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Scientific title:

HEIREN S ()
Study subject ID:

FEZREMNA S E EAM A EM
=

The registration number of the

Partner Registry or other

o B I ARG A s - 3R A SR BRI R T & — R TR
Biling Weitong Granules in the treatment of functional dyspepsia upper abdominal pain multicenter phase, randomized,

double-blind, placebo-controlled clinical trial

register:
HIEEMEXRA:  REX MRm=A BER
Applicant: Min Song Study leader: Xudong Tang
s . . .
Applcant telephone. +86 15205269707 Stucy eacer telephone. 86 13901137632

RIEEMEKARAER ¢ MRARAEZERE:

Applicant Fax: Study leader's fax:

BRI IEAER R BB R4 R ARFHME:

Applicant E-mail:
FRiB 8 (T R HE (R R L)

Applicant website(voluntary
supply):

RIFEMEX R AR :
Applicant address:

BRI M EA R A BRI YRS :
Applicant postcode:
B AFRTE 8 :

Applicant's institution:

songmin@yangzijiang.com

IHERMNMEEXD FIEELS

1 South Yangze River Road, Gaogang District,

Taizhou, Jiangsu, China

IR ERTHEREREFRAT]

Study leader's E-mail:

MR BRANLL(BERE):
Study leader's website(voluntary

supply):
AR AR A @ ML

Study leader's address:

EWAEIN: TR
Study leader's postcode:

txdly@sina.com

ERTEEXAREDLS

1 Xiyuan playground, Haidian District,

Beijing, China

Yangtze River Pharmaceutical Group Jiangsu Long Feng Tang Traditional Chinese Medicine Co.Ltd

ERRCEZRASHE:
Approved by ethic committee:

CEZEARHHXS:
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Approved No. of ethic
committee:

MESMRNEEZAEZRM: FEPENERAZEREFCERZAR

Approved file of Ethical
Committee:

Name of the ethic committee: EC of Xi Yuan Hospital of China Academy of Chinese Medical Sciences

CEZRSH/ERE:
Date of approved by ethic 2017-01-24
committee:

CEEARBKAA:

Contact Name of the ethic
committee:

CEZRARER R

Contact Address of the ethic
committee:

CEZRERKAARIE:
Contact phone of the ethic

REERASBKARAMGE:
Contact email of the ethic

committee: committee:
MREmNT (Ei) 2 PEPERFERAEER
Primary sponsor: Xi Yuan Hospital of China Academy of Chinese Medical Sciences
it (AR) 2fitil: tETEEXEekzls
Primary sponsor's address: 1 Xiyuan playground, Haidian District, Beijing, China
GES hE SEE L H(XE):
I T (TS e B Country: China Province:  Taizhou City:
=) ef(E \ e L eres . \ -
Secondary sponsor: ey B IBWERABRAS Bttt IABRMNTEERBTIERKLS
Institution Yangtze River Pharmaceutical Address: 1 South Yangze River Road, Gaogang

hospital: Group Co.Ltd District, Taizhou, Jiangsu, China

KREIMHEKR: BF
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Source(s) of funding: self-raised

MRER: INEEMENTR LEREREIE
Target disease: functional dyspepsia upper abdominal pain
RREAA:
Target disease code:
RZEES: RS
Study type: Interventional study
ATt E . EmEZY)
Study phase: 4
MREN: ITNERBRBBAATIENENAR EERESIENRKRERNENZ 2,
Objectives of Study: Evaluate the clinical efficacy and safety of Biling Weitong Granules in treating functional dyspepsia upper abdominal pain.
B SR A RFR:

Description for medicine or
protocol of treatment in
detail:

it BT TRER
Study design: Parallel

1. AR EAT R LRSS INAAEIZETINE;
2. BLEBREIR, VASIES =45

3. Fi47E18~65% Z|4];

4. FIHBHNE, BEZBHNBEREPR.

M

1. Conforms to the diagnosis standard of functional dyspepsia upper abdominal pain;
2. With upper abdominal pain, VAS>4;

3. Aged 18 to 65 years old;

4. Voluntary and signed ICF.

HistmE:  (1)ZMFERBEER . BiR. IRNENERNERE, AEMEMELN. BHEXRE (RF. BE. K. £4) NIHE, SFRE. KM, 7

Inclusion criteria

K FIRE ERAPIRE ;

(2)HptEHMEE

(3)HATHFRE N EIRRE, FEEUERIE, TRIRAFETRES;
(H)BBMFALE;

www.chictr.org.cn/showproj.aspx ?proj=18562 4/11
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Exclusion criteria:

W5 SEhEAT i) -
Study execute time:

s I R0 A - 1R T A U R R HE T £ — LA
(5)RARINEEERFE (ANBMFA. MBEBES) , WE3TANERREINGISEEHERE;

(6)EHMTELINREAE, FF. B (INIEMRALT/ASTEIEEELR1.5(F) Ihee, AOWARS, ENRAFEE, MRFVERTEFERKMER

m=;

(7)IEHmEBENEH. 1BSESEE;

(8)1tiRk (BRI IRIAICrAEE) HIFFLEIES;

()X AHFIFIBMARR DT EE

(10)1E31T B & IaKidins

(11)FRFABEE. BWERRE, EERBMER. TUIE. MKREAME;
(L2)ARBINATEESNIRKIEEE .

1. The hepatobiliary B ultrasound, endoscopy, laboratory examination found abnormal, dominant gastrointestinal bleeding,
inflammation of the digestive tract (ulcer, erosion, bleeding, atrophy) evidence, including melena, hematemesis, palpable
abdominal mass;

2. Hp positive;

3. Progressive dysphagia and swallowing pain, persistent vomiting, and unconscious weight loss;

4. A history of gastric surgery;

5. Immune function defects (such as leukemia, cancer patients, etc.), or in the past 3 months, the use of immunosuppressive
agents or corticosteroids;

6. Combined with severe cardiac insufficiency, liver and kidney (detection index ALT/AST exceeded the normal value of the
upper limit of 1.5 times) function, endocrine system, abnormal hematopoietic system, hematological examination showed the
presence of iron deficiency anemia;

7. Patients with mental illness and mental retardation;

8. Pregnancy (pregnant women of childbearing age positive test) or lactating women;

9. Allergic to the medicine composition of the preparation;

10. In the past 3 months to participate in clinical trials;

11. Suspect or have a history of alcohol or substance abuse, or who are taking anti anxiety, anti depression, anti insomnia
drugs;

12. The investigator think that is not suitable to participate in clinical trial.

MFrom2017-01-24FTo 2018-12-31

T
Interventions:

www.chictr.org.cn/showproj.aspx ?proj=18562

Al n30H HARE:
120
Group: Treatment Group Sample size:
T It - EERBRBU Tt Cas:
S . . Intervention
Intervention: Biling Weitong Granules .
code:
Al XSHRLH EFIN -] 120
Group: Control Group Sample size:
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TFRFENE -

s R AR T o - iR LA AL R BRI P B — S E LR
TR

LRI

Intervention: Placebo Granules

Intervention
code:

TS it :
Countries of recruitment and
research settings:

www.chictr.org.cn/showproj.aspx ?proj=18562

ExR:
Country:
BI(E
Be) -

Institution
hospital:

PEFRENFHRAEER

Xi Yuan Hospital of China
Academy of Chinese Medical
Sciences

H(EEM):

Province:

LRIV G

Level of the
institution:

Tertiary A hospital

m(XE):

City:

Country:
B(E
F5e):

Institution
hospital:

ERPEARERGER

Dongfang Hospital of Beijing
University of Chinese
Medicine

H(EEM):

Province:

LRIVEAEI R

Level of the
institution:

Tertiary A hospital

M(RE):

City:

Country:
B(E
f):

Institution
hospital:

PEFEMFER RIER

Guang anmen hospital China
academy of Chinese Medical
Sicences

A(EEM):

Province:

B

Level of the
institution:

Tertiary A hospital

m(XE):

City:

Country:

BiI(E
Br):

IZREPER

H(EE™):

Province:

B

Shandong

City:
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Institution Shandong Provincial Level of the Tertiary A hospital
hospital: Traditional Chinese Medical institution:
Hospital
ExR: FE HB(EED): X m(XR):
Country: China Province: Tianjin City:
ivi 95 N =] A —_ l.7a
B xameEEsAER Sy ETE L
Institution Tianjin Hospital of ITCWM Level of the . .
hospital: Nankai Hospital institution: Tertiary A hospital
Ex FE H(EED): XiZ m(XR):
Country: China Province: Tianjin City:
ivi 95 N ML Aot — =] I b LY.
P& RREBAYBECWEER B85 Z4FS
Institution Second Affiliated Hospital of Level of the Tertiarv A hospital
hospital: Tianjin University of TCM institution: Y P
Ex FE H(EE™M): e m(XE): AFRE
Country: China Province: Hebei Province City:
i 95 N 21 =) oy —_ K
BB e BARH:  ZRTE
Institution Hebei Provincial Hospital of  Level of the Tertiary A hospital
hospital: traditional Chinese Medicine institution: Y P
MIEtets- _ N - N = S - 4
. IJ”i'JE*E’W' SRR LERBERAEREAE RS BATAR:  EEE
utcomes:
Outcome: Total score of upper abdominal pain symptoms Type: Primary indicator
MERT B R : MEFE:
Measure
time point of Measure
. method:
outcome:
P E: FEREREVASESD FEAREEEL: IREAEIT

www.chictr.org.cn/showproj.aspx ?proj=18562
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Outcome:
PRI =%

Measure
time point of
outcome:

BN R
Outcome:
M= AT (8) = :

Measure
time point of
outcome:

BN A&
Outcome:

MERTER:

Measure
time point of
outcome:

BN R
Outcome:
M AT = :

Measure
time point of
outcome:

BRI
Outcome:
PRI =%

Measure
time point of

e [ s PRI s - R T AR A 2R R Bl R R TE - & — SR TE L

VAS score of epigastric pain intensity

LRERRAR RS

Epigastric pain frequency

L RERRIE R R AE KT8]

Upper abdominal pain disappearance rate and disappearance
time

geE AR (FD) I&FRITFSD

Clinical score of functional dyspepsia

wERBRERH{ERE

Use Hydrotalcite Tablets

Type:

METFE:

Measure
method:

FEAnSEEY:

Type:

MEFE:

Measure
method:

FEIREEY:

Type:

MEFE:

Measure
method:

FEAmSEEY:

Type:

MEFE:

Measure
method:

FETREREY:

Type:

MEFE:

Measure
method:

Secondary indicator

IREFERR

Secondary indicator

IREHERR

Secondary indicator

IRESEAR

Secondary indicator

el

Secondary indicator

8/11



2019/5/9

e [ s PRI s - R T AR A 2R R Bl R R TE - & — SR TE L

outcome:
AR H MR PR
Sample Name: blood Tissue:
YN N FRAEHR LA
Fate of sample: Destruction after use Note:
MARYXE: PR HR:
RENKITAR:  Sample Name: urine Tissue:
Collecting sample(s)

from participants:  APSHRAZI EFE R 8
Fate of sample: Destruction after use Note:
WA H: P NEd PR
Sample Name: shit Tissue:
ARt E EREHS 15%8H
Fate of sample: Destruction after use Note:

TEFRNSER: R Fepm: & Minage 18 ¥ years

Recruiting status: Not yet recruiting Participant age:

5K Max age 65 % years

45 Bye Gender: Both

Wt 5% (ERBEEAARMT AT E AARABEINNEIRL, HASASO. 3FITREERMF LRI, HNASNRARL: 108, REEINANEMHITRS BINEINFS) &
FEERNEY) - K.

Randomization Procedure

(please state who generates the

random number sequence and
by what method):

This study is a randomized, double-blind trial, by SAS9.3 statistical software package to simulate the generation of random
numbers, the treatment group and control group according to 1:1 distribution, according to the random number and pack
drugs (Random number sequence).

B
Blinding:

METAENRTER (LEX fRETE
%) :

www.chictr.org.cn/showproj.aspx ?proj=18562 9/11



2019/5/9 o e R A O - SR T AR A R Bl RO TE T & — S E U

Calculated Results after
the Study Completed(upload download
file):

[RIaEHR A FTASIE):
The time of sharing IPD:

HEZFRHIENA X (%A BEAN
’AFJ?& HIEBHEAFI AL, WMRAW
ZKER, TEHZNEFEEZFRTON

k)

BNEF/AFF/Real time access

NHIERITIGEE T & (www.medresman.org)

The way of sharing IPD”(include

metadata and protocol, If use

web-based public database,
please provide the url):

BIERENMEIE (B BUEREMN
EIRHMER D HERK, ﬁrﬁhﬂii@
(Case Record Form, CRF), —
B RENESIERS L(Electromc
Data Capture, EDC), #lResMan
BlA—FE T EEXNAYEDC:

Public clinical trial management platform (www.medresman.org)

$Eﬁﬁ1§ﬁﬁEasy EDCRET (i) BIUEIERE, #HITHRERASEE

Data collection and Management
(A standard data collection and
management system include a This study uses the EDC Easy system (local) to establish a database, data entry and management
CRF and an electronic data
capture:

IEEEERR:

&R =
Data Managemen Committee: & RHaE/Not yet

RES&E

f r i Efiiﬂ:
ResMan onEER Sasaskse e ¢ tenr B KR
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