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ABSTRACT

Objectives : The purpose of this study is to confirm the efficacy and safety of the treatment of gastritis with
'Hwangryunhaedok-tang'.

Methods : Total 20 people, between 19 and 65 years old, will be recruited to participate in a comparative clinical
trial. All subjects will take 2 capsules of Hwangryunhaedok-tang (Redoxin Cap.), 3 times a day, 30 minutes after
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meals, for 8 weeks. Outcomes will be measured at the baseline, 4th week, and 8th week. Primary outcomes is

the improvement rates of gastritis symptoms, such as heartburn, nausea/vomiting, abdominal bloating, anorexia,

heartburn, and trim.

Results : This trial was approved by institutional review board of Pusan National University Korean Medicine Hospital

(registry number: 2018011),

and registered in Clinical Research information Service, one of WHO. Recruitment

opened in April 2019 and is supposed to be completed by December 2019.

Conclusions :
with 'Hwangryunhaedok-tang'.

This trial will provide clinical information to determine the efficacy and safety of treatment of gastritis
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Mass Index, BMI) 25 kg/m' o]%o]d, @ & A 238 FAA
Alglol ot xpAe dHs E3 ¢ghAE] o @ A&EHo=E 25 (21 units/week 23, 1 unit
Aol 2 Felg AAsta, @ FoAS F5sR = 10 g of pure alcoho)Z 3= =}
AW sosta, ® 9T 71 B FA ] 71ef Al FAgtetthar Al@ A7) Aokt
7Vs3tofof gt 2ol - Ao gl A A9 gt
(2) A&7 (3) AldsA 9 Eegr]E
@© 91 WA ArE %ﬂbfﬂ A} O Aoz B gidate] WA diggle] Ald
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(4) AFNEA s, 928 20%E 1dste] F 208 EAsh]

B QAT AWE ok (FWAED Kol ARAAL ABT A olr,
of ME $¢de] Xmaz 9 HAAS HUlsly] Sl (5) AT 713+
A4 A9 (exploratory tria) & o2 @ Q% ATRN98 AF FARRNE 12719 Fo
Atelt}, o]y e AT HAE FHATIE = U9 gttt AFodAk= o] 717F Wl W= 1 (screening),
A HAaS] A UEAR AR S sk Ut 2 (Z1RYAD), WU 3 (= W), W 4 (F
Aol wigAsith olo] BE uax FE L6WoR  F )l F 43 WS Fth (Table 1),
Table 1. A Flow Chart of Clinical Trial Process

( visit 1 ) visit 2 visit 3 visit 4
g = screening
(Day -14 ~) (Day 0) (Day 284+3) (Day 56%3)

Informed consent v

Basic information v

Medical history v

Social history (Drinking, Smoking) v

Vital signs v v v v
Concomitant medication assessment v v v v
Physical exam N4 N4 N4

ECG v

Laboratory test v/ v
Pregnancy test V

(Only for the person concerned)

Bioelectric impedance analysis (Inbody) v/ v/ v/
Subjective symptoms survey v v v
Esophagogastroduodenoscopy v/

Inclusion & Exclusion criteria v

Distribution of medicines J J

(Include a medication diary)

Medication adherence v/ v
Adverse events v v
Drop—out assessment v/ v
Recovery of medicines v v
(Include a medication diary)

(6) =4 g (MY 5073 S 1Y 33, 7F 840 mgo =

2 Ao A &L TR X 2HE Azl H Z 2,520 mgs H&3oF stk 17E 9 &2 420
g 22w owe Eoole] BIE AR 9 meolw, 19 38 (o3, A4, AY A4} 302 F), 1
G Bl PR FES FHOE 4SS A B AT 3 2fES Boh @ BEdTh ATy oo
5 AE st 5o oFE Esi 9 & Fo 7|32 5690t}

(7) A5-48A (8) TzgE 2 AL

BoATE v Ha QgdTE, B ool L 9 A (visit 1) AW B4 A5 2 e
Foid e Avow Folshy saeld F A7 BASA A, AAAF, Ase, 9Y @ decks
Fo RgSHe QTUEAE W4T AT Wb R AAAL ARE A GPEAEA A4 9
@ RE ATugAs dgdTel AgHE FUNE  QANSAL (hRskel B2 F QA ol de)
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A Aot a9, AR AL ASd A REia=y
Z2AL SIUAIE AANE Al WHEL (visit 1)9]
2ol A PFAIE Fhofoll A3teirtar s o] (9) B7pHS
AT A= A=, 25 ool MHE 2 (visit 2) 12 Faid Jriae A9 A4S A JAr
5 B8l oJofES AW wh=rh oF T 2 (visit Wslo|t), ATl = W 1, W 3, Wi 49 1
2)2HE 28+3Ud] W 3 (visit 3), 5613l 2 Fa84 HE A% AE 24 E wey AT *
WE 4 (visit )8 Algich ¥t 3 (visit 3)ol& Al AEA Aoz zleEw, A7FEAe Aoy
AT, gk AL AARAAL AL AAE A T, QA/MAE, B v A8 R &2
73 AL 8% W7 o) dukg EQl, why Ef] 67 dFoz FAH vt dEE Hee
ook Bl 9 ookE AWS AldsiH, WE 4 o] 9l 49 04, 1594 18] olakl F$ 1
(visit ell= AAFF, BEIFE AL AAHAL A, 157 23] o]l A9 24, wid 9] YEr
AP, AT AAL AASE AERAL UE 492 3907 3t} (table 2).
e FUF, ol dNkg Bl ubyg 9| okE 3G E A
Table 2. Questionnaire of Individual Symptoms
s A
Ao F5 % 9 O T 13] °Jst O T 23] ol O md O
A/TE 4 8 0 T 13] oJst O T 23] o] O g O
ERgvzt T es 0O T 13] ol O T 23] o]F O g O
2 E-5-2 T es 0 T 13] ol O T 23] o]F O g O
&oadd T 8s 0 T 13] ol O T 23] o]F O g O
EY T es 0 T 13] o]t O T 23] o] O g O
#2204 9 04, F 138 ol3h 14, & 23] o) 21, WY 3%
(10) SAEA 5, AARA D AR DAL A AAY, AAYE
frad BrlelA A45E zpsol tisiAE 7123 H o] Wig} Apglo] x3bEM, FJEERE FASte] MR
(baseline) thr] 28, 56Ux}el] =4 W= s} £ %% YEp=E 3ith
o] AFEFE Aol paired t test AAHES APl
AFEEEA FS Alol+= Wicoxon Signed Rank (12) A=
Test& Aldgt. A2 A2 Kolmogorov— dlole] #ejet didake] b 9 A FHal oFe=
Smirnov #41& AldY3ic), S gko st oA F1A o R RUHP S AAIg
RE F22 SPSS 23 for Windows (SPSS Inc., oh mEgh Ao 54 #Eke 3 gE2 Ao
Chicago, 1L, USA)Z &8t p Ftol 0.05 m]¥kel olof thu]ste] B 7F§Ie oA oltt
B9-5 AR frelidol Adrkar wegich
(13) A7&4
(11) tHA 7} 2 gy T2EZe Agstudy Y A
b Wb AT ARREE RS A S|l 9ldsle] F21s Wttt (IRB No. PNUKHIRB
gk 13] o4} J&stal, o]F AHolm ghd oY W —2018011). & dFdAt= FE AR ZREH =
sto] ol dukgolut A A gk e A dA A ARl ToE wor, AFudAte] AAAEA H
Ab #he] Wist 5 obdAd AEE HUME ¢ e AT gk v §2 9 HEE A Eoh
WS kg Bk g o= gt
FHA HIFES oPdukg AN AlA AE o
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