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2022 year 8th-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2022 4£08 H 09 H ( 2HI—)
fE] Time : 12:00-13:40
%5 Location : FHEIENAE Bl EiZ% B EE / Teams
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 )

AT (e ~ B~ B&AN ~ 22048

Hsiao, Yi-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 )

flE R (B ~ JEEHRE ~ 110~ 2tE)

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 )

EHE (Bedh ~ JERF ~ 7AH: ~ M) [IRB 210325 fz 210521 Fll s a7 5] 57 A5t
FEAEEERT R 2 B IRB 210325 and 210521 Avoiding conflicts of interest- The co-Pl
Cheng Pu Hsieh is her husbhand ]
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Chan,

2022 fFFEE 8 K %£— 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 )
m ARSI Lin, Ching-Chuan (Feoh ~ JEBERE ~ Hhg AL~ M)
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 ~ HEEALQ)

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 ARBIISUE ) R FEGEEZRE AL L BEERER 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



2022 fFFEE 8 K %£— IRB &

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 : 328 Hung, Tsui-Hsia

uuk/%‘;%ﬁlll..

=

3% Meeting

(—) sEmEZE (BZETE o#EE ) Discussion (theme and decision)

3% ST sk
4meE 1 220530 EIEL AR
CHIK BEB LT | met s R SR PO
GRS
THA R
FTE D 220638 | e e e AR | e
Ui s 1) | D
A o
i © 210521 TIERAR 5 - BN - S - R | B REE
[mEsEaR] | %0sEs - S LNAGS BIZeRmEs
THA R | KRR R - T

(ONWARDS)
4k - 210330 I e
(o1 x] | S
S 1)
i s
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EFFA ¢ B

4emE 1 130616 AE
P 0 K] | ESEEREE I | AP (R 5

ERA R

MR 200832 R SRR AR T |
A

FH S

U5+ 211009 T3 b B - SR - B0 RS - | BLARE

(AR 1K1

EFFA RS

}7E2(VELODROME)

S N BETERER - SH U A R 2
4T Ranibizumab £] 36 i 7S AR AL A 1
RSB RER BRAORERY  Ze M HIEE )

4m%E * 190518

[ AERE ]
202207-1
FRFA 3R

e B

ATLAS-OLE:—IE#+¥] Fitusiran a2 H A
A EE LM A TSI A
= B A EEAIRRE - RIS MENR

T FES R ET

4mHE © 210325

[ AEfE ]
202208-1
FRFA © MREERE

ErmEEsG

FfTETS g e B R AR 2 e 4=l X et o

FE FES R ET

() Blimis > ¥) 22 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 220406 | SEEEEEZ EH ERHIEE 28 ANTES (i) (GE)
Quality Care System of Vascular Access for | YU- Jhen (N/A) (N/A)
Hemodialysis Patients at Home LIN
2 220519 | (RAERFEERRSTREE 2 RNIES - O | 5 (i) (GE)
PRIE LR R T R EAYRR 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
3 | 220615 |BUBEELREE A BESREE - SHE | RIS ) (%)
IR ol s 2 Chang Tsui | (N/A) (N/A)
Workplace bullying influences on nursing Fen
staff mindfulness state, emotional exhaustion
and turnover intentions
4 | 220619 | KBS EBSEETEE ST SRELE (%) (%)
Survival Analysis of Colorectal Cancer Yu Yao (N/A) (N/A)

HA4H HIBH




2022 fFFEE 8 K %£— IRB &

BETE | JFEELE
J79% | IRB 4g55% T EATE FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Chang

5 220625 | FEHEEMEEHATHSE Y 2 E hR () (%)
The influence of managers’ leadership style | LEE MIN- (N/A) (N/A)
on the medication safety for nurses LING

6 220626 | /)N Bl B RS AE B ARARA TR A ELAE & SanE () ()
Identification and Suturing the Renal Vein of | Wu Shao (N/A) (N/A)
Mouse Kidney Transplants Yen

7 220633 | EASHEIAAE RS EE LR | RRE (&) (%)
HHifm e CHANG (N/A) (N/A)
Computer-aided prediction of Retinal CHENG
Disease progression and association using HSIEN
Deep Learning on optical coherence
tomography (OCT) images and fundus
images

8 220636 | AR IRAGIEERE 2 PRET BB () ()
Axillary Web syndrome after surgery for Liao SuFen| (N/A) (N/A)
breast cancer

9 220704 | JREFMEARIS TR 7R tEse © WiEZEGERs: | SRR () ()
B S ERIERE Peishin Hu (N/A) (N/A)

Primary cutaneous mucinous carcinoma of
eyelid: Two cases report and review the
literature

(=) RETH A 8 & (75 5,25 4)Report the approved amendment by expedited

review
EREE | JERRER
Fri% | IRB 45k sHE AT FFEA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150420 | ThSZAARE - —IESHAMESEVEANGEM: B 46 | PRiEE (GEY) (HE)
(25 18 K )| ZHA 7R MR (INHL) B3 - BFAh Hsuan Yu | (N/A) (N/A)
copanlisib ffFH rituximab AR L2 41 Lin
HEE=H1 ~ BBt TG - g - RIBHR
B — CHRONOS-3
A Phase 111, randomized, double-blind,
placebo-controlled study evaluating the
efficacy and safety of copanlisib in
combination with rituximab in patients with
relapsed indolent B-cell non-Hodgkin’s
lymphoma (iNHL) — CHRONOS-3
2 180907 | —THZE 3 HA ~ BHRME - FEM I HCEES - PRfZ = (&) (H&)
(510 K] $HESARFEZ ESA HFEEHFELLMERAYZ | Hsuan Yu | (N/A) (N/A)
ser 0 LA IPSS-R Al Btifi - fEe 5 Lin

HS5H 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
JE BB HY B BERE AN BIE(ZERE (MDS) 5[#E
&I - EhEEEA Luspatercept
(ACE-536) FH#E> Epoetin alfa A8 R
ZaetE
A PHASE 3, OPEN-LABEL,
RANDOMIZED STUDY TO COMPARE
THE EFFICACY AND SAFETY OF
LUSPATERCEPT (ACE-536) VERSUS
EPOETIN ALFA FOR THE TREATMENT
OF ANEMIA DUE TO IPSS-R VERY
LOW, LOW OR INTERMEDIATE RISK
MYELODYSPLASTIC SYNDROMES
(MDS) IN ESA NAIVE SUBJECTS WHO
REQUIRE RED BLOOD CELL
TRANSFUSIONS
3 200612 | GHEAIE DS - sHE RS OFRIANZ E | MEERS (i) (H%)
(55 10 2k Y AN 5214 2 55 1/1b HiTatEs Sheng Hao | (N/A) (N/A)
A Phase 1/1b Study to Evaluate the Safety Lin
and Tolerability of Immunotherapy
Combinations in Participants with Lung
Cancer
4 220219 | EEYITH AR (I e AR (i) (H%)
[ 55 1 Zx ]| Medication Prediction in Fall Risk Sen Yung (N/A) (N/A)
Liu
5 220317 | —IEFILAMA T (FIX) ERER - 2| ik (i) (H%)
(5 12k | Loalle SRl & Ry 5 - 5FAS Ming Ching|  (N/A) (N/A)
PF-06838435 #fjjx B AU &K EENE Shen
BRZ M RORERL
A FACTOR IX (FIX) GENE TRANSFER,
MULTI-CENTER EVALUATION OF THE
LONG-TERM SAFETY AND EFFICACY
STUDY OF PF-06838435 AND A
DOSE-ESCALATION SUBSTUDY IN
INDIVIDUALS WITH HEMOPHILIA B
(M) #ds iz AE 2 Hi b 45 (5 5 28 &) Report the approved interim report by expedited
review
BERTE | JFRELEF
FF9% | IRB 4R5% sTE AT EXSIN Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 170013 [fERERACIOLEFESRIRA R | BHE | 68) (85)
(5 5 K [M{ERDC bt A= Y EEaE ) 2 B2 Yuan Po (N/A) (N/A)
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
The Development of Meter-Free and Yang
Disposable Nano Electronic Chip with
Impedemetry in the Detection of Cardiac
Biomarkers
2 190523 | Bl ASEIEs SR A T MR ECAHRE | AR (i) (HE)
[ 3 K] | &= Pt Huei-Jhu (N/A) (N/A)
Risk factors associated with artificial blood SIAO
vessel bloodstream infection in adult cancer
patient
3 200602 |.CoBEFE AMEE TESITRTUER GBS | B (i) (&)
[55 2 2k ]) | 0 RERITSE Ying- Chieh| (N/A) (N/A)
ABXFREE: post-procedure AntiBiotic Liao
prophylaXis For caRdiac Electrical devicE
implantation
4 210605 | GEEIREPR RS THRMEIREPR RIS | BREIE (i) (&)
(55 1 2R | MRS 2 im AR Sl 4SS s 88 LUK ET% | Chen Yu (N/A) (N/A)
B BTR Cheng
The prevalence of gestational diabetes among
Taiwanese and the impact
of gestational diabetes and hyperlipidemia on
maternal and neonatal
outcomes, as well as the prevalence of
abnormal blood glucose after
delivery
5 210606 | IESHF-flr~ figi& 5T s (5] ()
[ 55 1 Zx]|Post orthognathic surgery follow up CHIA (N/A) (N/A)
CHUN HSU
6 210815 |[EfMoHARS A SHEEY) (50 BLfT e o THIRAE | R (i) (GE)
(% 1K) | Bt W5 Yeh Pin- (N/A) (N/A)
Correlations between perioperative opioid Hung
and hepatocellular carcinoma recession
surgery prognosis
7 210819 | Hriethii S& HARE e Bl AHERRE R R | PR (GEY) (HE)
(25 1 K] | oir—LARZ AR B RRG 2 Ry (o] YEN- (N/A) (N/A)
Cost-effectiveness analysis of mechanical CHUNG
thrombectomy for acute stroke patients CHEN

during the period of COVID-19: case study
of Changhua Christian Healthcare System

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

HTH 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 160615 | =4 f R EERE S B RIS dRE T | ECH (&) (&)
itE Wenfu (N/A) (N/A)
Evaluation on integrative healthcare model Wang
for senile and senile dementia

2 170909 | #¥HE EnslF FHHE S R R EAERTA | R (i) (HE)
B T (Ml Yaoli | (N/A) (N/A)
Evaluate the Prognostic Value of CHEN
Autophagy-related Marker Expression in
Hepatocellular Carcinoma

3 180813 | FESE L M AR 0 S B S e 2 | PREEM (GEY) (&)
APt Yao Li (N/A) (N/A)
Study of the cancer associated VLDL and CHEN
VLDLR roles in hepatocellular carcinoma

4 180817 |AURIGA/—IAWIZEAE HL BTSRRI N DAB, | SRt & (&) (HE)
RSN 5T Aflibercept JERENEPRIFEETE | Wu Jian (N/A) (N/A)
7K FE R A AR SR AR ZE 4 55 2 PR /KA | sheng
ZHEBMEHR M et E
AURIGA/ An observational study program to
investigate the effectiveness of intravitreal
Aflibercept in diabetic macular edema and/or
macular edema secondary to retinal vein
occlusion in a real world setting

5 | 191213 |Ondansetron ¥ FH A HENEHE Loe > BIREAE | o Kl (%) (%)
WA Z BRI SR s Tien hsiung | (N/A) (N/A)
The analgesic efficacy of Ondansetron on Ku
patient undergoing
Cesarean delivery under neuraxial anesthesia
with spinal morphine.

6 191228 | MEABIAITEBAETAS PR EIOERE | REEEE (i) (GE)
B PR&S RIS Shinhwar (N/A) (N/A)
A study on oxygen saturation index in Wu
predicting clinical outcomes of patients with
acute respiratory distress syndrome

7 | 200121 | PORELL R IR 4 R (%) (%)
discovering relationship between post Tien hsiung | (N/A) (N/A)
operative pain and heart rate variability Ku

8 210205 | EEETUHSHRER AR ~ HhE SR AES | T IR (i) (B8)
B2 & TING PEI (N/A) (N/A)
The Relationships Among Stress, Social CHIA
Support, and Quality of Life in Head and
Neck Cancer Patients

9 210308 | [El$E A & G A B S e - s (e 2 SR (GEY) (HE)
Combined keratoconus and Fuchs’ Wu Jian (N/A) (N/A)
endothelial dystrophy: a case report sheng

H8H HIZH
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
10 | 210918 |HEHMBRECHOIFHHEEREES | S (&) (HE)
SELCRAVTEILEE YaoPeng | (N/A) (N/A)
The prognostic value of interaction between Hsieh
albumin and globulin in the mortality of
patients undergoing peritoneal dialysis
(7)) e FEE 2 2% 1F#it5 Report the terminated protocol :
Feik | IRB 4R55 sHE T FRA |BFELE | FEER
181212 | L ERAGUEEE RIBIR R R E N E BB | FEH | (#8) Fh
M IR 2 oy AU Bl e BN E Fr Lee Yu | (N/A) File for
Multi-center Longitudinal Molecular Study and Lin reference
1 Whole-Genome Sequencing for Broad-Spectrum
Drug-Resistant Escherichia coli (E.coli) in Human
Carriage, Environmental Exposure, Household
Spread, and Persistent Colonization
SIEIRIN ¢ A YRR RS SIRARL A RETE -
200516 | F¥fd Rozanolixizumab FIS/ERRHEM G IR MEcE | (18) Fa
g i MR MENTP)RE A G ERzal#& < | Ching | (N/A) | File for
T~ L PR 2 MY —THSS 3 B ~ 2ty | Yeh Lin reference
Y ~ B - LRIBIE IR
5 A Phase 3 Multicenter, Double-Blind,
Randomized, Placebo-Controlled Study to
Evaluate the Efficacy, Safety, and Tolerability of
Rozanolixizumab in Adult Study Participants with
Persistent or Chronic Primary Immune
Thrombocytopenia (ITP)
SHULFER - BHIREE R TP (AR RBIEHRE RS - 7Y 2022 £ 4 7 14 HIARIERZ L
TPO006 &t AYIHREEEES  sZ RN EH RN Z A5 & - TRIE s B e
Z RHBHETRETS 185 -
201003 | —THBARCEEREERZE » iF5E rozanolixizumab | RESE (HR) e
P FRHEME S MR 38 e Ve MK T E Ching | (N/A) File for
(ITP)atBaz el < R HIZe et ~ M2 MEAIEE | Yeh Lin reference
AN OPEN-LABEL EXTENSION STUDY TO
3 INVESTIGATE THE LONG-TERM SAFETY,
TOLERABILITY, AND EFFICACY OF
ROZANOLIXIZUMAB IN STUDY
PARTICIPANTS WITH PERSISTENT OR
CHRONIC PRIMARY IMMUNE
THROMBOCYTOPENIA (ITP)
SRR ¢« EBhrg UCB Biopharma SRL =5 & H &4 R i REERE T 388 - EF 1halbnge
i rozanolixizumab £ S PE I/ MR T (ITP)AEREE SRS T - AZEfmERSE KA A

() FHEEFESE 2 {EH 5 Report the suspended protocol @ (4 None )

FOH HIZH
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() HECFEE ZHIZEHRS Report the withdraw protocol :

FE5% | IRB 4R5% stEHH EFFA |BREE | FEGER
220427 |1 ESCES  WEEGTE MR HEIEE O 2R | BIETY | (B)) &
i PERT e — DA o B A ath e e e R 51 Chan'Yu | (N/A) | Filefor
1 A Study of the Relationships among Social Ping reference

Support, Burn Out, Presenteeism, Physical and
Mental Health — A district hospital in central
Taiwanas as an example

SRR ¢ W EETE I BUEITRICE

(L) &R B JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Edl e/ JIRB/ C-IRB/ NRPB

FF3% | IRB 4R5% Aot P E B EFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=T 47F% Protocol title
1 220630 [CIRB] 111CIRB02032 hE HEFE 1R [Ep=pe!

Ching-Pei Chen

—IHZ L B - EE AT o SRS EEEOF A S oy B BB E A Azilsartan
Medoxomil #1 Amlodipine Besylate 2 8 #H&¥%F » ¥HAEE 2 op [ S8 e = B 7 5l B O
R

A Multicentre, Randomized, Double-blind Study to Evaluate and Compare the Efficacy and Safety
of 8-week Treatment with Azilsartan Medoxomil and Amlodipine Besylate Combined and Alone in
Mild-to-moderate Essential Hypertensive Subjects

220637 [CIRB] 111CIRB02042 HE HEFE 1R [CES T
SHOU TUNG CHEN

—IE(E HER2 (RFIAFLE B E P B e e EE i (AST-301 ~ pNGVL3-hICD) 2
BRI 22 MEAYES 2 HstER (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)

170313 [CIRB] 106CIRB01020 SEEHZEEE 16 0 )% Mz
Hsuan Yu Lin

— ISR SR RN M BTN e M EE SR (INHL) JB o1 51 PI3K LTI copanlisib & (%
RE P LFAHE M EAE (LR 11 3 BB O IiC 5 - 1R 2 005Es- CHRONOS-4
A Phase 111, randomized, double-blind, controlled, multicenter study of intravenous PI3K inhibitor
copanlisib  in  combination  with  standard immunochemotherapy  versus standard
immunochemotherapy in patients with relapsed indolent non-Hodgkin’s lymphoma (iNHL) -
CHRONOS-4

190518 [CIRB] 108CIRB03036 BHEZE 8K YIE ViEhERE
Ming Ching Shen

ATLAS-OLE:—IFH$H# Fitusiran JEHHA BURTA B S /(803 T LA A T HIHI TS <
A B¢ B AR A AR ~ Rz M ERRG R
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

%10 H 3 13 H
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200722 [CIRB] 109CIRB04054 EREHZEEE 6 X W B
Chien Hsun Hsia

—IHZ 0 ~ BEROTEC ~ T - S T4 - RIS - ST finerenone AT A LS
Vg (NYHA NI-IV) FZeUESRHITHR >= 40% (LVEF >= 40%) S8 Z S pRABE LR
PR L2 e ik -

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%)

200805 [CIRB] 109CIRB05071 SHEE TR WF GiEA
Jian-Sheng Wu

—IEH = Zhn -~ EEROTEC - BT JRIERIRERYERIEER - #Ffh FARICIMAB FR 7y
S AR A R AR PE R4 55 S D 0 /K Be s SR A B Bl e 2 1

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

200806 [CIRB] 109CIRB05072 EHIEE TR WFE SRR
Jian-Sheng Wu

—IHE =M o - BBIRTEC ~ BT - TEMEEIREEYEHE g - 45 FARICIMAB A
TR A B (A A A T ZE 4 2w D B /K e S8 A PR B 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

201007 [CIRB] 109CIRB07120 SEHIEEE O X {5 PR
Nan Ying Chiu

viai

—IAPERE YD ~ BARCHE ~ S ETE ~ TEMERER - BN - S 0alE o PR EE
M 111157 22 (R USRS 37 22 I B R R (RS R 2 S 6 7 B P R N R\ R AR 2 B
F o P52 Esketamine & FHIEFEAHELRY Quetiapine 74 SR e 2 AL ~ Zea= AT
<M

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 SHEEE AN HEEIRX FXH
Wenfu Wang

—IEBARCE ~ Zrful ~ FrEtBe o RHG AP ZLOEEE 2 2 81E R GANTENERUMAB
2zt ~ i sz MR

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

10

210702 [CIRB] 110CIRB04076 SHZEFE SR WFE PREE
Sheng Hao Lin

FUHE HIH
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—IHBE > 4H ~ SE=01 - B EER - DUE AR BHIR S R IRT B NIRRT e A R ¥ 5
PRETEZ 45T Pembrolizumab AHEZ A4S T~ Pembrolizumab » FE0FH & $HAHE (B (E £
— SRR Y EEY) Bl Rl e

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
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A Phase 3, Double-blind, Placebo-controlled and Open-label Efficacy and Longterm Safety Study of
Firibastat (QGCO001) Administered Orally, Once Daily, for Up to 48 Weeks in Patients with
Difficult-to-treat/Resistant Hypertension
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A Phase 2a, Randomized, Blinded, Multicenter Study Investigating a Combination of AB 729 and
VVTP-300 in Virologically-Suppressed Chronic Hepatitis B Participants
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Neo-Adjuvant study with the PDL1-directed antibody in Early High-risk and Locally Advanced
Triple Negative Breast Cancer undergoing treatment with nab-paclitaxel and carboplatin
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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
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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
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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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REFINE: Regorafenib observational study in hepatocellular carcinoma
18 190307 [CIRB] 107CIRB12190 4EZE W)E ;%@%
Wu Jian sheng
—IEEE = - Sl BEROYEC ~ S JEMEEIREEY SR 0 SES FARICIMAB I3 AR
B S DR E I N AR AR R4 2 M (LUCERNE)
A PHASE Ill, 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)
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A Phase Il, Prospective, Double-blinded, Multi-Centered, Multi-Regional Study to Evaluate the
Safety, Tolerability and Immunogenicity of the SARS-CoV-2 vaccine candidate MVC-COV1901
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