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An analysis of Clinical Studies on Banha-Sasim-Tang

Su—Yeon Jeon, Won—Bae Kim, Eun—Joo Seok, Si—Yeong Song, Jong—Gil Jeong,

Soong—In Lee”

College of Korean Medicine, Dongshin University

ABSTRACT

Objective : This study's purpose was to review the clinical studies of Banha-Sasim-Tang.

Method : We searched papers about Banha-Sasim-Tang using KISS, KTKP, PUBMED, Embase, Science Direct,
and the key words ‘Hangeshashinto’, ‘Ban Xia Xie Xin Tang’, ‘Pinellia Heart-Draining Decoction’, ‘Banhasasim
tang’ were used. Papers not matched with inclusion criteria were excluded.

Results : Until today, there have been 65 studies on the Banha-Sasim-Tang. Of these, 12 studies were
classified as clinical research papers. There were 4 cases of Functional Dyspepsia, 2 cases of Peptic Ulcer, 6
case of Oral mucositis induced by Anti-cancer Therapy.

Conclusion : It can be seen that Banha-Sasim-Tang has established the basis for application to the purpose of
functional dyspepsia, peptic ulcer and oral mucositis induced by anti-cancer therapy.

Key words : Banha-sasim-tang, Hangeshashinto, Ban Xia Xie Xin Tang, Pinellia Heart-Draining Decoction, review,
clinical study.

(¢) 2018 The Korean Medicine Society For The Herbal Formula Study

This paper is available at http://www.formulastudy.com which permits unrestricted non-commercial use, distribution, and reproduction in any medium, provided
the original work is properly cited.

267



tigkekelsl wWiAleks) 2] 4268 #3% (2018148%)
Herb. Formula Sci. 2018;26(3):267~281

I. A&

PEEOS Wk Y <BERISRIRENES P> 3
1499 2Fd Hz2=2 7|FH0em i, O F, i
o] FAo] zwre] alajolr}. FhH, eEEumg Yok
MRS O FEE PEEOL SR 75 Ee] 9o
o, ol& PHEOES Al 4sly] Wil 83
F8 A 2otk

Folo] 75 ekt AWEW, PEHELEGS
=) grojgfst 5 wAQl s, Yol g
—IFRE Al e MEARR L F7F AR
Shar, R W= mErkshe, B R, HEVE R
shal, ko] S 5 TS AssH, dFelAE
ZEB s, 1B % WErR, B 5 Zg
AREgTE AL 715 o] gl FEe] A AT ffé#r
JiadEe] gk VoA EELLBS ii‘ﬂl =5(
RS- N ,uzu TFD,  Fl SRS ),
4P SFEEm A AHEH %@ﬂ% AAg uf
A

Olﬂiﬁi Wetol| A el A FaE PEELLLe] As)
7] Ago gt 8 FEAHATE AW, 20024
3 592 HHY FA HolXNF &4 g Wola
ol dlate] RuEgion, 2002 o 598 FHe
A 2do] thte] cimetidine® L EELOLY B3
Fol gaol ulste] Btk o] F 2006 ©] 5
Do BH9 9 wiE T T @bl tiste wa
39aL, 2014 0¥ Gk} oz futy
o] 9] Auke] &4 gk X84 g9E B
omr 2017d V= F3tad oty Hakgl
I FEZ diste] PEEOE i
S Basgith 9] dFES FE 9- *‘017%

4

Pl fo

L4°
U E o oex 3R A

=

& el i3k T, PEELELS o8
= WHEEAM X854 s SRIFeR

Azke]l Aol gk AT BEdE FHekaL,

ow AN A8 HxEE NEde 7% A

24 oJn]7} gl

2%k REEOES TG |, TRIEEg o 7]
EFo] QU Hhlla, O A, W Sl e
AL Aoz oA Lgo tE AT A
Aow Btk olgd T4 543 235 A
St ol el ohFek el d 2dolA Feld 5 gl

Felmz vhd QaRoll Agd bsHe

pud

O

o8] Wxstal 3= Aew Helth
whebA] AREELOEl T 4dERl
7] e E 2Tl gE ow A
f3H, o stom o] Yt wS
ol &8 7Hs 3 7|2ARE AT F 9l
TFollAE pEREOLA g =99 F
FAT =Ee AdEe] dddT 3 wdaEs
HaM FAT A, AA7A T EasET,

E

[e]

=
&r&mm
Y

N

)

o,

Lo

H
[\
Ry

2 o b oo @ R Hrope o

PEEOE B3 T3S A flske], S
e KISS(http://kiss.kstudy.com/) £}t 2
|4 e (www.koreantk.com)& ©]-&3}a1, go] 3
< PUBMED (https://www.ncbi.nlm.nih.gov/pubmed/)
9} Embase (http://www.embase.com), Science Direct
(http://www.sciencedirect.com)& ©]-&3sle] A5}
Atk gk =S NRERAMETS Ao 2 o] &-3tel
3, go] HAL ‘Ban Xia Xie
‘Pinellia Heart—Draining Decoction’,
‘Banhasasim tang'E ©]83l5ith 2018 2¢¥ 1Y
JEo = xﬁﬂ AME =R T 287, goli
g 377de 65740]91‘:} a2 FolA AT =
WO R FFHE =2 F 1270

N

‘Hangeshashinto’,
Xin Tang’,

*Corresponding author : Soong—In Lee, College of Korean Medicine, Dongshin University. 185, Geonjae—ro, Naju—si, Jeollanam—do, 58245,

Republic of Korea.

Tel: +82—-61-330—3529, Fax: +82—-61-330—-3519, E—mail: barunhani@hanmail.net
« Received : July 9, 2018 / Revised : July 18, 2018 / Accepted : July 26, 2018



A5el 9| 591 ST i AT 1Y
Jeon et al.,An analysis of Clinical Studies on Banha—Sasim—Tang

Article research on the web site.
; KISS, Korean traditional knowledge portal, Pubmed, Embase, Science direct

Researching word : “BtspAp&IEF) “Hangeshashinto”, “Ban Xia Xie Xin Tang", “Pinellia Heart-Draining Decoction”
Researching date : February . 1. 2018

[ 65 articles were searched ]

Excluded (n=53)
Not clinical study (n=53)

included (n=12)
Clinical research <n=1 2)

l

Classification

Functional Dyspepsia (4 articles)
Peptic Ulcer (2 articles)

Oral mucositis induced by Anti-
cancer Therapy (6 articles)

Fig. 1. Flow chart of the trial selection process and classification.

olgl BelE AT RS U Grimes Fol 2 wReMAh 1w vitom Qgiopaz 7]
AAE QAT BRF dugFos vEer o 5 astER 43, s AY 27, ey
RCT(Randomised controlled trial), NRCT(Non—randomised o=z 23l U 6HeRE F 1279 =EES &
controlled trial), Cohort Study, Case control study, Aol BAgAez ARG ol ErE A
Cross—sectional study, Case report, Case series research shd ol F13 Bk
Tablel. The clinical studies of BHSST
clinical part title year method No
Functional Evaluation for Therapeutic Effectiveness of Yun et al. NRCT 1
Dyspepsia Banwhasashim—tang in Functional Dyspepsia /2003

/korean
A Questionnaire Analysis about the Female Patients Lee et al. NRCT 2
with Functional Gastrointestinal Disturbance and /2009
Effect of Oriental Medical Treatment /korean
Banha—sasim—tang as an herbal formula for the Park et al. study 3
treatment of functional dyspepsia: a randomized, /2010 protocol
double—blind, placebo—controlled, two—center trial /English
The effects of Banha—sasim—tang on Dyspeptic Park et al. RCT 4
symptoms and gastric motility in cases of functional /2013
dyspepsia: a randomized, double—blind, /English

placebo—controlled, and two—center trial
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Peptic Ulcer Case Study of Western—Oriental Medication Bae et al. NRCT 5
Combination Treatment for Helicobacter pylori /2012
Infection /korean
Three Case Reports of Peptic Ulcer Patients Treated Park et al. case 6
with Banhasasim—tang /2012 series
/Korean research
Oral Topical Application of Hangeshashinto (TJ—14) in the Kono et al. NRCT 7
mucositis Treatment of Chemotherapy—Induced Oral Mucositis. /2010
induced by /english
Anti—cancer  Doyble—blind, placebo—controlled, randomized phase I Aoyama et al. RCT 8
Therapy study of TJ—14 (hangeshashinto) for gastric cancer /2014
chemotherapy—induced oral mucositis. /english
Double—blind, placebo—controlled, randomized phase II Matsuda et al. RCT 9
study of TJ—14 (Hangeshashinto) for infusional /2015
fluorinated—pyrimidine —based colorectal cancer /English
chemotherapy—induced oral mucositis.
Hangeshashinto improves the completion rate of Hatakeyama et ~ NRCT 10
chemoradiotherapy and the nutritional status in al.
patients with head and neck cancer. /2015
/english
A traditional Japanese medicine——Hangeshashinto Yamashita et case 11
(TJ—14)——alleviates chemoradiation—induced mucositis al. control
and improves rates of treatment completion. /2015 study
/english
Management of afatinib—induced stomatitis. Kato et al. case 12
/2017 series
/english research
RCT;randomized controlled trial, NRCT;non—randomized controlled trial
. A
1. 7154 A3EFd digt £EELE 49T
Table2. The clinical studies of BHSST used for Functional Dyspepsia
Author/Year/  Study Interventions ¢y group . Authors’
- h Evaluation Results
Language type (MF/age) (regimen) (regimens) comments
Yoon et al.  NRCT 65 BHSST Ex.;, - 1. Scoring of 1. Rate of Functional Banwhasashimtan
/2003 (M:F=1:4/4 1.875g. 2 Functional Dyspepsia g extract
/korean 8.9 £ 9.4) times per day. Dyspepsia — Indigestion : 2.1 £ 0.8  provides
—10 £09 symptomatic
2. Overall — Nausea : 1.4 £ 0.8 = relief in
Health Grade 05 £0.7 functional
— Vomiting : 1.20 £ 0.6 = dyspepsia
0.50 £ 0.6 without
— Early satiety : 1.60 £ remarkable
09—>10%09 side—effect drug.
— Anorexia : 1.7 £ 0.9 —
0.8 +£09
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A%l 9] 59 Al Bj% AT 24

— Abdominal Distention

1.9+ 08—1.0£09

— Abdomnal Pain : 1.3 £
0.7—06 08

(Max. score;3.0, for every
subject. P < 0.01)

2. Overall Health Grade :
- before : 61.2 £ 154 %
— after : 80.4 £ 146 %
(P < 0.01)

Lee et al. NRCT 20 1. BHSST Ex. - Questionnaire 1. VAS average : 9.22 = Oriental Medical
/2009 (F;20/mean 2. Chungwidan Analysis 2.85 Treatment is
/korean age: 46.3) pellet 2. Subjective Satisfaction effective to
3. 1. VAS — for Mixed Medication : female patients
Acupuncture 2. Subjective effective; 90%, not with Functional
4. Moxibution Satisfaction effective; 10%. Gastrointestinal
— for Overall Process : Disturbance.
(all for 1-3 satisfied; 25%,  generally
days) satisfied; 65%, indifferent;
5%, dissatisfied 5%
Park et al. study 50 BHSST Ex. Placebo; for 1. publication  arrangement This trial ~ will
/2010 protocol ; for 6 weeks 6 weeks gastrointestinal provide evidence
/English symptom scale of the safety and
2. visual efficacy of
analogue scale Banha—sasim—tan
3. the g for the
questionnaire treatment for
for FD-related FD.
quality of life
4.
electrogastrogra
phy
Park et al.  RCT 100 [groupl] [group2] 1. GIS scale 1. GIS scale BST had no
/2013 — BHSST Ex. - Placebo; 2. VAS for - groupl : 13.06 £ 4.82 — significant
/English [groupl]  ; for 6 weeks for 6 weeks overall symptom 8.77 + 6.87 effects on FD.
50 (M:25, (n = 44) (n = 40) 3. FD—QoL — group? : 13.94 + 5.12 — However, early
F;25/49.54 score 6.83 £ 5.42 satiety appeared
+ 14.72) 4, BGG (not significant) to improve after
parameters BST
[group?] 1-1. early satiety subscale — administration.
50 (M22, score
F;28/48.00 — groupl : 2.30 £ 1.28
+ 12.62) —1.09 + 0.86
— group2 : 2.26 £ 0.92
—1.59 + 0.84
(P = 0.009)

2. VAS for overall symptom
— groupl : 55.36 % 18.63
—41.32 £ 1821

— group2 : 53.08 £ 17.29
— 34.54 £ 20.62

(not significant)
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3. FD—QoL score

— groupl : 27.74 + 18.63
— 1891 £ 17.58

— group? : 32.18 + 17.31
—1851 £ 14.68

(not significant)

NRCT;Non Randomized Controlled Study, BHSST Ex.Powder—type Extracts from Banhasasim—tang Decoction, VAS;visual analogue
scale, RCT;Randomized controlled study, VAS;visual analogue scale, FD—QoL:functional dyspepsia—related quality of life
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Table3. of The clinical studies BHSST used for Peptic Ulcer

. Control )
Author/Year/  Study Interventions . Authors
Language type (M:F/age) group (regimen) (re%?nugns) Evaluation Results comments
Bae et al. NRCT 2 1. BHSST Ex; 3g - 1. H. pylori [casel; M/50] Combined
/2012 (M/50, F/40) 3 times a day. for urea breath test 1. positive — negative (last  treatment with
[korean ; other 3 of 2 week. 2. H. pylori for 6 months) western and
5 treated 2. Pantoloc, symptom score 2. 0 = 2 oriental
by Pamoxin, Clarix. 3. NDI 3. NDI: 27 — 25 medication could
Hyangsapeun for 1 week. 4. FD-QOL 4, FD-QOL : 11 — 18 be effective for
geuysan the treatment of
[case2; F/40] Helicobacter pylori
1. positive — negative (last infection
for 6 months)
2.1—0
3. NDI @ 29 — 54
4, FD-QOL : 24 — 24
Park et al.  case 3 [case 1;F/43] - 1. VAS-EP [case 1] Banhasasim—tang
/2012 series  (F/43, M/23, — BHSST or 2. VAS-H 1. VAS-EP : 10 = 0 (day 12) could be effective
/Korean research M/32) SGSST De 3. VAS-N 2. VAS-H : 10 — 5 (day 21) in the
for 21 days. 3. VAS-N : 10 — 0 (day 21) treatment of peptic
— Acupuncture ulcer.

[case 2,M/23]

— BHSST D, for
14 days.

— Acupuncture

[case 3;M/32]

— BHSST D, for
18 days.

— Acupuncture

[case 2]
1. VAS-EP : 10 — 3 (day 14)
2. VAS-H : 10 = 5 (day 14)

[case 3]

1. VAS-EP : 10 = 0 (day 16)
2. VAS-H : 10 — 2 (day 16)
3. VAS-N : 10 — 2 (day 16)

BHSST Dc;Banhasasim—tang Decoction, 120cc,
Epigastric pain, VAS—H;visual

analogue scale for Heartburn, VAS—Nivisual analogue scale for Nausea,

3 times per day, SGSST;Saengkangsasim—tang, VAS—EPvisual analogue scale for

NRCT; Non Randomized

controlled study, BHSST Ex.;Powder—type Extracts from Banhasasim—tang Decoction, NDI:Nepean dyspepsia index, FD—QOL;Functional

Dyspepsia Quality of Life

2012 d] 52 Helicobacter pylori 72+¢

gk ghob} oFoF W8 Amol g B kA
371 §lste] aadwAAA A H. pyloridl 7H €
o= Zld 579 FAA Ak aH
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StAAl PEEOE(2T), HWFHH(3E)E
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Tabled4. The clinical studies of BHSST used for Oral mucositis induced by Anti—cancer Therapy

Author/Year  Stud: N . Interventions  Control . Authors’
Y e g (MF/age) Title (rggﬁggn) (reggnugn 9 Evaluation Results comments
Kato et al.  case 4 of 14 Management of — BHSST Ex. 1. CTC 1. CTC change This
/2017 series  NSCLC afatinib—induced ~ — Azunol [2 patients; stomatitis preventive
Jenglish report  patients  stomatitis gargle; 4 before afatinib treatment]  care and
(M7, times a day — grade 1 — completely treatment may
F;7/55—-84) alleviated reduce the
— grade 2 — completely incidence of
alleviated oral
complications
[2 patients; stomatitis by ~ associated with
afatinib treatment] EGFR-TKI
— grade 2 — completely therapy.
alleviated
— grade 2 — completely
alleviated
Matsuda RCT  90;WHO  Double—blind, [groupl] [group2] 1. The 1. the incidence of WHO  TJ-14
/2015 grade =21 placebo—controlled BHSST Ex.; Placebo;  incidence  grade =2 mucositis demonstrated a
/English oral , randomized 2.5g 3 times (n=47) of WHO - groupl : 48.8 % (21/43) significant
mucositis  phase II study of a day, for 2 grade 22— group? : 57.4 % (27/47) effect in the
TI-14 weeks. mucositis (P = 0.41) treatment of
[groupl]  (Hangeshashinto) — (n=43) grade =2
(M:27F:16 for  infusional 2. Duration 2. Duration of grade =2  mucositis
/49-84)  fluorinated—pyrimi of grade  oral mucositis in patients
dine—based =2 oral — groupl : 5.5 days with colorectal
[group2]  colorectal cancer mucositis  — group2 : 10.5 days cancer
(M:23,F:24 chemotherapy—ind (P =0.018) compared to
/29-85)  uced oral the
Mucositis. placebo.
Hatakeyama NRCT 57 Hangeshashinto [groupl] [grop2] 1. CRT 1. CRT completion rate Treatment
et al. improves the — BHSST ~ — without completion — groupl; 91.6% (11/12)  with TJ-14
/2015 [groupl]  completion rate of Ex.; 2.5g, 3 BHSST rate — group2; 60.0% (27/45)  was shown to
Jenglish (M:11,F:1/ chemoradiotherapy times a day, — radiation (P = 0.0452) benefit the
40-70)  and the as a gargle, (totally 70 2. CTCAE completion
nutritional status  for 7or 8 Gy) v4.0;0ral 2. CTCAE rate of CRT as
[group2]  in patients with ~ weeks — cisplatin  and = groupl : Gr3;:41.7%(5/12), well as
(M:42,F:3/ head and neck - radiation  (intended  pharyngeal Gr4:0 nutritional
40-75)  cancer. (totally 70 maximum  mucositis  — group? : status.
Gy) total dose; grading Gr3:57.8%(25/45), Grd:1.
— cisplatin 240 tool (not significant)

(intended mg/m2)
maximum (n =45) 3. Body 3. Body Weight reduction
total dose; Weight rate
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240 — groupl : 5.89%
mg/m2) 4. Serum - group2 : 10.72%
(n=12) albumin (P =0.003)
4. Serum albumin reduction
rate
— groupl : 8.73%
— group2 : 17.37%
(P =0.024)
Yamashita  case 80 A traditional [groupl] [group2] 1. CTCAE 1. CTCAE grade TI-14 is
et al. control (M 75, Japanese — BHSST — without ~ Mucositis  — groupl : Gr1-2; 87.5 % effective for
/2015 study  F;5/37-89) medicine——Hanges Ex.; 2.5g, 3 BHSST grade (35/40), Gr3—4; 125 % ameliorating
Jenglish hashinto times a day, (n = 40) (5/40) oral mucositis
(TJ-14)-—alleviate as a gargle, - radiation 2. CRT = group2 : Grl=2; 67.5 % induced by
S during and  ( totally ~ completion (27/40), Gr3—4; 32.5 % (chemo)radiatio
chemoradiation—in after the >60 Gy) rate (13/40) n in patients
duced mucositis  (chemo)radiat — (P =0.032) with head and
and improves ion period.  high—dose 3. serum neck cancers.
rates of treatment (n = 40,)  cisplatin or albumin 2. CRT completion rate; in  TJ—14 was
completion, — radiation  low—dose reduction ~ RT+CDDP patients. associated with
(totally >60 docetaxel — rate; — groupl : 69.2 % improved
Gy) before and  — group2 : 15.4 % completion
— high—dose after (P =0.002) rates of
cisplatin or (chemo)radi chemoradiation
low—dose ation 3. Serum albumin reduction  treatments
docetaxel rate with cisplatin.
— groupl : 5.25 % (3.840.4
— 3.640.4)
— group2 : 15.40%
(3.940.4 — 3.310.6)
(P =0.024)
Aoyama et RCT 91 Double—blind, [groupl] [growp2] 1. The 1. The incidence of grade  Although
al. placebo—controlled — BHSST — placebo, incidence =2 COM TJ-14
/2014 [groupl] , randomized Ex;25g for 2=6  of grade - groupl : 40.0% treatment did
Jenglish (M:28, phase II study of three times  weeks. =2 COM - group2 : 41.3% not reduce the
F17/36-8 TI-14 per day, for - (P = 0.588) incidence of
4) (hangeshashinto) ~ 2—6 weeks.  chemothera 2. The >2 COM, a
for gastric cancer — py, each  median 2. The median duration of  trend was
chemotherapy—ind  chemotherapy (n=46) duration of grade =2 COM observed in
uced oral , each =grade 2 — groupl @ 14 days which TJ-14
[group2]  mucositis. (n=45) COM — group2 : 16 days reduced the
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2. COM 2. COM Improvement rate
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nt rate

NSCLC;nonsmallcell

lung cancer, BHSST;Banhasasim—tang, CTC;National Cancer Institute Common Toxicity Criteria, EGFR;epidermal

growth factor receptor, EGFR—TKI;epidermal growth factor receptor — tyrosine kinase inhibitor, RCT;Randomized controlled study,
WHO;World Health Organization, BHSST Ex.;Powder—type Extracts from Banhasasim—tang Decoction, NRCT;:Non Randomized controlled
study, CRT;chemoradiotherapy, CTCAE;Common Terminology Criteria for Adverse Events, RT;radiotherapy, CDDP;cisplatin,

COM;chemotherapy—induced oral mucositis
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