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2024 FHE AR F— IRB &

2024 55 4 R — ANeabnZk B g & i
2024 year 4th-A IRB Meeting Minutes
i Date(YY/MM/DD) : 2024 4204 H 09 H (EHI—)
fii] Time : 12:00-15:03
%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)

kit (Bery ~ B8~ RIE2 - B&ET -~ 5]

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

mrRHE (BERY ~ B8~ FIEE - BRI - 5]

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

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

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

PR (e ~ FRESHE ~ JERIEE ~ 11~ 0t ] [PMe 2 G E 24t TH ]
Ko, Chih-Hu [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Social Worker, female]

ARl [BEsh ~ JFEEE ~ JEREE - HEAEANT-BEITBA R ~ 2014E]

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

w77 e (Besh ~ Bt~ IR A3AEE -~ 2]

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

EWHE [Beoh - FEEE - FRRIEE ~ JEE - 28] [BR S 2 FREE-ERE I RE 2 ik
FN (ERRZE Rt FHAM 2205 BE R - ERRE2E R R MIbsnsg ) ~ B2k » 0k
HE]

Chan, Melody [ Affiliation with Institution ( Husband is CCH employee ), Non-medical
Personnel, non-Scientific member, Lawyer, female ]

Mz [Besh ~ B8~ BIEE ~ Afilaat ~ BiE] [P 2GFRE-24 - RERIZE ]
Lin, Jr-Rung [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, male ]

HLl1H H14H
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ARSI (Besh ~ JERSHR ~ JERIER ~ (G A IE A LB IREET - k]

Lin, Ching-Chuan [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific

member, Member of society- retired teacher, male )

AN | HEE
B 6 FREM(3) ~ FEEL(0) ~ FEAM(L) ~ A FAEE/GET(2)
Medical Personnel doctor (3) ~ Nurse (0) ~ Pharmacist (1) - Epidemiology/
Statistics (2)
IFESR 4 EEL) ~ 1)~ HEAIEAL(R)
Non-medical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
Personnel
R 6 | BN(3) - HEEL(0) - HEAM(L) - AIEAA/GEEHR)
Scientific member doctor (3) ~ Nurse (0) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)
JERIER 4 EEQL) ~ (D) ~ A AIEAL(?)
non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
member
5 4 BFEN() ~ BEIN2)
male Affiliation with Institution (2) ~ non-Affiliation with Institution
)
E8 6 BFENE) ~ BENR)
female Affiliation with Institution (4) ~ non-Affiliation with Institution
)
fieE - & (kIR T AL Bk FEGEEZEAAL L BEAREBRER R HAM T
GAIEAL e DN L E T 2 MBS MR R ER =02 — -
HEEGHGNT - HEFHIETEMEREIRES - SR BN E e 2R
YA H, - 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.
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.

3 ficig " ARSI IR A B GBS OEEE TR BNR  FE G AR

FPEaEgHN > HNEZ BRI I ERAYRENETREE— AL -
AN At NZEEG A= U ErZENFE  C A EZEES
BRI EZZEHE  BEHE - HFEEZESRE MR - Mg -
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

H2H H14H



2024 FHE AR F— IRB &

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 EBURE (IRB#4E) Liao, Shu Chen (IRB secretary )
B #=FE (IRB{TEAE) Yeh, Cheng Chi (IRB staff)
B MI5E (IRBYTECAE) Lin, Ciao Yun (IRB staff)
B JHEEE (IRBfTECAE) Hung, Tsui-Hsia (IRB staff )
B B (IRB{TELAE) Li, Hsin-Yi (IRB staff)

oH i Leave : (BEFEES omit title)

B FEE (B -~ B R - BT 5]

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

W DR (B ~ B BRI - 388 2]
Lee, Ya-Wen [ Affiliation with Institution, Medical Personnel, Scientific member, Nurse,
female)

HR fi5 Absence : (fEfEES omit title)
E $% Recorder : 328 Hung, Tsui-Hsia
T~ EH#AA Meeting -
(—) EHifES Opening prayer : #&4)l| Lin, Ching-Chuan
() FEfFE#Eis: Chairperson report @ (%)
(=) =&l ' 2024 F5 03 FE— AMGslEZ B | &afk4CF - Read “2024 year 3rd-A
IRB Meeting” Minutes

(PU) FREs3A5pEIE0 B #4 Reply to the last assigned matter @ (H%)

(F) ShEmEZE (FEZEEXEE R ) Discussion (theme and decision)

== st -
4Rk 231212 o ) [y
o R ST B R P T R

Orze #5356 1 X1

FHEA (R B 2 T

4=5E 1 240306 j ] \ - P
{z;;] HETE+ 355 UIbriray A [E 81 2 5 = o1& Bk

s LR i
ST B LR R AT

HI3IH HIH
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oL - 24037 R b R E R4 - 2T EH B
CIED N
, . (BE%RETE)
FFRA EXH
&t © 230713 EIEREE
[ 1K) 2 3R ML AP B G e DU HY I R i
EFFA  REEE
4R 1 200419 LIS %ERE VDO (Lidofenac 1.8%) a5 (e s ThAs | #%4:
CHAh 56 4 K] (2B 2R A RS - —IHFBER - 57
EFA  FHER EEE ~ Bk - A SEEYHIR 2 R
B,
Ao+ 220511 —IESE = ~ BEt Y C ~ PR o SHE(ERE | BIRRIER
(s 2 K] 52 PHESGO+TAXANE 25 E0 A RE%
FRA RSP GIREDESTRANT £ PHESGO FH#7»
PHESGO > R JeriAR&E BT HER2 F514: ~ i
HERZ B b S BRGSO
Rk 2 et
dmek 221114 %A
(AR Ess 1 X FHE &R B % A TR RS <~ S9R1 S
HES 2 K] BRI T Ry 2 BT
EFA  BlER
et * 230235 sl PF-06838435 (rAAV EIE% AR
(A REss 1K) Spark100-hFIX-R338L) {EHE[E £ EHfE B Al
FFRA ¢ UshEE RIRRAFERE S BT FIX FENER 5
RO ZE =TS 3 IR M BEAH ST
(FIX:C<2%) (BeneGene 2)
L 23085 . R RBRE = F R R |
(5% EFS 2 K] —
EFFA  FEX
ot 110808 PE% ~ 2t - s RIEHIEEE - b | FE ARG R

[ FAEREE]
202403-23
EFRFA - BRSFRR

FEHFoUIbR 2 HER2 [ ERES M2 m g (&
i trastuzumab ~ B RSB RIA] » PAK
trastuzumab ~ {EPEZEYEL pertuzumab - U ERE)
A BB

4m5% © 210116
ENLIEED
202403-17
ERFA CBRSFRR

—IEE = Zhon - B - BERCME - EMES
0 FEREZATEM G R A 7L 5 B0 NS
FEERREEE PR S R NIRRT
% 2 (HER2) [GiEREsMEA A zslE o thi
TRASTUZUMAB DERUXTECAN(T-DXd) £

A

FE SR T

HA4H HIUAH




2024 FHE AR F— IRB &

TRASTUZUMAB EMTANSINE (T-DM1) 7z

B

Qmok - 220812

—IEMEA S = HARER A ~ 2RI B AR AR

TFE FESREsET

ESTEHD 5 - FP( 6 BRI L (OO RIHA
202403-2 Vericiguat/MK-1242 F~ a5 R 4E 7R 2
TR EEE | SRR AN
4k + 221114 B8 A SR T
Egi@iﬁ FESER 2 M AR T SR
FUEBT B 2 DT
202401-1

EXSYNRE-IEY5)

4ok 230101
[EREEA
[B1% 1 K]
202402-10
EFFA  BET

—IHE 2b HA - FEREOEC - BT - LRI
B > 5Ff5 MORF-057 —=ffy& 42 &
A 2 SR B A R A2 2
PRI (EMERALD-2)

FE FERE e T

dmot - 221114 g e ‘ o v | o3 HIEREAR IR
(zﬁwﬁ%1k1 AT B AR T (I SR
B ~ .
. T T
TR ¢ B 7
4R 1 230235 SEEHE A PF-06838435 (rAAV S

CEHE512E 1 K]
EXS YN/

Spark100-hFIX-R338L) fEHEEEEHE B Al
FIRRAFERE S BT FIX FENER 5
R MENEE 3 BIBARIE AR 7T
(FIX:C<2%) (BeneGene 2)

(78) BElimis > ¥ 2% 2= (f5 5254 )Report the approved protocol by expedited review

BREEE | JFEREEH
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 231205 |EHA B FEEES - BFET] - BEEE | BiGF (H%) (%)
R~ IEENVEEAR ~ B Chan Yu (N/A) (N/A)
Hodge ~ SR man B BEER = 2 98 | Ping
A Study on Compassion Fatigue, Resilience,
Workplace Emotional
Blackmail, Positive Psychological Capital,
Self-Efficacy, Professional Quality
of Life, and Turnover Tendency among
nurses
2 231231 |FHHREEGBNEMS REEH M Z BTk MEt (HE) (%)
Se A - MUK SN I IEER TR H IO | Lin Yan (N/A) (N/A)
il e PR Ren

HS5H HI4H




2024 E55 4 45— IRB 3%

BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Developing a portable shock detection gun
for mass casualty and EMS: Clinical
application of hemodynamic circulatory laser
detecting technology
3 240122 | iHEAREE S ABREGRIEAEIT | HEH (i) (HE)
Pilot study on holistic integrated treatment YEN- (N/A) (N/A)
model for patients with Parkinson’s disease CHUNG
CHEN
4 240129 | EiHEIRIRE R - (BE5H ~ Msad | BiGF (i) (HE)
g~ TAFEOR ~ 8 A TFERC ~ Bo0EE Chan Yu (N/A) (N/A)
ZUaHE ~ B - TIEWE - 8% Ping
B S LR [ Z B 5
A Study on Positive Thinking, Emotional
Labor, Diligent Attendance, Job
Requirements, Individual Job Fit, Core
Competencies, Core Evaluation, Employee
Gain, Job Satisfaction, Performance,
Supervisors’ Support, and Turnover
Tendency of Long-Term Care Organizations’
nurse aids
5 240203 | HiEmZI BRI HEEBEERE | R (i) (&)
IR K RS BB T a2 Hung Wen | (N/A) (N/A)
Impact of pre-operative breast MRI with Lai
local regional recurrence, distant metastasis
And overall survival
6 240214 | ERI L2 EE TR - AUBHERRIERELS | #EE (i) (GE)
HHZEEE 2 FROK - W BLm =S 2 MHR | MENG- (N/A) (N/A)
PR CHEN
A study on the correlation between HSIEH
postpartum women’s feeding methods, breast
swelling symptoms, and essential oil massage
care needs, expectations, and satisfaction
7 240310 | ZERTHZ RIIFBREABRBENERZ | BRE (GEY) (HE)
AN © [T Cheng- (N/A) (N/A)
The Association between Long-Term Hsien
Exposure to Air Pollution and Health Chang

Conditions and Diseases: A Retrospective
Cohort Study

(1) HETH M 85 22(f5 5% 4 Report the approved amendment by expedited
review

H6H IH14H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170212 | ZEEHEPGZH(Tamoxifen) fEEEFm RS | EEL (&) (&)
(25 3 K] | P51 B S [REASAL AT R M ASH U 22 | Hung Wen | (N/A) (N/A)
H-BATHR G REUEEE 2 [B0E | Lai
T3 K RTHE R ST
Tamoxifen induced fatty liver and/or
hyperlipidemia in Taiwanese hormone
receptor positive breast cancer patients:
Incidence, risk factors and possible
mechanisms- A retrospective analysis and
prospective study.
2 221016 | —IHPEMHCES 3 BAEEE - $THEA RE L 4 (&) (HE)
(25 3 X1 |KRAS £[H G12C 5 Hr(EHELES | Kuan Ming | (N/A) (N/A)
— &R B 1R 3 AR B R LAY EA R Lai
W ELRGHE - BF5E MRTX849 ffH]
Cetuximab FH¥ 2 BEEL G
A Randomized Phase 3 Study of MRTX849
in Combination with Cetuximab Versus
Chemotherapy in Patients with Advanced
Colorectal Cancer with KRAS G12C
Mutation with Disease Progression On or
After Standard First-Line Therapy
3 230125 | Wl AV B AR L 455 el (i) (H%)
[ 55 1 2] | Primipara Women’s Experience of Yi-Syuan Li| (N/A) (N/A)
Breastfeeding with Biological Nurturing
Method
4 230313 | FUAPRACEE Bl R AR SR L RS E AL | 15T (i) (GE)
[ 25 2 2k ] | Predicting future demand for hospital beds Acquah (N/A) (N/A)
using deep learning models Hackman
5 230423 | HALEINHEERCAEESE R SALBRIE | 58 (i) (GE)
(25 1 2R] | feiiess RAHRAMERR ST Tsai (N/A) (N/A)
Severe SARS-CoV-2 Infection and YiGiien
encephalitis- the interplay inflammation,
immunity and oxidative stress study
6 230526 W5 TAEE TAERE ST ~ TF —ARVEMEEEd | 58 (&) (H&)
(25 1 K] | LEREEE 2 Fi% FENG- (N/A) (N/A)
The associations of work stress, work-life CHENG
conflict, and mental health in the workers in TANG
Taiwan
7 231010 |FEHABIEEMNEE - BGEN - 58 CR= (GEY) (HE)
(25 1 K] |8 A RS =R R (< 5T YI-JHEN LI (N/A) (N/A)

Research on Clinical Nurses Perceived
Spiritual Leadership, Workplace Spirituality,
Religious Involvement, and Workplace
Well-being

HTH H14H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
8 240110 |2 AGEEZE TR EGIENET « EHER | BEF (&) (H)
(35 1 K] | SETTEBLIA R BRSO TR HEREEE | Yen-Yu (N/A) (N/A)
AR A A (S RE R E) Chen
Assessment and Curriculum Design for
Holistic Care Education: Employing Delphi
Method and Nominal Group Technique for
Developing Entrustable Professional
Activities in Clinical Learning of Neurology
Residents
(J) sk s 2 Bt 5 (F5 25 %8 &) Report the approved interim report by expedited
review
EREE | JFREEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 140404 | F xRS T &8 A IER | RS (i) (H%)
[ 25 102K )| A4 Hung Wen (N/A) (N/A)
Evaluation the Role of Breast Magnetic Lai
Resonance Image (MRI) in the management
of Taiwanese Breast Cancer Patients
2 200323 R/ NAfREATRES GRETHIR EI G RATERET | M4t (9] (HE)
[ 25 4 Zx ) | The risks factors for poor treatment outcome | Chun- We (N/A) (N/A)
of non-small cell lung cancer Lin
3 210216 | FRETRALIERRRHEN SR NS SRz kR | 2550E (i) (&)
(5 3 K] |EnE Ha iy AHRAR 2R e H AR S E Wen- Chen | (N/A) (N/A)
A prospective study to explore the associated Tsai
factors and quality of life of patients with
osteoarthritis receiving total knee
arthro-plasty
4 210324  |RGiE-HLA-KRERRGR(N) © EENELE Sl | ARERAR (i) (&)
(25 3 K] | EAESEAU I e i B ERCEY) | ChingLin | (N/A) (N/A)
M~ LB BEERE - SRS EAE B AT Wu
R B
Gut-muscle-brain axis (111): The influence of
exercise and nitrate riched beetroot juice on
gut microbiome, cardiovascular risk factors,
physical fitness and cognitive function in
elderly
5 210402 | 2R SZUEIAE R E B RO R R | AREET (GEY) (HE)
(25 3 K] |bmabfhatsE LinPing Yi | (N/A) (N/A)
Environmental Monitoring and Risk
Assessment Plan of Wenshan Waste

H8H HIH
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Incineration Plant in Taichung City
6 | 211238 |FA%ZThRehIS-BALE-EAE T 2 HORAN | R HE (H%) (H%)
(25 2 R ] | et Sk T RS Mis o TAERTERY . | GU TIAN- | (N/A) (N/A)
B ETR b TRORI Z BT 5 SYONG
Developing multiplex
Raman-Electrochemical-Plasmonic
microfluidic real-time detection system to
investigate the early diagnosis and risk
prediction of exosome molecules in lung
cancer
7 220327 |THLERSER ZZE ROAE: By | ERIEIT (%) (H)
[Z 2 %] | 0158 Pei Yuan Su| (N/A) (N/A)
Diagnosis and management of Gl diseases: a
single center study
8 220425 | ZEEARAYPKERELT EEEMEEIE (non P21 (i) (&)
[ 2 2 2%t ] |communicable diseases)fyEE{% Yen Tze Liu| (N/A) (N/A)
The relationship between fasting ketouria and
non-communicable diseases
9 220925 |\ HRETENEE BE 14 KREARNGERATE | BT (i) (&)
(25 1 X ]| AHRAME PingFang | (N/A) (N/A)
Risk analysis for patients readmission Chiu
within 14 days with same major etiology
in nephrology: retrospective cohort study
10 | 221222 |Al FigE ARG S P e b | A (GEY) (HE)
[ 1K) |2Eass ) Jia-Ming | (N/A) (N/A)
Research and Development Project for Al Chen
Technology Induced Bioinformation
Integrating with Chinese Medicine Modern
Diagnostic Devices
11 | 230304 (e M:PHIEM:ATREEFEREIMEERITH | =E M (i) (&)
[ZE1X])|1& Chang Lun (N/A) (N/A)
Outcomes of Patients with Chronic Huang
Obstructive Pulmonary Disease Suffering
from Thoracic Trauma
12 | 230327 |EeEEE N\ BEZROSR IR HES S | TR (GEY) (HE)
(=5 1 XY | RARETT= YU-LING | (N/A) (N/A)
Adjustment experience and coping style of LIN
emergency nurses suffering from workplace
violence
13 | 230401 |ZEEtBpGunneliakmiiuaei Rl | ERE (%) (%)
(55 1 K] | EF PR E aFdEE  EH CHANG (N/A) (N/A)
Computer-aided application of wet CHENG
Age-related Macular Degeneration (WAMD) | HSIEN

disease detection and prediction using Deep

FOH HIUH
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Learning on optical coherence tomography
(OCT) images
14 | 230404 |30 RANEERALERIMEMRATEE R | JRE4E (i) (HE)
[ 25 1 Zx ] | Prediction of maintenance hemodialysis TuJhe- (N/A) (N/A)
patients who will be hospitalized within 30 Hong
days
15 | 230418 |DURGAESSIRBLIEEIREEE R AR BE | £CH (HE) (&)
(25 1 X]) | MRS A MR E T AER . | Wenfu (N/A) (N/A)
(SRR Wang
Development of dementia care models by
evidence-based precision medicine: The
Development and Validation of the Sexual
Expression Scale for Dementia
(L) FHEEFEE 2452 #H Report the final report for reference
BREEE | JFEREEHE
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210121 | BREHLA AT R BhRE M BRI L | B (&) (GE)
B EROEG DIRE RIS L= 5 - PAN (N/A) (N/A)
The differences between the effects of KUANG
Functional electrical stimulation and TSE
Kinesiotaping in improving distal upper limb
dysfunction of stroke survivors.
2 210402 | Z P SCILRIRAE b E B ERR EOA R R | ARBEIT (&) (GE)
fer st LinPing Yi| (N/A) (N/A)
Environmental Monitoring and Risk
Assessment Plan of Wenshan Waste
Incineration Plant in Taichung City
3 | 211221 |CEIfIPIEB MR s ste S| i (%) (%)
HABTIEE Shao Lun | (N/A) (N/A)
Medical Staff Workload Analysis Wen Tsao
Comparing Programmed Intermittent
Epidural Bolus (PIEB) with Continuous
Epidural Infusion (CEI) mode for Labor
Analgesia Maintenance.
4 220303 | MM LAEBLG AR R B E RS | TRIRE (GEY) (HE)
IR T Chen-Shu (N/A) (N/A)
Analysis of multiple sclerosis and Chang
neuromyelitis optica related autoimmune
diseases
5 220327 UHERGRRZ 28 RoaRt B-tuhZ | BT (&) (&)

%10 H 3 14 H
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BEEE | JEREER

Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
et Pei Yuan Su| (N/A) (N/A)
Diagnosis and management of Gl diseases: a
single center study
6 230605 | SiREA TR ERAREE T S AE R E SRR | PREEE (&) (&)
R R UIbR Tl < 2 Linkuo hua|  (N/A) (N/A)
Novel use of the falciform ligament for MHV
reconstruction while laparoscopic
hepatectomy of colorectal liver metastasis
7 230807 |HLiE N AR TIEH Coat’s-like 1748 | SR (&) (HE)
H 1 220 SR B D B0 7K R A5 Wu Jian (N/A) (N/A)
Anti—vascular endothelial growth factor in sheng

the treatment of Coats-like retinitis
pigmentosa and macular edema

(+) HMECFE 24 IE#H 4 Report the terminated protocol : (4 None )
(+—) EEEFEE ZE{ZEH S Report the suspended protocol @ (4 None )
(+=) HEEEE ZHEEH S Report the withdraw protocol @ (4 None )

(+=) #sEEzAae 2 ki JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Bl e/ JIRB/ C-IRB/ NRPB

FF9% | IRB 4wk Aot P& 8 FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+E447%% Protocol title
L 210425 [CIRB) 109CIRB12231 |$#TFZESE 5N EHEE 1R FREE I

ChingHsiung Lin

—IH KM 52 HEMNEELE - g - EERE > BH T ZP0 0 FREWENE - ST
GSK3511294(depemokimab) il Mepolizumab =, Benralizumab #HLL - A AE RS 422 7y B8 sili
ZRATIF VESEEN SRR - Flmih B A fA 2 2t

A 52-week, randomised, double-blind, double-dummy, parallel group, multi-centre,
non-inferiority study assessing exacerbation rate, additional measures of asthma control and safety
in adult and adolescent severe asthmatic participants with an eosinophilic phenotype treated with
GSK3511294 (depemokimab) compared with mepolizumab or benralizumab

210702 [CIRB]) 110CIRB04076 |8 255 11 X )5E FREE
Sheng Hao Lin

FUH H14H
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—IARER Y 4H ~ 55 =1 B EEEE  DUE AR M B IR S Bl TR T B/ N RE A e o A\ Ry 52
PRETEZ N 45T Pembrolizumab AHEZH AR T~ Pembrolizumab » 10 & $HAHEE (BB IE £y
F—EURIRIFHYEEY) B BB

A Randomized, Phase 3, Open-label Study to Investigate the Pharmacokinetics and Safety of
Subcutaneous Pembrolizumab versus Intravenous Pembrolizumab, Administered with Platinum
Doublet Chemotherapy, in the First-Line Treatment of Participants with Metastatic Squamous or
Nonsguamous Non-Small-Cell Lung Cancer

211009 [CIRB] 110CIRB03046 |$#H 25 8 X ()3 HE
Chih Chun Chuang

—IEES b 3 ~ Bk ~ Zrpuls ~ BETROTEC ~ BUTTRHS N Beceolls - ST ARIEEEES
44T Ranibizumab £y 36 #8 SRS RE AT A S RS M B ER S R B AR~ 22
engEpE) )15 (VELODROME)

A PHASE Illb, GLOBAL, MULTICENTER, RANDOMIZED, VISUAL ASSESSOR-MASKED
STUDY OF THE EFFICACY, SAFETY, AND PHARMACOKINETICS OF A 36-WEEK
REFILL REGIMEN FOR THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB IN
PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION

(VELODROME)
211010 [CIRB]) 110CIRB03048 |%#H 255 6 X F)%& Y

Chih Chun Chuang

—HAZ L ~ BERCERTAE R EER SRS R I B T S S D S R A DAE AR (5
8 24045 T Ranibizumab YR H 22 M B <2 E(PORTAL)

A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE
LONG-TERM SAFETY AND TOLERABILITY OF THE PORT DELIVERY SYSTEM WITH
RANIBIZUMAB IN PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR
DEGENERATION (PORTAL)

220502 [CIRB]) 110CIRB02026 |$EZEEE 2 X H)&& B8 i 2
Nan Ying Chiu

—(EEENE ~ /1 B - 2 - [ IR - R - WSEL - BIEERR - Z9u0atss
PRET NaBen(FEHIELSR) » —fd D-FALfE EAL™MIHIE] - 1F A EE P (Clozapine)(HHE) » JAH
R N B A BB S E AR BRI AR 2 M SRR TA

An adaptive Phase I1I/lll, Double-Blind, Randomized, Placebo-controlled, Two-Part,
Dose-Finding, Multi-center Study of the Safety and Efficacy of NaBenR (sodium benzoate), a
D-Amino Acid Oxidase Inhibitor, as an Add-on Therapy with Clozapine, for Residual Symptoms
of Refractory Schizophrenia in Adults
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Sheng Hao Lin

R BN Boal 1T B A RS O Ay i A B RS 1 R N B i B (NSCLC) 25 -
Sacituzumab Govitecan &AM —4R aRn—IEFBUED ~ 2l ~ B HEER
An Open-label, Multicenter, Phase 2 Study of Sacituzumab Govitecan Combinations in First-line
Treatment of Patients with Advanced or Metastatic Non?Small-Cell Lung Cancer (NSCLC)
Without Actionable Genomic Alterations
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—IAZEZ L ~ BT ~ B - S - T AHEBLEEREINY 5 =T - 5T
[k FXla #I%I%] asundexian (BAY 2433334) A 18 5k e LA b2 SSYMERIZ M2 815 - LATANS
a9 B Lo R Pt i A o sy e S A S £ 8 A i 4 e

A multicenter, international, randomized, placebo controlled, double-blind, parallel group and
event driven Phase 3 study of the oral FXla inhibitor asundexian (BAY 2433334) for the
prevention of ischemic stroke in male and female participants aged 18 years and older after an
acute non-cardioembolic ischemic stroke or high-risk TIA

221215 [CIRB) 111CIRB08147 |85 %4 3 & W& BRI

HsuHeng Yen

—IEES 20 {1 FER OGBS BRI IR S T 0 4E - ZrhnadBs - 5HE Guselkumab
1 Golimumab 5EZERIERF & OF AR I 18 28 B E 8 M v FE LU S LB A B e 2 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

230130 [CIRB] 111CIRB10191 |$EZEE 3 X &% PRI

ChingHsiung Lin

—IH BLU-5937 fEnsfitEme i (s R AR K ) (CALM-2)R A 325t # Ty
F=H 2408 - BERE - BT - LRBIEI - ST M - BRI

A Phase 3, 24-Week, Randomized, Double-Blind, Placebo-Controlled, Parallel-Arm Efficacy and
Safety Study with Open-label Extension of BLU-5937 in Adult Participants with Refractory
Chronic Cough Including Unexplained Chronic Cough (CALM-2)
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TzeHo Chen

—IASHH BRCA HEZE8E 2 M I p7 4 O S92 (EOC) - fEFI{LEROFFHECA G H] Pembrolizumab
% > DL Olaparib siZ R BIER M AE —REFEZBER YK  F=HE 55 R
(KEYLYNK-001/ ENGOT-0v43 / GOG-3036)

A Randomized Phase 3, Double-Blind Study of Chemotherapy With or Without Pembrolizumab
Followed by Maintenance With Olaparib or Placebo for the First-Line Treatment of BRCA
non-mutated Advanced Epithelial Ovarian Cancer (EOC) (KEYLYNK-001 / ENGOT-ov43 /
GOG-3036)
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Wu Shey Lin
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—IEBBI T - Y - 2RI - 200 - BREL A 2 55 = SAfE At 1 stEs > 5L
rozanolixizumab FI7A A REE /D 28BS AHAEHE & 5 (MOG) i AgHH R 7295 (MOG-AD) 7 Al &
S BRI ZE 21

A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, MULTICENTER, PHASE
3, PIVOTAL STUDY WITH AN OPEN LABEL EXTENSION PERIOD TO EVALUATE THE
EFFICACY AND SAFETY OF ROZANOLIXIZUMAB IN ADULT PARTICIPANTS WITH
MYELIN OLIGODENDROCYTE GLYCOPROTEIN (MOG) ANTIBODY-ASSOCIATED
DISEASE (MOG-AD)
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—IHEERME ~ 5 3 B BEROEC ~ 2Pl - BEIUERSR > St AR A RN T ZEEINE
T 20 8 AZEEEN S A SRS S AR AT B > PFELL Furmonertinib AR 60
{BR(E RS — & BRI RS 2 M (FURVENT)

A GLOBAL, PHASE 3, RANDOMIZED, MULTICENTER, OPEN-LABEL STUDY TO
INVESTIGATE THE EFFICACY AND SAFETY OF FURMONERTINIB COMPARED TO
PLATINUM-BASED CHEMOTHERAPY AS FIRST-LINE TREATMENT FOR PATIENTS
WITH LOCALLY ADVANCED OR METASTATIC NON-SMALL CELL LUNG CANCER
WITH EPIDERMAL GROWTH FACTOR RECEPTOR EXON 20 INSERTION
MUTATIONS(FURVENT)
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