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2024year 4th-C IRB Meeting Minutes
#H Date(YY/MM/DD) : 2024 4£ 04 H 25 H ( £HiPY)
f] Time : 12:00-13:50

BE Location : FHESER RS B1 =2k B =
[ Chairperson :

BRAES [Be ~ B/~ FIE2 - B&H - 55141 [IRB 200510 Az allie- Ryt 17 A IRB 200510

Avoiding conflicts of interest- P1]

Yen, Hsu-Heng [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]

HEE A B Attendant : (B%fEES omit title)

BRET (e ~ B9 ~ BIEE - Bl ~ 5514 )

Chen, Yen-Yu [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male]

EilEEl [BEA ~ B - BRI - BT - S51E]

Kao, Jun-Kai [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male]

s (Bery ~ Bee ~ RIE2 - BT - 20it]

Ni, Ting-Yuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female )

PR (BEA - B~ BRI - BT - Zit]

Lee, Chien-Hui [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female )

bRl [Besh ~ B~ BIER - Aflgest ~ BiE]

Tsai, Chung-Jung [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, male ]

gl [BeA ~ JFEHE ~ JERIEE ~ 11~ Z0%]

Hung, Wan-Chun [ Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Social Worker, female ]

BT [Bedh ~ FREHRE ~ FERIEE - 13260 ~ 5514 ]

Chen, Hsuan-Yi [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, lawyer, male ]

2z [hesh ~ Be ~ BEEE - EaT ~ 201

Tsai, Pei-Ling [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, female ]

geLta [BEoh ~ R ~ RIS - aat ~ 2oik]



2024 55 4 X 5= IRB gk

Kung, Hsin-Yi [ non-Affiliation with Institution, Non-medical Personnel, Scientific member,
female )

PREE [Besh ~ FERE - JERIE - g N IEAL-REEELA ~ FiE]

Chen, Chih-Tung [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]

RZE [Beoh - JEEH - JERIEE ~ MG A IEAL-FE Em/EERTE T SR ~ 20M4%]
Wu, Tzu-Hui [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Member of society-housewife/ English Cram School Class Teacher's Assistant, female )

A¥ | 551 Remark
Persons
R 7 ERAM(5) ~ ZERM(L) ~ 4EH(2)
Medical Doctor (5), Pharmacist (1), Statistics (1)
Personnel
B 5 FET(D) ~ VAR ~ HEAEAT(2) ~ 4E5HD)
Non-medical Social Worker (1), Law (1), Member of society (2),
Personnel Statistics (1)
FHEE 8 ELHM(5) ~ ZERM(L) ~ 4251H(2)
Scientific Doctor (5), Pharmacist (1), Statistics (2)
member
R 4 FET(L) ~ FAE(D) ~ A AIEAL(?)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
5 6 BFENE) ~ BEN3)
Male Affiliation with Institution (3), non-Affiliation with
Institution (3)
28 6 BFENE) ~ BENR)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st - © 9B T ANRHIZTE ) Bk FEGEEZE AL L G8ERE
R IHMAEE AN T DO LTy 2 DL E S —
MRIARER =02 — - BEEGHER - SBFHIEHEHSIESRE
X B SE SR TR E R L ARG A, -

Remark: (According to Article 7 of Human Body Research Law, the review board
shall comprise of at least 5 board members, including legal experts and
other impartial citizens. More than two-fifths of the board members shall
be persons not affiliated with the research institution and either of the
genders shall not account for less than one-third of the board. Experts in

H2H HI12H
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the field related to the study protocol or representatives of the special
population in the study shall be invited to attend review board meetings
and voice their opinions.

@ iz " AR mEEEZ B GHSEFEHINE ) A0 FE
G —REFEE RN R R B EaEREIN 2 JE AR
EREERREE— AL - AADE  RREAZEES  EE=7
2 EZZRENE  CAM E2EEE  [EAFEMU 2 EEN
W B - R Z B RE MR - AMETEE -

® According to Article 6 of “The Organization and Operation of Human
Research Ethics Review Board,” attendees of the general board meetings
shall include more than 1 board member who is not affiliated with the
institution and who does not have biomedical background. For review
boards of more than 5 members and less than 7 members, more than
two-thirds of the members shall attend the meetings. For review boards of
more than 7 members, the meeting shall only start if more than half of the
members are present. If all the attendees are of the similar gender, the
meeting shall not be conducted.

515 A & Presenting staff : (FfEES omit title)

B ZfE (IRBFAZE) Liao, Shu Chen (IRB secretary )

m #EEE (IRBYTECAE) Yeh, Cheng Chi (IRB staff)

B 152 (IRBfTECLAE) Lin, Ciao Yun (IRB staff)

B iEEEE (IRB/TECAE) Hung, Tsui-Hsia (IRB staff )

B EpE (IRB{TECAE) Li, Hsin-Yi (IRB staff )

o i Leave : (FEfEES omit title)

Eh J& Absence : (BEfEES omit title)

B #% Recorder : 38  Hung, Tsui-Hsia ( IRB staff)
T~ RN Meeting :

(—) sfamsEZE (BETE R ) Discussion (theme and decision)

A S Ta Sk
YREE 240413 EiEizied
(%) {14 S A R 2 "
IR
. B0 - RS
EREA B - I
4RE% © 231202 DERREEFEIMEREY QBIRAEY | EEREE
CEESAEQ RE B

HI3IH K12 H
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EFFA RS

&Rk - 200510 —JEE 2b/3 1~ BB I - S - PRI - | ok
(A& 4 K] AT ~ s > FHE Guselkumab {5 F A A
TR BET [ 2 B BB ARG R B BRI L2
MR
A 220351 R I BRI (Pre-ESRD) 2 |
CHPRER 20 ) s
FRA LR
iﬁ' ;z;“z ay | - esE P
FEE FHICE AN TSt ORElE
&5 - 230502 —IEE 3 1A ~ BRI - BEM ST - IER el 0 | Xk
(I sRESE 1 K] 7~ ¥ 52 CDKA/6 A& (I P E RS &
TR BT SRPEEHIHIT 6 2 HR B34 ~ HER2 4t
AT > L Gedatolisib & Palbociclib
F1 Fulvestrant EAFE A SRR £ (VIKTORIA-1)
&m5% - 220808 —IABEMSTIC - ' - =L tucatinib B¢ | 7 B R REE AT
[REfEEA] ZZREEfF trastuzumab A1 pertuzumab {F fyiE
202403-15 % HER2 (G147l 4ERFRE LNV
FFA - BESFRR (HER2CLIMB-05)
&Rk - 230502 —IEEE 3 HA ~ B - BEM ST IC - IR alEs 0 | R FIER R EE T
[ REfEEF] T~ ¥ 57 CDKA/6 A& (I S RS &
202403-16 IHPEEHHIT 6 2 HR [514: ~ HER2 46 i
FFREA ¢ BT FLEERBE T > [hi Gedatolisib &f Palbociclib
F1 Fulvestrant BFEE SRR £ (VIKTORIA-1)
&% - 230620 —IEES 39 - MM ATIC - e > BRETEH | 7 FE R T
[ REfEEF] —ZRIIfk LY3502970 AH# A 22 RIAI A1 HE i Bl
202403-11 EG A RS B AH B R AR S 8L v 2 By il
TR R Z4 M (ATTAIN-1)
&Rk - 230914 —IEE 2 8 - BERRATIC ~ B - FEEER 0 | R RGBS EET
[ REfEE] PHEHE SR M H PD-L1 5 M BESE R TR 4
202403-10 Mzl - ARt EE TR A R
TR AR EDERTE RS — 8 AR
&m5% 220806 —IEAES 3 H -~ s - BACHE - BEMR G | EEERIARIESE

(EHE1EE 1 K]
EFFA ¢ BT

B o SHESOPTEENE R ONERE - U B SR
FEMEE B B T9E Nemvaleukin Alfa (f
Fi Pembrolizumab #H#EzA 5SS 7 AEEH 2
{EEE ;698 (ARTISTRY-7)

FA4H HI12H
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() Bimis > ¥ Z(f5 525 4) Report the approved protocol by expedited review

EREE | JFEEEF
FF9% | IRB 4R5% srE ST FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 240311 |COPD % A\ 245 EMERN e (%) (H%)
The atopic status in COPD patients Tsong- bing| (N/A) (N/A)
Tan
2 240312 | bhigcigiets B ok O (I R B 4G TR flo ey | P (&) (&)
TEBESUR LB ST Walt Chen | (N/A) (N/A)
A comparative study of Amplatz, Balloon,
and mini techniques in bilateral simultaneous
percutaneous nephrolithotomy
3 240314 |\ PREHIRBR EVER(E IS OB ER | RIEE (&) (HE)
EITHTS TS Chao Hung | (N/A) (N/A)
Mortality and predict factor of thyroid storm Yu
patient under VA ECMO support
4 240315 | HHep s T E BB (50 A TR R RO | RIS (i) (&)
SREHEN 2 BOEREIMEESRIZ 5 |SzuHan Lin|  (N/A) (N/A)
2 B GG
Effectiveness of Real-Time Continuous
Glucose monitoring with User Guideline in
Blood Glucose control for Non-Insulin Users
with Type 2 Diabetes: A Randomized
Crossover Study
5 240401 |\ BRETHLOB AR ERESHRREN AR R EE A . | MREST (i) (H%)
MHERM: Yan-Ping | (N/A) (N/A)
To explore the correlation between tobacco, LIN
alcohol, betel nut and the severity of
temporomandibular joint disease
6 240403 | floriE B IRREBLIARG RS TRIZ 2 Fi (% SRIEHE (&) (GE)
Relationship between Preoperative Yu Yao (N/A) (N/A)
Nutritional Status and Clinical Outcomes in Chang
Patients with Colorectal Cancer
7 240410 | My&=< AN S PR A R 2 IR | PRERH (i) -
(&) |57 Chen Hsuan| (N/A)
Explore the anticancer activity and Ying

mechanisms of the dragon’s blood resin
extract against osteosarcoma cell

(=) 5T 8 2(f5 5,9 %) Report the approved amendment by expedited
review

%
No.

IRB 45k
IRB No.

sTE AT

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IR
Non-Medical
primary
reviewer

HS5H HI12H
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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

130201
[55182K]

—IALEE A + AVD LUK ABVD 1E Ry 55 —4%
Nt Nl Y GRS AR N e 2]
Z BEt e ~ BERCME ~ S5 =FAREPREHSE -
A Randomized, Open-label, Phase 3 Trial of
A+AVD Versus ABVD as Frontline Therapy
in Patients With Advanced Classical Hodgkin
Lymphoma.

Moz

Hsuan-Yu
LIN

()
(N/A)

()
(N/A)

171205
(%171

—IEEE = - BEREITEC ~ BRCE ~ 2l
s o ST SR T B H A
ERHEERIER - FHE isatuximab
(SAR650984) ] bortezomib (VelcadeR) -
lenalidomide A1 dexamethasone ;&R AHESHA
bortezomib /£ lenalidomide #1
dexamethasone J&IVER R

A Phase 3 randomized, open-label,
multicenter study assessing the clinical
benefit of isatuximab (SAR650984) in
combination with bortezomib (VelcadeR),
lenalidomide and dexamethasone versus
bortezomib, lenalidomide and
dexamethasone in patients with newly
diagnosed multiple myeloma not eligible for
transplant

FEE 36
Kuan Ming
Lai

(%)
(N/A)

(H)
(N/A)

221112
(% 4%]

—IHAIIENE - BERE DT - BE - RIEE
B~ Zrfur ~ 58 N R - ST REZRAG
A MAHAEAEAE (HCT)Y R A S B BT B
M (AML)J & - 5F(d mocravimod {7 Ry
B R B 2 AU 2

A prospective randomized, double-blind,
placebo-controlled, multi-center phase 111
study to evaluate the efficacy and safety of
mocravimod as an adjunctive and
maintenance treatment in adult acute myeloid
leukemia (AML) patients undergoing
allogeneic hematopoietic cell transplantation
(HCT)

e 4
Kuan Ming
Lai

()
(N/A)

(HR)
(N/A)

(TU) e A% A > HA TP 745 (754 5 28 45) Report the approved interim report by expedited

review
BRI | JEEIRTE
Faf | IRB g5k STEE AT ERA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer

H6H HI12H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180504 | & S EE A R AR 2 SR MEAHEE S 0 | RIS (&) (H)
(25 6 K] |EERFFEth 2 EEf L2 T HFER SN | TUNG (N/A) (N/A)
Ze Z BT 75 MING
retrospective collection of clinical data in CHANG
multiple hospital centers about central
demyelination disorders in pediatrics in
Taiwan
2 | 181258 |FLzEsifn#Eth Coenzyme Q10 HEfEHLIE | g (%) (%)
(25 5 XY | MRt BIm 8 4= 2 AH R 1 cheng han | (N/A) (N/A)
Correlation between the concentration of Lee
Coenzyme Q10 in plasma of premature
infants and the occurrence of
Bronchopulmonary dysplasia
3 | 210415 |ZREsmdLS(EE)IEIESE CME | (%) (%)
(55 3 ] | RRAHREAY S22 S F R Hui-Ju Yang|  (N/A) (N/A)
Effects of receptor tyrosine kinase inhibitors
on keloid fibroblasts
4 210501 | T R S L BOSbEEImE | 2 (i) (&)
(25 3 K] /R ELTHZ Shu-JuTu | (N/A) (N/A)
Etiology and outcome of patients with upper
gastrointestinal bleeding: a study from a
single medical center hospital of Taiwan
5 | 211207 [HESEITR RE S ABIEERORE R | B (%) (%)
(252 %] |Gz LIHU (N/A) (N/A)
Etiology and risk factors of neonatal fractures| CHEN
and metabolic bone disease in premature
infants.
6 220612 |RI&Z=59FE1E (Survey-Based Frailty Index; | &0 (B%) (B%)
[2 2 %) |SFI) >~ B3z (Validation) Shu-Ping (N/A) (N/A)
Development and Validation of Huang
Survey-Based Frailty Index (SFI)
7 230402 | EriEREERAEAVERACN - THEBITAIRT | M (i) (GE)
[z 1K) |51 Jin-Ching (N/A) (N/A)
Analysis of treatment outcome and Lin
prognostic factors of the esophageal cancer
8 230410 | bhig i B R AEAR IR S A B TE AR 1= (GEY) (HE)
[ 25 1 %) | Compare the efficacy and adverse effects of |Chiang Wan| (N/A) (N/A)
pain relieve patches sold in Taiwan Li

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

HTH H12H
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BELEE | JFEEEFE

FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 170714 |(fEEATAVIFR HAeRiAR BRG] - 18 | E2I1E (H%) (&)
MRS M BB IR AR R 2 5 Chuan (N/A) (N/A)
i > & Nivolumab ff1_E Ipilimumab =i Cheng
Nivolumab £ Fluorouracil fj_E Wang
Cisplatin » 37 B Fluorouracil jfjj_I= Cisplatin
oAy RER S = HEEs
A Randomized Phase 3 Study of Nivolumab
plus Ipilimumab or Nivolumab Combined
with Fluorouracil plus Cisplatin versus
Fluorouracil plus Cisplatin in Subjects with
Unresectable Advanced, Recurrent or
Metastatic Previously Untreated Esophageal
Squamous Cell Carcinoma
2 230420 | A= 5 B 2R M O R WA 9118 2 i e AR AT (HE) (HE)
Incontinetia Pigmenti in Newborn Infants HSU YUN (N/A) (N/A)
-Two Cases Report CHIH

() HECFEE 2 E=H45 Report the terminated protocol ( & None )
() HwECFE 2K IFH T Report the terminated protocol
()V) FEEFEE ZHIZEH & Report the withdraw protocol (4 None )

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

Bt f/ JIRB/ C-IRB/ NRPB

FF3% | IRB 4Rk it P E 8 FERFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=475 Protocol title
1 240222 [CIRB]) 112CIRB12288 |#rZ&E #HHEE 1 XX (SR

SHOU TUNG CHEN

—IHLL MK-2870 £y B —EER16 F Pembrolizumab AHE B8 A BEHE 2 JEHRAE R A VIR fe it
HASRRE 1 HR 1% ~ HER2 [2ME(HR+/HER2-) #Lf B HIRERLE ~ Bt BCSs = stba

An Open-label, Randomized Phase 3 Study of MK-2870 as a Single Agent and in Combination
with Pembrolizumab Versus Treatment of Physician’s Choice in Participants with HR+/HER2-
Unresectable Locally Advanced or Metastatic Breast Cancer

240320 [CIRB] 112CIRB11261 |¥ZE #JE& PRHEFH
Jin-Ching Lin
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—IAZ L BER - B - LRIFIE IR 3 WIEtEs - DA Ficlatuzumab ] Cetuximab 2k
AR HPV [ BESASEIR AT E 35 5Eie (RIM) 195250 (FIERCE-HN)

A Multicenter, Randomized, Double-blind, Placebo-controlled, Phase 3 Study of Ficlatuzumab in
Combination with Cetuximab in Participants with Recurrent or Metastatic (R/M) HPV-Negative
Head and Neck Squamous Cell Carcinoma (FIERCE-HN)

240411 [CIRB]) 113CIRB01003 |#rZ&E ¥ ippil
Chen Ching Pei

—IHE =H - PB4 OTE - HEE 55 - 57 Balcinrenone/Dapagliflozin fH#:> Dapagliflozin
LS MIE TIRE Z B T B OSSO M E SE T EERETRER
A Phase Ill, Randomised, Double-blind Study to Evaluate the Effect of
Balcinrenone/Dapagliflozin, Compared with Dapagliflozin, on the Risk of Heart Failure Events and
Cardiovascular Death in Patients with Heart Failure and Impaired Kidney Function

200322 [CIRB] 108CIRB12195 |#fEHZEEE 5 X W& MogEE
Jin-Chin Lin

—IASE3 fA ~ Zrhl - B - BEOEC - LB > 5 - BhEL Tislelizumab (BGB-A317)
£ H Gemcitabine #1Cisplatin A% 2RI 5F B Gemcitabine #1 Cisplatin {F fy{8 2% ok iEf
M SR S — 4R SR IR S e

A Phase 3, Multicenter, Double-Blind, Randomized, Placebo-controlled Study to Compare the
Efficacy and Safety of Tislelizumab (BGB-A317) Combined With Gemcitabine Plus Cisplatin
Versus Placebo Combined With Gemcitabine Plus Cisplatin as First-Line Treatment for Recurrent
or Metastatic Nasopharyngeal Cancer

210105 [CIRB] 109CIRB11210 |#fEEZEEE 11 X ¥ A
Tu shih te

IR S Rl i s s B e 7Y 60 BR(2) L B RBE Z R A mktt: - e - A BB FRHEN: -
Immunogenicity, safety, reactogenicity and persistence of an investigational respiratory syncytial
virus (RSV) vaccine in adults aged 60 years and above.

210410 [CIRB] 110CIRB02028 |8 Z55 10 XX #)3& SRR
Wu Jian sheng

—IAZ UL ~ BB REEER - Sl FARICIMAB FIJFY G A 8 T A M s B A g 8
TR BRI % AT <2 4 (AVONELLE-X)

A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-TERM
SAFETY AND TOLERABILITY OF FARICIMAB IN PATIENTS WITH NEOVASCULAR
AGE-

RELATED MACULAR DEGENERATION(AVONELLE-X)

221025 [CIRB] 111CIRB06110 |$#HZEEE 5 XX #)3& R E
Jin-Ching Lin

—THREE - B - LRBIEER - 2 A0VE=0TE 0 SRR T UIRR 2 BRI E B
Aegs g A TTEEEE cisplatin (I EEAYS B S xevinapant BRI JGFFTHEL
TR e R I B2 B i 7 S G RS 2 4 1

A randomized, double-blind, placebo-controlled, 2-arm Phase 111 study to assess efficacy and safety
of xevinapant and radiotherapy compared to placebo and radiotherapy for demonstrating
improvement of disease-free survival in participants with resected squamous cell carcinoma of the
head and neck, who are at high risk for relapse and are ineligible for high-dose cisplatin

221219 [JIRB]) 22-001-T-2 BREHZEEE A W 1 B
Tu shih te

FOH HI12H
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A ey LA TR B R S B PR P B 2 A st Bl 2 e
Evaluate the effectiveness and safety of RIGHTEST continuous glucose monitoring system in
Diabetes

230223 [CIRB]) 111CIRB09172 |$HHZEE 3 K )& PREE
Sheng-Hao Lin

—IAEE 3 HARE &% o licetEs - 5T Datopotamab Deruxtecan (Dato-DXd)E: Pembrolizumab $£ 5,
AR S LR R Rz M 6 H i o] {E ARG B 2 7 I S 4 PD-LL TPS <
50%3F iR I B/ NAHIRE A & (TROPION-Lung07)

A Randomized Phase 3 Study of Datopotamab Deruxtecan (Dato-DXd) and Pembrolizumab, with
or Without Platinum Chemotherapy, in Subjects with No Prior Therapy for Advanced or Metastatic
PD-L1 TPS <50% Non-squamous Non-small Cell Lung Cancer Without Actionable Genomic
Alterations (TROPION-Lung07)

10

230620 [CIRB] 112CIRB04086 BEEHZEEE 3 R it
Tu shih te

—THSE 31~ BERE T - B EHEER - TRET I H — ROk LY3502970 AHE 2 R A E AR 50
H ARG E AR R AR 2 8L i 2 P (ATTAIN-1)

A Phase 3, Randomized, Double-Blind Study to Investigate the Efficacy and Safety of Once-Daily
Oral LY3502970 Compared with Placebo in Adult Participants with Obesity or Overweight with
Weight-Related Comorbidities (ATTAIN-1)

11

230814 [CIRB] 112CIRB05112 |#f5ZEHEIR HEE1IX Eeed
Wu Chia-Lin

—HEZH S B RO - BT - LRSS > FHEREEAN T B AV
RO7434656 HI* BAEE(LEE ZFEME A JERERERD (IgA) BRE R H RS
ey

A PHASE 1, MULTICENTER, RANDOMIZED, DOUBLE-BLIND,
PLACEBO-CONTROLLED STUDY TO EVALUATE THE EFFICACY AND SAFETY OF
RO7434656, AN ANTISENSE INHIBITOR OF COMPLEMENT FACTOR B, IN PATIENTS
WITH PRIMARY IgA NEPHROPATHY AT HIGH RISK OF PROGRESSION

12

230914 [CIRB] 112CIRB06142 | ZEE 1 X #)E& R E
Jin-Ching Lin

—TASE 2 1~ BBt IHC ~ BARUE ~ P astEs o SHEHME S ERS M B PD-LL MRy SRS AT IR
Mgzl - DLE st E S M A e AR E RSB — 4B

A Phase 2, Randomized, Open-label, Platform Study Using a Master Protocol to Evaluate Novel
Immunotherapy Combinations as First-Line Treatment in Participants with Recurrent/Metastatic
PD-L1 Positive Squamous Cell Carcinoma of the Head and Neck

13

230914 [CIRB]) 112CIRB06142 | ZEEE 2 K {)3& R
Jin-Ching Lin

—IESE 2 1~ BB TIC ~ B ~ P amtEn o SHEHESERS T B PD-L1 MRy SE SR IR
e zal# o DL s st E S el i e FUA BRI E Ry sE — UK

A Phase 2, Randomized, Open-label, Platform Study Using a Master Protocol to Evaluate Novel
Immunotherapy Combinations as First-Line Treatment in Participants with Recurrent/Metastatic
PD-L1 Positive Squamous Cell Carcinoma of the Head and Neck

14

231012 [CIRB]) 112CIRB07154 |$HZEEE 2 K )& PREEfE
Sheng-Hao Lin

10 5 12
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—IAFH ¥R 860 H A EGFR ZE8 s A AL N #G 528 SE A NG B sisAs M E IR B/ Al
AeEptiEE (NSCLC) ﬁﬂjﬂyz)% MK-2870 fHEZ M EEE & ( Docetaxel = Pemetrexed ) HYfE %
J7HC ~ BRRBOESS = 1EER

A Randomized, Open-label, Phase 3 Study of MK-2870 vs Chemotherapy (Docetaxel or
Pemetrexed) in Previously Treated Advanced or Metastatic Nonsquamous Non-small Cell Lung
Cancer (NSCLC) with EGFR Mutations or Other Genomic Alterations

15

231104 [CIRB] 112CIRB07157 |$&fEHZEES 2 X #)%% PR ST AR
SHOU TUNG CHEN

—IHZ L~ BT -~ BEEIR ECETHIEAEE 3 HEES o SR ZESREME (HR-ve)FIA
FHE R AR AR A28 2 (HER2) [5MERYFHAE B Bl A8 - iR A E o)
MEgE S, PERT-JS 1 EU-Perjeta £ff§ Trastuzumab F1{% (Carboplatin {1 Docetaxel) {E 5y
AR B M A R R R 2

A Multicenter, Double-blind, Randomized, Parallel-group, Phase 3 Study to Compare the Efficacy
and Safety of the Proposed Biosimilar PERT-IJS and EU-Perjeta along with Trastuzumab and
Chemotherapy (Carboplatin and Docetaxel) as Neoadjuvant Treatment in Patients with Hormone
Receptor Negative (HR-ve) Human Epidermal Growth Factor Receptor 2 (HER2)-positive Early
Stage or Locally Advanced Breast Cancer

16

231120 [CIRB]) 112CIRB09211 |$§HZEEE 2 X ¢%& RHEH
Jin-Ching Lin

—IE”* N H ~ BERE I ~ BRRCE ~ 2l ~ 23R » B EE Tl UIRREY e SR A B S AT
iR ARE S H B2 b e MEFA LB U Ve R e AR By 22813 > DL Volrustomig (MEDIS752)

1’52%7%@@% MR Bz SR (eVOLVE-HNSCC)

A Phase Ill, Randomized, Open-Label, Multi-Center, Global Study of Volrustomig (MEDI5752) as

Sequential Therapy Versus Observation in Participants with Unresected Locally Advanced Head

and Neck Squamous Cell Carcinoma, Who Have Not Progressed Following Definitive Concurrent

Chemoradiotherapy (eVOLVE-HNSCC)

17

240201 [JIRB]) 23-003-T-1 SEHEE 1 X YIE =
Tu shih te

By SR AR AR B 210 FH OB P R o Z e PR IR A
Evaluation of clinical performance of the RIGHTEST Continuous Glucose Monitoring system in
Diabetes.

18

190510 [CIRB] 107CIRB2194 |HAthifi44s 5 % )& Vo sheE
Ming Ching Shen

—IESE =1 - Bt - BHAHE S - SRR BRI A i L FEP FH S iR Ay & USE N
TEE<=11U/dL 5y A B 8 - G R AHRR e Sk A /B A IR 558 ) Bt A 1
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A Phase 3 Open-Label, Single-Arm Study To Evaluate The Efficacy and Safety of BMN 270, an
Adeno-Associated Virus Vector-Mediated Gene Transfer of Human Factor VIII in Hemophilia A
Patients with Residual FVIII Levels <=1 IU/dL Receiving Prophylactic FVIII Infusions
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A Phase 3, Randomized, Double-blind, Placebo-controlled Study of Atrasentan in Patients with IgA

Nephropathy at Risk of Progressive Loss of Renal Function (The ALIGN Study)
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PR
A Phase 2 Open-Label Study of Sacituzumab Govitecan (IMMU-132) in Subjects With Metastatic

Solid Tumors

21

230519 [CIRB] 112CIRB02030 |HAF#R4EE 1 X F5% B
Chien Hsun Hsia

—IHEE I - 5 - ZEBIEE - Zh0alls o st s ER R TER EE o SR
inclisiran EFFATEPGE AN E N REAEAREE (VICTORION-1 PREVENT)

A randomized, double-blind, placebo-controlled multicenter study to evaluate the effect of
inclisiran on preventing major adverse cardiovascular events in high-risk primary prevention
patients (VICTORION-1 PREVENT)
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ONO-4538 Phase 3 Study A Multicenter, Randomized, Double-Blind Trial In Subjects With
Non-Squamous Non-Small-Cell Lung Cancer

FLRHE H12H




