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ABSTRACT

Objectives : The purpose of this clinical study was to investigate the efficacy and safety of Hwangryunhaedok-tang

on the gastritis treatment.
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Methods :
2nd, 2019 were included.

In this study, we evaluated the individual symptoms through questionnaires,

A total of 20 subjects who visited Pusan National University Hospital from April 2nd, 2019 to September

laboratory

test, BIA (Bioelectrical Impedance Analysis), and adverse reaction according to medication. Statistical analysis was
performed with paired t-test and Wilcoxon Signed Rank test. Statistical significance was achieved if the probability

was less than 5% (p < 0.05).

Results : After medications, the total score of individual symptoms, primary outcome, was significantly decreased. In

particular,

improvement. However,

additions, the laboratory test showed a statistically significant decrease in total cholesterol,

no statistically significant differences were found in nausea/vomiting and anorexia.

individual symptoms such as upper abdominal pain, bloating, heartburn and trim showed significant

In
but no statistically

significant differences in results of BIA. In the safety evaluation, adverse reactions were not reported.

Conclusions
treatment.

: Considering this results, we have confirmed the possibility of Hwangryunhaedok-tang to the gastritis

Key words : Hwangryunhaedok-tang, Gastritis, Clinical study.
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e dSAEe Haow fhor Il 7hed U e ALES Hola 9o dgxze] dig
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5 did not meet inclusion criteria

5 excluded
1 withdrew consent

2

1 excluded

1 missed visiting day

*11 excluded

3days
3

>

after 0~14days

v
¥
18 assessed first, second validity,

(Visit 1)

& distributed drug
{WVisit 2)

19 assessed first validity, safety of drug

& disiributed drug

(WVisit 3)
safety of drug
& ended clinical study

(Visit 4)
Fig. 1. Study flow chart

after 28
after 56 = 3 days from Visit

20 registered into the clinical study
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Inc., Chicago, IL, USA)E
0.05 olskel 45 &A= /9
At dA2d zgo tsirE 7| 2AE (baseline)
vl 289, 56kl S W] v At

3
4%, ATREHNA

Alo

Alell &= paired t test 73 &S A
o= Wilcoxon Signed Rank TestZ F33ttt. A

¥ 31742 Shapiro—Wilk 418 S35, s
Ay 5 oldRkSel UEiAe FEE EAEe] W
e YEES it

Table 1. Demographical Characteristics of Patients

1. Results

D #x2e A7 54

209 AT uldAk F 2% AT digRE A
gebste] AT-E gEd gidRE F 189Wodth W
Jol 1478 (77.8%) oL, 9ol 41 (22.2%) °]
Aok HodHe 3744, Hd A 170.3 cn, F
I AFL 83.7 kgollom, Hit BMIE= 28.8 kg/m’
° 2 Yelwt (Table 1).

=

(<)

N* (%) or Mean + SD' (min—max)

Sex
Female 4 (22.22)
Male 14 (77.78)
Age (year) 37.39 £ 7.71
Height (cm) 170.33 + 6.98
Weight (kg) 83.71 £ 8.85
BMI* (kg/m*) 28.82 + 2.11

N*: Number, SD™: Standard Deviation, BMI*: Body Mass Index
2) 17§24 Brhas Aastgom (p<0.05), MBEFomE Ashy %
(1) A% vla %, Bl $29, Ege) b RN B
Ay 58 A (G DI 58 35 & (Wi AR oR fFofgh & BT (p<0.05). AR &
Do) A% AFAEA AREE A 383 A/TES 8% A9 AF wshde] Ao} E
+ 1.92004 1.50 + 1.420% EAZo® {28t AR o= freofatA] FUT (Table 2).
Table 2. Analysis of Individual Symptoms
Visit 1 Visit 4 Visit 1—Visit 4 P—value
upper abdominal pain 0.39 £ 0.61 0.06 £ 0.24 0.33 £ 0.49 0.0096"
nausea/vomiting 0.11 £ 0.32 0.06 £ 0.24 0.06 £ 0.42 0.5786"
bloating 1.39 £ 0.78 0.56 £ 0.78 0.83 + 0.86 0.0007°
anorexia 0.06 £ 0.24 0.22 £ 0.65 -0.17 £ 0.71 0.3313"
heartburn 0.78 £ 0.73 0.17 £ 0.38 0.61 £ 0.78 0.0039"
trim 1.17 £ 0.99 0.44 + 0.70 0.72 £ 0.75 0.0008"
Total 3.83 £ 1.92 1.50 £ 1.42 2.33 £ 2.20 0.0003*

. P—values were calculated by Wilcoxon signs test, 1 P—values were calculated by paired t test
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SATE
A wlane) atelzt S

Table 3. Analysis of Individual Symptoms by Visit Point

Hog felax)

ok} (Table 3).

Visit 1 Visit 3 Visit 4 P—value
upper abdominal pain 0.39 £ 0.61 0.22 £ 0.43 0.06 £ 0.24 0.1105"
nausea/vomiting 0.11 £ 0.32 0.00 £ 0.00 0.06 £ 0.24 0.3537"
bloating 1.39 + 0.78 0.67 £ 0.77 0.56 + 0.78 0.0048"
anorexia 0.06 + 0.24 0.11 £ 0.47 0.22 £ 0.65 0.7438"
heartburn 0.78 £ 0.73 0.33 £ 0.49 0.17 + 0.38 0.0118"
trim 1.17 + 0.99 0.33 £ 0.59 0.44 £ 0.70 0.0111"
Total 3.83 £+ 1.92 1.67 + 1.33 1.50 + 0.42 0.0003"
*. P—values were calculated by Kruskal—Wallis test
3) 2& F&EA H/PES
(1) 484 A (2) A= A4
gEaEyg B8 d (4 DY B8 85 F (R gg=Ee 38 A (3 DY B8 85 F (LE
Lol At NHAL dFn] Ao A lipid profiled] 4yl Ak AR AAF AFH|ae A ZF A BES
Fel= 2= LDL (Low density lipoprotein) EATAN o7 Gost Wz} YelbA &9k} (Table 5)
U zHE FEAA BAE IS T2~
22 193.22 + 30.63914 180.67 + 28.02% EA 4) A4 H}
Ko o3t AE Helerw (p<0.05), LDL Zd FANEYE 58 45 (U 3) 2 5& 8¢ (UE
2EH2S Eaxd 130.83 + 2667904 EELE I 4) ¥ ®Hag ol duree gller, 54 d (FE 1
121.61 £ 26712 BFAA Hd55d A T 5§ 35 (W 4ol AldE AP A A
(p=0.054) 7F2=3}AT} (Table 4). 7} o] st= gl
Table 4. Analysis of Laboratory test
Visit 1 Visit 4 Visit1—Visit4 P—value
AST" (U/L) 27.28 + 11.91 26.67 £ 11.47 0.61 + 13.87 0.3803%
ALT" (U/L) 37.94 + 18.96 39.00 + 24.55 -1.06 + 19.28 0.8191%
ALP* (U/L) 64.50 &+ 17.00 66.00 £ 20.69 —1.50 £+ 10.14 0.5384%
GTP* (U/L) 42.33 £ 30.89 39.28 £ 29.42 3.06 £ 7.98 0.1873%
Bilirubin (mg/dL) 0.75 £ 0.32 0.67 £ 0.28 0.08 + 0.43 0.4553%
BUN' (mg/dL) 12.59 + 3.26 13.21 + 3.74 —0.61 + 2.29 0.2738%
Creatinine (mg/dL) 0.97 £+ 0.33 0.99 £ 0.38 —-0.03 + 0.11 0.2997%
Total cholesterol (mg/dL) 193.22 + 30.63 180.67 + 28.02 12.56 + 20.13 0.0170%
Triglyceride (mg/dL) 197.61 + 119.50 195.39 + 96.53 2.22 + 89.91 0.5154%
LDLY (mg/dL) 130.83 + 26.67 121.61 + 26.71 9.22 + 18.93 0.0543%
HDL™ (mg/dL) 41.72 + 7.72 39.28 + 6.51 2.44 + 5.40 0.0645%
Glucose (mg/dL) 95.39 + 8.81 97.56 £ 9.95 -2.17 + 8.03 0.2682%
hsCRP™ (mg/L) 1.39 £ 1.07 2.14 + 2.46 —0.74 + 2.27 0.3971%

1.

aspartate transaminase,

low density

lipoprotein,

alanine transferase,
lipoprotein,

high density

+

alkaline phosphatase,
high—sensitivity C-—reactive protein,

us

P—values were calculated by Wilcoxon signs test, **: P—values were calculated by paired t test
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blood urea nitrogen,
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Table 5. Results of Bioelectrical Impedance Analysis

Visit 1 Visit 4 Visitl —Visit4 P—value
Weight (kg) 83.71 + 8.85 83.77 £ 9.01 —0.06 £ 1.48 0.8757°
BMI* (kg/m*) 25.82 £ 2.11 28.83 £ 2.15 -0.02 £ 0.51 0.8924*
Skeletal Muscle Mass (kg) 31.69 £ 5.08 31.94 £ 5.26 -0.24 £ 0.66 0.1355°
Body Fat Mass (kg) 27.37 £ 5.04 27.09 £ 4.76 0.28 + 0.99 0.2427¢
Body Fat Rate (%) 32.83 £ 5.51 32.51 £ 5.48 0.32 £ 0.92 0.1629°
Abdominal Fat Rate (%) 0.92 £ 0.02 0.92 + 0.02 0.00 £ 0.01 0.5488"
Obesity Degree (%) 131.78 + 9.20 131.89 = 9.21 -0.11 £ 2.30 0.8399*
Basal Metabolic Rate (kcal) 1586.33 £ 179.50 1593.89 + 186.77 —7.56 + 2491 0.2155°
Waistline (cm) 95.35 = 5.10 95.29 £ 4.95 0.06 + 0.81 0.7757°

* body mass index,
by paired t test

IV. Discussion
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. P—values were calculated by Wilcoxon signs test Y P—values were calculated
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