RS oA S VR R 7 140 0L 8 8 U 25 W A M A A B2 D 40 2 S TEC-FOM-013-2.0

R S A B L — B B B 2 A B8 ) S R S 0T 90 5 R B AR R 4 22 o A LA
Ethics Review Form for Branch for Medical Research and Clinical Technology Application, Ethics

(6] 1 A g — 40 BB £ W7 (201510841 B

Committee of First Affilinted Hospital of Fujian Medical University
MTCAECFAH of FMU [2015]084 -1

TH &% (e ANEST (R B ALY bR A ) — R
Protocol Title | Reutilization of Medical Information and Biological Specimens of the Inpatients
T H S8 HRAR VS RO B o8 1 b
Protocol Source | The First Afliliated Hospital of Fujian Medical University
Rﬁiff%i?fw M 2IHT T Meeting Review O P#SH T Quick Review
DU HT T Initial Review O 1% IE% i ff Review on Amendments
— OISR & 1 Tracing Review Oy % di # Review on Contrary to Protocol
Type of Review O/ i A [ 450} di # Review on Serious Adverse Events
LI 4% /#1190 4 ¥ Suspending/Terminating Review on Research
D458 % Review on End of Research O 4 Review
FURE |51 BASUE Wi Ty
Meeting Location | Conference room at the 12th floor Date
A AR B2 BE K U A — e B A A A B 4 A
EHMHE (V4.0 2019.4.3) HEER R 2
Documents for | Instructions for hospitalization in the First Review- st See Attachment
Reviewing Affiliated  Hospital  of  Fujian  Medical g 2
University(V4.0  2019.4.3)
| 551 Aendunce: 9 A, Avaidanees 0 A




R O G2 R O [ B X 546 T 0 22 ER 52 0T O S5 e IR T AR 2 ) 4 2 CfFES: TEC-FOM-013-2.0

&
Remarks

A AT LMW MM ICH-GCP. I E GCP. o [ AH i M S A i i) Bk 41
ARATFRE L, S g0 TR RA 2R H % R & AN RTA S A AR

AN R A S xt AT E WF I ER : 1 5E AU H I, G ERR 0} o B 4
i 2 WEMFLMEHBRSRL | K “FROERIRE” : 3. AR AR, &
i ) B S AT f s, MR BRI REZ Y 2, DEMNEGREE, RitdS
AT, A TERECEA ROV R | A H AT R SR .

The Institutional Review Board(IRB) declares that: In accordance with
the requirements of [CH-GCP, China GCP and relevant laws and regulations
or guidelines in China, the review and other working processes are free from
any influence of any organization or individuals other than this Ethics

Committee.

Requirements on researches given by the IRB to the project are as
follows: 1. Submitting a concluding report to the IRB when completing
researches on the project: 2. Submitting at least one “annual progress
report” to the IRB each year; 3. If there is any modification on documents
such as research plan or informed consent, notify to the IRB in time and
do Check Review if necessary for further execution after approval; 4. Please
submit an application within 30 days before the expiry date.
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Effect of liver inflammation on accuracy of FibroScan

ST B 4R device in assessing liver fibrosis stage in patients
with chronic hepatitis B virus infection
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ninety-seven patients with chronic

In this multi-center study,
hepatitis B virus infection who accepted liver biopsy and FibroScan

device examination were retrospectively included. Any discordance in
fibrosisstagingbyfﬁbroScanandpathologicalscoreswasstatistically
analyzed. Effect of different degrees of liver inflammation on the
accuracy of FibroScan stage in assessing the stage of fibrosis in
patients with chronic HBV infection was studied in detail. A
non-invasive model was constructed to predict the risk of misdiagnosis
of fibrosis stage using FibroScan.
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