—.H
- BF
R
g~ E

2022 fFFEE 4 R 55— IRB &

2022 55 4 R — ANeabnZk B g & Ecn
2022 year 4th-A IRB Meeting Minutes
#A Date(YY/MM/DD) : 2022 4204 A 12 H (EH—)
fE] Time : 12:00-14:18
#h Location : f@fA KM% B1 2ok B JfE
J&% Chairperson :

gRoRar (BER - B - BAT - B
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HE A B Attendant : (FfEHES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

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

kit (B ~ B ~ B0l ~ 551D

Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

MEE (BN -~ B - Bhl - 51D

Lin, Yen Chih ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male )

P/ IVE (e ~ B~ B& AT~ 201 ) [IRB 190317 Flj4 - [F L AT IRB 190317 Avoiding
conflicts of interest- Physician of the same department ]

Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

FERE (B ~ BT ~ BT ~ 201D

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

fl R (Bl ~ JEEHRE ~ 110~ 20

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

AU, (BEoh ~ FREERE ~ tHE A E AL ~ 20)

Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

fEIT e (Besh ~ B~ A - 2tE)

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

EUHE (s~ FREHER A 2ot [PV G2 G FE R R A (18 22K 20 5% ) >
RELEP|

HL1H HI13H



Chan,

2022 fFFEE 4 R 55— IRB &

Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical

Personnel ( non-Scientific member ), Lawyer, female )
B ARGES (Besh ~ B - AflaEt - B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Epidemiology/ Statistics, male )
ARSI (Besh - FEBER ~ HE AL~ Bk

Lin, Ching-Chuan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

N | sk
B 8 BSHN(4) ~ SEHL(D) ~ SEAT(L) ~ AHEAEAGETHR)
Medical Personnel doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)

TEBE IR 4 AEQ) ~ T ~ 1 EE AL

Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

Personnel

FHEE 8 ESAM(4) ~ SERR(L) ~ #EA0(L) ~ AR ()

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

Statistics (2)

FERIE 4 AR ~ T ~ 1 AEEQ)

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

member

5 5 FEAE) ~ BEN2)

male Affiliation with Institution (3) ~ non-Affiliation with Institution (2)

28 7 EA(4) ~ BEAN3)

female Affiliation with Institution (5) ~ non-Affiliation with Institution (2)

fEEE & ficig T ARBIISUL ) R FEGEEZRE AL - BEARER R HALE
NIEAL LU L E Ly 2 DL MR RN =02 — - &
EGH R - SEBFETTETEMHBSIRER - S R ATE R ER e Z (R E
Fitc = - 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 i " \BSIAS M EE R B GHBOREEEINE ) AR  BEgEH—NE

FrEd ey - UL RSN IFR A REN Sy RZ R — A E -
EANUE - AREAZEES EE=r2 U EZZEHE  CAM EZHFES

H2H HI3H
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FEAPELL L2 ZE I - 55T - MEZERE RN - MEETERE -
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 : (ffEHS omit title)
=G (IRBf4ZE)  Ng Sock Ping (IRB secretary )
#IFE (IRB{TE(A &) Yeh, Cheng Chi (IRB staff)
#1532 (IRB fTELA &) Lin, Ciao Yun (IRB staff)
HEEEE (IRB {7t A &) Hung, Tsui-Hsia ( IRB staff )
i (IRB{TELAE) Li, Hsin-Yi (IRB staff)

i Leave : (BEfEES omit title)

fi5 Absence : (JEfEES omit title)

#% Recorder : #kr52% Lin, Ciao Yun

uuk/%‘;%ﬁlll..

1.~ FigNZ Meeting :

(—) SIEmEZE (FBZEEXEE R ) Discussion (theme and decision)

1 B sk
5 220817 TR T (FIX) A - S0 | R
(3% B IR R 58 » 35 PF-06838435 Hift
EREA S B A B2 Rt
45 220818 PR DR S AR A | R
(3% 025 AR Tropoin DB
TR B b R R R A 2

- RS R
i?;fmwS LR I R TR g | e
ERHA FRE e
% 190613 BB E E HE(T) HLX10 (TERIT A | B
CITZTED T e
EREA bR SRS
5 200612 SRS - TP I E PR A AR | B
CITZTED i 56 1/1b 1545

HI3H HI3H
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EFFA ¢ MREEE

L R R S LR - e g |
(=5 s bR R B R
THA B
- —
iﬁigzgzal R D R T |
N TR > 6L 186 3 A R B 15
5% - 160321 LR B R R AR P TR E | ok
(b 2545 6 %] SR e 122 T T R (PM2.5)
T ERE L 8 S M
% ¢ 190317 IHSHE BRCA fRZEB W] LN | B AHEE
(b 245 3 %) (EOC) + {3 {1480 L= B Pembrolizumab
T A % » 1L Olaparib syZe IILE KR B — LN
SR - B TR S
(KEYLYNK-001/ ENGOT-0v43 / GOG-3036)
s - 200221 AT A R R | e
RS 2 0] B B
T A
4E8E 200419 DIAMNEEEEE VDO (Lidofenac 1.8%)&iE @l | 4
(b 45 2 %) Bl A B« TR -
TR EDE LB R AR IR B
SR
ik ¢ 201241 B Pt EMS SRR L S R B | ke
(b4 1 %) LE(LEEH — S - R
T B E S T E R SR L A
s
WL 202% PRSI M) « M gy |
(b4 1 %) oy
EFA TR
&mot - 210404 Darolutamide fi_LifEMEZELEFREDL (ADT) 1 | BIERES
(b4 1 %) BTN ADT FIR R
T FET SURMERRSERRE (MHSPC) SME—TEREHE 5
N MR RBIIIE 3 WG
Uiyt © 210425 IR 52 RERE  SEE - S  SAT | EEAEE

(B s 1K1
EFFA C MBI

7 ZH0 JEHRENTE - 5Fh GSK3511294
Bl Mepolizumab =, Benralizumab fHEL - FIAEE
W e R i B SR < I AR /D R 2 BB
PREEFIEAR ~ Rl Ay H A A e A 2 2 1

HA4H HIBH
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4m5% © 200133
[z #WHET 2 K]
ERFA - RS

(ENREFED
B PRERR GRS

dmaft © 190317 —IABH S BRCA fEZEEE M ERZ MO | 7 AR aErT

[ REREELE] (EOC) > {HF{LFEHEH A Pembrolizumab
202203-1 1% > LA Olaparib s{Z- R 4ERHM Ry S — 4RV ETR
FFRA BRI ZFETIR ~ S HAE S bR

(KEYLYNK-001 / ENGOT-0v43 / GOG-3036)

gt © 210115 —IHE M ATENE - BE - L SitlE | TR FESEREET

[ REREELE] b o LIS SARS-CoV-2 {55 i
202203-3 MVC-COV1901 72 ~ M2 M s AR Ak
TR Z25H% {5

4m4% * 200133
(BG5S 2 K]
EFFA - RS

HHERIHR
B P R AR GRS

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

EREE | JFREEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211221 |CEIF1PIEB Wifdefm i =R e | M (i) (&)
BAETIER 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.
2 220131 | =EAUmE N L& 2 FIATERIHAE-EIR | MRE(E (i) (&)
I FH 52 956 A TR % 537 LinYan | (N/A) (N/A)
Al system predicts the early sepsis in ER — Ren
application analysis and improve accuracy by
feedback and patient outcomes
3 | 220133 | B/ LHREHREG R RS RS RERIR BIREE | IR (%) (%)
BT Peishin Hu | (N/A) (N/A)
A retrospective study of eyelid sebaceous
gland carcinoma in Changhua Christian
Hospital
4 220203 |\ PFRETEEGTEEMNTEERERERE | FREH (&) (H&)
B 2 ARG Chun-Min | (N/A) (N/A)
Outcome Evaluation of the Dementia Family Chen
Caregiver Support Program
5 220205 | HELR B2R H BRIME (R4 52 SR (i) (HE)
Retinopathy in Waldenstrom Wu Jian (N/A) (N/A)

HS5H HIZH
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Macroglobulinema sheng
6 220206 | FLyEF-AloavEEsE  JARAGER MEEWERE | R () (%)
I3AfT-BE— 1S 20 S0 M Hung Wen | (N/A) (N/A)
Change of breast cancer surgery and Lai
outcome: Analysis of 20 years-results from
single institute with patients-reported
outcome measurement
7 | 220208 |CBB i FH (%) (%)
CBB Satisfaction Survey Wenfu (N/A) (N/A)
Wang
8 220217 |\ FEEEFHEZIA BV TR a8Z | Mtz (i) (HE)
LRI E YRR N -7 M ShihLung (N/A) (N/A)
Breast cancer patients received immediate Lin
breast reconstructions after mastectomy:
Predictive clinical factors?
9 220222 |\BRZEFRHAT ERZMR LR EN A e | B R (i) -
[%%&] |Therole of imiquimod in the megakaryocyte [Shih- Chung| (N/A)
differentiation Wang
10 | 220226 | Ao e HiZ s 2 BRiEaEEn MHE (i) (HE)
The Experience of Decision Making on YIJYUN (N/A) (N/A)
Pregnant Women with Pertussis VVaccination KE
11 | 220228 |BFERSRAEREFilo/r GFRAHREFEMTE | SRR (i) (GE)
FEENE S P E G E 2 BER WO S | WulJian (N/A) (N/A)
Vitreoretinal surgery of advanced retinal sheng
capillary hemangioma with severe secondary
complications: Two case reports
12 | 220302 |SEofffitlsfe] 220k BE S ket E FCH (i) (&)
Registration of Alzheimer’s dementia in Asia | Wenfu (N/A) (N/A)
Wang
13 | 220305 |EBRfliloieSidE s NIRBEREAS Filoiebs | REA (GEY) (HE)
et S e Wu Jian (N/A) (N/A)
removal of the contracted inverted internal sheng
limiting membrane flap after macular surgery
14 | 220308 |RpEAWVAEME TREESESIEN | EFESP (&) -
(] |FEtRET Wei Chung | (N/A)
Specific Form of Graphite Quantum Dots Shia
May Induce Apoptosis in Breast Cancer Cell
Line
15 | 220310 [JiifT mRNA COVID-19 gL afit | SRR (&) (H&)
O TRAREENAR S O SRR AR IR 28 f2 02 | Wu Jian (N/A) (N/A)
MR YRR HIEEE 2B E R B EZE | sheng

e K SRR
Combined central retinal artery occlusion and
vein occlusion with exudative retinal

6 H HI3H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
detachment following mMRNA COVID-19
vaccination. A case report and literature
review
16 | 220312 |AI{GMHEARES RS L p Bl B MEEH (&) (HE)
Traumatic choroid rupture: a case report Huang Ya (N/A) (N/A)
Chi
(=) s fE > 8 5 25 (5 5% & )Report the approved amendment by expedited
review
BERTE | JFEEEFE
Fra% | IRB 45k s AT FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191202 |sHE L IREIR A BB g T | E5E (i) (H%)
(5 1 R]) | HyE5 Lot Wang Yu (N/A) (N/A)
Evaluating the relationship between coronary | Chuan
artery angle and calcification level from
computed tomography images
2 191240 | A tRAGHAGCIS eSS N BRI | K (i) (H%)
(55 1 2] | Ay FmeRcBATT (i8R & RIS fi Tienhsiung | (N/A) (N/A)
Development of Cuffless Blood Pressure Ku
Measurement Technique Used for Clinical
Settings by LSTM Network
3 201121 | SHEHARER SR KBRS T E R S MRS | MOEEH (&) (GE)
(25 2 ]| o R e B A s ATl Mo ChihMing | (N/A) (N/A)
The role of carotid sonography and Lin
transcranial color coded duplex in predicting
stroke patients suffering post stroke
depression long term outcome: A prospective
study
4 210325 | fifiEi B ke RHRCAG e S F T XOlehk | MRS (i) (H%)
[ 2 %] | Em LR Sheng Hao | (N/A) (N/A)
Pre-market verification of portable X-ray Lin
machines for lung diseases and orthopedic
limb lesions
5 211104 | BRE R EMEE 2 LA M AT R A AH Rl (GEY) (HE)
(5 1 R]Y |+ FALEEME SR E 2 S IR 2 502 | Jhang Kai | (N/A) (N/A)
Explore factors related to chemical restraint Ming
in dementia cases and the impact of chemical
restraint on cases and caregiver.
6 211223 | EEEMES NEERIUMT BRGNS | BERKER (HE) (%)
(5 1] |PASEME R YEIR 2 2 M KR ShinLin (N/A) (N/A)
The Safety and Efficacy of selective laser Chiu

HTH HIZH
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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

trabeculoplasty in pseudophakic angle
closure glaucoma patients

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

7555
No.

IRB &Rt
IRB No.

st E T

Protocol title

ERA
PI

BT
Medical
primary
reviewer

IFER T
Non-Medical
primary
reviewer

140404
(%8 K1

LIRS AT B LA FEHIER
SIS

Evaluation the Role of Breast Magnetic
Resonance Image (MRI) in the management
of Taiwanese Breast Cancer Patients

FEIR L
Hung Wen
Lai

()
(N/A)

()
(N/A)

160308
[%5 6 K]

HEE R E R E IR B A Y 2
B8 ¢ D) FEET Fusobacterium &z Butyrate £
il

The effect of exercise on microbita and its
metabolite : a study on Fusobacterium and

Butyrate

BISTE
ChingLin
Wu

(%)
(N/A)

(H)
(N/A)

181212
(%3 %1

2 L B U EE M RIS B AR i N (4
BARFE MR IR 2 oy BT IR B LR
Multi-center Longitudinal Molecular Study
and Whole-Genome Sequencing for
Broad-Spectrum Drug-Resistant Escherichia
coli (E.coli) in Human Carriage,
Environmental Exposure, Household Spread,
and Persistent Colonization

FEH
Lee Yu Lin

()
(N/A)

(HR)
(N/A)

181237
[%3%]

FA—B& 220 [E] anti-CD20 £29717F B 4
HEMES TR ERCER ~ a0 ~ 8
BEROR ~ MRS ~ B EE >
w7 e

A single medical center reviewed the
anti-CD20 drug in the treatment of B-cell
lymphoma, risk factor analysis, treatment
effect, asymptomatic survival, overall
survival and other analysis

Ruo-Han
Tseng

()
(N/A)

(HR)
(N/A)

190301
(%5 3x%1

BB AR < I A S B
BB R

The Relationship Between Quality of Care
and Quality of Life and Health Among the
Middle-aged and Older People with
Functional Impairments in Taiwan

Pz
Chen,
Pei-Hsin

(i)
(N/A)

(H8)
(N/A)

H8H HIZH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
6 200313 | st EERAIEAR R - TSR | EICH (&) (H)
[ 2 XY | HEAERMTEEMS ) %8R 0HEEr | Wenfu (N/A) (N/A)
RIS Wang
Identification of subjective cognitive decline
(SCD) : he development and psychometric
study of Chinese Version Everyday
Cognition (ECog) Scale
7 200418 | BrafaETERERT e ~ RERE(CHTAHRE 0 TAE | PR (i) (HE)
(55 2 2] | ARt sp R ERAY IR S S TR Y22 | Yao L (N/A) (N/A)
Investigation of regulatory molecules of CHEN
cancer immunity, metabolism and
relationship to prognosis of hepatocellular
carcinoma
8 201224 | HzBH ER B B E A 2 PEA (&) (HE)
[ 25 1 Zx ]| The impact of postpartum depression and Chiaying (N/A) (N/A)
anxiety by using the auricular acupressure. Lee
9 210121 | BRE LA R BhRE MR BRI Y el | B (i) (i)
(35 1 K] | E#E ERURmDhRE RIS LA R - 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.
10 | 210316 |HELEGH (A BB Tlg TP PR | =R (i) (GE)
(55 1K) | &KIGEARER ChangLun | (N/A) (N/A)
The effect of intraoperative nerve monitoring | Huang
to reduce recurrent laryngeal nerve injury in
patients undergoing minimally invasive
esophagectomy for esophageal cancer
11 | 210324 |pgisi-BllA-AREERAR(N) < EEE S 20| R (%) (%)
(25 1 K] | EAVEEEAO P s e & B E Y | ChingLin (N/A) (N/A)
M~ LB BREERE - SR EAE BT 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
12 | 210411 |EALEERBEGOHMCIEEEHZFEANES | EiER (&) (%)
(=5 1 XY |1THIMEHERES T-ls Z TRIZ Lien Cheng | (N/A) (N/A)
Outcome after Laparoscopic Surgery for TSAO

Peptic Ulcer Perforation

(1) MECHFE 2 4EZEH 2 Report the final report for reference

FOH HIZH
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BREEE | JFEREH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary

reviewer reviewer

1 161118 |DIEER]f# (JakaviR/Ruxolitinib) J&pEH & Mz == (#%) (#%)
JE\fz-2 e ey [ S PR B At T Hsuan Yu | (N/A) (N/A)
(PMF) ~ EMEATIMERNY w1 B e b Lin
(PPV-MF) Eifr/ MRS 4 1% 5 Badiat b
(PET-MF) 8 2 B35
Registry of Ruxolitinib Treatment in Patients
with Intermediate-2 or High Risk of Primary
Myelofibrosis (PMF), Post-polycythemia
Vera Myelofibrosis (PPV-MF), or
Post-essential Thrombocythemia
Myelofibrosis (PET-MF)

o | 180311 |SfUffRRHNELNE » SHEAEIZ FEL | BIER (%) (%)
Baga 71 & (EVTL) r**éﬁﬁﬁ 4 [Yang, Shun-|  (N/A) (N/A)
pletE et 2 ol - B -~ B EC | Cheng
ZRIBE R 55 = 115t -

A Phase I1l, Multiple-center, Double-blind,
Randomized, Placebo-controlled Study to
Evaluate the Efficacy, Immunogenicity, and
Safety of an Adjuvanted Inactivated
Enterovirus 71 (EV71) Vaccine in Healthy
Infants and Children

3 200316 |MRFE - PEETI RS TIREREN SR | REHFR (GEY) (&)
Neurologlcal deficit after acute pesticide Wu Shey (N/A) (N/A)
exposure Lin

4 210416 | 7R HPRER GEEBEAELEN | BRI (9] (&)
AL Kuo-Chia (N/A) (N/A)
The impact of vitiligo on the quality of life of | Yang
patients in Taiwan

(7)) IHEEFEE 248 1F#i Report the terminated protocol :
FFi% | IRB 4Rk st FRA |BFELE FEER
150412 | G¥fEifEH —2X SB04 L.0% & AL st | RiEA | (1) Fh
Bl 5 R Bl g PR = B R Wulian | (N/A) File for
1 Phase I1/111 Study of the efficacy and safety of sheng reference
SB04 1.0% BID in the treatment of nonexudative
age-related macular degeneration
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OMIEFR ¢ R ILEEEEIRA SRR > B EREE C AR S - sErT AU

b B b - RS 2020/08/23 1 BH & s B 25 BE et Bl £ 1 S am 3R B n
TR P HIIRARAL ~ AEORIOR - BEE S BREZ#E - NERE®T > H
B B ES 2SR IR KRGS B2l BRGNS Higmk
A BRENZIEESIEGERR TR - slBaR AT A= TG SBO4 R
SR ZEIER > Halame CEEITT - EAEINEER - SLHITEREZ 0.5%
ZEPEER > {EIA COVID-19 1Bk (4 - MART AR b kB E R =rr B
BRI E - NILPAGEI TR 2 2021 £ 12 A -

ARZERL 2021 FFEEVUF SR ERNEE S RIECA 23250E - HESIE
FEFEE T 2 25l - Sl > HRAL ~ AR E R - B RN EESE X
AR IEE - qiEE CRO STEUR I MEER slBRes e -

() FEEFESE 2 H{EH 5 Report the suspended protocol @ (4 None )
() WHEEFEEZBIZEHR4 Report the withdraw protocol @ (4 None )

(JL) sz A 2 B e/ JIRB/ C-1IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Bl f# e/ JIRB/ C-IRB/ NRPB

Frak | IRB &Rk SR P& B8 FHEA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=HEE447E Protocol title
1 170805 [CIRB]) 106CIRB05085 |%# 8255 15 20 ¢ PR ST AR

SHOU TUNG CHEN

monarchE: —IAFEHEITHC ~ BARE « PEELEEA] Abemaciclib ff FISEERENP 70l se% - BLER
T (E RN A A - R ERF R ~ MRS 1 2 B RS2 S5 R (HR+)
FA N E AR RA T2 B2 M (HER2-) F I 7 B AV 58 = HAEAER

monarchE: A Randomized, Open-Label, Phase 3 Study of Abemaciclib Combined with Standard
Adjuvant Endocrine Therapy versus Standard Adjuvant Endocrine Therapy Alone in Patients with
High Risk, Node Positive, Early Stage, Hormone Receptor Positive, Human Epidermal Receptor 2
Negative, Breast Cancer

190307 [CIRB] 107CIRB12190 |85 255 10 % )& e
Wu Jian sheng

—HE = b~ BRI - BT TEMERIREEYEER - FHS FARICIMAB AT AR
B S B R E  B Y RR iL 4e 22 1 (LUCERNE)

A PHASE Il MULTICENTER, RANDOMIZED, DOUBLE-MASKED, ACTIVE
COMPARATOR-CONTROLLED STUDY TO EVALUATE THE EFFICACY AND SAFETY
OF FARICIMAB IN PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR
DEGENERATION (LUCERNE)

190518 [CIRB] 108CIRB03036 |$##H ZH 7 X I TE R
Ming Ching Shen

ATLAS-OLE:—THEI ¥ Fitusiran J&HA BCRTA B/ \BEE JLEE M R FHIH HiEE 2
A = B BIMAIREEIFIE - RIIZ 2RSS

ATLAS-OLE: An Open-label, Long-term Safety and Efficacy Study of Fitusiran in Patients with
Hemophilia A or B, with or without Inhibitory Antibodies to Factor VIII or IX

FUHE HIH
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201007 [CIRB] 109CIRB07120 |$#EIZEE 8 X &% e
Nan Ying Chiu

—IARER YD ~ BRI ~ BB EME  TEMEEER - BIRME - Zrh0atls o stERE R R
P M7 22 [ USRI/ 075 22 TR B BiR 2= (e USR] 2 e e Y B R B R I R\ S T2 B
F o aHETHRER & Esketamine £ HEFEAHEL Quetiapine R4 MEEESTE 2 A ~ 224 MM
i

A Randomized, Open-label, Rater-Blinded, Active-Controlled, International, Multicenter Study to
Evaluate the Efficacy, Safety, and Tolerability of Flexibly Dosed Esketamine Nasal Spray
Compared With Quetiapine Extended-Release in Adult and Elderly Participants With
Treatment-Resistant Major Depressive Disorder Who are Continuing a Selective Serotonin
Reuptake Inhibitor/Serotonin-Norepinephrine Reuptake Inhibitor

201019 [CIRB] 109CIRB08138 |##EZE 3 K H#IE EXH
Wenfu Wang

— IR » 2l FEEEER - R R P 2L RNE 2 2 ELE R IHI#Z GANTENERUMAB
Ze gt ~ 2 AR

AN OPEN-LABEL, MULTICENTER, ROLLOVER STUDY TO EVALUATE THE SAFETY,
TOLERABILITY, AND  EFFICACY OF LONG-TERM  GANTENERUMAB
ADMINISTRATION IN PARTICIPANTS WITH ALZHEIMER’S DISEASE

210116 [CIRB] 109CIRB10183 |[$#EIZEE 6 X ¢ PR ST A5
SHOU TUNG CHEN

—IAE =M ~ Sl ~ BERE - BAROE ~ TR - (ERESZATEE AR A HL 5 B N M
SERERZER MR e AR A RN 288 2 (HER2) (GRS MR ZalEd
tL %%  TRASTUZUMAB DERUXTECAN(T-DXd) &1 TRASTUZUMAB EMTANSINE
(T-DM1) Z5ilii

A Phase 3, Multicenter, Randomized, Open-Label, Active-Controlled Study of Trastuzumab
Deruxtecan (T-DXd) Versus Trastuzumab Emtansine (T-DM1) in Subjects with High-Risk
HER2-Positive Primary Breast Cancer Who Have Residual Invasive Disease in Breast or Axillary
Lymph Nodes Following Neoadjuvant Therapy

210910 [CIRB] 110CIRB06135 |[$#BIZEE 2 X #)%F% [ ppel
Chen Ching Pei

—IESH T ED GRS M S BR B - R CIiR—K Firibastat (QGCO01) ~ £ Z474f45 T 48
HIE=01 - &5 - ZRBE IR RS R e MR

A Phase 3, Double-blind, Placebo-controlled and Open-label Efficacy and Longterm Safety Study
of Firibastat (QGC001) Administered Orally, Once Daily, for Up to 48 Weeks in Patients with
Difficult-to-treat/Resistant Hypertension
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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)
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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)
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A Phase I11, randomized, double-blind, controlled, multicenter study of intravenous PI13K inhibitor
copanlisib in  combination with standard immunochemotherapy versus standard
immunochemotherapy in patients with relapsed indolent non-Hodgkin’s lymphoma (iNHL) -
CHRONOS-4
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A randomized open-label trial to evaluate the efficacy of immunoglobulin plus steroid for
prevention of coronary artery abnormalities in Taiwanese refractory Kawasaki disease (RAST
study)
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