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2024 year 4th-B IRB Meeting Minutes
#f Date(YY/MM/DD) : 2024 404 H 19 H ( £8iF)
f& Time : 12:00-14:25
i Location : REESAIAME 318  FO35 ERk=
J&% Chairperson :

Eehfm [Be - B9 - B - Bal - 5]
Tsao, Shao-Lun [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male )

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

el (e ~ B85 - B2 - AR AR TE NNt ~ 5]

Yang, Chueh-Ko [ Affiliation with Institution, Medical Personnel, Scientific member,
Physiology/ Reproductive Endocrinology/ statistics, male ]

s (e ~ B9 ~ BEEE - B0l ~ 201 )

Chen, Wan-Chin [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female]

wRe iR (el ~ B8~ BRI - BT - 5]

Su, Chin-Chuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

Pragerr (e ~ BEE - RIS - AT~ 5514

Lin, Yi-Hsiang [ Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, male ]

s [BEr ~ R ~ FRRIEE ~ +1T ~ Z0it]

Hwang, Rour-Ting [ Affiliation with Institution, Nonmedical Personnel, non-Scientific member,
Social Worker, female ]

Fitege [Besh - B85 - BEE2 - B&El - S51%]

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

SHER [Besh ~ B - BIEE - Bamad/4st ~ i)

Hsieh, Ya-Hui [non-Affiliation with Institution, Medical Personnel, Scientific member,
Quality and Safety in Health Care/ statistics, female ]

FRESEe [Beoh ~ JRERE ~ JRRIEE ~ g A AL-REE T ~ 201 ]

Hsiao, Ling-Ling [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society-housewife, female )

FLl1HE H12H
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A= (Besh ~ FEEHRE ~ FERIER ~ T ~ 20it]
Lin, Chien Yun [non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, lawyer, female]
FiE2E [Bedh - JEBH - IEREE - E A A L-BEd TR - 5]
Wang, Fu-Yan [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]

gie [Besh - JEER - JEREEE - WAERARE (MgAEAL) ~ FBit]
Lee, Chi-Fong [ Affiliation with Institution ( Wife is CCH employee ), Nonmedical Personnel,
non-Scientific member, Patient group representative ( Member of society ) , male])

N | st
B 7 | BEEN(4) ~ FEEH(L) ~ FeET()
Medical Personnel doctor (4), Pharmacist (1), Statistics (2)
JEER 5 | AEFRD) 1 TQ) » HEATEATQR) - mAERAFED)
Nonmedical Lawyer (1), Social Worker (1), Member of society (2)
Personnel Patient group representative (1)
Pl 7 | BEEN(4) ~ FEEH(L) ~ FeETQ)
Scientific member doctor (4), Pharmacist (1), Statistics (2)
Rl 5 | (L) HET(L)  HEEATEALR) » SR EQ)
non-Scientific Lawyer (1), Social Worker (1), Member of society (2)
member Patient group representative (1)
Es 7 BEN@) - BeAh3)
male Affiliation with Institution (5), non-Affiliation with
Institution (2)
B’8 5 | BN ~ BedhE)
female Affiliation with Institution (2), non-Affiliation with
Institution (3)

#55F Remarks :

O i " NBGHTEE ) Bk FEGEEZETAL L GE7ARERNHE
it & AEAL S tHFE IO AN LB Ly 2 DU E S MR R
= — - EEGHGR  SEGEUTGETEHEENE S - SRS
T E B 2 RFEAEHHE R - 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
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appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ {45 " NEWI MBS E L B GHESOEFEIINE ) BNk - FEGHR
—RAEFFEE RN > HUFZ BB IF B Y BERET RE
E— AU E-TAL - AREAZEEG BE=172 "M EZZEHE
AL EZEEE  EELEL L2 ZEHE - (AEHE - HEZEERE
— MR ANEHEITEF - 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.”

H[f& N & Presenting staff : (JEkfEHS omit title)

B B (IRBF4ZE) Liao, Shu Chen (IRB secretary )

B EEEHE Yeh, Cheng Chi (IRB staff)

B HKI5ZE Lin, Ciao Yun (IRB staff)

W HEEEE Hung, Tsui-Hsia ( IRB staff)

B ZEpE Li Hsin-Yi (IRB staff)

55 &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

= #% Recorder : 328 Hung, Tsui-Hsia

i~ N Meeting ¢
(—) SIEmEZE (FEZEXEE R ) Discussion (theme and decision)
T&E sFETE AR

YRSE 240402 EiEizied
=S| BRSBTS
FFEA © Zaifm
YR5E 1 220106 EIEGTRY
(RS 1X] SRR SF BRRUR
FFFA Mok A
fj;f’m;] PR\ S R A |
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EFRA {AHE

45k : 230703 Ertkieg
(ZERFELR] | 5 ALCAD [RGB R
FRA B
dmak © 220429 —ITAERE 5B 2 W By - =M BIEREES
[HAP 58 2 K] B > #Ffh finerenone fi1 I empagliflozin AH#
FRA AR finerenone = empagliflozin FjA & BRI

2 RUNEPRIR S BB BRI 2
4mok © 230328 BT AR S RV 2 BRI A2 | ZH
(s 1K) B TR AE IR EE 7 % (Health2Sync) Bl i
FHRA  HEE FANEEE T AV RIIE M CERh 75
Oy | S A S o
| FEEZERREREEE
iyt : 230328 N e

@IS
202404-3
FRA CHERE

P ELE(H FIALTERR S 2R AT SR 2 BRI 2
B HETTE S IR T 2 (Health2Sync) B
AU 5 AT RTE LR 7E

4mHE * 230328
[ NERE S
[El7E 1K1
202403-3
FRA CHERE

P RS FAARERLE RAVES 2 BURERIERA 2
B3 HETTE SIS T 2K (Health2Sync) B
AU T AT ATEMEELRT 7T

& FESBREEE

17

4RHE © 230619
ENLIEED
202403-18
FRA - HEE)

—IHS 3 M~ BEtR O I - g - e RUEE IR
Al MK-0616 F E&A S HEEIRRIE 2 B AHY
S G S

FE FEG R

17

4R%% © 230619
[ REREE]
202403-19
ERA  EEE)

—IHS 3 M~ BEtR O I - g ~ e RUETE IR
Al MK-0616 Ff> EA S HEEIRRIE 2 B AHY
R

FE FEG R

17

4E5% 1 230515
B 1 K]
ERA - Ri6E

— AR ~ BRAHEUE ~ 2 LAY =T
5 fERT it FP-001 42 mg SRR A f 8 @ i

(MERRBCER R 1 R 2B Z IR~ LR
g /)52 (Casppian 5U5%)

FHR R A

() Bimis > ¥ % Z(f5 525 %) Report the approved protocol by expedited review

FA4H HI12H
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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 231228 |\ PRETNRHR R BEEHIDR A BT | TREH (&) (&)
a7 MHEBHAIZR Tung-Li- | (N/A) (N/A)
Factors affecting self-adjustment of staff CHANG
nurses during care of dying patients in
medical ward care units
2 240210 | {EEEY) M RS R Aif:Aminoglycosides | 5R&RIE (i) (HE)
TEsth @ AR B Beny S8 [ RS- & M ~ | Tsung Wei | (N/A) (N/A)
R EHA DL S HE MR Chang
Before Therapeutic Drug Monitoring: An
Evaluation of
Aminoglycosides Use in a Regional Teaching
Hospital - Appropriateness,
Dosage Patterns, and Rationality Study.
3 240221 |B5E BRI B AR L ZAER(ES (&) (HE)
Endoscopic Treatment of Gastrointestinal ChiaWei (N/A) (N/A)
Disorders Yang
4 240305 | FBMACASERE T TE S ALAE | IR (i) (HE)
FUEBE-14 FE TR M Hung Wen | (N/A) (N/A)
Trend and outcome of surgical treatment of Lai
gynecomastia for patients treated at
Changhua Christian Hospital: A 14-year
analysis.
5 240322 | %R VERG R EEYIRER T ¢+ HERRERE T | BEE (&) -
[%%%]) |Treatment Efficacy Analysis for HsuHeng (N/A)
Inflammatory Bowel Disease: A Network Yen

Meta-Analysis

(=) HEEZAKE

S8 5 22 (f 55 #%) Report the approved amendment by expedited

review
BETE | JFBELE
F9% | IRB 4R5% FTE T FHEA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210310 |—IH5E 3b HA -~ EH4H - BEpcHstEr o BEAL | TuERER (%) (i)
(25102 ) BMN 270 ( DIRRAH B 35 Fydkfie /T 5L A (Ming Ching | (N/A) (N/A)
WA N AR+ ) B B E Shen

IR A BIAR B 2 R4 4
{63

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

HS5H 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
Corticosteroids in Hemophilia A Patients
2 | 220218 |% THUEGREEHEIER A LB | T () )
(25 2 XY | FE ~ ROl EZE R M YANG YA | (N/A) (N/A)
The Relationships between Stress and CHING
Coping, and Decisional Process and Conflict
in Cancer Patients Faced with Multiple
Treatments
3 230520 |FEEENE LEEREHEMBE IR | Wi (i) (HE)
(5 12k ]| 5¥(E Chen, (N/A) (N/A)
Evaluation of integrated Chinese and Jia-ming

Western medicine care for patients with
Heart failure

(M) sk f >~ i 5 (F5 2,28 4&5) Report the approved interim report by expedited

review
BRTE | JFREEEE
FF5% | IRB 455 SrETE FEA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 140402 | DA Cyclophilin A fft Fs3i s i BRER AR+ E AT | TRIRE (HR) (ER)
[ £ 102 ]| Cyclophilin A: a novel biomarker for Cheng- Sue (N/A) (N/A)
screening arterial hypertension Chang
2 200325 | EA IR REERANIEEEEE - L2 | BB (HR) (ER)
(55 4 K] | iz e e Hung Wen | (N/A) (N/A)
Incorporation of internet and social mediate Lai
in the management of breast cancer patients:
a pilot study.
3 210821 |HSEMA—Z et N\ S EMFER | BiEss (i) (i)
(55 2 K] |&8EpiHoT shih_Fen (N/A) (N/A)
The experience of nurses in Anning ward CHANG
caring for dying patients and its significance
and value to life Impact
4 220333 | FEMRITRELEE < 228 THR R E R i - | iSRS (&) (i)
(5 2 K] | AR EFLLH5E Hsiao Shun | (N/A) (N/A)
Diagnosis Prognosis and Risk factors of wen
pancreatic and bile duct cancer : single center
study at Changhua Christian Hospital
5 220411 | ZmpsIRRERSAT R 2 IR AMERRRRREA | BREA (i) (H8)
(25 2 K] | RUES RO« bhi T AZ 5T Ming Chen | (N/A) (N/A)
Non-invasive preimplantation genetic testing
for Aneuploidy Screening: a comparative
study of methodologies

H6H HI12H
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
6 220527 |EERIGRESITEIE (Survey Frailty Index; BB () ()
[Z 2] |SFI) Shu- Ping (N/A) (N/A)
Development of Survey Frailty Index (SFI) Huang
7 230311 |teMi EERDLER A BBOSR 5 © HEIRG | RERE (&) (BE)
(25 1 XY | EETIERERE M - ShuChing | (N/A) (N/A)
A Study of Occupational Burnout, Sleep HSIUNG
Quality and Job Satisfaction Among Of Shift
Nursing Staffs In Chronic Care Ward.
8 | 230316 |MEFIMZRERE AR OERETEG/OLES | fAkE (%) (%)
[ 1x]) =X GU TIAN- (N/A) (N/A)
Using machine learning method to predict SYONG
left ventricular ejection rate from
electrocardiography
9 | 230321 |DAmEEEIRPEERASETETINBERLRE | £FRE (H%) (H%)
[Z 1) | (5 FVC K FEV1) Wang Bing (N/A) (N/A)
Predicting Pulmonary Function of Patients Yen
Using Non-Contrast Chest Computed
Tomography with Deep Learning
10 | 230403 |EMEALERMEGERFEANGSEEEEL | BHEF (i) (&)
[ 1K) | &% HsuHeng (N/A) (N/A)
Endoscopic system for inflammatory bowel Yen
disease
11 | 230506 |sZ{gfietfr s e ERh A Th B HIVER | BEW (&) (GE)
(25 1 K] | EEiOER = B8 iTEhe RAPID 734f4S|  LIAO (N/A) (N/A)
R 2 chunhan
Differences in Quantitative Analysis of
RAPID Cerebral CT Perfusion Automatic
Analysis by Different Image Resolution
() HEEFESE 2 45Z 5 Report the final report for reference
EREE | JERRER
Fri% | IRB 45k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180816 | ERa B AF M L MAEETHAE ~ RIdRie e | SRIGHH (GEY) (HE)
FEHBIR Y AE R I Hung Ming | (N/A) (N/A)
Relationships of vasomotor symptoms, Wu
mitochondria, and metabolism-related
disorders in menopausal women
2 181019 |ERETHEFHIZMARNZNER ~ RERY | REH (&) (GE)
B AR A AE R Hung Ming | (N/A) (N/A)
Relationships between endotoxin, immune Wu

system, and metabolic disorders in

HTH H12H
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

menopausal women

3 200307 | TAF 7EFHF B H B BURF S 3RV | &RIETT (i) (HE)
PB4 Pei Yuan Su| (N/A) (N/A)
Efficacy and safety of TAF (Tenofovir
alafenamide) in prophylactic administration
for HBV reactivation hepatitis during
chemotherapy

4 | 220412 |FIAZ @A ERRORZEMEIEYS | Rt (8%) (%)
I F R RS AR A A L G 5T ShunPing | (N/A) (N/A)
Chromosomal studies of aneuploidy and Chang
mosaicism by triplex real-time polymerase
chain reaction platform

5 230505 | EEGEIRSE = a W/ IRy THIRAERE | ERE (i) (&)
Wy 2 PEaT » —(ELL=E A\ R AN | Wang Bing | (N/A) (N/A)
g Yen
Prognostic factors in clinical stage Illa small
cell lung cancer, a population-based cancer
registry in Taiwan

6 230539 | HEIMEBREERNIEGEE B RIAR . | RiESC (i) (&)
fekaRTHRET Shangwun | (N/A) (N/A)
The predisposing factors related to poor Jhang
prognosis in patients with cerebrovascular
diseases and intracranial injury

(/) MECFEE 2% F#4 Report the terminated protocol
() HECHFEZE{FEHS Report the suspended protocol
(J\) MECEFEE 2 BIZEH 4 Report the withdraw protocol

(1) ek > Bl JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

X ##7f7/ JIRB/ C-IRB/ NRPB
FF3E | IRB 455 Ao P& B EL FEFFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=& 447%% Protocol title
1 240219 [CIRB] 112CIRB09228 %% WEE 1K PR
Sheng-Hao Lin

H8H HI12H
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—IHABER B ~ ot~ BERCEEEC ~ 5 1 HBAEUES o LR Lurbinectedin BR — ZE 1) 5(
Lurbinectedin {}{fF] Irinotecan EidgEs - FF AAYEESE (Topotecan =Y Irinotecan) FAif7E/E 35714
/NAHIHEHE (SCLC) &7 (LAGOON &z )

A Randomized, Multicenter, Open-label, Phase Il Study of Lurbinectedin Single-Agent or
Lurbinectedin in Combination with Irinotecan versus Investigator’s Choice (Topotecan or
Irinotecan) in Relapsed Small Cell Lung Cancer (SCLC) Patients (LAGOON Trial)

240321 [CIRB] 112CIRB11275 |¥#fZE #JE& PREEAE
Sheng-Hao Lin

—IHLL Vudalimab ff F{E#REEL Pembrolizumab ff R 1E ARG HAS E/ AR 2 8 2 5 —
AR b2 B ~ BHRCME ~ BEt oy Bostis

A Phase 1b/2, Open-label, Randomized Study of Vudalimab in Combination With Chemotherapy
or Pembrolizumab in Combination With Chemotherapy as First-line Treatment in Patients With
Advanced Non-small Cell Lung Cancer

240324 [CIRB] 112CIRB10249 HZE Y FREL T
Pei Yuan Su

FEPEEMS - —THE =0~ BRI - s - RIS IaEE - STEEHR A2 EII
FEVERERIAT X (NASH)FEERSTERERGATR (NAFLD) <zt - ¥l Efruxifermin #yZ2
FIEERY

Synchrony Real World: A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study
Evaluating the Safety and Efficacy of Efruxifermin in Subjects with Non-Invasively Diagnosed
Nonalcoholic Steatohepatitis (NASH)/Nonalcoholic Fatty Liver Disease (NAFLD)

240325 [CIRB] 112CIRB12300 HZE Y7 FREL T
Pei Yuan Su

—IHSTE 257 Imdusiran (AB-729))a Y114 B BURT 3 sZsl EH RIHEHE R
A Long-Term Follow-up Study for Subjects with Chronic Hepatitis B Previously Treated with
Imdusiran (AB-729)

200802 [CIRB] 109CIRB05082 SEEHZEEE 10 0 )5 VYN G
Hsuan Yu Lin

—IFE=HA - B EC - FRIUEESD ~ ABEEAE IR 2 o LakBs - % B AT Bz s
Pl O % HY P S MR O fE AL 2 PR AE - (PNH) &% > 5F {5 CROVALIMAB #H # it
ECULIZUMAB iyZ7 4tk ~ BEVIEN 52 ~ G250 )82 RO

A Phase 111, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the Safety,
Pharmacokinetics, Pharmacodynamics, and Efficacy of CROVALIMAB Versus ECULIZUMAB
In Patients with Paroxysmal Nocturnal Hemoglobinuria (PNH) Currently Treated with
Complement Inhibitors

210703 [CIRB] 110CIRB03055 |82 8 X (& FREE
Sheng Hao Lin

LIBRETTO-432 : $H¥HeE M4 /m Bl i et 1B-IIA Y RET gl &-JF/ NHRAfiE (NSCLC) 5
S H1#1% 2 Selpercatinib BB EFENT— TR RIS « #5 - 55 3 B ol
LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant
Selpercatinib following Definitive Locoregional Treatment in Participants with Stage IB-111A RET
fusion-Positive NSCLC

211110 [CIRB] 110CIRB07138 |$&#5ZEZE 8

vidi

BIES B pE
Ping Fang Chiu

=
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—IABERE YD ~ s - RBEER - P TR - Z0avEs 3 BEER o st IERERR g
B hErs 58 0 STE AR IREE N [ Finerenone JETREES Bdeaim e LAY RO ZE 2

A randomized, double-blind, placebo-controlled, parallel-group, multicenter Phase 3 study to
investigate the efficacy and safety of Finerenone, in addition to standard of care, on the
progression of kidney disease in patients with Non-Diabetic Chronic Kidney Disease

211120 [CIRB]) 110CIRB08189 |%HZEEE 8 X #)&& PREE
Sheng Hao Lin

— IR B R R R 2 HG (EGFR) ZE 8y oy BN HH s A M /N A A i (NSCLC) I 4%
Osimertinib &4 By & > 5745 Amivantamab F1 Lazertinib §f & $1 LR S LE
HYEE 3 1 ~ BRI ~ BEt oy Eoabs

A Phase 3, Open-Label, Randomized Study of Amivantamab and Lazertinib in Combination with
Platinum-Based Chemotherapy Compared with Platinum-Based Chemotherapy in Patients with
EGFR-Mutated Locally Advanced or Metastatic Non-Small Cell Lung Cancer After Osimertinib
Failure.

220915 [CIRB] 111CIRB07121 BHZEE LR HEEIRX B
Tu shih te

*IE* 3HA~ Ly ~ BEMOTED ~ P TEET ~ BECEEER - BN H ST RRA G
— RIS B - Sl LY3209590 {F RyfiE — K ALERE B 2 AHEN RS & Degludec

Eﬁ%f&%ﬂ#ff

A Phase 3, Multicenter, Randomized, Parallel-Design, Open Label Study to Evaluate the Efficacy

and Safety of LY3209590 as a Weekly Basal Insulin Compared with Insulin Degludec in

Participants with Type 1 Diabetes treated with Multiple Daily Injection Therapy

10

221123 [CIRB] 111CIRB07132 |#EEZEEE 5 X W& [EESE T
SHOU TUNG CHEN

—IAARE MAGROLIMAB & 0fFGEMINIATIFRAY ~ sl ARy s M4 = Fa e Al e B
s 2 HARHSE -

A Phase 2 Study of Magrolimab Combination Therapy in Patients With Unresectable, Locally
Advanced or Metastatic Triple-Negative Breast Cancer.

11

221225 [CIRB] 111CIRB08167 |$#HHZEE 5 X (%% PREEAE
Sheng-Hao Lin

— IR A SR S e B TPy ARy 2 B &aEs (VELOCITY-Lung)
A Phase 2 Platform Study Evaluating the Safety and Efficacy of Novel Treatment Combinations in
Patients With Lung Cancer (VELOCITY-Lung)

12

230515 [CIRB] 111CIRB12239 |8 2055 3 Jt WHEE 1K S aE
YI LEI WU

—IABARCE - HAHEER - % T LSS = HTEEE - SRR FP-001 42 mg $ERERI A A
PE(MERRBER OB A ME RG24 fﬁﬂéﬂ%%éﬂﬂ*ﬁ(CaSpplan atBm)

An Open-label, Single Arm, Multicenter, Phase Il Study on the Efficacy, Safety, and
Pharmacokinetics of FP-001 42 mg Controlled Release in Patients with Central
(Gonadotropin-Dependent) Precocious Puberty(Casppian Study)

13

230806 [CIRB]) 112CIRB03038 |8 H ZEZ 2 K )& PREEAE
Sheng-Hao Lin

10 5 12
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—TEZE " H -~ BEWEEE T35 Methotrexate ~ [C1Hf; Dexamethasone 5, 1fE; Montelukast F 72
TP Amivantamab ( —7f#[E]FF$1 ¥ EGF <Z#8F1 MET ZRSHVEER S GEE ) EEHE
Osimertinib ~ EGFR 28 7 JF/ Nt 8 P [RE 2 i) EABRA S IE 5 SKIPPirr
Subcutaneous Methotrexate, Oral Dexamethasone or Oral Montelukast for the Prevention of
Infusion Related Reaction Associated with Amivantamab, an EGFR-MET bispecific antibody,
Among Post-osimertinib Treated EGFRm NSCLC; SKIPPirr, a Phase 2 Study

14

231017 [CIRB] 112CIRB08171 |SEHZEEE 2 X (%% PREEAE
Sheng-Hao Lin

—IHE 3 A~ BRI TIC - B - RIBIRD S M IR g B IRAV R RS - ST TR E 1 -
A ~ NIB (N2) HHJE/ N B g Y sz el 2 > WESEEE BB V940 ( mRNA-4157) i
Pembrolizumab FHER A B4 228 1 Pembrolizumab

A Phase 3, Randomized, Double-blind, Placebo- and Active-Comparator-Controlled Clinical
Study of Adjuvant V940 (mRNA-4157) Plus Pembrolizumab Versus Adjuvant Placebo Plus
Pembrolizumab in Participants With Resected Stage Il, 1lIA, 111B (N2) Non-small Cell Lung
Cancer

15

231025 [CIRB]) 112CIRB0O7161 |$#HZ%E 3 X #)5E IESSRH
SHOU TUNG CHEN

—THSE 3 ~ BEE e ~ BRRCIERES - TEN 701 CDKA/6 HIHIRIR A% - iz OP-1250 B
— B AR IEEE F AR G ER+ ~ HER2-IGH A% 4 7, % (OPERA-01)

A phase 3 randomized, open-label study of OP-1250 monotherapy vs standard of care for the
treatment of ER+, HER2- advanced or metastatic breast cancer following endocrine and CDK 4/6
inhibitor therapy (OPERA-01)

16

231107 [CIRB]) 111CIRB12255 |$#HHZEEE 2 X )& FET 8%
KuanMing Lai

—IFEE 3 W1~ R B OTEC - BE - RIS - SRR SR E AR
E1ERFfE Obexelimab {3 A7 RA B AS S A M MR E i B F AR 2 (SApHiAre)

A Phase 3, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study, with a Safety and
Dose Confirmation Run-in Period, to Evaluate the Efficacy and Safety of Obexelimab in Patients
with Warm Autoimmune Hemolytic Anemia (SApHiAre)

17

240106 [CIRB] 112CIRB08177 BREHZEEE 1 X W FREZIT
Pei Yuan Su

—IAZE 3 B~ BERROIC - B - LRIBIEIEEES - R BARIHE (L (E B AT b rS R
PERSHGATSR (NASH) sZ5tEdr - aHd Efruxifermin fY27 e RO

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study Evaluating the Safety and
Efficacy of Efruxifermin in Subjects with Non-Cirrhotic Nonalcoholic Steatohepatitis (NASH) and
Fibrosis

18

240137 [CIRB] 112CIRB11260 [$HZEEE 1 K )& BHEJH=
HsuHeng Yen

—IHSE 3 A - FEt G ~ BE - RIBIEIEEES - FHE MK-7240 HIA S R E RN EE
T SRS 3 A2k B RO e 2

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Program to Evaluate the Efficacy and
Safety of MK-7240 in Participants with Moderately to Severely Active Ulcerative Colitis

19

190310 [CIRB] 107CIRB12199 Hi A5 5 2 2% (=N
DarRen Chen

FUH H12H
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—IASTH AT R S22 BG IS ~ HER2 B Ay F-HAF 8 B8 - 5 ribociclib _E N 0 FEATE Ry
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A phase 111, multicenter, randomized, open-label trial to evaluate efficacy and safety of ribociclib
with endocrine therapy as an adjuvant treatment in patients with hormone receptor-positive,
HER2-negative, early breast cancer (New Adjuvant TriAl with Ribociclib [LEE011]: NATALEE)
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A Randomized, Double-Blind, Multi-Center Study of ADI-PEG 20 versus Placebo in Subjects
with High Arginine Level and Unresectable Hepatocellular Carcinoma
21 220525 [CIRB] 111CIRB02043 |HAH#&EEE 2 K #EE P —F-Fl1
TzeHo Chen
—IAREREC ~ 55 2 BAEES - DL Pembrolizumab DLSALEEGFFECRGFH MK- 4830 1F K=
M SR M O SR Y AT M B
A Randomized, Phase 2 Study of Pembrolizumab And Chemotherapy With or Without MK-4830
as Neoadjuvant Treatment for High-Grade Serous Ovarian Cancer
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An Open-label, Single Arm, Multicenter, Phase IlIl Study on the Efficacy, Safety, and
Pharmacokinetics of FP-001 42 mg Controlled Release in Patients with Central
(Gonadotropin-Dependent) Precocious Puberty(Casppian Study)
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