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2024 year 6th-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2024 06 H 11 H (EHi—)
fii] Time : 12:00-15:00
i Location : BEESAIIATE Bl Hizk B &
[& Chairperson :

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

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

MHEE (B - B B - BEl - Bk

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

kit (BEry ~ B8~ FIEE - B&ET - 5]

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

PR [FE ~ B ~ BEEE ~ GEHE -~ Z0]

Lee, Ya-Wen [ Affiliation with Institution, Medical Personnel, Scientific member, Nurse,
female)

BrRME [BEry ~ B8~ FIEE - B&AT -~ 5]

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

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

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

R [Bey ~ FRER ~ JERIEE ~ +1 - 20 [P S 2EF -8 (AT
S 2 RN EAEET 2 RIS 8 ) - M S 2 GE - e (AS—
“HaEam i ERE BEARESH - LIk EE —  TREmARERE Z FEEA
8) - ttTHN)

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

ARl [BEsh ~ JFEEE ~ 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 ]

o7 e [BEdh ~ B~ B~ A3 ds - i)

FLH H1BH
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Lai, Fang-Zu [ non-Affiliation with Institution, Medical Personnel, Scientific member,

Epidemiology/ Statistics, female ]

EHE [BEHh ~ JERE ~ FERIER ~ TR ~ 20iE]

(82 52 (5 IR -t R

ERETmES AR (ERPRASEERTER =05 77 ) (% » AEHER]
Chan, Melody [ Affiliation with Institution ( Husband is CCH employee ), Non-medical

Personnel, non-Scientific member, Lawyer, female ]

ok
u 7[: N

[lsedh ~ B - Rl -

NElET ~ B

Lin, Jr-Rung [ non-Affiliation with Institution, Medical Personnel, Scientific member,

Epidemiology/ Statistics, male}

MG (Besh ~ JEERE ~ JERIER ~ (& QIR N L-BIREED ~ 5]

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

member, Member of society- retired teacher, male )

N | st
B 8 BERN(4) ~ FEHL(D) - SEAT(L) ~ A HEAEAGETHR)
Medical doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Personnel Statistics (2)
IFESHE 4 AEQ) ~ T~ HEEAEALR)
Non-medical 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)
JERIER 4 AR ~ 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
)
8 7 BER(4) ~ BeshQ)
female Affiliation with Institution (5) ~ non-Affiliation with Institution

(2)

st - & (k¥ T ARUIIUE Bk BEEGEEZEAANM L GEAEER KM
HEEAEAL S HFTELNLBZ Ly — B MR ER =2
Z—  BAGHENR (SRS EMHBIRE S - SUHTTE ST E R e R
fe 2 (RFHFEMHE - 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

F2H HIBH
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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 g " ARSI MR AT B g FOEEE L 5% BEg A —
REFEEgHN - RHFZBEAEREIN ZIFE AR SN ST RER —
ANAE e HEAM L FREAZEES  [EE=22 U EZFREHE  £A
Dbz E&EE  EAFEM E2ZEHE » 0EHY - HEZEEHE—ER]
B > A1S5#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 : (FfEES omit title)
B EBURE (IRBF4E) Liao, Shu Chen (IRB secretary )
B =L (IRB{TELAE) Yeh, Cheng Chi (IRB staff)
#1592 (IRBfTELA &) Lin, Ciao Yun (IRB staff)
HEEEEE (IRB {7Et A &) Hung, Tsui-Hsia ( IRB staff )
LRk (IRBITELAE) Li, Hsin-Yi (IRB staff )
aH B2 Leave : (BEFEES omit title)
Eh J& Absence : (BEfEES omit title)
E #% Recorder : 328 Hung, Tsui-Hsia

i~ FEFENZ Meeting :

(—) SIEmEZE (FZEEXEE R ) Discussion (theme and decision)
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T ey HEE
4eiE 240424 I3
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Gt © 221126 PRETHL OX40 BRI (e BGB-A445 A

(5% 5] &ffht PD-1 HERGUAS tislelizumab AR

FRFA  RAEE HE R B E 2t -~ 2 - S5 7]
BRYPPIIEREENEE 1 s

&mot © 220630 —IHZ 0 ~ BEHEOTEC - EEE VIR > B | BIERESE

(s 2 K] ACEERE G oy RSB (E R Azilsartan

TR BEH Medoxomil F1 Amlodipine Besylate 2 8
AR BETE B R S B s E
HIBESRI 2 2 M

4wk © 230603 PRET Claspin EL[NFEFEH SR e #8 S  H] ZA

[ #Edss 1 K]

FHRA  BHER

&mot © 230522 —IASS 3 H - BEMROYIEC - B - T - L | R

U2 1K1
S 1K)
[GEESS

EFFA  HET

RIS eEASs - SB0—ELRsHMA T Xla
SRR Milvexian 77 M 4 bl elss
e R R RS AL S F 1 FH P RIS Hh AR
2z 2=

4mHE * 220511
[AEfE ]
202405-17
ERFA C BRSFRR

—IHEHE = ~ BEROEC ~ PSR - RFELE
252 PHESGO+TAXANE JHEEY i E B I3

1% > GIREDESTRANT {#/H PHESGO #H#z: s
PHESGO > FFJeRiARLLERR HER2 14 ~
W ER S Ra 1 B s 1 AR
AR e

& FEsEEsE

17

4mHE © 230235
[AERE ]
202405-6

RS VNP4

S5 PF-06838435 (rAAV
Spark100-hFIX-R338L) fFHEEEHE B A
MARR A B EE S FHErT FIX ERER
R RS 3 WIRABME B AR 7T
(FIX:C ? 2%) (BeneGene 2)

SIHREE A o

4REE © 231207
@B
202405-5

FRA CBRET

GEZ T C BURF R BERZ N
Vosevi 272 PEBLEESSER L M ERTE

R

4R © 230522

—IHE 3 M~ BTG ~ e o T

& FESEEsE

[REfesE] R S o SO REMAT Xla | 17
202406-3 HIFIE Milvexian 1F 3w A o RS
FEFRA B B BT MR R 1 3 U E 1% T I PRI Hh U RER
24
Gmok © 221206 —IAZEZ 0 ~ BEISTED - 2RI - & | EEERHRES

F4H HIBHE
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(EHEGHES 1K)
EFFA AR

5~ AT H B S ERENY S = B - b 5T
1Ak FXla f]i%]75] asundexian (BAY 2433334)
FAIR 18 s LA B2 BRI 2813 - DITH
PP A e MRS o PRI P A A e o o e B
PR FS 1 1% 2 A i 171 P

Qmak © 230522
(EHEHES 1K)
EFFA  ET

—IH5 3 M~ BEtRTEC ~ e T &
R ey SBHH— O AsmN T Xia
SRR Milvexian 7 M 4 bl ks
b R R RIS LT S F 12 FH P PRI Hh B AR5

2z

FHS R EE

(=) Blimis > ¥ 2= (f 5 2% )Report the approved protocol

by expedited review

BEREE |JFBEEF
Fra% | IRB 45k sHETE FHA | Medical |Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 240414 | H IR R S EE AG B A SR Y | EE R (H&) (HE)
- M e LU KUAN-|  (N/A) (N/A)
Effect of history of periodontitis on marginal WEI
bone loss around Sandblasted and
Acid-etched (SLA) Implants: A retrospective
5-year Follow-up Study
(=) s> 8 2 (ff 5,8 &) Report the approved amendment by
expedited review
EREE | JFREERF
Fri% | IRB 45k sTE AT FFA Medical |Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 110808 |FEt% ~ oy ~ BT - RIS 0 | PRSP (&) (&)
(5527 R ) bh# mTRE e FiltIBR 2 HER2 P54/ 3% M | SHOU (N/A) (N/A)
AR R > (HH trastuzumab ~ [EFEEEYEL | TUNG
SRS DR trastuzumab - {ygggEs e CHEN
pertuzumalb - BB E 2 R e
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
2 230235 |ZF{L{EA PF-06838435 (rAAV V#hsn (E8) (H%)
[ 25 2 %) | Spark100-hFIX-R338L) fFHEE £ EE B (Ming Ching| (N/A) (N/A)
BRI N BEERE S FIEFT FIX A Shen

F5H #1BH
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BEREE JFBFEEH
Frak | IRB 45k srEfATE FFA | Medical |Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
RS 2 B a3 BABHROME
BE4ARFZE (FIX:C ? 2%) (BeneGene 2)
Phase 3, open label, single arm study to
evaluate efficacy and safety of FIX gene
transfer with PF-06838435 (rAAV
Spark100-hFIX-R338L) in adult male
participants with moderately severe to severe
hemophilia B (FIX:C ? 2%) (BeneGene 2)
3 230710 | —UuhEIE BB ARG 2 SV ERE RO AR IES | PRZAT (GE) (HE)
(25 1 2R ] | RHE T B L5 2 P RE Lin Yan (N/A) (N/A)
Walk through collection booth reinforces the Ren

testing capacity-The solution for catastrophic
outbreak.

(VU) Hpes B A B s (F5 5 85 2 )Report the approved interim report by
expedited review

BERTE | JFREELE
Fra% | IRB 45k sHEE FFEA | Medical |Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200324 | FratepnddE bRz tbeERT R AR R b | PREELE (i) (%)
(25 4 ) | RS EEYRINE FTEHE 7T —FHI#iEZ | Ching (N/A) (N/A)
MHEWTZE Hsiung Lin
Clinical efficacy and Adverse Effect of
Pirfenidone (Pirespa) treatment in IPF
patients (PFD_CEAE study)
2 210623 | HEAGERHENABHSETREIR PG | R (GE) (GE)
(25 3 )| B H AT ET RS Rl E e %5 < e | Tien hsiung | (N/A) (N/A)
An intelligent platform for contactless Ku
monitoring of vital signs with application to
developing an innovative cloud service for
learning behavior recognition
3 230425 | EEHRMEASERMETRIDRCCE A R IS T B L | B0k (H) (%)
(% 1 X] | e R SenYung (N/A) (N/A)
Repetitive transcranial magnetic stimulation Liu
improves functional performance in
spinocerebellar ataxia
4 230430 | {EHZIRMan 2 BB MAT RoB R REZ4RHE | 3 CAD (H%) (HE)
(55 1) |3 2 S B AR ACBR: % A B |HSUWEN | (N/A) (N/A)
LN E YU

The experiences of participating in the
short-term group psychotherapy treatment for
deferred prosecution which designed for men

%6 H 3t 13 H
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BEREE FBEERH
Frak | IRB 45k srEfATE FFA | Medical |Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
who have sex with men and amphetamine
use: patient and professional accounts.
5 230507 |EHIFHTALE MnE Bl B TASEACHEE R | AREAE (GE) (HE)
(25 1 K] | ERRGEHE Min Hua (N/A) (N/A)
Evaluation of the effect of red tomato Lin
supplementation before meal on weight loss
of obese hospital staff
6 230614 | i EHERRITR RV ET RE R EL | BIEAL (i) (i)
(25 1 X]| B RIEGEE LR YenTze Liu|  (N/A) (N/A)
Research Development and Establishment of
an Intelligent Identification and Self-Care
System for Sleep Apnea
7 230702 | LA/ NELA FHA wORE A F R UBRTlT | 8N (H%) (&)
(25 1 K] | tote pras e Rr e oA Hung Wen | (N/A) (N/A)
Breast size and complications analysis in Lai
breast cancer patients post nipple sparing
Mastectomy- Retrospective analysis of single
institution.
(7)) HEEFEE 2452 H 5 Report the final report for reference
BEREE | FBEEF
Fra% | IRB 45k sHETE FHA | Medical |Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170212 | EpG25(Tamoxifen) fEEEM LIRS | FHHE (GE) (&)
Bo AL B 5 [RERGRGAT SRS RSS2 | Hung Wen | (N/A) (N/A)
H-BRATR - RATREUEEE L B Lai
3T B ERT 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.
o | 180500 |iEBhEiisiHiRF RN E HEEME | R (%) (%)
YIrH ~ SERITHRE B R e DhRE 2 58 ChingLin | (N/A) (N/A)
The influence of exercise and probiotics on Wu
gut microbiota,
cognitive function and immune function in
aged people
3 190519 |HRmMbnt ERER AL LEEEMEM | =5EE (HE) (GEY)
HIAE YIRS Ching Hui | (N/A) (N/A)
Biomarkers survey for left ventricular Huang

F7TH - HIBHE
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BEREE | IFBFEESH
Frak | IRB 45k srEfATE FFEA | Medical |Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
remodeling in acute coronary syndrome
patients
4 211236 \EmHL TAEMLOME R ~ BRI ~ 18MEE | BRuE (HE) (H&)
figoms ~ R RE A Chen (N/A) (N/A)
shift work and the risk of diabetes ~ Wan-Chin
cardiovascular disease and chronic kidney
disease
5 220428 | ERfCHIHHENE R E F EIAEE SR EEN | R (HE) (H&)
BT N LR AHRE: DL E TR ER | Tung Ming | (N/A) (N/A)
& Fs 3l Chang
Correlation between depression and anxiety
in primary caregivers of preschoolers with
early-onset Tourette’s syndrome and their
children’s internalizing problems: a case
study in central Taiwan
6 220519 | (RAEIEFEEEEST RS ZRRIEE LB | 52 (&) (HE)
PRIE B R T REAYRR A FENG- (N/A) (N/A)
The associations between disease worries, CHENG
psychological distress, and health-promoting TANG
lifestyle among the subjects with prolonged
exposure to low-dose-rate ionizing radiation
in Taiwan
7 230424 | DIk N TRAGTEHUAHR 2 ke & R AXNE (GE) (&)
B BEEIT RS G OHERE A RIET | Shih Chiu | (N/A) (N/A)
s L bR Yu
Severe hemophilic knee arthropathy with
non-union of supracondylar and
intercondylar fracture treated with modular
total knee arthroplasty: A case report
(7)) HECHFEE 24K F# Report the terminated protocol :
Oy
N gfﬁiﬁ BELGER
FF9% | IRB 4Rokt SrEATE FHA | Medical P
No. IRB No. Protocol title Pl primary SV
) result
reviewer

%8 H 3 18 H
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210714 | —TAZS 3 HA - BEMEOEC - PARUEREEE - | PREERS (9] F&E
PHEERREZIGEE B AR UIRRAY S EREEAFE | Sheng (N/A) File for
JNATRERTEE  EL# Ociperlimab (BGB-A1217) | Hao Lin reference
fi£F Tislelizumab (BGB-A317) K [EH1L
J&( cCRT {548 Ociperlimab Eid Tislelizumab
e, 8¢ Tislelizumab &7 cCRT 181548
Tislelizumab &%, MH¥Y cCRT %54
Durvalumab ;&3

1 Phase 3, Randomized, Open Label Study to
Compare Ociperlimab (BGB-A1217) Plus
Tislelizumab (BGB-A317) Plus Concurrent
Chemoradiotherapy (cCRT) Followed by
Ociperlimab Plus Tislelizumab or Tislelizumab
Plus cCRT Followed by Tislelizumab Versus
cCRT Followed by Durvalumab in Previously
Untreated, Locally Advanced, Unresectable
Non-Small Cell Lung Cancer

SEUEIRKA ¢ g 2023 407 H 11 HEEH Z s A E ek » WA Ry s s EBRE X - g At
AT BRI A R AT - RE A BRE AN HEEEST - HIEIIERRN 22 MM
EIE ,

220518 | Fl#F NSE Bhafgfilis el 2 EEPRIER - A8G | MREAE: (i) F&

5 i Lin Yan (N/A) File for
Developing point-of-care testing in NSE in Ren reference
clinical setting of stroke- Human study

SIERIN ¢ R SRS M R SR  FREERUE o R R R

230212 | A[E]E e AR EE(E ZEHYFR AL RE B IS (9] T

3 Comparison of Cognitive Function in Different | Wu Shey | (N/A) File for
Parkinson’s Disease Patients Lin reference

SIEFA ¢ REFEARR BN T AT R
() FEEFESE 2T {EH 5 Report the suspended protocol @ (4 None )
() HECEFEEZBIZE R4S Report the withdraw protocol
95"-\/ \E =3
. s . - %g_ # FHEGER
Fra%| IRB 4m5f sTE AT FFEEA | Medical Review
No. IRB No. Protocol title Pl primary
) result
reviewer

240139 | —TH WNa i ~ il ~ BARURENTSE - 5F | EfEE) - &

R EEG ZFE 014 2 E =S AHAEGL | Wei-Hsun File for
JBH (tPCH2001) $fHRIRTHCEHHEAL | Wang reference
Sz atE

1 A Phase I/lla, Multicenter, Open-Label Study

to Evaluate the Effects and Safety of
Allogeneic Injectable Polydactyly-Derived
Chondrocyte Sheet (tPCH2001) in Knee
Cartilage Defect

%9 H -t




2024 fFEE 6 X 55— IRB &

OWEFEER ¢+ BRI ¢ IRB ITEURAEE ER A ESIER - ERFASBITHEREE - FEH
IRB ZE1THIEE -

(L) st 2 B P/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that
was approved by NHRI/ JIRB/ C-IRB/ NRPB

Bl f# e/ JIRB/ C-IRB/

NRPB
Fri | IRB 4ot . PR EL FRA
SRt
No. IRB No. Stage Pl
NHRI/ JIRB/ C-IRB/ NRPB
protocol No.
== 445 Protocol title
1 240427 [CIRB]) 112CIRB12294 |ifZE HHEE 1 X RiESH

Wu Jian sheng

—IHE 23 W~ Y - FE i - FEEE ~ Z0alEe o s OCS-01 HREE/K FFOMERF =
B ER /K i~z 5l B YRR

A Phase 2/3 Double-Masked, Randomized, 2-Stage, Multicenter Study of the Efficacy and Safety of
OCS-01 Eye Drops in Subjects With Diabetic Macular Edema

210116 [CIRB] 109CIRB10183 |#EZEEE 9 X W5k Pe <7 R
SHOU TUNG CHEN

—IHE =~ Al - BERE - B ~ TETERIR - FEREZHE M R R A AL B RS
BEERMZ R = e NER A RATFZEG 2 (HER2) [ MEA 25 E T - thig
TRASTUZUMAB DERUXTECAN(T-DXd) £ TRASTUZUMAB EMTANSINE (T-DM1) &,
&

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

210425 [CIRB] 109CIRB12231 |[#HHZEE 6 X & MR i
ChingHsiung Lin

—IH R HH 52 HRYMETE - Y o BEE - A VT ZdL 0 FEHMEMT o ST
GSK3511294(depemokimab)Eii Mepolizumab =, Benralizumab FHLL » FIAUERS - 2= 7 B 25 SRl
ZNMIE/VES BN TR ~ RniZedny B a2

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

211009 [CIRB]) 110CIRB03046 |$EZEE 9 X ¢ HESY
Chih Chun Chuang

—IES b 5~ 2ERME - Zrpuls ~ BEROTEC « BUTRFE A SEte sl - st DUE ATYGESES
44T Ranibizumab 1y 36 48 TR SRS AR T AR s B2 SR M R BRI R B AR~ &tk
Bi14E4)8) /]2 (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)

%10 5 # 13 H
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5 211010 [CIRB] 110CIRB03048 |$#HZEHE 7 X #)F HEH
Chih Chun Chuang
—IAZ 0 ~ BRBCERY (R EtES - ST B A 1 A A M S D s B B A DARE A (5%
w8 74451 Ranibizumab AR 1 B <2 P4 (PORTAL)
A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-TERM
SAFETY AND TOLERABILITY OF THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB
IN PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION
(PORTAL)
6 220511 [CIRB] 111CIRB02025 |#fHHZEZ 6 X )& IESSR
SHOU TUNG CHEN
—THSE = ~ BBt T ~ BERCESER - SHEEREZ PHESGO+TAXANE JHEEVISEE R L -
GIREDESTRANT f{i/] PHESGO #HEZj* PHESGO - HIAJeRiARECARNT HER2 (514 ~ HEHMZR
<2 P T e BT N A SRS M L e s R Y RS S 2 e
A PHASE Ill, RANDOMIZED, OPEN-LABEL STUDY EVALUATING THE EFFICACY AND
SAFETY OF GIREDESTRANT IN COMBINATION WITH PHESGO VERSUS PHESGO
AFTER INDUCTION THERAPY WITH PHESGO+TAXANE IN PATIENTS WITH
PREVIOUSLY
UNTREATED HER2-POSITIVE, ESTROGEN RECEPTOR-POSITIVE LOCALLY-ADVANCED
OR METASTATIC BREAST CANCER
7 221011 [CIRB]) 111CIRB08146 |$EZEEE 6 XX ¢ BEEE
Hsu-Heng Yen
—IHE 3 W~ ZrhL o B - B - RIBIREER - R TR R EREEMIRES T
GER5 % (UC)HYZE A\ 2B » S5 AR Ozanimod 7 R B BH - 4 1
A Phase 3, Multicenter, Randomized, Double-blind, Placebo-controlled Study of Oral Ozanimod to
Evaluate Efficacy and Long-term Safety in Chinese Participants with Moderately to Severely Active
Ulcerative Colitis (UC)
3 221218 [CIRB] 111CIRB10211 |8FHZEZE 3 X ()5 PREEfAE
Sheng-Hao Lin
—IHEE 3 WM Y EC - BRI - TR B AERS TR NIRRT 2 s B B R — e
S0t I EE A » 55 7 25} Pembrolizumab B Hyaluronidase 2 #75 ( MK-3475A ) FHER
FRA#AI =S Pembrolizumab HySEY7jE) /1 E2A0 4 4= 1
A Phase 3 Randomized, Open-label Clinical Study to Evaluate the Pharmacokinetics and Safety of
Subcutaneous Pembrolizumab Coformulated With Hyaluronidase (MK-3475A) Versus Intravenous
Pembrolizumab, Administered With Chemotherapy, in the First-line Treatment of Participants With
Metastatic Non-small Cell Lung Cancer
9 230101 [CIRB] 111CIRB09189 |##EF 2555 3 v J5& BEfH=
HsuHeng Yen
—IHEE 2b 8 - ERR I - Y - RIS - sHE MORF-057 =S MR EHAE
A R EEERE MRS LSS R YL 2 AR (EMERALD-2)
A Phase 2b, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Safety and
Efficacy of 3 Active Dose Regimens of MORF-057 in Adults with Moderately to Severely Active
Ulcerative Colitis (EMERALD-2)
230320 [CIRB]) 111CIRB11225 |$EEZEE 5 X ¢ =T
10
Yen-Yu Chen

%11 H o 4k 13
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—IHBE AL ~ S5 - ZRBIEE - 20 - AR 2 5 = HRA e o fEh
rozanolixizumab FH 7~ f A #EE /D 28 BB E 4HiREE & B (MOG) HLAg MH R 20K (MOG-AD) 2 [ iF- 2
BB RO ZE 2

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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—IEEERVE 55 3 B BTG ~ 2Pl BRI EER ST A RAE RN T AN T
20 f8 A ZESE M R SRS I B N AR AT 85 > BITFELL Furmonertinib AHEZ S EA(LA
1F Ry — S A RAIFE N EL 2 2 E(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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—IHE 3 Y - BHRCME - MR ECElE 0 ChE Pl -CD20 x $i-CD3 #EFf E ks
Odronextamab (REGN1979) & Lenalidomide FH#RY Rituximab & ff Lenalidomide A
B /e EADR T EAE& B AR R S R RELZ 2% (OLYMPIA-5)

A Phase 3, Open Label, Randomized Study to Compare the Efficacy and Safety of Odronextamab
(REGN1979), an Anti-CD20 x Anti-CD3 Bispecific Antibody, in Combination with Lenalidomide
Versus Rituximab in Combination with Lenalidomide in Relapsed/Refractory Participants with
Follicular Lymphoma and Marginal Zone Lymphoma (OLYMPIA-5)
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ATLAS-OLE: —IA$H¥#S Fitusiran SR A SR A EHY S /(805 SLEE T R IR DT =~
A B¢ B BIMMARBEIIFARE R MREEEER

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 1X
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—IAZ T~ BT - S - T  LRIBIE IREEE - B finerenone AT A L=
15 (NYHA II-IV) RALES TR >=40% (LVEF >= 40%) S8 7 SR RABE LR L
R A Pk

A multicenter, randomized, double-blind, parallel-group, placebo-controlled study to evaluate the
efficacy and safety of finerenone on morbidity and mortality in participants with heart failure
(NYHA 11-1V) and left ventricular ejection fraction >=40% (LVEF > = 40%)
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2024 fFEE 6 X 55— IRB &

—{EZEME ~ W H ~ S5~ BRI - PSR ~ BIERR - it 0 B
& NaBen(ZHIEEHY) » —fd D-FEAiE S LRI - EHEE F(Clozapine)HVEHE) - JaKEHA
e a1 R AR S A R BREAR Y 2 2 T S Al -

An adaptive Phase I1/111, 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

16

220637 [CIRB] 111CIRB02042 |HA 550 2 K WI5E PR <F AR
SHOU TUNG CHEN

—IEfE HER2 (RFRFIAA e B e i B A e fE S i (AST-301 ~ pNGVL3-hICD)
BRI RS 2 BA5ER (Cornerstone-001) -

A Phase 2 Study to Evaluate the Efficacy and Safety of an Adjuvant Therapeutic Cancer Vaccine
(AST-301, pNGVL3-hICD) in Patients with HER2 Low Breast Cancer (Cornerstone-001)
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—HEZH - Bl BEROEC - BT - TEMEEIREEYEREEL - BF(E FARICIMAB AT
S AR A R AR PE ZE 4 55 B B 0 /K e SR B Bl e 2

A PHASE 1ll, MULTICENTER, RANDOMIZED, DOUBLE-MASKED, ACTIVE
COMPARATOR-CONTROLLED STUDY TO EVALUATE THE EFFICACY AND SAFETY OF
FARICIMAB IN PATIENTS WITH MACULAR EDEMA SECONDARY TO BRANCH
RETINAL VEIN OCCLUSION
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vidi

—IASE =W~ Zdun -~ BRI - S - TEMEEIREEY R - FE(5 FARICIMAB Hijr
AT LR B R AR IR H ZE4E 28 S D B0 /K e AR AR e 2

A phase Ill, multicenter, randomized, double-masked, active comparator-controlled study to
evaluate the efficacy and safety of Faricimab in patients with macular edema secondary to central
retinal or hemiretinal vein occlusion
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