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=IEEHHER:
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TERRAE :
Date of Registration:

SR
Registration Status:
EREE

Public title:
EREEES:

English Acronym:
ARIRAIERRIFER:
Scientific title:

ARIERAS(X5):
Study subject ID:
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5

The registration number of the P

artner Registry or other registe
r:

ChiCTR-ONRC-13003751

2016-05-15

2013-10-30

TR
Prospective registration
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Behavioral therapy of nonalcoholic fatty liver disease (NAFLD)

BRI ER BTN RA AT AT ATTH SRS

Evaluation system of quality of life and new strategy on behavioral therapy of nonalcoholic fatty liver disease (NAFLD)

FRIEEMEKREA:
Applicant:

ISR ARBIE:
Applicant telephone:

RIEEMEKRALR ¢
Applicant Fax:

ERIEEMREXR AR TR
Applicant E-mail:

FRIBER (UM (B R :
Applicant website(voluntary sup
ply):

EREERERR AL :

Applicant address:

ERIEE MBS AHPEERTS :
Applicant postcode:

FRIS AFTTERRAL:
Applicant's institution:
AR AR AFTTESRAL:

Affiliation of the Leader:

ARAEA:
Study leader:

ARARARIE:
Study leader's +86 022-27468003
telephone:

ARABRAER:
Study leader's fax:

HRAERARB TR
Study leader's E-mail:

AR AR AR (BIERE) :
Study leader's website(voluntary

AERE
Yugiang Mi

SHE
Qiyu Shi

+so [

shigiyu2012@126.com yugiangmi6é8@163.com

supply):
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75 Suti Road, Nankai District, Tianjin, China Study leader's address: zg Suti Road, Nankai District, Tianjin, Chi

ZNEHEE =y
300000 TR RER ARBERAS : 300000

Study leader's postcode:
KENB_ARER

Tianjin Second People's Hospital

KEME_ARER

Tianjin Second People's Hospital

EERCEZRRSINE:
Approved by ethic committee:

CHEZERAMHNS:
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Approved No. of ethic committe Approved file of Ethical Committ
e: ee:

HEAARVCEZRAER: REMEMFERCEZERR
Name of the ethic committee: Ethics Committee of Tianjin Infectious Disease Hospital

fCEERSMERER:
Date of approved by ethic comm 2012-02-22
ittee:

CHEERIBRA:

Contact Name of the ethic comm
ittee:

CEERIBRAIMIL:

Contact Address of the ethic co
mmittee:

CEERSHKRARIE: CEERSEKRAME:
Contact phone of the ethic com Contact email of the ethic comm
mittee: ittee:

RLfERE (EK) B REME-_ARER
Primary sponsor: Tianjin Second People’s Hospital
REiERE (HIK) Sttt REHREAXBRE7SSRENE_ARER

Primary sponsor's address: 75 Suti Road, Nankai District, Tianjin, China

H

HER

ER: I ): KiE M(XE):
Country: China Province:  Tianjin City:
SE memres—ER Bt

Institution The Second Hospital of Tianji Address:

hospital: n Medical University

Ez: FE RiE M(XE):
D (RE SR Country: China Province:  Tianjin City:
=) ep(E o
Secondary sponsor: Bf:n)lf( KREERAZLER I=lniin
Instii{ution Ge{neral I-.Iospifcal of Tianjin M Address:
hospital: edical University
ms e SR e H(ES):
Country: China Province:  Tianjin City:
e P
InstiFuti?n Tianjin First Central Hospital Address:
hospital:

LFFMERR: RETPLERRZES
Source(s) of funding: Science and Technology Fundation of Tianjin Municipal Health Bureau
R ARERBMIEIERTE
Target disease: nonalcoholic fatty liver disease
TS ERmED:
Target disease code:
TFREE: WS
Study type: Observational study
TARATRNER . IRRMAR/FUde
Study phase: 0
oiEnsan S |0l [N S e
Study design: Non randomized control

1. BAMRARBHEIEREAOIERTR (nonalcoholic fatty liver disease,NAFLD) BERIEERESNR, EINAFLDEER £EREFNFL; 2.MHUN

TRBI: P D e Es, RIINALFDIGRERE; 3. B INAFLDEE(THTITAT R IETTIEE,

1. To investigate the quality of lives of nonalcoholic fatty liver disease (NAFLD) patients, and to establish evaluation system of th

Objectives of Study: e quality of lives of NAFLD patients; 2. To optimize the strategy of behavioral therapy of NAFLD patients, and to establish clinical
pathway of NAFD; 3. To modelling prediction of adherence on behavioral therapy of NAFLD patients.

YIRNELATT TSR
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Description for medicine or pro
tocol of treatment in detail:

LIERHEEZSIRF DS IERAIEEIEITRFE20 1 05FEITH (AREBIEARIHIERTRISTIER) BIRSFEIEESIEELIEAT® (nonalco
holic fatty liver disease, NAFLD) f958#&
PN 2.5F8818-70%, BLAR
3.ALTEERAST<80 u/L
4. BENBREEZANAR

1. Diagnosis of non-alcoholic fatty liver disease (NAFLD) according to Guidelines for diagnosis and treatment of nonalcoholic fatt

y liver disease revised by Fatty Liver and Alcoholic Liver Disease Study Group of the Chinese Liver Disease Association in 2010;
Inclusion criteria 2. Males or females aged from 18-70 years old;

3. ALT or AST less than80 u/L;

4. Informed consent has been obtained before commencement of the study.

1. EEERBRN> 209/ XIKELEE
2 AHFERMTRESE (RST. 2t BSRRETES)
3. AR, FHEREEE
HERtrdE: 4 AR ES S ROmaESRIERRE, M TiE, TEOMERS. WERGRR. HIVERS
5. FRmE R MRET A TR R R B RIS
6.2207. WFLENAZ. ERRPTRPESEZ2IERE
7 AFEHRREC B ERERE, SHTENNESER, THREATWANEER, WBSHAENRASEIFE

1. History of Alcohol intake>20g/d;

2. Co-existing of other liver diseases, such as viral, drug-induced, auto-immune hepatitis and so on;

3. Suspicion of liver cirrhosis or liver cancer;

4. Co-existing of other severe systematic disease or infectious disease, such as malignant neoplasm, severe cardiopulmonary di
Exclusion criteria: sease, neurological disorders, HIV infection and so on;

5. Unable to control diet or to conduct aerobic exercise;

6. Currently pregnant, breastfeeding, pregnancy anticipated during study or planning to be conceive;

7. Co-existing of mental disorders or severe neurosis, or unable to express symptoms subjectively and hindering connection and

cooperation with researchers because of dysgnosia or aphasis.

ZSTHERTE] - 1 SN EDIIR
FIFRRIEIIE: ) o 2013-11-01% To 2015-10-05 IESMENSME: e 5013-12-01 % To 2014-10-01
Study execute time: Recruiting time:
A7 NiERE HAE:
250
Group: Obervation group Sample size:
FiugiE: EmRike FIEREAAS:
Interventi _. ’ Intervention cod
on- Diet and exercise o
TFIEIE: .. oeeeeesecerseseseessssee s seessssssn st seesssesssssenesseesssssenessmssass e snes e ———————————————
Interventions: BRI ISE REAS:
125
Group: control Sample size:
FisEhE: NA FrutEEas:
Interventi NA Intervention cod
on: e
TR SEhE R : _ &(EE .
Countries of recruitment and r EI&: FE =) PN= m(XE):
esearch settings:
Country: China Province:  Tianjin City:
SE e ARER s RPSER
I N , . Level of th
Inst|t.ut|f)n Tianjin Second People’s Hospi e institutio Tertiary A hospital
hospital: tal 0
R o4E HEE L xe HRE):
Country: China Province:  Tianjin City:
S = SR SRRSER
s . ... Level of th
Inst|t_ut|¢?n The S?COHd HOSpI'ta| of Tianji e institutio Tertiary A hospital
hospital: n Medical University n:
B i SR e HRE):
Country: China Province:  Tianjin City:
SE L memrxesE SE  SHPSER
T . N Level of th
Inst|t.ut|f)n ngeral HosplFaI of Tianjin M e institutio Tertiary A hospital
hospital: edical University o
Ex tE SR xe HRE):
Country: China Province:  Tianjin City:
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) REHE—POER ARG ZRPEER
Institution Level of th
) Tianjin First Central Hospital e institutio Tertiary A hospital
hospital: -
EirhXE:  RE FEIREEY: FEER
Outcome: Weight Type: Primary indicator
MRS E R WEFE:
Measure tim
- Measure met
e point of ou
hod:
tcome:
EinRXE:  EE fETReREY: FEER
Outcome: Waist Type: Primary indicator
A E R METE:
Measure tim
- Measure met
e point of ou ;
hod:
tcome:
IEtRRE: FFDEE FEIREEY: FEER
Outcome: Liver function Type: Primary indicator
WESE:  mesiaas: MEF:
Outcomes:
Measure tim
- Measure met
e point of ou ;
hod:
tcome:
i E: Mg fETReREY: FEER
Outcome: Blood lipid Type: Primary indicator
ERT AR METTE:
Measure tim
- Measure met
e point of ou ;
hod:
tcome:
EirPXE: i fETReREY: FEER
Outcome: Blood glucos Type: Primary indicator
TER AR WETTE:
Measure tim
- Measure met
e point of ou ;
hod:
tcome:
R A mi& 4R
REAAKIFA:  Sample Name: Blood Tissue:
Collecting sample(s) a .
from participants: AMMRAZER fERRHER B
Fate of sample: Destruction after use Note:
EETFRRRER: 5 frgem: B Minage 18 % years
Recruiting status: /Completed Participant age: 5K Max age 70 % years
45 B Gender: Male
bEFi% (BRBBRAARTATTE e
FEEREIESY)

Randomization Procedure (pleas

e state who generates the rando

m number sequence and by wha
t method):

non radomized

AT RITHER:
Calculated Results after the Stud 2AFF/Public
y Completed public access:

Bk

Blinding:
HITERRRIRITER (LEEX .
) . SETR

Calculated Results after
the Study Completed(upload fil download
e):

ERHERIRNE:
IPD sharing
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HERAEERNSE (A BEA
AHRAEHEAEAFIEIC, WRAK
IS, FEZMEFEBTRIN
Hb)

The way of sharing IPD”(include

metadata and protocol, If use w

eb-based public database, pleas
e provide the url):

HUEREAETE (W8E: FUERSEM
EIRHMEPOER, —AFHIERE
(Case Record Form, CRF), —#
B FSREFNEE RS (Electronic Dat
a Capture, EDC), #llResManBlJy
—FEFEEKMAIIEDC:

Data collection and Management
(A standard data collection and
management system include a C NA
RF and an electronic data captur
e:

HESLZLHEERR:
Data and Safety Monitoring Com

mittee:
R[EFIZR
@ Viorld Health BRI
M%7 Organization BiEMs
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