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2023 year 11th-B IRB Meeting Minutes
#f Date(YY/MM/DD) : 2023 4£ 11 H 24 H ( 28iF)
fi] Time : 12:00-13:55
%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)

HEHE (B ~ B ~ RIEE - B R IH N 3 unarst ~ B ]

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

EpiE (B ~ B85 - R - BAM - 20iE)

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

e R [Brr - B - RIEE - BEAh - 5914:]

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

MR (e ~ B ~ REEE - 280 - 5514 )

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

sk (R - JEEE ~ JRRIER ~ 11T~ 20iE]

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

ME= [(BE5h - IR - FERIER ~ AT ~ 201

Lin, Chien Yun [non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, lawyer, female]

F182E [Besh ~ JEER ~ JERIE - (g AIEA LSBT &R ~ 5tE]
Wang, Fu-Yan [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]

S [BEAh - JERR ~ FERIEE ~ WAERRAR (MEAIEAL) ~ 5]

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

F1H HI13H
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N | sk
B 5 | B&HN(3) - #EAH(L) ~ FrEt(L)
Medical Personnel doctor (3), Pharmacist (1), Statistics (1)
FFERE 4 | EREQ) - T - HEAEALQ)  mAERAERQL)
Nonmedical Lawyer (1), Social Worker (1), Member of society (1)
Personnel Patient group representative (1)
Fieg 5 | B&EN(3) - &EAM(L) ~ FrEt(L)
Scientific member doctor (3), Pharmacist (1), Statistics (1)
kRl 4 | EEL) ~ HET(L)  HEEATEAD) s REQ)
non-Scientific Lawyer (1), Social Worker (1), Member of society (1)
member Patient group representative (1)
% 6 | BEN@) ~ BedN2)
male Affiliation with Institution (5), non-Affiliation with
Institution (1)
B’8 3 | BeN@) ~ BedNL)
female Affiliation with Institution (2), non-Affiliation with
Institution (1)

=¥ Remarks :

O g " ABEITEE ) Bk FEGEEZE DAL L BEEAFRER A

it & A EAL TN A LB Ty 2 DU E S MR R
=2 FEEGHGN  FEEETIETEEETEESR - SR RS
Y EEE 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
appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ g " AESH Tt MR AT B S EFE A A EEEEB

—AEFFEAE G HFZR BB N 2 IFRAEYRER Sy RE
B—ANUE-TALE - AREAZEEG EHE=72 D ELZZEHE
AL EZEES > EEFEL L2 ZEHE > (65T - HEZEERE
— MR RNISHETTE S - 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
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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.”

51 N & Presenting staff : (fkfElg omit title)

male]

m R [BESh

B E (IRB#4&) Liao, Shu Chen (IRB secretary )
#EF Yeh, Cheng Chi ( IRB staff)

FI5Z Lin, Ciao Yun ( IRB staff )

73S Hung, Tsui-Hsia (IRB staff)

g Li, Hsin-Yi (IRB staff)

o Bt Leave : (BkfEES omit title)
B 2R [Fesh
Liu, Po-I

B BIEE - BEED - ]

B~ MR - Bt ~ 20k]

[ non-Affiliation with Institution, Medical Personnel, Scientific member, doctor,

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

B R (el - TR - JERER

& N IE A -FRE F 4w

2]

Hsiao, Ling-Ling [ non-Affiliation W|th Instltutlon, Non-medical Personnel, non-Scientific
member, Member of society-housewife, female ]

Eh J& Absence : (BEfEES omit title)

=t #% Recorder :

HEZEER Hung, Tsui-Hsia

7~ FEFENZ Meeting :

(—) ShEmEZE (FZEEXEE R ) Discussion (theme and decision)
T s s
4EEE 230724 %
Ui E5S 2 K] | DURRUIEE P G hiss e AL AR EEY)
FRA P BRE
ek © 230912 o S IEGiR e
(EZ; s 1 %) LA [FI4H & LA G REEYIE B B T FiT B Bres
o ’ SRS i s S B L
ek © 231007 S IEGiR e
{Z:; s 1 %) [a]jBH B MR BB e e PR = v S A T IR
TR | sk R
T I e e ME 2 B 5T
&k + 231011 C HHEmtmBL R « B—rpul 2 48y EIEREE

HI3H HIZH
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Orze #8356 1K1
EFFA ¢ ERIETT

4wt 090902
(A2 14 K]
EXSVNRE' =IN

HERR I 2R A BRIV AL Z 5S>
T

W
i
2
R
0

45k ¢ 181019 - s | T
e Ve SRR MR A Y MBS R RGO
DHPRRERS X omomate
ERFA 1 5B
4R9k © 201209 (ENXET L=
U @EE s w] | MmidRais
EFA 0
45k ¢ 210508 ok
Uicp s 2 20 | LLEE R E R AR B I A R R
HEE 2 K] 7%
EFRA L BEE
45k ¢ 221006 BT
U @Es 1K | OB EEOARN R B HTHIRRGETS --h
WEE 1K) s
EFEA ¢ PRBETE
?Eié;;i%] —E?%ﬁﬂ%ﬁ%ﬁ?%ﬁ%ﬁ¢%%éﬁ Pkt
e FIREAT 2 WIP-53tER (VELOCITY-Lung)
45k ¢ 210508 725 IR B T
EN- D AT R S A S T S AR R B
202307-14 -
EFA L BUE
45k ¢ 211108 725 IR B T
[ Rafe] AN LA M R BB e A\ L
202310-9 LEEUERIEE e B R
EFA ¢ EEYE
fﬁ;é;ﬁi 3 B - SR s [ T
e f%¢9ﬁ%’ﬂ@QTMmm%mH%ﬂﬁ
e B E S B BRI 2
4 ¢ 221225 172 B R T

[ ~EREEA]
202310-13
EFFA - pREEEE

—IHRHE T D R G e BB ey et
FIRERL 2 HiE&stEs (VELOCITY-Lung)

HA4H HIBH
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dmik © 210518 —IASS 3 HA ~ Bt - eSS - STEEARRE | SHERPIRER
[EhEhiE 1 K] ZUE T ~ 48 PD-L1 FRiEEREERY H A AT UIBRAY & H0
FRFA ¢ PREERE M SR MRS N R A B - PRET
Ociperlimab(—7#&#1 TIGIT $if8) HtH
Tislelizumab #H#: 7> Pembrolizumab FY/EF
&t © 211120 — I B R AR RN T32 G (EGFR) ZEE 1Y fa) AR

B L

K]

EFFA © PREEAE

Hot B BEERS M B AlFeeE (NSCLC) I 4%

Osimertinib ;&P REAVIRE > 25 Amivantamab

3 M ~ Rt ~ Bt s

A1 Lazertinib ffF & $0{ LRSS LEAVEE

(Z) B W7 Z (& %7 ) Report the approved protocol

by expedited review

BETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 231101 |tEECRESHE(LEVAREYI T RER T | £RE (i) (&)
EEERRELLO R HAth % 2 B 5T Wang Bing | (N/A) (N/A)
Comparing different chemotherapy regimens Yen
for esophageal cancer in terms of complete
response rate and other outcome

(=) WMET I A 8T 2 (F5 53 4) Report the approved amendment by expedited

review
EREE | JFEEEF
J75% | IRB 455k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150802 |FRat e B ARBUARRIRE | MES (i) (&)
[ 3] | HAERA M Che Lin (N/A) (N/A)
Investigation of the Association Between
gene and before-after breast cancer treatment.
2 200208 |LIBRETTO-431: —IEZ ) ~ [iEt&%sy REE (#%) (#%)
(% 9] |BC ~ BB ~ 55 3 By - Ehig Sheng Hao | (N/A) (N/A)
Selpercatinib -5 171 Pemetrexed &£ Lin

FECRAFF Pembrolizumab » 40 Al =l
R RET Bh&F5 M3 E R A 046
NELS

LIBRETTO-431: A Multicenter,
Randomized, Open-Label, Phase 3 Trial
Comparing Selpercatinib to Platinum-Based
and Pemetrexed Therapy with or without
Pembrolizumab as Initial Treatment of
Advanced or Metastatic RET Fusion-Positive

HS5H 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
Non-Small Cell Lung Cancer
3 211114 |5} Marstacimab FHPGMGERT AR | AR () (HE)
[ 10K ) AHIHDHE B (BHMAT&M <1%) [Ming Ching | (N/A) (N/A)
A BIMAR2 BB B A B ARIEST | Shen

fEZPEEREE B MRS BE (5
IMATEME?22% ) FEIZE e ~ 2 AT
SEUH—TE B PR fe

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.

(MY kx>~ Bidh 5 (F5 228 2&5) Report the approved interim report by expedited

review
BREEE | JFEREEH
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150913 | AR e A\ gt SRR EHA AR | B85 (&) (GE)
(25 8 K] |G AL B B A - D3 - FEMERFL | Hung Wen | (N/A) (N/A)
G B % H) 5P Lai
Compare CCPC breast cancer care program
with conventional breast cancer care program
in breast cancer patients in physical,
phycological, spiritual and social aspects
2 161114 | FEETMNEELEERIRBIVS - | BEX (i) (&)
(25 7 R |0 FR s R R 2 o T L PRE S Hung Wen | (N/A) (N/A)
Breast reconstruction surgery in Taiwan Lai
female self body image and psychological
analysis of patient satisfaction and
Discussion
3 191112 | Eb#nnss EB s E B R EMAMBETTE | REX (GEY) (HE)
(56 4 20 ) | 37 SRl 1 SR e 5 A BE PR FEF > ({4 | Chih-Wen | (N/A) (N/A)
Comparison the clinical value of the Abbott Twu
RealTime EBV kit and self-established
detection system in nasopharyngeal
carcinoma
4 210804 | TRETHFSM LEHEERIMTRIERAIR A 2 | fldEE (i) (HE)
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
(25 2 Y| ATl B P il & s = R | Ke Meng (N/A) (N/A)
Explore the effect of gamification evaluation Zhun
applied to preoperative cognitive therapy
intervention in reducing delirium after
cardiac surgery
5 211102 |\ REFHEMEFEOMZE TR | 2RE (i) (HE)
(55 2 K] | BRYRIRESER LINGJUN | (N/A) (N/A)
How pain resilience and spiritual health LIU
affect the pain experience in patients with
low back pain.
6 211206 |"{ERREFHIRE T AIER A ERBS L | BREXL (i) (HE)
(25 2 RY| B oo e R Pl B RSBl |YenJu Chen|  (N/A) (N/A)
1~ IEEERR RS ~ ek 77 MG
Examine the Effects of the Service of
Preparation for Return to Work in Cancer
Patients: Development of the Occupational
Assessment Inventory to Cancer (OAIC) -
Chinese Version, Care Needs Assessment,
and Testing of the Service Program
7 220811 | GEtEMEMEMEE MR A2 EEERE | (i) (HE)
(25 1 2R ] |t &R oMb oE Kuan Ming | (N/A) (N/A)
A multicenter, retrospective, electronic Lai
medical record review study to understand
the clinical characteristics, treatment pathway
and resource utilization for patients with
chronic lymphocytic leukemia in Taiwan
8 220014 | TS EEHEWN AL EEREEHS | EEE (i) (&)
[ 1X])|FEEaREEZRA - BEHEETFEK  |LAICHAO | (N/A) (N/A)
To explore the cognition, anxiety, and CHUN
learning needs of nasogastric tube feeding in
the primary caregivers of discharged patients
with nasogastric tube indwelling
9 221117 |\ PR B NS e gt BT 2 40E 8 | iR (GEY) (HE)
(25 12k ] |REAHRANZR Pao-kuei (N/A) (N/A)
To explore the factors related to lifestyles Lee
that affect fragile hip fractures in the elderly
10 | 221118 | PRETHLEBFHENER GRLEN T | BREZA (&) (H&)
[ 1] |6 DarRen (N/A) (N/A)
The molecular mechanisms determining the Chen
response of breast cancer to clinical therapy
11 | 221231 |EEERMEAVEFRIEHFE MERRF 5 AGEE | SRA9S (GEY) (HE)
(55 1 K] | M2 DipearaiAt = mIDNA BRE 2 65T |YuTingWu | (N/A) (N/A)

TR A U B A B (5 A 4Er LA
JaFEEH B EE

FTH HI3H




2023 55 11 ¢ 55— IRB &5

BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Study on the selective turnover mechanism in
the modulation of mtDNA stability using
MERREF patients-derived iPSCs for quality
and confidence in disease modeling and its
therapeutic implications
(71) HETHEE 2 45ZEH5 Report the final report for reference
BETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 130301 | —IHESFr2EEMRE R ZEEE | MEE (i) (H%)
T Bruton &Rz s 2 (BTK)HIH ] Hsuan-Yu (N/A) (N/A)
PCI-32765 (Ibrutinib)f£F Bendamustine k7 LIN
Rituximab (BR);&BHFEIR/TIC - &5 -
B - 56 3 HWiEEe
A Randomized, Double-blind,
Placebo-controlled Phase 3 Study of the
Bruton’s Tyrosine Kinase (BTK) Inhibitor,
PCI1-32765 (Ibrutinib), in Combination with
Bendamustine and Rituximab (BR) in
Subjects With Newly Diagnosed Mantle Cell
Lymphoma
2 191227 | REGBEREZTI B EFEERTIE T | Fl2) (9] (H%)
M S AEAE(E A\ (R B B E A Yen Tze Liu|  (N/A) (N/A)
The establishment of the database for big
data analytics and risk prediction model, and
the application of personalized precision
healthcare
3 200823 | MERRERERHMERER A BB = G REt TR | PBREAES (i) (H%)
TP RS T B FEPER ] 2 B Ming-ling | (N/A) (N/A)
Investigation and analysis of the effect of fall Chen
prevention in hospitalized patients with
hematological oncology
4 | 211209 |PANCREASaver BhfER, " A\ TRZEHEf | BiEH (&) (HE)
FHEEORIEEAY | PERERRPRIE I B RTHE T | MuKuan (N/A) (N/A)
Eag Chen
Cross-institutional retrospective and
prospective clinical validation of artificial
intelligence model (PANCREASaver) for
detection of pancreatic cancer.
5 211241 | DUsg{E2d MEWS (MEWS+) FrZdEilE | RiEE (i) (i)
B Al S T il chinfu | (N/A) (N/A)

H8H HIZH
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BREE | JFEEESE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Established innovative medical care early Chang
warning technology with enhanced MEWS
(MEWS+) feature model
6 220121 | ZEEmpsPHZERE R oA - THE TP | BT (&) (HE)
WH5E - Ping Fang (N/A) (N/A)
Early warning and dysfunction prevention of Chiu
dialysis vascular access
7 | 220608 | MR EAZAHAMET L COPD S LAYIRLRME | PREEHE (i) (HE)
alER Ching (N/A) (N/A)
Nonlinear association of blood monocyte Hsiung Lin
counts with exacerbation COPD
8 220919 | EE{R-ETR ISR R R 2 AR ST RN (i) (H%)
Quality of Service in a Postpartum Care YuMingJu| (N/A) (N/A)
Center
9 230107 |B ZUFFREEY)(E & 2 B BURF RIS 20 | BHES (i) (H%)
%2 HsuHeng (N/A) (N/A)
A study of HBV relapse after discontinuation Yen
of antiviral therapy
(78) IHEEFEE 248 1E#i Report the terminated protocol
B =
et BRER | s
FFak | IRB 4wk sTE A FFA | Medical mevi
No. IRB No. Protocol title Pl primary Sview
) result
reviewer
200208  |LIBRETTO-431 : —IAZHu, ~ B THEC ~ | PREERS (&) F&
BERUE S ~ 25 3 HisEs » Lh#s Selpercatinib | Sheng (N/A) File for
B-Er$040 Pemetrexed &2 F sl R FH Hao Lin reference
Pembrolizumab - fi EieHAslEER2 4 RET Bt
5T NIRRT FY R)A6 B
1 LIBRETTO-431: A Multicenter, Randomized,
Open-Label, Phase 3 Trial Comparing
Selpercatinib to Platinum-Based and
Pemetrexed Therapy with or without
Pembrolizumab as Initial Treatment of
Advanced or Metastatic RET Fusion-Positive
Non-Small Cell Lung Cancer
SEUEERA ¢ AEERFER 2022 4 07 A 21 HEERE - AR AZ#E - BlYNERE
5% B AR A AET I - SO AR AR SR -
RERZEZPO0RBE - MAEMERBP OAWASZHE - AENIERIT
o Sk H A AER HAA -

(£) MEDHFEE=H4E Report the suspended protocol ( 4 None )
() HEEEE ZBIZEH S Report the withdraw protocol (4 None )
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(L) s E2zAE 2 B#F7/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Edf# e/ JIRB/ C-IRB/ NRPB

FFa% | IRB 4R55 SR P& B8 FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=475 Protocol title
1 231017 [CIRB] 112CIRB08171 |¥i%E )% PREE
Sheng-Hao Lin
—IASS 31 ~ BERR O IC - B - LRIBINDE M ISR IRV RS - P EUIRRZ S I -

A ~ 1B (N2) BAFE/NAHAE R Ay 2 50 - BEZE(E FHERBN 14 V940 ( mRNA-4157 ) i
Pembrolizumab AHEZ A E B 14 Z2 7% 71 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, 111B (N2) Non-small Cell Lung Cancer

231020 [CIRB] 112CIRB07149 |¥#rZ #HESE 1 X RAEH
Jin-Ching Lin

—IHE 2 ]~ BERO I ~ JEMEEEY IR Y BRI - SFAh LBL-007 ff Tislelizumab LA
FALEE - AR E A VIR BEE R M B SRR B - (F RS —GUa R B2
s

A Phase 2, Randomized, Active-Controlled, Open-Label Study to Evaluate the Efficacy and Safety
of LBL-007 in Combination With Tislelizumab Plus Chemotherapy as First-Line Treatment in
Patients With Unresectable Locally Advanced or Metastatic Esophageal Squamous Cell Carcinoma

231024 [CIRB] 112CIRB08170 |¥#rZ #J%& [CES T
SHOU TUNG CHEN

—IEE =M ~ B ~ Bt BosER - BHRRTR G2 Ia Ry = Vsl S 2 AR R R
SR DR NBRR A RN T2 el R RS2 > UESERTZEM: Datopotamab Deruxtecan
(Dato-DXd) Jjfi_F Durvalumab - [E1&45 FEBhM: Durvalumab Jji_E=iAR 0 EABEE » FHEF R
A Pembrolizumab fi1 FALEE » BE1R4E THHENT: Pembrolizumab A FE0A 0 FABEATEREE
(D926QC00001; TROPION-Breast04)

A Phase 111, Open-label, Randomised Study of Neoadjuvant Datopotamab Deruxtecan (Dato-DXd)
Plus Durvalumab Followed by Adjuvant Durvalumab With or Without Chemotherapy Versus
Neoadjuvant Pembrolizumab Plus Chemotherapy Followed by Adjuvant Pembrolizumab With or
Without Chemotherapy for the Treatment of Adult Patients With Previously Untreated
Triple-Negative or Hormone Receptor-low/HER2-negative Breast Cancer (D926QC00001;
TROPION-Breast04)

231107 [CIRB]) 111CIRB12255 |#ZE ()% FEE 84
KuanMing Lai

—IHE 3 W~ ZrhL - BN - s - RIS - AL EREMETE AR
EAEaF{d Obexelimab Y RA H SR A MMEE B EAVFRELZ =M (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)

211110 [CIRB] 110CIRB07138 |8 ZZ 6 X #)F BISP5
Ping Fang Chiu

%10 H 3 13 H




2023 FE5 11X 5 IRB &

—IABEROC - B - R ST - ZHU0RTER 3 SRR - STETEREIR IS M
R B TP (0 P AR BEEE N | Flnerenone J&YRRE B s o LA BRI 22 4 1k

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 |$EZEEE 7 X W& PREERE

Sheng Hao Lin

— IR EA R B RA T ZHG (EGFR)ZE 851 =y HMG H s A5 ME /N Al At i ez (NSCLC) Il 4%
Osimertinib J&EE4 Y 2 0 2EE Amivantamab 1 Lazertinib 0 FH &40 b R 2 81 LAY
55 3 B ~ B - BT BB

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.

220525 [CIRB] 111CIRB02043 |$¥EHZEEE 4

1Sl
TzeHo Chen

R W)

—THBERE YT ~ 55 2 HIEtEE - DL Pembrolizumab DURALFEGFRIECRBEA MK- 4830 1F K
B SR OV A AT B

A Randomized, Phase 2 Study of Pembrolizumab And Chemotherapy With or Without MK-4830 as
Neoadjuvant Treatment for High-Grade Serous Ovarian Cancer

220705 [CIRB] 111CIRB05088 | HH ZEZE 5K )5 PREEfE
Sheng Hao Lin

—IASE = ~ B - BERR O BCaEs o Ehfz Lazertinib fFFIEZ M35 Amivantamab AH#E
FFARENE Amivantamab o ¥ 257 Osimertinib FABEE A% E(LEA EGFR 288 i
HREEERS TR/ N R AT R

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

220814 [CIRB] 109CIRB12239 |8 ZEFE 4 X )5 PREEAE
Sheng Hao Lin

—IAST ¥ PD-L1 [ YRR M IR N e hfifE B o () MK-7684 i1 Pembrolizumab 575
(MK-7684A) fHEL 7> B2 A& (5 ) Pembrolizumab fF fy28—4RFEOEA Z S =HA ~ Zrup ~ B 4HAY
EHE A EE(KEYVIBE-003)

A Phase 3, Multicenter, Randomized, Double-Blind Study of MK-7684 with Pembrolizumab as a
Coformulation (MK-7684A) Versus Pembrolizumab Monotherapy as First Line Treatment for
Participants With PD-L1 Positive Metastatic Non-Small Cell Lung Cancer(KEYVIBE-003)

10

230205 [CIRB]) 111CIRB07124 |SEEEZEE 2 X ¢ PREEfAE
Sheng-Hao Lin

—IAS 1 ] ABBV-400 EHXAR ARGsEs - BTG E S R\ 2 sl Eat it B et
SEREN BRI

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

11

230619 [CIRB] 112CIRB05094 HEE)

Chien Hsun Hsia

EEEF LN D2 K

FUHE HIH
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—IHSE 3 HH ~ BB OID - BT - LRIBIE ISR - 55 MK-0616 H1A B = HE E B E 2 B
NP A2 2

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

12

230901 [CIRB] 112CIRB06140 BEEHZEEE 1 X W H )
Chien Hsun Hsia

—THSE 3 ~ BEt O C ~ LRI HHIREE RS ER - SHE MK-0616 FIFYA & 0 e 2 =2 5
BV EAOME AR REHIFRSE L 2

A Phase 3 Randomized, Placebo-Controlled Clinical Study to Evaluate the Efficacy and Safety of
MK-0616 in Reducing Major Adverse Cardiovascular Events in Participants at High Cardiovascular
Risk
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A Phase 3, Double-Blind, Randomized, Placebo-Controlled, Parallel-Group, 27-Week Trial to
Evaluate the Efficacy, Safety, and Tolerability of Two Fixed Doses of Tavapadon in Early
Parkinson’s Disease (TEMPO-1 Trial)
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The Observational Registry: Nationwide Data Collection on Gastrointestinal Stromal Tumors
(GISTSs) Patients (Taiwan GISTs Registry)
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A PHASE II, RANDOMIZED, OPEN-LABEL, MULTICENTER STUDY EVALUATING THE
EFFICACY AND SAFETY OF GDC-9545 COMPARED WITH PHYSICIAN’S CHOICE OF
ENDOCRINE MONOTHERAPY IN PATIENTS WITH PREVIOUSLY TREATED ESTROGEN
RECEPTOR-POSITIVE, HER2-NEGATIVE LOCALLY ADVANCED OR METASTATIC
BREAST CANCER (i\Ezfi5f#E :© acelERA Breast Cancer)
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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.
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A Phase 2 Study of Magrolimab Combination Therapy in Patients With Unresectable, Locally
Advanced or Metastatic Triple-Negative Breast Cancer.
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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
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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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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
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