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2023 55 11 B — NGl B & Gekar ik
2023 year 11th-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2023+ 11 H 14 H (EHi—)
fE] Time : 12:00-13:57
%L Location : FHEIEN A Bl EiZk B &
J&% Chairperson :

mionrr [Pe - B ~ B2 - B&hT - 2201:]
Hsiao, Yi-Hsuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female]

HEE A B Attendant : (F%fEHS omit title)

PREST (B ~ B9 - BIEE - 8H - 2]

Chen, Shu-Yu [ Affiliation with Institution, Medical Personnel, Scientific member, Nurse,
female)

kit (Bery ~ B8~ FIE2 - B&ET - 5]

Yang, Yuan-Po [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

MEE (B -~ B~ RIS - BEl - BPE] [IRB 220620 F7:H%E- Pl Kz co-Pl f[EF4
EZEM IRB 220620 Avoiding conflicts of interest- Pl and co-Pl is physician of the same
department ]

Lin, Yen Chih [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male)

BrRME [BEP ~ B9 ~ BIEE - B&EN - 5] [IRB 231015 A5 El%E-Pl f[EFIE&RT IRB
231015 Avoiding conflicts of interest- Pl is physician of the same department ]

Gu, Tian-Syong [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male])

sarE (Bery ~ B8~ RIE2 - gEaT -~ 2]

Lai, Ying-Hsuan [ Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, female)

fEE (Ber ~ JEERE ~ JERIEE ~ (1T~ 20 ]

Ko, Chih-Hu [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Social Worker, female]

ARl [BEsh ~ B ~ JEREE - HE A EANT-BRITBA R ~ 2014E]

Shu-Feng, Ni [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society- hospital administrator, female ]

FOT e [Beoh ~ BHpE ~ BIEE ~ D3b/fEd ~ 2ott] (FERERR > FAERAE - )

FLH - HEB8H
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Lai, Fang-Zu [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, female )

B EUHE [Bedh - JEERE - JERIE AR - 2] BB 2B ERE-ARRFEAN (0 2R
W6 %) o TARER]
Chan, Melody [ Affiliation with Institution ( Husband is CCH employee ), Non-medical
Personnel, non-Scientific member, Lawyer, female ]

RS [Besh ~ BRI ~ Afilgat ~ B
Lin, Jr-Rung [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, male}

ARSI (st ~ FEEHR ~ FRREEE ~ g AIE LR IREED ~ %]
Lin, Ching-Chuan [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society- retired teacher, male )

AN | st

B 8 BEHN(4) ~ FEHL(D) - SEATN(L) ~ A HEAEAGETHR)

Medical Personnel doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)

IFESE 4 AEQ) ~ T~ HEAEALQ)

Non-medical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

Personnel

R 8 | WHI(4) - HEEH(D) - HEA(L) - ASEREAEHR)

Scientific member doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)

JERIER 4 EEQ) ~ T~ HEATEALR)

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

member

5 5 BER(3) ~ Bedh2)

male Affiliation with Institution (3) ~ non-Affiliation with Institution
)

28 7 BEr(4) ~ BeshQ)

female Affiliation with Institution (5) ~ non-Affiliation with Institution
)

sk 0 & g T ABSIIUE ) Btk FEGEEZEAANM L BEEEER K EAMT
AL LN LEZE Ly 2 — 2L E 5 AE— MR HER =02
— - EEGHENR - SEGEM IS IEMEEIRESR - ST R B E R L
RFHFER A R, - According to Article 7 of the  “Human Subjects Research Act:”
“The IRB shall consist of five or more members, including legal expert and other
persons of disinterested community members; more than two-fifths shall not be
affiliated with the research entity; and no gender shall constitute less than one-third.

F2H HB8H
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During IRB meetings, the IRB may invite the attendance of experts familiar with the
research field, or representatives of any appropriate group affiliated with the human
subjects, to attend and provide comments.

CRice o A?Eﬁ%{ﬁfi%éﬁéiﬂﬁ%&&ﬂ’ﬁ EIRE ) BN FEEG K
REEEGEN - RHFEZE BRI IFEAYBERESTREZEE— AL
e EJ\LAL AREAZEEY  EE=02 P EZFEHE  EALLEZ
FEY  EAPHEL EZZELE  (BEHY - HEZESRE MR - 15
#EFTEEE - According to Article 6 of the “Standards and Operational Guidance for
Ethics Review of Human Subject Research:” “Members present at routine review
sessions should include at least one with non-biomedical or science background.
Two-thirds of entire member should be present for boards with more than 5 and less
than 7 members; half of the entire member should be present for boards with more than
7 members before the meeting is commenced. The meeting may not be commenced if

the attendee are of the same gender.”

515 A & Presenting staff : (FkfEES omit title)

B = FE (IRB{TELAE) Yeh, Cheng Chi (IRB staff)
B MI5= (IRBYTELAE) Lin, Ciao Yun (IRB staff)
B JHEEE (IRBfTECAE) Hung, Tsui-Hsia (IRB staff )
B B (IRB{TELAE) Li, Hsin-Yi (IRB staff)

oA iz Leave : (HEkfEHE omit title)

Eh J& Absence : (BEfEES omit title)
E #% Recorder : 328 Hung, Tsui-Hsia
i~ FEFENZ Meeting :

(—) ShamdZE (FZEF BRI Discussion (theme and decision)

T S e
iﬁ;fMM4 £ S 8 s |
U BT R S S T

4% : 231015 .
ERA R E Witk

Gmak © 211017 %

(A& sR 2 X1 3D FIENBIEHE R FL 5 o1& R R A
EFFA

dmat © 220802 PRI (FTMS) S e MR o

——T\ﬁ

SIERITY

FIH HB8H
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(AR 1 K] BEAEEE  5EE ~ TTERES] ~ RS

A EE &

EXEVNRE" VS

Aot - 221126 PRatPi OX40 EEtRPUAG(EsH] BGB-A445 | BIRRIEE

(AR 1K1 affft PD-1 EfRiiAe tislelizumab FHAYHRE

EFFA - MHEFE IE e R S 2 e 2 - 4208
SRS 1 s

dmat © 201102 BIERIES

(45%1 JE SRR s A IR AR IR B A T A R Y

&L ol

EFFA R

dmaft © 220620 —IHS 2a ]~ BEROYHC - B > el o | FEEHRER

(E#EHSE 1K)
FFRA BT

FEFEEIEME B AURT R BN S 2 IfIRy 2 8
%t AB-729 i1 VTP-300 FYfH

() BElimis > ¥ Z=(f5 5254 )Report the approved protocol by expedited review

BERTE | JFEEEFE
Fra% | IRB 45k sHEE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 230909 |fEHEALASE B E R O @B RE | s (i) (GE)
B LB T A Huang (N/A) (N/A)
Optimizing the Taiwanese Lung nodule Pei-Ju
Prediction Model using the Health
Examination Database in Changhua Christian
Hospital
2 231006 |FIHATLEHEEHAMBKETNE: —&E% | RBUE (i) (GE)
AR B E R ARG T TUCHENG| (N/A) (N/A)
Using artificial intelligence to predict HUNG
Neutropenia: an approach to better
implement to health care information
systems.
(=) Ik 2 885 Z2(f 5284 )Report the approved amendment by expedited
review
BREE | JFEREH
3k | IRB 45k T EATE FFA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210521 | —THRHA 5 4 - FEMETEC - BT - 2RI R (&) (H&)
(25 8 2] | HHERAY 20t » 5F(E LNAO043 EiZefEf| ChangIng | (N/A) (N/A)
BT A e IR IR B BRI ER S8 BB AR ~ & Lin
Ve E (ONWARDS)

FA4H HEB8H
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

A 5-year, randomized, double-blind,
placebo-controlled, multi-center study
assessing the efficacy, safety, and tolerability
of intra-articular regimens of LNAQ43 versus
placebo in patients with symptomatic knee
osteoarthritis (ONWARDS)

(PU) s Bt > HArh 45 (5 5 28 4 )Report the approved interim report by expedited
review

5%
No.

IRB &5t
IRB No.

sTE AT

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER T
Non-Medical
primary
reviewer

110808
(%121

BET ~ ol ~ BT - R e
LB FTHRE EE T UIBR 2 HER2 [t 254
LB > (EH trastuzumab ~ {EJRREEY) 6L
LRI LUK trastuzumab ~ {LfREEY)EL
pertuzumab - (SR BHBITREA < AL 27 4
A randomized multicenter, double-blind,
placebo-controlled comparison of
chemotherapy plus trastuzumab plus placebo
versus chemotherapy plus trastuzumab plus
pertuzumab as adjuvant therapy in patients
with operable HER2-positive primary breast
cancer

PRSFBR
SHOU
TUNG
CHEN

()
(N/A)

()
(N/A)

151115
(%8 %]

FLE ARSI B VIRR T &8 L AL
L M RS A FE FH 0 A

Endoscopic assisted breast surgery in the
management of benign breast tumor in
Taiwanese female-Preliminary results
analysis study.

FEISSL
Hung Wen
Lai

((59)
(N/A)

()
(N/A)

200916
[%3%]

—IESTEHE NGRS Bictegravir/
Emtricitabine/Tenofovir Alafenamide
(B/IFITAF) 2 HIV-1 gk AJmE - 5F
AR ~ el - RGN EREHRA
EE BN ~ JE AN ~ BEAHEER
Multi-country, non-interventional, cohort
study of the effectiveness, safety, adherence,
and health-related quality of life in HIV-1
infected adult patients receiving Bictegravir/
Emtricitabine/Tenofovir Alafenamide
(B/FITAF) in Asia

el E S
Chun Eng
Liu

()
(N/A)

(H)
(N/A)

221115

BTG AGOE BE B2 (L

(i)

(i)

FS5H HB8H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
(25 1 ]| /Y B~ C YR R AgHIELTHR RT3 FH &2 2 Bl |Pei Yuan Su|  (N/A) (N/A)
oA
The efficacy of hepatitis B&C screening and
prophylactic therapy by using electronic
alarming system in the patient with HBV
infection received chemotherapy
5 221128 | N A RERAERE R G A DRI IR HRAREE (&) (HE)
[ 55 1 Zx ]| Artificial intelligence-assisted analysis of JHANG, (N/A) (N/A)
retina fundoscopy to predict health outcomes | CHENG-
SIAN
6 | 221202 |BIRFILmREES IR P (%) (%)
[Z5 1 2] | To Develop an Assist Software for the HAN (N/A) (N/A)
Structured Electronic Medical Records SHAO-LI
7 221207 | Notch & FHI R B S REHT A & 2T (i) (HE)
[ 2 1 2] | The role of Notch in early influenza virus Yuan-Meng | (N/A) (N/A)
infection Liu
(7)) HEEFEE 2452 H & Report the final report for reference
BERETE | JFEEEE
J75% | IRB 4R55% sHEATH FF A | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190613 | HfHREAEAG IR 2 THY HLX10 (TR | FRfZ= (&) (GE)
RNEHCEAS A Bikbiie)E—8| Hsuan-Yu | (N/A) (N/A)
UN iilh=e e Lin
A Phase | Study of HLX10, a Humanized
Monoclonal Antibody Targeting
Programmed Death-1 (PD-1) Protein in
Patients With Advanced Solid Tumors.
2 210606 | IESHF-flr~ figi& 5T PR ((59) ()
Post orthognathic surgery follow up CHIA (N/A) (N/A)
CHUN HSU
3 220526 | ApEEMERC T T ARSI ANE | ARBELE (GEY) (HE)
Z EEPRATE Ching (N/A) (N/A)
Preclinical study on the bioactive Hsiung Lin
components of Scutellaria barbata D. Don for
treating acute respiratory distress syndrome
4 220818 | Bra e B 2SI BREE b L | Bk (GEY) (HE)
EE PR TE & A REE M Sen Yung (N/A) (N/A)
Prediction of Falls Risk and Falls Risk Liu
Increase Drugs Using Big Data Analysis
5 221019 | EIFERIERIRERIE s TR R KL | AR (&) (&)
JEE P e 38 PR Hsing Fei | (N/A) (N/A)

F6H H8H
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oy

= A3k
EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Evaluating the utilization of the manipulative Lu
flowcharts in practical courses of oral health
discipline
6 221201 | PASSMERPIR S B O R WIIa R G | FEEEE (&) (HE)
S HURE H E — (B 2R e ChienHsu | (N/A) (N/A)
Late-onset Pompe disease with initial Lai
presentation of acute respiratory
failure and cor pulmonale-A Case Report
7 230409 | EAEIRENRIEHVRI RGO BN R B+ (&) (HE)
A study of clinical features and factors HsuHeng (N/A) (N/A)
associated with esophageal motility in a Yen
single center
(78) IHEEFEE 2 4% 1F#i Report the terminated protocol :
95"‘-\/ \E =z
. : N - " %g_ # FHEGR
FFak | IRB 4R5% sTETE FFRA Medical review
No. IRB No. Protocol title Pl primary
) result
reviewer
221005  ERAIFEERILZ MR DIE bR SRIRE (&) Fa
1 K BR[O RE Chen-Shu (N/A) File for
Pure spinal multiple sclerosis: a case report | Chang reference
and review of the literature
SEIEFEA ¢ U Zems JJEAR FHALEE (early improvement) » TEETAR AU EZE L 55T

(1) HECHEE T {5H4 Report the suspended protocol : (4 None)

(V) IEEFEE ZHIZEH & Report the withdraw protocol @ (48 None )

(L) ek~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB
EX & fe/ JIRB/ C-IRB/ NRPB
FFoE | IRB 455 ek P B8 ERA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+ZE 4475 Protocol title
1 221126 [CIRB] 111CIRB08154 |$E 25 3 X HEF 1K Mo
Jin-Ching Lin

FTH - HEB8H
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PRETHL OX40 EERRDUAG(ETA| BGB-A445 &fffl PD-1 BRI tislelizumab FIHAMGHAE
RefER R 2 el ~ 2t - SEYEN I RO iERENERE 1

Phase 1 Study Investigating the Safety, Tolerability, Pharmacokinetics, and Preliminary Antitumor
Activity of the Anti-OX40 Agonist Monoclonal Antibody BGB-A445 in Combination With the
Anti-PD-1 Monoclonal Antibody Tislelizumab in Patients With Advanced Solid Tumors

221215 [CIRB]) 111CIRB08147 |$#8ZE5E 2 X & A
HsuHeng Yen

—THEE 2b H] - AR Y HC - B E  TEMERLREEE - T 04~ 2 rpunatEg o eEE Guselkumab
1 Golimumab EEERILERT & O A AT R 22 B8 RS B 1 ve f [iE 2 BB A R i 1
English: A Phase 2b Randomized, Double-blind, Active- and Placebo-controlled, Parallel-group,
Multicenter Study to Evaluate the Efficacy and Safety of Induction and Maintenance Combination
Therapy with Guselkumab and Golimumab in Participants with Moderately to Severely Active
Crohn’s Disease

230514 [CIRB] 112CIRB02016 |$EZEE 2 X 5% PR <F AR
SHOU TUNG CHEN

— IS W HY - EEM SR ~ BB - 2ol o BE{45 GIREDESTRANT il |
EVEROLIMUS #H#57% EXEMESTANE m = EVEROLIMUS R < pabst: ~ S5 1Y
NERMERRT 288 (HER2) 2407 E i A sEsie 1 2 e 855 h 2 il e e

A PHASE IIl, RANDOMIZED, OPEN-LABEL, MULTICENTER STUDY EVALUATING THE
EFFICACY AND SAFETY OF GIREDESTRANT PLUS EVEROLIMUS COMPARED WITH
EXEMESTANE PLUS EVEROLIMUS IN  PATIENTS WITH  ESTROGEN
RECEPTOR-POSITIVE, HER2-NEGATIVE LOCALLY ADVANCED OR METASTATIC
BREAST CANCER

230522 [CIRB] 111CIRB12248 |$#EHZFE 1K #IFE P =
YEN-CHUNG CHEN

—IASS 3 M - BEt I - BT - T - RIEIE S - SR ARSI Xla ]I
A Milvexian £ PR P b B e B e B Her MRS R T 3 U 18 PR PR L e A 22 4=
€5

A Phase 3, Randomized, Double-Blind, Parallel-Group, Placebo-controlled Study to Demonstrate
the Efficacy and Safety of Milvexian, an Oral Factor Xla Inhibitor, for Stroke Prevention after an
Acute Ischemic Stroke or High-Risk Transient Ischemic Attack

201211 [CIRB] 109CIRB07134 |HArh#pss 3 % )58 RS T
ChingHsiung Lin

GIEREMENR (ILD) BEFRAZIE T AT

Non-Interventional Collecting Evidences For ILD in Taiwan: Optimized Novel Therapy

221131 [CIRB]) 111CIRB09185 |HA#4as 1 %0 ¥)2E e
Ruo-Han Tseng

—IEBERME ~ b~ 5 1 HAEER - ST SRR AN BE(RRE - SRR B A E
M REEAZER A MRy 2 atE - SFEETREEETE] H3B-8800 HyZrTE ~%’—%‘§$ﬂ%%ﬂ?&*ﬁzﬁ

An Open-label, Multicenter Phase 1 Trial to Evaluate the Safety, Pharmacokinetics and
Pharmacodynamics of Splicing Modulator H3B-8800 for Subjects With Myelodysplastic
Syndromes, Acute Myeloid Leukemia, and Chronic Myelomonocytic Leukemia

F8H HB8H




