey 3 of & ?:5— o7 O]t
e AFIVGIDT DR Placeboy MLy, St OB salek S8 saled ) €12 2jel7} gl
Ao 2 YEFRTHTable 4).
1) A2
_ 3) A291
AT 169, thET 882 TDS scale, SDS scale,
VAS ZH 0F tiH] 85 2}o] gho] B 91| &2 AFT 217, dZT 959 TDS scale, SDS scale,
el B8 Aol s B8 5 2alB e o] wiE = 0F T 85 Al grol BT ] *i

aek 210 = VERETE TDS scale¥} SDS scale®l| 4]
Agote] ool vlal & 5 24 vk o Qgte.
U FAHLE FolshA] etaL WIhE VAS ke 9l
ol e 33 ek o g
FAHLE FolotA] Bk THTable 3).

VAS 7

Ueh 2 o] wja) B8 F 25re 24| B

st A0 2 UERHTE TDS scale, SDS scale, VAS
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Table 4. Comparison Between YGJT and Placebo in Taeeumin

SH Jeon et al.

Taeeumin

N

Mean

SD

t

(p-value)
. YGJT 26 5.46 3.15 2.331
die_TDS Placebo 14 2.64 445 (0.025)
i YGJT 26 9.62 643 2.042
die_SDS Placebo 14 5.00 7.50 (0.048)
. YGJT 26 34.30 20.36 1.967
dit_VAS Placebo 14 2,64 11.74 (0.056)
Table 5. Comparison Between YGJT and Placebo in Soeumin
t
i D
Soeumin N Mean S (p-value)
YGJT 21 4.48 4.20 -1.117
dic_TDS
= Placebo 9 656 5.68 (0.274)
i YGJT 21 7.19 7.09 -0.959
die_SDS Placebo 9 9.78 5.91 (0.346)
. YGJT 21 31.43 25.29 -0.179
dic_VAS
- Placebo 9 33.11 18.64 (0.859)
Table 6. Changes of TDS and SDS Scale Value in Taeeumin
- . TDS SDS
aeeumin
0 week 8 week 0-8 week 0 week 8 week 0-8 week
42 2. A 15.31 . .62
YaIT Mean 8 96 5.46 5.3 5.69 9.6
SD 2.99 2.59 3.15 5.84 5.30 643
Mean 7.71 5.07 2.64 14.50 9.50 5.00
Placebo
SD 401 3.32 445 7.35 5.67 7.50
_ Mean 8.18 3.70 4.48 15.03 7.03 8.00
© SD 3.35 3.01 3.85 633 5.66 7.09
Mean of TDS Mean of SDS
9.00 18.00
8.00 7.71 mYGIT Placebo 16.00 15.31 1450 mYGIT Placebo
7.00 14.00
6.00 12.00
5.00 7 10.00 9.50

4.00
3.00
2.00
1.00
0.00

0 week 8 week

8.00
6.00

4.00
2.00 —
0.00

0 week

Figure 5. Changes in TDS scale

3. EiZ2lolIM E& T=TDS, SDS scale Hz}
2ol A Alg ko] SlokHT) o] HE A F &
7 AEA] Yoty fla) E-§ %19 TDSS} SDS scile
°] Wl %= Q]3I Table 6), T T ZE A]
7}3}sl A thFigure 4, 5). AP 05l Bl TDS

Figure 6. Changes in SDS scale
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