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Chang Gung Medical Foundation

| nstitutional Review Board
199, TUNG HWA NORTH ROAD,
TAIPEI, TAIWAN, 10507
REPUBLIC OF CHINA
Tel: (03) 3196200
Fax: (03) 3494549

Date 2018/08/20

Protocol Title: Quantification of liver fibrosis and steatosis with
ultrasound i1mages by artificial intelligence and deep
learning methods

IRB No.: 201801283B0

Principal Investigator(s): TAI-DAR-YING

Executing Institution: Taipei, Linkou

Duration of Approval: From 2018/09/01 TO 2019/08/31

Approved Protocol: 2018/08/07 Version 1

The IRB reviewed and determined that 1t 1s expedited review according
to Case research or cases treated or diagnosed by clinical routines.

However, this does not include HIV positive cases.
Date of Approval: 2018/08/20

Frequency of Continuing Report: Once a year

*Next Deadline of Continuing Report: 2019/08/31. To facilitate the
review, please submit the report two months before the deadline (or
one month before the expiration of the trial if a continuing report
shall be provided every three months) in order not to influence the
principal investigator’ s right to conduct the research. In the case
that failure or delay to submit a continuing report makes the IRB
unable to determine the next trial period by the deadline, the trial
shall not be continuously conducted. If the Principal Investigator
fails to submit a continuing report on time, rendering the
Institutional Review Board unable to issue the next trial execution
period before the previous trial execution period expires, all
research activities, including the intervention or interaction with
the participating trial subjects, must be suspended. Unless the
Institutional Review Board considers that the continuation of trial
intervention or trial participation is greatly beneficial to the trial



subject’ s safety or in the best interest of the trial subject from a
moral point of view, no new trial subject shall be included until the
continuing report is formally approved.

The IRB is organized and operates in accordance with Good Clinical
Practice and the applicable laws and regulations.

S e

Tsang-Tang Hsieh,MD
Chairman

Institutional Review Board
Chang Gung Medical Foundation
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CHANG GUNG MEDICAL FOUNDATION

199 TUNG HWA NORTH ROAD

TAIPEI, TAIWAN, 10507
REPUBLIC OF CHINA
TEL (03)3196200
FAX(03)3494549

Institutional Review Board C
2018 January - 2019 June

MEMBER | GENDER| PRIMARY SPECIALTY AFFILIATION OF INSTITUTION
IR WEY Male Obstetrics/Gynecology CGMF (Taipei)
HSIEH, TSANG-TANG g A f & S
Ploam . 13 Female Nursing Chang Gung University of
WANG, JENG e #H1e Science and Technology
L RARPHESEF
s Female Department of Medical CGMF (Kaohsiung)
JULIE Y. H. CHAN s Research BiEE A 5155 3
Y
§ Ik Female Public Health Chang Gung University
See, Lai-Chu e st LERARAE
MR Male Ethics ~ Social Work Mackay Memorial Hospital
GING-SONG CHEN g FE AT Bl & Fr
3 Eze Male Pediatrics CGMF (Lin-Kou)
WANG-HUI-HSTUNG g 2E AL Hr £ AFR
B 5 Male Orthopedic Surgery Macrolaw Law Office
LIN, CHIH-LIU g LS L 1B 2 19T
B ET= Male Ethics Bread of Life Christian Church
FENG CHI-WEN 5 ES- Sy in Lin-Kou
AT R
HE éj, Female Law Center for Drug Evaluation
Lin, §1hou—Yu e e EERETPERRS %?%EE& LS
% ix Female Law National Yang Ming University
YANG, Hsiu-I ke e et Ei Rl A
F 44 Male Law None
HWANG YU-SHENG g e et E
FRE A Male Infectious Diseases Taipei VGH
KUO , ING-TIAU g B A A o ER BFR
Ak Male Health and Welfare Taipei Medical University
Chih-Han Lin e w2 As T 3 A 5,‘35 g+ 8
B 3 Female | Rheumatology, Allergy and CGMF(Clinic)
LUO-SHUE-FEN L Immunology LA HE A % B B4 B2 A
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Tsang-Tang Hsieh,MD
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Chang Gung Medical Foundation

| nstitutional Review Board
199, TUNG HWA NORTH ROAD,
TAIPEI, TAIWAN, 10507
REPUBLIC OF CHINA
Tel: (03) 3196200
Fax: (03) 3494549

Date 2022/05/23

Protocol Title: Deep learning of 2D ultrasound images for assessment of
liver fibrosis

IRB No. : 202200758B0

Chief Investigator(s): DAR-IN TAI
Co-Investigator(s): TAI, CHIA-HUNG

Executing Institution: Taipei, Linkou, Taoyuan
Duration of Approval: From 2022/6/1 To 2023/5/31

Version/Date of documents:
(1)Protocol: 2022/05/05 Version 1

(2)Chinese Synopsis: 2022/05/05 Version 1

(3)Informed Consent Form: The IRB approves the waiver of the
participants’ consent.

(4)Case Report Form: [CGRD]2022/05/05 Version 1
2022/05/05 Version 1

The IRB reviewed and determined that 1t i1s expedited review according
to Case research or cases treated or diagnosed by clinical routines.

However, this does not include HIV positive cases.
Date of Approval: 2022/05/23

Frequency of Continuing Report: Once a year

*Next Deadline of Continuing Report: 2023/05/31. To facilitate the
review, please submit the report two months before the deadline (or
one month before the expiration of the trial if a continuing report
shall be provided every three months) in order not to influence the
principal investigator’ s right to conduct the research. In the case
that failure or delay to submit a continuing report makes the IRB
unable to determine the next trial period by the deadline, the trial
shall not be continuously conducted. I[f the Principal Investigator
fails to submit a continuing report on time, rendering the
Institutional Review Board unable to issue the next trial execution



period before the previous trial execution period expires, all
research activities, including the intervention or interaction with
the participating trial subjects, must be suspended. Unless the
Institutional Review Board considers that the continuation of trial
intervention or trial participation is greatly beneficial to the trial
subject’ s safety or in the best interest of the trial subject from a
moral point of view, no new trial subject shall be included until the
continuing report i1s formally approved.

The IRB is organized and operates in accordance with Good Clinical
Practice and the applicable laws and regulations.

S e

Tsang-Tang Hsieh,MD
Chairman

Institutional Review Board
Chang Gung Medical Foundation
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CHANG GUNG MEDICAL FOUNDATION

199 TUNG HWA NORTH ROAD

TAIPEI, TAIWAN, 10507
REPUBLIC OF CHINA
TEL (03)3196200
FAX(03)3494549

Institutional Review Board A

2020 July - 2022 June

MEMBER | GENDER| PRIMARY SPECIALTY AFFILIATION OF INSTITUTION
AR BEY Male Obstetrics/Gynecology CGMF (Taipei)
HSIEH, TSANG-TANG g A f & S
Pﬁ R AL o RAE Male Orthopaedic CGMF (Lin-Kou)
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WANG, CHENG-HSU g AL & AL ABEA ¥l
¥R~ i Male Correction of social work, Dharma Drum Institute of
WenCheng Kuo 7 Drug Addiction, Counseling Liberal Arts
Psychology ER IS LE 43
HEALE 10T & Ak wIT
=S|
T E A Male Psychology Chang Gung University
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i 9= 2 Male Rheumatology/Immunology CGMF (Taipei)
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EE Female Social Work CGMF (Lin-Kou)
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