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2023 year 5th-B IRB Meeting Minutes
—-~ fH Date(YY/MM/DD) : 2023405 5 19 H (EHi#H)
B fi] Time : 12:00-13:23
=i %L Location : FHEIEN A Bl HiZk B &
g~ F [ Chairperson :
Bk (B ~ BHE - RIS - B8ET ~ 1% ]
Liu, Sen-Yung [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]
HifE A & Attendant © (BEkfEES omit title)
B GERE (Bl B BRI AEEBVEEANEET ~ Bt
Yang, Chueh-Ko [ Affiliation with Institution, Medical Personnel, Scientific member,
Physiology/ Reproductive Endocrinology/ statistics, male ]

B [HEE [P - B - REE - B - 20iE]
Chen, Wan-Chin [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female)

B B (B - B - REE - BaN - 5] [IRB190407 Fi|zsiElikE- Co-Pl AR AT
IRB 190407 Avoiding conflicts of interest- Co-Pl is physician of the same department]

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

B pRagrE [Bery ~ B9 - BIEE - 2500 - 551
Lin, Yi-Hsiang [ Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, male )

B ERE (e JRRERE - JRRIEE ~ 11 2]
Hwang, Rour-Ting [ Affiliation with Institution, Nonmedical Personnel, non-Scientific member,
Social Worker, female ]

B R [hesh ~ B - RIEE - BAT - 5]

Liu, Po-1 [ non-Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

B R [Besh - BF - Bl - BiwZe/aat ~ k]
Hsieh, Ya-Hui [non-Affiliation with Institution, Medical Personnel, Scientific member,
Quality and Safety in Health Care/ statistics, female ]

B BGER (e~ JERE - JEREE - e AR AR A ~ Bk

Chen, Chih-Tung [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific

F1H HI13H
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member, Member of society, male ]

TAEFE [(Besh - JERE T - JERIEE - HHE A IE A LB heeiT R ~ k]

Wang, Fu-Yan [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]
= [Besh ~ FEEHE ~ JERIE - WA ERRER - HiE])

Lee, Chi-Fong [ Affiliation with Institution ( Wife is CCH employee ), Nonmedical Personnel,
non-Scientific member, Patient group representative, male ]

N | sk
B 7 | BREN(4) ~ EEEH(L) ~ HET(2)
Medical Personnel doctor (4), Pharmacist (1), Statistics (2)
B 4 | ERO0) -~ 1) - HEAEATLQR) - wWAERAFEL)
Nonmedical Lawyer (0), Social Worker (1), Member of society (2)
Personnel Patient group representative (1)
Pl 7 | BEEN(4) ~ FEEH(L) ~ FeET()
Scientific member doctor (4), Pharmacist (1), Statistics (2)
JERlEs 4 | EEO0) ~ T~ HEATEALQ) ~ FRAEREEA)
non-Scientific Lawyer (0), Social Worker (1), Member of society (2)
member Patient group representative (1)
% 8 | BEN@) ~ Bedh4)
male Affiliation with Institution (5), non-Affiliation with
Institution (3)
B’8 3 | BN ~ BedNL)
female Affiliation with Institution (2), non-Affiliation with
Institution (1)

=¥ Remarks :

O {45 " ABIIRE Bk FEGEEZE A AL BEEREERRHE
fitt g A TEAL EHMM%LMU&W:JELE Z PR R RS
=nZ— - EEGHGR - SEGEMETEHEGIRE S - SUHTRH SRR
R EREHE (R FF = 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.”

@ i " ARSI MR G SORFEEINE ) BN - FEG AR
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—MARFEE G > RN Z BIEEEREI N IF R A RER ST RE
B— A E-AALE - ARt NZEEG EAF=22 U EZZEHFE
t AL EZEEE  EELHEL L2 ZEHE - (AEHE - HEZEERE
—MERIEE » AEHEETTEE - 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.”

5[fg N & Presenting staff : (JEkfEHS omit title)

iR
E

=0 Ng Sock Ping (IRB secretary )
#EF Yeh, Cheng Chi ( IRB staff)
#I5Z= Lin, Ciao Yun (IRB staff)
JEZEEE Hung, Tsui-Hsia ( IRB staff)
ZEfrE L, Hsin-Yi (IRB staff)
k<22 Su, Chin chuan (GFEFZB-BIEEH)
i Leave : (BEfEES omit title)
M= (Besh ~ FEESRE ~ FRRIEE - T ~ 20t ]
Lin, Chien Yun [non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, lawyer, female]

Ji% Absence : (ffEES omit title)

$% Recorder : 328 Hung, Tsui-Hsia

71~ GRS Meeting -
(—) EHitELE Opening prayer : 257 Lee, Chi-Fong
(=) EJE#+E Chairperson report : (lig)
(=) Ei# 2023 55 04 KE_ABEHBRE AT | FRicik -

Read “2023 year 04th-B IRB Meeting” Minutes

(M) EXE#ACHrETEO & #H5 Reply to the last assigned matter @ (1)

(H) shmaZE (FZEF BRI Discussion (theme and decision)

EaE| sTE AT e
4R5E © 230513 LR S EREIR G iR R ABLREE | BIERIEE

HI3H HIZH




2023 FFHE 5K £ IRB &

(%] S A B
A ERE
- —
ﬁglézgzﬁ] 1 C SR L E ORI PR
A BT BB A B 8 L BB T 53
UG5+ 200802 TSEE = - R - BN - BRORE |
UNgsms 3] | S0 - oh B AT e s
ERE R SR S T AT (PNH) 18
. 5pff CROVALIMAB fEH
ECULIZUMAB fryZz4 14 - Syl 75 « 55
07 B
4Rk . 210821 A

(AR EEss 1 X
S 1K)
EFFA ¢ B

FHSEI A — 2 54 o e B\ 2 ZR ME AR VAR

b5E

4Rk 210821
[~EREEM]
202304-3
ERFA - B

HHSEIT 2 — 22 B9 P s B\ 2 B IR fe Y 4K

b5e

FE FE R ET

4mHE : 211110
[AERE ]
202304-5
ERFA BRI

—IHEE I ~ B ~ L RIEEIE ~ P TR
ZHLEIEE 3 HEER - SRR IS B B
TR > BT ARG E FInerenone 515
B R PR A LRSI 2 2 1

FE FES R ET

(7%) Eilis ¢)3 % (7 % # ) Report the approved protocol

by expedited review

BREEF | FEEERF
Fra% | IRB 45k sHETH FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 230311 |1EMEp FEim Pt EE A\ B SS ~ BRI | BRAGE (E%) (E%)
BOLT/EMEE 25T - Shu Ching | (N/A) (N/A)
A Study of Occupational Burnout, Sleep HSIUNG
Quality and Job Satisfaction Among Of Shift
Nursing Staffs In Chronic Care Ward.
2 230321 | DRSS MR KB B TR B AT TIRE | ERE (%) (H%)
(814E FVC K FEV1) Wang Bing (N/A) (N/A)
Predicting Pulmonary Function of Patients Yen
Using Non-Contrast Chest Computed
Tomography with Deep Learning
3 230323 | EIHMI=IIRAgS PR THIWER | TRE (%) (H%)
Tl RiTAE 5 R 1% FE 2 THigHy AR R |Wang Bing | (N/A) (N/A)
Comparison of surgical outcome between Yen

HA4H HIBH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

sole operation and operation after tube
thoracostomy in phase I, 11l empyema

4 230324  |{EZEHE AL —(EEEBRIEFTHN FRHIAL (i) (HE)
TARS2 ELIR|Ze 887 LIN HSU (N/A) (N/A)
Novel TARS2 variant identified in a HENG
Taiwanese family

5 230329 | GUELEE IR IEHA T A, (&) (&)
Predictors of Treatment Failure After Cancer |JhenBin Lin| (N/A) (N/A)
Therapy in Patients With Ovarian Cancer

6 230403 | EEA T2 R MR E RN SR G R | BHIEE (i) (&)
EXS HsuHeng (N/A) (N/A)
Endoscopic system for inflammatory bowel Yen
disease

7 230405 | HRE R AR AER S A E R | FFHEW () (H5)
AT ENEIRE R HSIU (N/A) (N/A)
Clinical Significance of Cutaneous CHENG
Plasmacytosis - A Proposed Three Kinds of HSU
Skin Presentations

8 230408 | fifiyeeips B RS AHRE S A A A [ B4 =B | AORE () (H5)
TAAIE PSSR R Shu Hui Lin|  (N/A) (N/A)
The Performance of Using Different
Cytology Specimens for Next Generation
Sequencing in Advanced Lung Cancer

9 230415 | EHPREEEMHEAIERE 2 RET — | BRER (i) (H%)
{lél 5B 2 LY S BRI ST MuKuan (N/A) (N/A)
Tongue median septum acting as a barrier to Chen
unilateral tongue cancer: A pioneer study in
Taiwan medical center.

10 | 230416 |FIFIRRFFRMEDUE SHVRTYIRRE(ESE - 5 | &E (i) (&)
Bl - Yueh Pan (N/A) (N/A)
Prostatic Malakoplakia Presenting with High
Prostate-specific Antigen: A Case Report.

11 | 230428 |Gemcitabine FlI Pitavastatin % 7= Sasaly | [ () -

(3] |8 AR YaHui (N/A)

The effects and mechanisms of Gemcitabine CHEN
combined with Pitavastatin in
cervical cancer in vitro and in vivo

12 | 230429 | 1L S & EHH AR (neurosarcoidosis) 13 PRZE (GEY) (HE)
JERRTRES MuKuan (N/A) (N/A)
A novel therapeutic strategy for Chen

neurosarcoidosis.

(1) e 5 22 (R 558 &) Report the approved amendment by expedited
review

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
1 160804 | FEHMALFIRE N FEE DNA BERISEOAL | =AFE (&) (&)
(25 1 K] | R EEGE Ching Hui | (N/A) (N/A)
Using Both Plasma and Urine Cell-Free Huang
DNA to Identify kidney injury after acute
myocardial infarction
2 180402 | fEMIRIMERAF M2l T RIEITE RN | BRI (i) (HE)
(5 2R]) | &R Ming Chen |  (N/A) (N/A)
Using innovative diagnostic tools to establish
genetic testing platforms
3 190315 | $HE AN AR MR G E2ehie | BUESE (i) (&)
(55 12 R ) B MU £ 2 5258 » W4T Cabozantinib| HsuHeng (N/A) (N/A)
(XL184) ffH Atezolizumab FHEZHA Yen
Sorafenib #)—IHEEH I BCE IS 3 W8
A Randomized, Controlled Phase 3 Study of
Cabozantinib (XL184) in Combination with
Atezolizumab versus Sorafenib in Subjects
with Advanced Hepatocellular Carcinoma
Who Have Not Received Previous Systemic
Anticancer Therapy
4 200307 | TAF 7EFEPG B F B BURF S MRV | &RIEIT (i) (HE)
(551X | FEZ2m Pei Yuan Su| (N/A) (N/A)
Efficacy and safety of TAF (Tenofovir
alafenamide) in prophylactic administration
for HBV reactivation hepatitis during
chemotherapy
5 | 210310 |—TES 3b HA - B4 - BHRCHERER  SEM | MiaeEE (%) (%)
(25 7 ZX] |BMN 270 ( LARRAHRE P 35 Rskas /5 A |[Ming Ching | (N/A) (N/A)
e NS B R 1) BFEPGERESE | Shen
I P A BUIIAR 8 Z R 2 4
65
A Phase 3b, Single Arm, Open-Label Study
to Evaluate the Efficacy and Safety of BMN
270, an Adeno-Associated Virus
Vector—Mediated Gene Transfer of Human
Factor VIII, with Prophylactic
Corticosteroids in Hemophilia A Patients
6 220409 AR EEE D FIAEEZE RN | HEE (&) (H&)
(55 2 2] | ey is Yen Chih | (N/A) (N/A)
Detection of plasma biomarkers for diagnosis Lin
of pancreatic cancer
7 220528 |iH#) frEw H WEE SRR S | REE (&) (H&)
(5 1K) | e W B e RN N E B IR G © | Chang, Li | (N/A) (N/A)
B o IR ER PRI ST Chun

Efficacy of Self-Management Support on

6 H HI13H
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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

Nutritional Status in Lung Cancer Patients
with Cancer Cachexia Syndrome: A
Randomized Clinical Trail

() TR AL B 45 (F5 538 #) Report the approved interim report by expedited

review
BETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 130301 | —IHESFr2EEMRE RN ZEESE | MEE (i) (H%)
[ 5102 )| T Bruton fis e s (BTK) 1417 Hsuan-Yu |  (N/A) (N/A)
PCI-32765 (Ibrutinib)£F] Bendamustine k¢ LIN
Rituximab (BR);&EHVFE& I - &5 -
LRI ~ 55 3 BAE R
A Randomized, Double-blind,
Placebo-controlled Phase 3 Study of the
Bruton’s Tyrosine Kinase (BTK) Inhibitor,
PCI-32765 (Ibrutinib), in Combination with
Bendamustine and Rituximab (BR) in
Subjects With Newly Diagnosed Mantle Cell
Lymphoma
2 200213 2020 FE-EEE D) 7 WEE 5 R4 Bl (i) (H%)
[ 55 3 Z] | Registration of pathological report of kidney | Ping Fang (N/A) (N/A)
biopsy in Taiwan 2020 Chiu
3 200325 |EESHBHASEAN I BB - B | R (H%) (%)
[ 3 K] | e f iz e IdsE Hung Wen | (N/A) (N/A)
Incorporation of internet and social mediate Lai
in the management of breast cancer patients:
a pilot study.
4 200609 |BHSHEE B 2 MHRAG R T RET B2 (i) (H%)
[ 25 3 %) | The predisposing factors of the incidence and [Yen Tze Liu| (N/A) (N/A)
survival rate of head and neck cancer
5 220109 |55 =2t 2 R HEC B 2 HRIR AR E ~ A | 0% (GEY) (HE)
[55 1) [MRHHS R AR Rt LiHsin Tzu|  (N/A) (N/A)
The Correlation in Sleep Quality and Adult
Attachment on Third-trimester Women and
Their Partners.
6 220411 | FxEpSIRRAMERGETAR < IR A MERRERTEA | FREA (GEY) (HE)
(5 1] | ARl - Lhi7AER e Ming Chen | (N/A) (N/A)
Non-invasive preimplantation genetic testing
for Aneuploidy Screening: a comparative
study of methodologies

FTH HI3H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
7 220412 |\MIA =R E SR ERHZEBENETS | KT (&) (&)
(35 1 K] | B IREE RS AR A Y AL A 5T ShunPing | (N/A) (N/A)
Chromosomal studies of aneuploidy and Chang
mosaicism by triplex real-time polymerase
chain reaction platform
8 220515 | —IEHERZEMENTSE  $HEFETT SABA PhEIER| AREEIE (i) (HE)
(25 1 K] | HryRim B8E - sHEERaREm AR | Ching (N/A) (N/A)
EH ORI EH LRI FHRR B 2 HI &R | Hsiung Lin
= 5%{L(ASPIRE)
An Observational Study Evaluating Changes
in Prescription Patterns of Reliever Therapy
on Healthcare Resource Utilization and
Asthma-Related Medical Cost in Asthma
Patients after the Implementation of a
SABA-Challenged Environment (ASPIRE)
9 220527 |EEMEGETIHET (Survey Frailty Index; BB () ()
[Z 1] |SFI) Shu-Ping (N/A) (N/A)
Development of Survey Frailty Index (SFI) Huang
10 | 220616 | UTAUT 2 PEETREPRER N BFRAEE | MER (i) (&)
(55 1] A TEE 24 RTA Lin Yu (N/A) (N/A)
Extend UTAUT 2 to explore the antecedents Chiao
of nursing staff adoption of medical artificial
intelligence systems
11 | 220904 | EETME ES ST ik 18 (i) (&)
[ 2 1 2] | Taiwan Acute Coronary Syndrome Registry | Yuan Po (N/A) (N/A)
(TACSR) Yang
(J1) HMECFEE 2 45ZEH 4 Report the final report for reference
EREE | JERRER
Fri% | IRB 45k sHE AT FFEA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170407 | EEESRGE WA YIE R B EYIEL | ARSRFR (GEY) (HE)
= Hfz ~ butyrate B0, JE A ChingLin (N/A) (N/A)
TR Wu
The influence of exercise on gut microbiota,
trimethylamine-N oxide,
butyrate and cardiovascular risk factors
2 210327 | AEANBABZ TEOR S EA T AR | 5 S (GEY) (HE)
fhEL A R AT Feng- (N/A) (N/A)
Effect of ergonomic intervention on low Cheng Tang

extremities fatigue and physiological load of
prolonged sitting office workers |1

H8H HIZH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

3 210420 | PATE-FHRZR G IR B T R s (&) (HE)
Predict the prognosis of oral cavity cancer CHIA (N/A) (N/A)
patients with positron emission tomography |[CHUN HSU

4 211205 | & EiBF A B A Bz $t R R REEIRL | R (&) (HE)
IR BERGEHE  EEREPEMIEr |Mark Chun | (N/A) (N/A)
RIEEEE R B RS Cheng Hou
The virtualization of acupuncture on TCM
students’ Learning effectiveness in the
post-COVID-19 era: The development and
evaluation of virtual reality for Ultrasound
Detection acupuncture

5 220102 | —MEASAIRUKMEE RS S B R A B | B (&) (HE)
EIy e LU KUAN-| (N/A) (N/A)
Radiological Evaluation of Sandblasted and WEI
Acid-etched (SLA) Implants and Modified
Surface (SLActive) Implants: A retrospective
5-year Follow-up Study

6 220109 |55 =2t 2 e KO 2 IR ~ BN | B0 (i) (H)
WP 1 RN AH B RS LiHsinTzu| (N/A) (N/A)
The Correlation in Sleep Quality and Adult
Attachment on Third-trimester Women and
Their Partners.

7 | 220211 |EGEEPEHIRERS OHEIE Y AEE | RS (%) (%)
,%22 Shu-Fang (N/A) (N/A)
The Life Experience of Bio-Psycho-Social Chang
Adaptation among the Middle-Aged Patients
with Head and Neck Cancer

B | 220604 [ARHERMFLBRAI MEE AR ELAL-FA 0G| Sh 205 (%) (%)
& Sun Meng (N/A) (N/A)
Transforaminal lumbar epidural catheter sheng
misplacement:A case report

9 220613 | e CETE MR DR AR ~ 4 | B (i) (i)
B Fe 1% 3 B Chun-Wei | (N/A) (N/A)
Disease composition and outcome analysis of Lin
progressive fibrotic interstitial lung diseases

10 | 220907 |RORIBEALTAHTERIVAHEMERGRE A | ERE (GEY) (HE)
5 _Eilorizc @ fdlote vk 2 A e Pess Wang Bing |  (N/A) (N/A)
Role of sputum cultures in diagnosis and Yen
surgical outcome prediction of bacterial
empyema

(+) FHEEFEE 228 1F#Hi Report the terminated protocol @ (4 None )
(+—) HECEFEE ZE(ZH S Report the suspended protocol @ (4 None )

FOH HIZH

(+2) #MECHFEZHEERS Report the withdraw protocol :

(41 None )
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(+=) HHECH 2 BEER JIRB/ C-IRB/ NRPB Report the ratifiy protocol that
was approved by NHRI/ JIRB/ C-IRB/ NRPB

Eff# b/ JIRB/ C-IRB/ NRPB

FFa% | IRB 4@55 S P& E 8 FHRA
No. | IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=HE47E Protocol title
1 230412 [CIRB] 111CIRB12238 |#iZ& ()% E2S =]
Tsai YiGiien

—IAZ 0~ BRI IC ~ B AT dH - LREIEEIE  BECR e MESEAVIE RIAYES 1 B
s 0 Benralizumab FH7ANE A M 1 i BR 2 o BB Sl e B8 R Y AR Z2 22 14 (DOMINICA)

A Multicentre, Randomised, Double-blind, Parallel Group, Placebo-controlled, Time-to-first
Asthma Exacerbation Phase Ill Efficacy and Safety Study of Benralizumab in Paediatric Patients
with Severe

Eosinophilic Asthma (DOMINICA)

) 230431 [CIRB]) 112CIRB02027 |iiZ HEE1X FH
Wenfu Wang
—IEEE 1 M BRI - B - ZRIBEIE - ZSTEEEERIE RN - FHE PRX012 AR
P[22 RS2 e B Bt ~ ifs2ME ~ Syl - S89)8h 5 SR 5
A Phase 1, Randomized, Double-Blind, Placebo-Controlled, Multiple Ascending Dose Study to
Evaluate the Safety, Tolerability, Immunogenicity, Pharmacokinetics, and Pharmacodynamics of
PRXO012 in Subjects with Alzheimer’s Disease
3 170403 [CIRB] 105CIRB12186 |$# B 255 12 2 )3E BEIE=
HsuHeng Yen
—IARIIEEER - EREIRIE LSS Ry ZalE S - §HE Filgotinib AYZ2 &%
A Long-Term Extension Study to Evaluate the Safety of Filgotinib
in Subjects with Ulcerative Colitis
4 200209 [CIRB] 107CIRB09149 | HZEFE T X #)5F PREEfAE
Sheng Hao Lin
—IHE =M - B - LRI - BIPEZ T 0aEEs o SRR 2 58 A RSB = RATR N
HHRtAEE(NSCLC) B - PG (A A& /B M Durvalumab J&#RIERL (AEGEAN)
A Phase Ill, Double-blind, Placebo controlled, Multi-center International Study of
Neoadjuvant/adjuvant Durvalumab for the Treatment of Patients with Resectable Stages Il and Il
Non-small Cell Lung Cancer (AEGEAN)
5 210126 [CIRB]) 109CIRB10193 |$EZEZE 5K #IF FeiEA
Ming Chen
—IAEHY 18 T 49 piAetm 2 =11 - Bt IC ~ BE - LRIBEIE SRR o DILRES
R RIPR E R EoR B R e o ADATER R A2 2 6 (I A B ER &R 5
FHEARY NIPRGE B - DABBES IS EiHYRBUR
A Phase Ill, randomized, double-blind, placebo-controlled multi-country study to demonstrate
efficacy of a single dose of unadjuvanted RSV Maternal vaccine, administered IM to pregnant
women 18 to 49 years of age, for prevention of RSV associated LRTI in their infants up to 6 months
of age
6 220221 [CIRB]) 110CIRB12287 |$EZES 4 X ¢IF RHEH
Jin-Chin Lin

%10 H 3 13 H
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—IHALA GBS R A AT 2 U R B B A - BOCH M B OF ] Cetuximab J&{L NBTXR3
AR EA & BRI I TE S AL IR AR A H A B &R sH B LB A E F B A1 E =1
(&) slba

A Phase 3 (Pivotal Stage) Study of NBTXR3 Activated by Investigator’s Choice of Radiotherapy
Alone or Radiotherapy in  Combination with  Cetuximab for  Platinum-based
Chemotherapy-ineligible Elderly Patients with Locally Advanced Head & Neck Squamous Cell
Carcinoma

220401 [CIRB]) 110CIRB12290 |$EEHZEE 3 X ¢ PREE
Sheng Hao Lin

P T REZIEEY c-Met JB[ERIT ~ EGFR BPAEHY - oy aiute HA/ERS 145 E IR T E/ N A ez
2t #ELT Telisotuzumab Vedotin (ABBV-399)Eil Docetaxel FLERAYES 3 HABAMTME: « BEM Sy
fo ~ B eaiEsE

A Phase 3 Open-Label, Randomized, Controlled, Global Study of Telisotuzumab Vedotin
(ABBV-399) Versus Docetaxel in Subjects with Previously Treated c-Met Overexpressing, EGFR
Wildtype, Locally Advanced/Metastatic Non-Squamous Non-Small Cell Lung Cancer

220521 [CIRB]) 110CIRB11256 B ZEEE 2 X W BRE
Yu Chun Hsu

Eti#z ADI-PEG 20 EZ R WWOX-GG EH A B A T F-ilrUIERAVAT S B8 2 BE - &
5~ LR

A Randomized, Double-Blind, Multi-Center Study of ADI-PEG 20 versus Placebo in Subjects with
Genotype WWOX-GG, Unresectable Hepatocellular Carcinoma

220705 [CIRB]) 111CIRB05088 |$EZEEZE 4 X W) REE L
Sheng Hao Lin

—IAS =0 ~ B - B BosUEs o EbEr Lazertinib fFFIEZ NE5S Amivantamab AHEY
FEAREE Amivantamab - St 55 Osimertinib S LE2/aHR1E (AR EGFR 288 i
H GRS IR N R e

A Phase 3, Open-label, Randomized Study of Lazertinib with Subcutaneous Amivantamab
Compared with Intravenous Amivantamab in Patients with EGFR-mutated Advanced or Metastatic
Non-small Cell Lung Cancer After Progression on Osimertinib and Chemotherapy

10

221129 [CIRB]) 111CIRB09174  |$¥FHZEEE 2 K W5E EESREH
SHOU TUNG CHEN

EMBER-4 : —IHFE IHC ~ BARCE ~ 25 3 BAGAES - $t¥IJeRi g REZ 2 £ 5 FRIBITER 7R
A HAE SRR Iy ER+ ~ HER2-FHAFL A - CLEdBIME: Imlunestrant FIEAERHB 14 A 71
R

EMBER-4: A Randomized, Open-Label, Phase 3 Study of Adjuvant Imlunestrant vs Standard
Adjuvant Endocrine Therapy in Patients who have Previously Received 2 to 5 years of Adjuvant
Endocrine Therapy for ER+, HER2- Early Breast Cancer with an Increased Risk of Recurrence

11

221209 [CIRB]) 111CIRB09177 BREHZEEE 2 X W )
Chien Hsun Hsia

FUHE HIH
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—IAZ B L BER D ~ TS IREEYILLEL - BT SRR - P70 - BV =R
B > FE#ECIHR FXIla #1575 asundexian (BAY 2433334)Ei apixaban » ¥78[H 18 pLL L ~ R
JeEL B N2 B 5 BBl 2 5B M A 22 M A2 3 A P B B M A ZE R R e 2 1

A multicenter, international, randomized, active comparatorcontrolled, double-blind,
double-dummy, parallel-group, 2-arm, Phase 3 study to compare the efficacy and safety of the oral
FXla inhibitor asundexian (BAY2433334) with apixaban for the prevention of stroke or systemic
embolism in male and female participants aged 18 years and older with atrial fibrillation at risk for
stroke
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An Open-Label Extension Study to Evaluate the Long-Term Safety, Tolerability, and Efficacy of
Pozelimab and Cemdisiran Combination Therapy in Patients with Paroxysmal Nocturnal
Hemoglobinuria
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APHASE 11, RANDOMISED, ADAPTIVE, OPEN-LABEL PLATFORM TRIAL TO EVALUATE
EFFICACY AND SAFETY OF MULTIPLE COMBINATION THERAPIES IN PARTICIPANTS
WITH CHRONIC HEPATITIS B
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Phase 3b Open-Label, Multicenter, Safety Study of BIIB037 (aducanumab) in Subjects With
Alzheimer’s Disease Who Had Previously Participated in the Aducanumab Studies 221AD103,
221AD301, 221AD302, and 221AD205
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Open-label Long-Term Extension Study for Participants with Treatment-Resistant Major Depressive
Disorder Who are Continuing Esketamine Nasal Spray Treatment From Study 54135419TRD3013
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A Randomized, Double-Blind, Multi-Center Study of ADI-PEG 20 versus Placebo in Subjects with
Genotype WWOX-GG, Unresectable Hepatocellular Carcinoma
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Exacerbations and their Outcomes International (EXACOS International): Understanding the burden
of severe exacerbations of COPD and the association between frequency of severe exacerbations and
clinical and health-care utilization outcomes in less well-resourced countries
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