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2024 year 6th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2024 06 H 21 H (EHiH)
f&] Time : 12:00-14:10
%L Location : FHEIEN A Bl HiZk B &
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)

BEirE [BE - B85 - B - BEBIARENIMNGET ~ i) [PMe a2 GE5RE-
et IR =T A )

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

BEmiE (Bed ~ B9 ~ B2 - Bah - 220E]

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

fre it (BN - B9 -~ I - BEl - i)

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

rRageE e ~ B89 ~ BRI - g0 -~ 5]

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

mlE (e~ RS ~ JEREE ~ 3T~ 2tk] [P G2 G EIER -2 - Ko 18 5%
AN - FL AN

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

F0fase [Besh ~ B9 -~ B - Bal - k)

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

AR [Besh - B - B -~ Biw &gt ~ k] [P a2 EEBRE-B 1T 0 KE
BeReRIZ ]

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

FLl1HE H11H



2024 FHE 6 K £ IRB &

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])

NEL | st
B 7 | BEEN(4) ~ FEEH(L) ~ FeET()
Medical Personnel doctor (4), Pharmacist (1), Statistics (2)
JEER 4 AR 1T HEAEALQ) ~ wEAERAFEQL)
Nonmedical Lawyer (1), Social Worker (1), Member of society (1)
Personnel Patient group representative (1)
T 7 | BEEN(4) ~ FEEH(L) ~ FeETQ)
Scientific member doctor (4), Pharmacist (1), Statistics (2)
Rl 4 | Q) HTO) - HEATEALQ) - FLEBREQ)
non-Scientific Lawyer (1), Social Worker (1), Member of society (1)
member Patient group representative (1)
5 7 BEN@) - BeAh3)
male Affiliation with Institution (5), non-Affiliation with
Institution (2)
z 4 | BeN@) ~ BedN2)
female Affiliation with Institution (2), non-Affiliation with
Institution (2)

#55F Remarks :

O i " NBGHTEE ) Bk FEGEEZETAL L GE7ARERNHE
it & AEAL T IO N 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

H2H H11H
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appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ k¥ " ARt mEEEZ B G EEEHENE | BNG TR HH
—ErEE RN HEZBEAEREIN IR EAYRENET RS
B— AL -AAME - ARECAZEES EE =2 D EZZEHE
AN bz EEE  [EFFEN 2 ZEHE  6EHY - HEZEH R
—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.”

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

Hsiao, Ling-Ling [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific

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

B EEEHE Yeh, Cheng Chi (IRB staff)

B HKI5ZE Lin, Ciao Yun (IRB staff)

B it3255 Hung, Tsui-Hsia ( IRB staff)

B ZEpE Li Hsin-Yi (IRB staff)

B &2 Leave : (JEkfEES omit title)

B GEERREe [Besh ~ FRR& - IRRIE ~ e N IE AL £ - 20it]
member, Member of society-housewife, female ]

Eh J& Absence : (BEfEES omit title)

E $% Recorder : 328 Hung, Tsui-Hsia

Ti - 1% Meeting -

(—) sEmEZE (BZEFEFo#:E ) Discussion (theme and decision)
B FTEE 4T P

4emE 240323 I3
[ &% E 3 K] LA P
i BUERESTIIA B T 7 (R B
Rz
FREA EE
4mse 1 240501 DBy 7 TR 2 BT CT 32 | (BIERESE

%3 H-

£ 11 "

~
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Orze #8356 1K1
EFFA  H=EE

gt

U 240507 o s ot
. BAZE A R B T B N R R
Uik B#E LT o perrmpesten
ERA B
L 240013 PacBio HiFi SLaE HIERIT A e (e g | e
UFER B L) | e mup ot vt
ERA BRI
4ESE 240613 41} Efanesoctocog Alfa T A IR A I | (£ 1F 4%
[#i%] A B R RS B 2
B YN/ PROTECT-ALT
FRAL - 210025 BRI T TR R |
CHPREES X | smpmarmre
E I
UR5E 1 220814 —IESHE PD-LL (S VeI NIRRT R | (B A
[HA 5 2 2] & » [ MK-7684 £ Pembrolizumab # /5
FFFA ¢ PREERE (MK-7684A)fHez 7 B A Pembrolizumab {F
B REE Y S - Sl ~ BEHESAY
22 B (KEY'VIBE-003)
U5E 1 230901 —TE5 3 5~ BRI - ZRIIEHEEE TR o | ok
USismasss 1R | 574 MK-0616 FI A O & B 2 56
EREA  H ) I NI NEE on S N
4% 210914 —IEEE 3 M~ BARCHE - ZULaRER o B | T ERR R
SIS SRR A B AR BB T EAE ) U
202405-19 [MAF FelBIMm AN FIXTEN giasEH
Bt YN 5] (rFVIIFc-VWF-XTEN ; BIVV001) 7 & A E 5T »
DS L 5 B 2 e R R
URSE 1 220814 —IEpH PD-L1 (MRS I NI | R [ B
[REREEL) & » [#iF MK-7684 Ei Pembrolizumab # 75
202405-15 (MK-7684A)fHeEx 7~ BE & {55 F§ Pembrolizumab {E
ERFA A B GREE Y B Sl ~ BEHESAY
e 2720 ES (KEYVIBE-003)
fﬁ;ézgi ) PR - R SRR | ]
o050 B 5P MIK-0616 B A 2
N, NGl
4% 231020 —IEE 2 M RO - SEVESEIEIE Y B | 1R AR

(AEfEE]

MeakEs o 2B LBL-007 B Tislelizumab DL

FA4HHI1LH
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202406-2

FERA MEE

=

FALRR > AR i e A U bR st el
BHIRARE R B - (B RSB —SUaIR 2 FRE 2y

4% * 231025
[ FEREE]
202405-14

FRFA BRSFRR

o FA =GRS M L Jee (OPERA-01)

—IESE 3HH ~ BB IC ~ BARER - FER Sy
AR CDKA/6 I 241% » bhiix OP-1250 B
— B MERE HEEE F 2 6% ER+ ~ HER2-

R AR

4m5% © 230328

(EHEHES 1K)
EFFA A

B H ARIERE 5 ZE AT AIHE M EEEhT 72

P EVE R AR S 2RSS 2 BUREPRIRA
S TR LS IR U7 2E (Health2Sync)

() B ¥ % ZE(f5 52 E) Report the approved protocol by expedited review

BREEE | JFEREEH
Fra% | IRB 45k sHEE FH A | Medical | Non-Medical

No. IRB No. Protocol title Pl primary primary

reviewer reviewer

1 240429 |EAGHMEEEEXREREEZESH T | JLEF (i) (&)
Ehe ) AVREA1 ~ REJE RAT R ElA) 2 BH5E Chih- (N/A) (N/A)
Knowledge, Attitude, and Behavioral Hsiang
Intentions of Families of Home Health Care Chiang
Cases in Changhua Region Regarding
Hospital at Home.

2 240430 |Nivolumab & Ipilimumab f945 & REEEY | PArEE (i) (GE)
S VR 1 R LR R ARG (% | Walt Chen | (NVA) (N/A)
=t
Anti-tumor efficacy of combination
Nivolumab with Ipilimumab in a case of
treatment-refractory metastatic adrenal
cortical carcinoma: A Case report

3 240502 | {EAEZ/VEE e EEEammE | =R (E%) (%)
FrRE R LR ~ O EERURAIAT SR SK | Cheng-Wei | (N/A) (N/A)
Bl Huang
Low-dose dasatinib induced chylothorax,
pericardial effusion and pulmonary
hypertension in a patient with chronic
myeloid leukemia

4 240509 | Ff&zsE 3 (Machine Learning) fhBhFIH | &RIEIT (%) (H%)
RENNINEAC L |l i s Pei Yuan Su|  (N/A) (N/A)
Machine learning predicting liver fibrosis
using abdominal ultrasound image

5 240511 |\ FHEA[E > FAIRRHYFLRE L B BIEL R | HEIRSL (&) (H&)
MR R 047 Hung Wen | (N/A) (N/A)
Assessment of disease burden and analysis of Lai

related risk factors in different molecular

HS5H HI1LH
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BERTE | JEREELEHE
FF9% | IRB 4R5f% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
subtypes of breast cancer
6 | 240606 | A MBRGUR G AR LRUEEETED | =HE (H%) -
(feaE] | PRIE R AHR e o R AR AR A B e Sheng Hsien|  (N/A)
Targeting human leukocyte antigen G in Huang

immunocellular therapy against
chemoradioresistant bladder urothelial cancer
cells

(=) Ik 8 Z=(f5 5,28 %) Report the approved amendment by expedited
review

FF55%
No.

IRB &5t
IRB No.

st E AT

Protocol title

ERA
PI

BHLE
Medical
primary
reviewer

JEEE T2
Non-Medical
primary

reviewer

211114
[%12%]

aFff Marstacimab JH[ MG H SR
HHIFIRS 2 EHE CRmAFEME<1%)
A BRI RS B B A SR A T
o PEESHEE B MR8 (b
MARTEME?2% ) fSHZeE ~ 2 AR
S — YR P fr

An Open-Label Extension Study to Evaluate
the Long-Term Safety, Tolerability, and
Efficacy of Marstacimab Prophylaxis in
Severe (Coagulation Factor Activity <1%)
Hemophilia A Participants With or Without
Inhibitors or Moderately Severe to Severe
Hemophilia B Participants (Coagulation
Factor Activity ?2%) With or Without
Inhibitors.

Vgt
Ming Ching
Shen

(%)
(N/A)

(H)
(N/A)

231235
(%5 1K1

—IEMER TG - S AVEER - 574 ABP 206
HHEZFY OPDIVO (Nivolumab) A A i #£ 2
AR B IUAVIREEER MR O R 2 2
FHVRRL ~ MR

A Randomized, Double-Blind Study
Evaluating the Efficacy, Safety, and
Immunogenicity of ABP 206 Compared with
OPDIVOR (Nivolumab) in Subjects with
Treatment-Naive Unresectable or Metastatic

Melanoma

FE L4
Kuan Ming
Lai

()
(N/A)

(HR)
(N/A)

(V0) e > Bt 45 (75 5 35 2%) Report the approved interim report by expedited
review

F6H HIIH
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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 180402 |fEFIRIMERIHT 2B TEAETEERANE | PRI (&) (&)
[ 6 %] | &Ri% Ming Chen |  (N/A) (N/A)
Using innovative diagnostic tools to establish
genetic testing platforms
2 210508  |CLEHH R/ H et BLEG Gt H N He A E R | RalE (i) (HE)
(25 3R] | ERGE - Wu Shao (N/A) (N/A)
Compare the effect of scalp/ear acupuncture Yen
and traditional body acupuncture for
Parkinson’s patients.
3 220710 |\BATTR@ED - HEES - BFEIMEFilofe ABRSL | phpE (i) (&)
(25 2 R] | K o (& TR IR o i ShihLung | (N/A) (N/A)
To study the prognosis analysis of Lin
reconstructive skin flaps after thoracic,
abdominal and buttock surgery
4 230510 | ZEM A T ERGEEFRZGRILENZ | [jEEE (i) (&)
(25 1x])| e Ho Hsu-Hua|  (N/A) (N/A)
Application of artificial intelligence
technology in medical image lesion detection
5 230601 | DAfSAEIAHI S THMINGRS S5V ER | ERE (i) (&)
(5 1R]) | BUEFTT#t Wang Bing | (N/A) (N/A)
Microbiota change as a tool for predicting Yen
drug responses and developing therapeutic
strategies
6 230604 |HEE R AGORIECE RR A FEEENIR T | RIEE (5] ()
[Z1k]) | HLAEE Shin hwar (N/A) (N/A)
Using ultrasound to detect the changes in Wu
lower limb muscle mass following early
mobilization in patients receiving mechanical
ventilation
7 230608 | FRaT AlEHEhEHEUN - T k| B3R (i) (&)
(25 1 K] | &R HAHRHAZR Mei- Ling | (N/A) (N/A)
Investigation for the effect of Al-assisted YANG
identification on the state of hand hygiene
behavior and its related factors
8 230612 | HHEEREZ B RS ARG THIE | &RIETT (GEY) (HE)
[5 1 R]) | BAFRST Pei Yuan Su| (N/A) (N/A)
Clinical outcomes and survival analysis of
local therapy and systemic therapy in patients
with hepatocellular carcinoma.
9 230707 |\FUAIBE EIT BEEIETICEML EENITH | SRR (&) (H&)
[ZE1X])|1& YaFu (N/A) (N/A)
The prediction of prognosis for rib fracture Cheng

patients without surgical fixation

(H) HEEEE 2 4EZEH S Report the final report for reference

FTH HI1IH
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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

200607

Sl =R MR T RE SRRV -
T IAAUE P RARRI- &

Evaluation of potential drug targets in
triple-negative breast cancer and construction
of next generation sequencing clinical
examination platform

SRIER
TING- YU
CHANG

()
(N/A)

()
(N/A)

221209

—IHAZ 2 LR G ~ T IREEY)
Ehi ~ BEE - BEERE - P74 - Y
55 =HHEES - LhE iR FXla I
asundexian (BAY 2433334)E1 apixaban - ¥f
TEPT 18 prlA b~ Rt iR EUE e A L 5
BREh Az B A R e 5
PR ZER RSN e 2

A multicenter, international, randomized,
active comparator controlled, 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

)
Chien Hsun
Hsia

()
(N/A)

()
(N/A)

221224

R AL - B B8 K N LB RS 2 AL
DIERGEE IR R

Development of a Sarcopenia Severity
Classification System Based on Balance &
Gait and Electromyography of Lower
Extremity

NN
Ta-Sen Wei

()
(N/A)

(HR)
(N/A)

230908

/NG R A T SR B PR
Epidemiology and Clinical Characteristics of
Small Intestinal Tumors

BAME
HsuHeng
Yen

((59)
(N/A)

()
(N/A)

(78) MECHFEE 2% 1k #Hit Report the terminated protocol

Feat

IRB 4R

sTE AT

EFFA

BRLE

FELR

220510

B EFAEH BB E S ITHV OB RIE
Ul N EI =S A& N Y

Economic burden of osteoporosis-related hip

Cost Analysis.

EIEI'_AE*:/'L
- B

fracture : A Single Medical Center Retrospective

R
Chang Ing

Lin

(%)
(N/A)

F&
File for
reference

SEIEFEA ¢ REDEE R E R 7R 2

ST S ERHER AT > AT RS T

H8H HIIH




2024 FHE 6 K £ IRB &

220610 | fEERfEE DNATEEHEF IR CIERE TR R 2P| BRER | (18) FE
hEZ mE Andy (N/A) File for
Role of ctDNA among stage IV oral cancer chen reference
patients

SIEFA R

(b)) HMECHFEEEH Report the suspended protocol : (4 None)
(J) HECFEE 2 BIZEH 4 Report the withdraw protocol (48 None )

(L) ek~ Bl JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Frik
No.

B e/ JIRB/ C-IRB/ NRPB
IRB 45 o P& 8 FRA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl

protocol No.

=t 4% Protocol title

240419 [CIRB] 113CIRB02025 |#iZE #HHEFE 1K PREEfE
Sheng-Hao Lin

— IS BAE R RE 728G (EGFR) ZeS AR BRI EHIRIE/NHIREATE (NSCLC) HGAT
P73 EGFR Bl s vs EIHIED G 12 B LAY 2608 SR 6E F MK-2870 AHE L &g e 4t
{EER ERABETR G ~ BRI SE = FatEs

A Randomized, Open-label, Phase 3 Study of MK-2870 vs. Platinum Doublets in Participants With
EGFR-mutated, Advanced Nonsquamous Non-small Cell Lung Cancer (NSCLC) Who Have
Progressed on Prior EGFR Tyrosine Kinase Inhibitors

240520 [CIRB]) 112CIRB10236 |¥#rZ #HESE 1 X bR
Ming Ching Shen

55 3b HY ~ BAMOEED - ), ~ EERIENES - B9Y CSL222 (Etranacogene Dezaparvovec) F:i[Rj#
AN EAEEST EEE B AIMRILEA a AR T AAVS thRIGIEE 2~ 2zl
H R

Phase 3b, Open-label, Multicenter, Single-dose Study Investigating Efficacy and Safety of CSL222
(Etranacogene Dezaparvovec) Gene Therapy Administered to Adult Subjects with Severe or
Moderately Severe Hemophilia B with Detectable Pretreatment AAV5 Neutralizing Antibodies

240521 [CIRB]) 113CIRB02024 |¥#rZ #)%& ViERERE
Ming Ching Shen

—IARIEN R W HEA B A B - HF5eAT BioMarin BEPRE SR T 124 BMN
270(HAE R FE A 7 M 28 NS5/ BRI IR A RS ) iy 2 el

A Long-Term Follow-Up Study in Subjects with Severe Hemophilia A Who Received BMN 270, an
Adeno-Associated Virus Vector—Mediated Gene Transfer of Human Factor VIII in a Prior BioMarin
Clinical Trial

190310 [CIRB]) 107CIRB12199 SR ZEES 14 X W)’ [ 2 A
DarRen Chen

FOH HIIH
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—IASHEHT RS2 BGIME ~ HER2 [ MR R AL BE - 5 ribociclib fil B IEEEME R
WD RIS 2 B =1~ Zrpul ~ BERETEC ~ BARCEEREE (BA Ribociclib {1 F i
B aErEER [LEEO11]: NATALEE)

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)

210518 [CIRB] 110CIRB02031 |$HZEFE 7T X #)F PREEfE
Sheng Hao Lin

—IHE 3 B - BERE D - e EER - STEEREEZIAR - 48 PD-LL FRzE SR HA AT UIRRAY
[ ERI RS I B NIRRT 8 B5 Ociperlimab(—7& 4t TIGIT $i#g) fH] Tislelizumab
AHEEHA Pembrolizumab #Y1E

A Phase 3, Randomized, Double-Blind Study of Ociperlimab, an Anti TIGIT Antibody, in
Combination With Tislelizumab Compared to Pembrolizumab in Patients With Previously
Untreated, PD L1 Selected, and Locally Advanced, Unresectable, or Metastatic Non -Small Cell
Lung Cancer

210703 [CIRB] 110CIRB03055 | EHZEEE 9 X W& PREERE

Sheng Hao Lin

LIBRETTO-432: S+ e M4 ey ih o a5 1B-1NA 1 RET Fi&-JF/ Ntz (NSCLC) 5142
B 1%~ Selpercatinib §fiBh & —IHZ R ~ 85 - 55 3 IS A5
LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant
Selpercatinib following Definitive Locoregional Treatment in Participants with Stage IB-1IIA RET
fusion-Positive NSCLC

230205 [CIRB]) 111CIRB07124 |$EHZEEE 4 K W& PREE T

Sheng-Hao Lin

—IHZ5 1 H# ABBV-400 B ARG - T EIE B R A\ el B b A R B —
AL EL bevacizumab ff Y2 4= ~ SEIB SR FIHRAL

A Phase 1 first in human study evaluating safety, pharmacokinetics and efficacy of ABBV-400 as
monotherapy and in combination with bevacizumab in adult subjects with advanced solid tumors

230623 [CIRB] 112CIRB03057 SEEHHZEEE SN M 1K =
Tu shih te

—IEPEME T - s ~ ZRIBIE IR - 2 0avEs 2b 5 - DISE(S Efinopegdutide (MK-6024 )
R B A L RTHAT RS MERE AT T R AV Rl A Z B i 2 2 1

A Phase 2b Randomized, Double-Blind, Placebo-Controlled, Multicenter Study to Evaluate the
Efficacy and Safety of Efinopegdutide (MK-6024) in Adults With Precirrhotic Nonalcoholic
Steatohepatitis

231017 [CIRB] 112CIRB08171 PREE

Sheng-Hao Lin

P

=

Sy T e Sfe
SEEZE 3

—IHE 3 FERE DI - e - ZRIFINUEME S IR EEY IR R - SHEEUIRZE I
A ~ 1B (N2) HiIE/NJHAE pfie 0y 2 5l > WS (8 s B PE VO40 ( mRNA-4157 ) i
Pembrolizumab FE&E A B 2220 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 11, I11A, I1I1B (N2) Non-small Cell Lung Cancer

10

231023 [CIRB] 112CIRB06132 | HZEZFE 1 X #)F PRHEFH
Jin-Ching Lin

410 5 11 H
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—IABH M — BIBE R > Bo BB - tbir BNTL113 §f FJ pembrolizumab F1 B Ja (i ]
pembrolizumab FH > A AV R 2 185 1 s is M BESH R IR AR (HNSCC) i HA A
A ES 16 B5M: (HPV 16+)H PD-L1 RIH 7 BHHTE AR

An open-label Phase Il randomized trial of BNT113 in combination with pembrolizumab versus
pembrolizumab monotherapy as a first line therapy in patients with unresectable recurrent, or
metastatic Head and Neck Squamous Cell Carcinoma (HNSCC) which is positive for human
papilloma virus 16 (HPV 16+) and expresses PD-L1

11

231115 [CIRB] 112CIRB08187 |$# 5 256 2 K ()3 BT

Fangting Lu

—IEE 3 W~ Zrhuatls o (ERBREREEEEMEEIOEN R EZEE (2 £ 18 HRLL
) Hr e BHE Risankizumab JRBRCMEES SR ~ BETE B S SERF IR A R BRI E ))
£~ BN 2

A Phase 3, Multi-Center Study to Evaluate the Pharmacokinetics, Efficacy, and Safety of
Risankizumab with Open-Label Induction, Randomized Double-Blind Maintenance, and Long-Term
Extension Periods in Pediatric Subjects (2 to < 18 Years of Age) with Moderately to Severely
Active Crohn’s Disease

12

240321 [CIRB] 112CIRB11275 PREERE

Sheng-Hao Lin

EEIE LK YV

—IHLL Vudalimab ff F{ ERE L Pembrolizumab £ FIALIZE(E Rt B/ N R A B 5 2 55— 4%
AR 1b/2 B ~ BB ~ BEt B slER

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

13

240412 [CIRB]) 112CIRB11265 |#FEZEEE 1K W5E RSB

HsuHeng Yen

—IFE5 3b W~ B~ B - 2By o BTG Guselkumab (5 A b P E B HY A BE
REARREGEEH

A Phase 3b, Single-Arm, Open-label, Multicenter Study to Evaluate Transmural Healing and
Disease Modifying Effect of Guselkumab in Crohn’s Disease Patients

14

220705 [CIRB] 111CIRB05088 |HAf #5508 2 X #I5& PREE A

Sheng-Hao Lin

—IEH =0 ~ B ~ BERE O ER - ELEL Lazertinib GfFHEZ TS Amivantamab FHECRY
AEARE T Amivantamab - St 525 Osimertinib S LE2/EFE (L EA EGFR ZE8 it
HISERS M TR/ 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

15

230619 [CIRB] 112CIRB05094 |HAd #4555 1 X #I5& JoREir)

Chien Hsun Hsia

—IE5E 31 - BT ~ S
NHIRR 2 4

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and
Safety of MK-0616 in Adults With Hypercholesterolemia

T HEERES - BTG MK-0616 F A BB I [ it 1L > ok

FUH H1IH




