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2023year 5th-C IRB Meeting Minutes
— - H #H Date(YY/MM/DD) : 2023 405 H 25 H ( £HirU)

£ f&] Time : 12:00-14:06

=~y BE Location : FHESER RS B1 =2k B =

g~ F [ Chairperson :

BAAE (B ~ B8~ RIEE - BT~ 5]

Yen, Hsu-Heng [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]

HifFE A\ & Attendant : (fEfEES omit title)

B EHAMm (B~ B RBIE - BT 5]
Tsao, Shao-Lun [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male]

B Skl [BEr - B B - B - 5514 [BME 52 G FREE AR A (R 18 %) >
S B e Bl )
Kao, Jun-Kai [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male]

B U (BE ~ B BRI - BT - 22it]
Ni, Ting-Yuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female )

B TR (B B BRI AT i)
Lee, Chien-Hui [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female]

B SRR (Besh - B BRI At - k)
Tsai, Chung-Jung [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, male ]

B itdd [P - JRE - JERIE - 1t T~ 2] (BB 2EEIGEE-RBEEAN (R
18 5%) - fLLAM]
Hung, Wan-Chun [ Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Social Worker, female ]

B EEEE (B - FEERE ~ FRRIER ~ JAEREE ~ 5]
Chen, Ming-Fong [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Law, male]

B ZERlz (Besh ~ B - I - 220~ 20ME]
Tsai, Pei-Ling [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, female ]

B EEOE [BESh ~ TR - BIEE -~ 1 g AR AL ~ 20f]
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Kung, Hsin-Yi [ non-Affiliation with Institution, Non-medical Personnel, Scientific member,
Member of society, female]

AEEere [Besh ~ FFEHR ~ FRREE - HEAIEAL-ZE TR - 0]

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

ERE [Besh ~ JERIE - FFRIE - g AIEAL-FETRE - 0]
Wu, Tzu-Hui [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Member of society-housewife, female )

AN# | fst Remark
Persons

B 7 BaEM(5) ~ ZERT(L) ~ 451D
Medical Doctor (5), Pharmacist (1), Statistics (1)
Personnel
FREE 5 Q) ~ EEQ) ~ HEAEALE)
Non-medical Social Worker (1), Law (1), Member of society (3)
Personnel
Pl 8 BSEM(5) ~ EERN(L) ~ 45T (D) ~ HEAEALQ)
Scientific Doctor (5), Pharmacist (1), Statistics (1), Member of
member society (1)
FERER 4 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 5 BEr(4) ~ BEFNL)
Male Affiliation with Institution (4), non-Affiliation with

Institution (1)
B’8 7 BE(3) ~ BEFN4)
Female Affiliation with Institution (3), non-Affiliation with

Institution (4)

st - © KB T ANRHIZTE ) Bk FEGEEZE AL L G8ERE
R FEAME AN RO BZ Ty DL b f£—
MRARER =02 — - FEEGHER - SBFHIEHEHESIERE
X BT S TR E RS L ARSI E R, -

(According to Article 7 of Human Body Research Law, the review board
shall comprise of at least 5 board members, including legal experts and
other impartial citizens. More than two-fifths of the board members shall

Remark:

be persons not affiliated with the research institution and either of the
genders shall not account for less than one-third of the board. Experts in
the field related to the study protocol or representatives of the special

H2H HI3H
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population in the study shall be invited to attend review board meetings
and voice their opinions.

@ iz " AR mEEEZ B GHSEFEHINE ) A0 FE
AR PEEGHRR R FEZR B EaEREIN  IE R A
EREERREE— AL - AADE  RREAZEES  EE=7
2 EZZRENE  CAM E2EEE  [EAFEMU 2 EEN
W WY - EZ B RE MR - AMETEE -

® According to Article 6 of “The Organization and Operation of Human
Research Ethics Review Board,” attendees of the general board meetings
shall include more than 1 board member who is not affiliated with the
institution and who does not have biomedical background. For review
boards of more than 5 members and less than 7 members, more than
two-thirds of the members shall attend the meetings. For review boards of
more than 7 members, the meeting shall only start if more than half of the
members are present. If all the attendees are of the similar gender, the
meeting shall not be conducted.

515 A & Presenting staff : (FfEES omit title)

e
=]

iR
E

=0 (IRB #42) Ng Sock Ping (IRB secretary )

#FE (IRB{THE(A &) Yeh, Cheng Chi (IRB staff)

#152= (IRB {TEC A &) Lin, Ciao Yun (IRB staff)

AEEEE (IRB {TECA &) Hung, Tsui-Hsia (IRB staff)

ik (IRB{TECA &) Li, Hsin-Yi (IRB staff )

KME Gu, Tian-Syong ( f##Z 5 -BIEE & - IRB 230518 f7[E FHFA )
&2 Leave : (JEkfEES omit title)
Ji% Absence : (ffEES omit title)
#% Recorder : 38  Hung, Tsui-Hsia ( IRB staff)

Ti @595 Meeting
(—) ShEmEZE (FZEEXEE R ) Discussion (theme and decision)

T st ik
4m5E 1 230333 (ENXeF-Bo

Orze #3455 1K1 | PS128 BfiHs Ak [ERT LG il
EFFA - RFHFR

dmat © 230406 M FIBEIERFFE IR COVID-19 /NN | (BIER RS

Ui 35 1R | (VPR EL s R IE FHEME

HI3H HIZH
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EFRA - R

45k © 230410 EIEGEE
(3722 WHEE 1R | s B R R R R B TE
FHEA TEE
458k 230517 BRSO RERLARRY S EE | BTERET
[#2] PTG, SERMASAIRING MR T
FEAEEE | REUEERE S G
ig;f%ﬂs S Al BTSRRI ER  SE a g |
EETONE o
A - 200710 SR ZES B AR AR T A ey |
CTiE<VEQ -
FHA C EXH -
ig;%;f;d R EE B A R PR
e | PRPIE(SARS-COV-2) T A
dmok - 190717 GLORIA #{Es : —I5L 31 Globo H ¥Z i adagloxad | % 4
[HAR#HESE 4 k] | simolenin (OBI-822) /OBI-821 {F RllBh & A6
FHEA BESFER | B ER R Globo H M SRatE T s

SR BEMEOTE - B
4a 210612 —IE A N S - EENIRAE AR, | Bk
(R 2 K] | B ST ol e e MR AR 2 3t 2
FHEA C ELEIE PD1-TIM3 #4554 hi g2 RO7121661 K7 PD1-LAG3

EERE EL DT RE RO7247669 FHE: nivolumab 7 B34
45k * 220603 —(EBEH - e - SR B A o | (EEREE
U s 1 0] | $HEHIERE & R 4 A B B 40 T IR
THEA T | A(ceftriaxone) BT Rk ZE 4o
48+ 220631 —IE M 52 HEITRER o LB IcoSema | [EIE&IEE

(A siesss 1 K]
EFFA AR

F4g#E—2 insulin icodec FYERFIZE2: » Wi{E
SEIRAHIT RN s G 0T DR UMERR IR EEY) > - &
H R AR S AR A (R0 AR IR S8 -
COMBINE 1

4R%E © 221012

[ ~EREEA]
202304-4
FFRA - g

GIE h EP I B R L BRSSO A
RT3 (SARS-CoV-2) ftf THR ER fiitn B 2

FE - FEEsRE e T

4R%E © 221012
[EHEGEE 1 K

GIE h EP I B R L BRSSO A
NI 5E(SARS-CoV-2) it f T E2 il B 2

-
[
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#3F 1K)
EFFA ¢ B

(=) Eimil > 935 Z (f5 5,9 4) Report the approved protocol

by expedited review

BREEE | JFEREEHE
Fra% | IRB 45k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 230206 |2021-2022 FREEERFRHEERI TSI | BRI (i) (i)
An epidemiology study of pesticide Li-Yuan (N/A) (N/A)
poisoning based on 2021-2022 hospital CHEN
records
2 230303 | {(EREHAM LEER I HI bR AL OB | SRk (i) (&)
BRIy - RATE A Chew (N/A) (N/A)
Risk factors and early prediction model of Teng Kor
cardiac arrest during hospitalization
3 230411 |\ BRGAATERIH R RIS < KB FEDL (&) (HE)
Brodie’s abscess in an infant: A case report |LAI, WEN-| (N/A) (N/A)
and literature review WEI

(=) Ik 2 885 Z2(f5 528 %) Report the approved amendment by expedited

review
BFEEE | JREEERFE
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190406 |5 AUNERRPEFEHY Semaglutide L0ME | AHELE (%) (E%)
[5 9 2] | 45588 (SOUL) Tu shih te (N/A) (N/A)
Semaglutide cardiovascular outcomes trial in
patients with type 2 diabetes (SOUL)
2 190414 | PG ASERRN FITHEE SR Tl ke | B (i) (H%)
(25 4 X])| A8 Tl AL ST A EIRE 25 | HungWen | (N/A) (N/A)
B VbR Tl < ELE MR SE Lai
Robotic versus conventional or endoscopic
nipple sparing mastectomy in the
management of breast cancer-Retrospective
analysis and prospective study
3 201210 | —IEZ5 2b M - FEREOTHC - e - RA | BE (HE) (%)
(25 7 2] | #0aAEs - PG EDP-938 ¥y B AET: | Kuan (N/A) (N/A)
VRGP E R e s S RS tERE | Ming Lai
ZEIIER
A Phase 2b, Randomized, Double-Blind,
Placebo-Controlled Study Evaluating the
Effects of EDP-938 in Hematopoietic Cell
Transplant Recipients with Acute Respiratory
Syncytial Virus Infection of the Upper

HS5H HIZH
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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

Respiratory Tract

210302
(% 7x%1

— IR ~ JEEERIESE, ~ ol
AR > I RIESER GRS 3 &
R R SRAT - LARRAHBEA 52 (AAV) G-
Spark100 (Benegene-1) "FRIfIAZ 12 &
HEEHEE B MMAIRMASEE
(FIX:C?22%) K iR fHRH R 25 kS 6 (AAVE)
PP 2 PR EEAE A RIMAR
RAZELE (FVINC?1%) > SH5 LA
R (FIX) =88/ GEEmAT (FVIN) FHf
MR R AAE—RURRE . T Y ATHE MR
FIEEE N Z =R ER

AN OPEN-LABEL,
NON-INVESTIGATIONAL PRODUCT,
MULTI-CENTER, LEAD-IN STUDY TO
EVALUATE PROSPECTIVE EFFICACY
AND SELECTED SAFETY DATA OF
CURRENT FACTOR IX(FIX)OR FACTOR
VHI(FVIIPROPHYLAXIS
REPLACEMENT THERAPY IN THE
USUAL CARE SETTING OF
MODERATELY SEVERE TO SEVERE
ADULT HEMOPHILIA B
PARTICIPANTS(FIX:C?2%) WHO ARE
NEGATIVE FOR NEUTRALIZING
ANTIBODIES TO ADENO-ASSOCIATED
VIRUS
VECTOR-SPARK100(BENEGENE-1)AND
MODERATELY SEVERE TO SEVERE
HEMOPHILIA A ADULT
PARTICIPANTS(FV11I:C?1%)WHO ARE
NEGATIVE FOR NEUTRALIZING
ANTIBODIES TO ADENO-ASSOCIATED
VIRUS VECTOR 6(AAV6), PRIOR TO
THE RESPECTIVE THERAPEUTIC
PHASE 3 GENE THERAPY STUDIES

TSR
Ming Ching
Shen

()
(N/A)

(%)
(N/A)

210309
(% 2%]

P3G IR PR 4R i B AT A
Therapeutic effect of acupuncture on
dysphagia in children with developmental
delay

HE
Chang-Ju
Hsieh

(%)
(N/A)

(H8)
(N/A)

210710
(%5 7%1

—IAREMR I - 55 2 B - SERER DT
fi Dostarlimab fji1_-{EFAHE A
Pembrolizumab fi1_FAbEe(E AR R IR
i RIE /NSRS R

PREERE
Sheng Hao
Lin

(i)
(N/A)

(H8)
(N/A)

6 H HI13H
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
A Randomized, Phase 2, Double-blind Study
to Evaluate the Efficacy of Dostarlimab Plus
Chemotherapy versus Pembrolizumab Plus
Chemotherapy in Metastatic Non-Squamous
Non-Small Cell Lung Cancer
7 220126 | EERIR S SR ANL ISR SRS R e | BIRES (i) (HE)
(55 1] | PEnkE 2 R b Liao SuFen |  (N/A) (N/A)
Effects of expiratory muscle strength training
and electric stimulation on oropharyngeal
dysphagia in acute stroke patients: a
randomized controlled trial
8 | 220712 |G a MR R AR | RiRE (%) (%)
[ZE2=x])|5E Chen-Shu (N/A) (N/A)
Patient Registry of Multiple Sclerosis in Chang
Taiwan
9 221210 | &R HpRE M ERISECER R E ERT) | B (i) (&)
(%5 22k]) |58 Yang Zong | (N/A) (N/A)
Auricular Vagus Nerve Stimulation to Han
Improve Upper Limb Function in Post Stroke
Patients
10 | 221235 |FERI/ACFZ BRI R S R H AR RS | I (i) (&)
(25 1 K] |fF ~ ERFRIAEBRE Pei-Yu (N/A) (N/A)
Effects of acupressure on physiological YOU

indicators, oxygen demand and length of
hospital stay in premature infants with
pulmonary infiltration

(VO e T A > #8745 (75 5, 38 2%) Report the approved interim report by expedited

review
BEERE | JEREER
Fraf | IRB 4R5% sFEE FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190414 | TP ASERET T ITHE R EERE Tl R Y | RIS (H%) (i)
(25 4 %] | Rsr Filot A B a T A A ERE 25 | HungWen | (N/A) (N/A)
PVl o Z Bt o Lai
Robotic versus conventional or endoscopic
nipple sparing mastectomy in the
management of breast cancer-Retrospective
analysis and prospective study
2 190708 |{=EERTE M ST EA B E T CGnRHa i | FEIG S (HE) (%)
(25 4 K] | FEPEIER B RIRERI T R EREES | Hung Wen | (N/A) (N/A)
5 e ik P A PR IR AR A Lai

FTH HI3H




2023 FFEE 5 5= IRB @
BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Pain evaluation for Premenopausal hormone
receptor positive breast cancer patients, who
received GnRHa subcutaneous injection, and
evaluate the analgesia effect of topical
xylocaine jelly.
3 210103 |\ NRSTEERES MIEES DRivZettsEl | MEE (i) (HE)
(52 %] | A5 Yen Chih (N/A) (N/A)
The safety and efficacy of EUS-guided Lin
biliary drainage
4 220126 | EEHIH SRR ISR SRS R e | BIR (i) (&)
(5 12K ] | s 2 SRR ELER Liao SuFen |  (N/A) (N/A)
Effects of expiratory muscle strength training
and electric stimulation on oropharyngeal
dysphagia in acute stroke patients: a
randomized controlled trial
5 220129 |HEGLFRE S 8-Hydroxydeoxyguanosine 1| ZEFEg (1) (H%)
(55 1 2R ] | RS Bt e 4 A 2 AR RA 1 cheng han | (N/A) (N/A)
Correlation between the concentration of Lee
8-Hydroxydeoxyguanosine in urine of
premature infants and the occurrence of
bronchopulmonary dysplasia
6 220612 |RI&BZ=I9IEFE (Survey-Based Frailty Index; | &0 (#%) (B%)
[2 12k ])|SFI) >~ E5z8 (Validation) Shu-Ping (N/A) (N/A)
Development and Validation of Huang
Survey-Based Frailty Index (SFI)
(f1) HECHFE ZLEZEHE Report the final report for reference
BEREE | JFEEEE
Fe% | IRB 4R5% sTE A FFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 | 210617 ﬁ%@%{ﬁm% RTTARBERRE | S5E | 6) (%)
AR IS wu (N/A) (N/A)
Predication of injury factors after a fall and MEIWEN
fall risk factiors analysis
2 220523 | {5 F A 14k (sodium glycerophosphate),\/m TEZARE (E%) (#%)
R (F R A AR S E R m i HFH{& %2 | JungTing (N/A) (N/A)
A [ VA RS Chang
Different outcomes between usage of sodium
glycerophosphate and inorganic phosphate in
parenteral nutrition to prematurity or
neonate : a retrospective study
3 | 220529 |&EEiEmEEgEBSEAE HEHE | Gia5 (%) (%)

H8H HIZH
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

R EE
Medical
primary
reviewer

IR LA

Non-Medic
al primary
reviewer

mEa

Real-world research for the treatment of
growth hormone deficiency in Taiwanese
children

YI LEI WU

(N/A)

(N/A)

220617

DL S M R R R A e 2 2 BT By
BN ¢ REREAEREEH
Investigating the impacts on nurses’ safety
participation behavior from
multi-perspectives: The moderating effect of
health literacy

ENHES
Lee Shwu
Meei

(HR)
(N/A)

(1)
(N/A)

220703

G B, (trisomy 18)38fr A Fi Ay (S ]
ELi BRI R AR H B B e dT 30 AR 2 H SR
BB LA R R AT 20 R AR
TRREARET ©

Comparison of the survival time of newborns
with chromosomal abnormalities (trisomy
18), about the retrospective medical history
statistics of the Changhua Christian
Children’s Hospital for full term babies in the
past 30 years and Premature baby Foundation
of Taiwan for premature babies in the past 20
years.

PRANE
YuWen
Chen

(HR)
(N/A)

(H)
(N/A)

(78) IEEESE 2954 Report the terminated protocol (4 None )
(t) MECHFEE X1 Report the terminated protocol (48 None )
()V) IEEFEE ZHIZEH & Report the withdraw protocol ( 4 None )

(L) sz AE 2 B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

EX| e/ JIRB/ C-IRB/ NRPB
FFok | IRB 4Rok AT PR EL FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+ZE 4475 Protocol title
1 190604 [CIRB] 108CIRB03049 [ ZEFE 7K )& ‘é%éﬁj(
Wei Wen Su

FOH HIZH
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—IHE = ~ O - 5 - ZRIBIEIR 20 0aEs o st R A MRV PR EUR
AR R =8 % b B AT 4l AE R B > (£ 4] Durvalumab BE— 54 Durvalumab ik
Bevacizumab {f F & (F Ry~ (EMERALD-2)

A Phase I, Randomized, Double-Blind, Placebo-Controlled, Multi Center Study of Durvalumab
Monotherapy or in Combination With Bevacizumab as Adjuvant Therapy in Patients With
Hepatocellular Carcinoma Who Are at High Risk of Recurrence After Curative Hepatic Resection or
Ablation (EMERALD-2)

190717 [CIRB] 107CIRB07095 |52 14 X #)3% Be <A
SHOU TUNG CHEN

GLORIA %3 © —IEPA Globo H & adagloxad simolenin (OBI-822) /OBI-821 {F Byl 4
LG = R T Globo H [5Gt =t A e BEAVE =01 - FEfIIC - Fancidats

The GLORIA Study: A Phase 3, Randomized, Open-Label Study of the Anti-Globo H Vaccine
Adagloxad Simolenin (OBI-822)/0OBI-821 in the Adjuvant Treatment of Patients with High-Risk,
Early-Stage Globo H-Positive Triple Negative Breast Cancer

190906 [CIRB] 108CIRB04070 [$BHEZEFE 7K #IE BHIET
HsuHeng Yen

#IEHA_‘HE BETAI D ~ ZERITIE - B &EP'LDDK%EE » 244 DL Etrasimod {/E;%qjﬁi

A EEIAEE Fﬁzéiﬁﬁxx:ﬁ%n%%%ﬂé&%m%m%x&;\i% M
A Phase 3, Randomized, Placebo-Controlled, Double-Blind, Multicenter Study to

Evaluate the Efficacy and Safety of Etrasimod for Induction and Maintenance
Treatment in Subjects with Moderately to Severely Active Ulcerative Colitis

201006 [CIRB] 109CIRB06111 |%$THZE5E 8 X )% Mot
Jin-Chin Lin

—IHFE =M - EROEC - BE - ZREE - RIS T0aEER - SFE Durvalumab & 0FiEE
PEALER U AR FER R ~ feEF-irIBRAY e B SR AHAE R 2 B3 (KUNLUN)

A Phase Ill, Randomized, Double-Blind, Placebo Controlled, Multi-center International Study of
Durvalumab Given Concurrently with Definitive Chemoradiation Therapy in Patients with Locally
Advanced, Unresectable Esophageal Squamous Cell Carcinoma (KUNLUN)

210105 [CIRB] 109CIRB11210 |%#EZ5E 8 W)5E =
Tu shih te

PR E Rl i s B B Y 60 pR(E) A EFREZ R AR ~ L2l - A BB RN
Immunogenicity, safety, reactogenicity and persistence of an investigational respiratory syncytial
virus (RSV) vaccine in adults aged 60 years and above.

210313 [CIRB] 109CIRB10195 |$H 2555 8 I )55 S A=
Hsuan Yu Lin

FERAZEZHEER B AHRER(DLBCL) H e Gy s E b e s g
D/ tafasitamab fj_E lenalidomide £ F R-CHOP #5552 R-CHOP 27 3 Ky 224 M i) —IE 55 = B ~
Zrfurs - BERE ~ g Z2RIETE RS ER [frontMIND]

A phase 3, multicenter, randomized, double-blind, placebo-controlled trial comparing the efficacy
and safety of tafasitamab plus lenalidomide in addition to R-CHOP versus R-CHOP in previously
untreated, high-intermediate and high-risk patients with newly-diagnosed diffuse large B-cell
lymphoma (DLBCL)[frontMIND]

210410 [CIRB] 110CIRB02028 |$#FZ5E 8 X )& SFEA
Wu Jian sheng

%10 H 3 13 H
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—IES L~ FIRCEAEETER « S FARICIMAB FIF SRR A M/ o M B i
i B 2 S YT 2 M (AVONELLE-X)

A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-TERM
SAFETY AND TOLERABILITY OF FARICIMAB IN PATIENTS WITH NEOVASCULAR
AGE-

RELATED MACULAR DEGENERATION(AVONELLE-X)

220414 [CIRB] 110CIRB05114 |$&#EHZEE 4R ()& PeR <A

SHOU TUNG CHEN

—IES I H ~ BERRSTHEC ~ BRI ~ 2 0atE o SPRIERE RS - 5B 2 AR AR
N7 ZRa(HER)f2 MRy FEAFALIAR B - SFAEEHBITE Giredestrant AH T BSHTEE FEAVERBN LN 77
MR R L2 A

A PHASE 11, RANDOMIZED, OPEN-LABEL, MULTICENTER STUDY EVALUATING THE
EFFICACY AND SAFETY OF ADJUVANT GIREDESTRANT COMPARED WITH
PHYSICIAN’S CHOICE OF ADJUVANT ENDOCRINE MONOTHERAPY IN PATIENTS WITH
ESTROGEN RECEPTOR-POSITIVE, HER2-NEGATIVE EARLY BREAST CANCER

220508 [CIRB] 111CIRB01002 |%$TEZEEE 2 X )% Motz
Hsuan Yu Lin

—IHFER e ~ BECME ~ Ravulizumab $§88 ~ JES5MER SR » STHEPR M REZ liRsIHIED et 8l
AT AR AZ B AR RS RS P 23 MR R M AL 22 PR B 5 Pozelimab 1 Cemdisiran fif
P AR B Bl 2 4

A Randomized, Open-Label, Ravulizumab-Controlled, Non-Inferiority Study to Evaluate the
Efficacy and Safety of Pozelimab and Cemdisiran Combination Therapy in Patients with
Paroxysmal Nocturnal Hemoglobinuria who are Complement Inhibitor Treatment-Naive or Have
Not Recently Received Complement Inhibitor Therapy

10

220808 [CIRB] 110CIRB12275 |$HZEE 1K {)3F [EESRE

SHOU TUNG CHEN

—TEFEMESTTD ~ S ~ S5 =HALL tucatinib SvZZREIHEIGEA trastuzumab FI pertuzumab {E By
B HER2 [GER 4R RO LA SR (HER2CLIMB-05)

A randomized, double-blind, phase 3 study of tucatinib or placebo in combination with trastuzumab
and pertuzumab as maintenance therapy for metastatic HER2+ breast cancer (HER2CLIMB-05)

11

221025 [CIRB] 111CIRB06110 |$HZEE 2 X {)3F RAEF
Jin-Ching Lin

—IHPER ~ BT - ZRIEEER - 2 ArnE =018 - $HER T UM Z A IR AR B
AeEsE g A TTEEEE cisplatin (B2 EL » 57 xevinapant B GHRAHEL
AL R B e R I 2 B 7 S G RS 2 2 1

A randomized, double-blind, placebo-controlled, 2-arm Phase 111 study to assess efficacy and safety
of xevinapant and radiotherapy compared to placebo and radiotherapy for demonstrating
improvement of disease-free survival in participants with resected squamous cell carcinoma of the
head and neck, who are at high risk for relapse and are ineligible for high-dose cisplatin

12

221234 [CIRB] 111CIRB11218 |%$EZE5E 3 X W)%& Mtz
Hsuan Yu Lin

—IEFE—/ 0 - B ~ B~ BIEIRE AR - st SR E R R E o P
belantamab 5 Ry BE— R DL BLEL M EREOF IRV ZE 2 ~ T2 MEELER RS M

A Phase 1/2 open-label, multicentre, dose escalation and expansion study to investigate the safety,
tolerability, and clinical activity of belantamab as monotherapy and in combination with other
treatments in participants with multiple myeloma

FUHE HIH
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230116 [CIRB] 111CIRB10214 |%$EZEHE 12X W& P %EE A
DarRen Chen

—IASS 3 HH - BEMOIHEC - BRI - Zrh0ads o ST EREHERERE ZEESGM: - HER2 [
M G 3 AL B AE SC AT B B 2 N AR R B2 B E > (T ARV-ATL
(PF-07850327) fH#: > FULVESTRANT ;&5 5tE#(VERITAC-2)

A PHASE 3, RANDOMIZED, OPEN-LABEL, MULTICENTER TRIAL OF ARV-471
(PF-07850327) VS  FULVESTRANT IN  PARTICIPANTS WITH ESTROGEN
RECEPTORPOSITIVE, HER2-NEGATIVE ADVANCED BREAST CANCER WHOSE DISEASE
PROGRESSED AFTER PRIOR ENDOCRINE BASED TREATMENT FOR ADVANCED
DISEASE (VERITAC-2)
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190604 [CIRB] 108CIRB03049 |HHPF#4EE 4 0 W) ERAEST
Wei Wen Su

—IESE =0 - BE TG - B - LRBEER Zh0alEs o SR E R R VIFREEE
JaR RN A S (R S g iy HFAlHE e 8% > ] Durvalumab BE—;&#%5L Durvalumab fii_E
Bevacizumab {if F & (F Ry dfB)# % (EMERALD-2)

A Phase I, Randomized, Double-Blind, Placebo-Controlled, Multi Center Study of Durvalumab
Monotherapy or in Combination With Bevacizumab as Adjuvant Therapy in Patients With
Hepatocellular Carcinoma Who Are at High Risk of Recurrence After Curative Hepatic Resection or
Ablation (EMERALD-2)
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200322 [CIRB] 108CIRB12195 |HEPF#R&EEE 3 HEE IR MoEFH
Jin-Chin Lin

—IASE 3 B~ Zrpul ~ B - FEROC - RIERE IR 2 58 o ChEL Tislelizumab (BGB-A317)
£ H Gemcitabine 1 Cisplatin 5%~ Z2R17 6+ Gemcitabine #1 Cisplatin {F fa1{8 2% M4 5 #Ei%
T SR S — 4R B IR HI R e e

A Phase 3, Multicenter, Double-Blind, Randomized, Placebo-controlled Study to Compare the
Efficacy and Safety of Tislelizumab (BGB-A317) Combined With Gemcitabine Plus Cisplatin
Versus Placebo Combined With Gemcitabine Plus Cisplatin as First-Line Treatment for Recurrent
or Metastatic Nasopharyngeal Cancer
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Yu Yang

LA efepoetin alfa J&#R AR 122 AT 2 1614 &5 s (ND-CKD) & 1L 8 2 B i 14 s A e el - —
TEEL Methoxy Polyethylene Glycol-Epoetin Beta (Mircera){EELEZHYA 2514 5 B

Open-label randomised controlled trial of Efepoetin Alfa for treatment of Anaemia associated with
Chronic Kidney Disease Patients Not On Dialysis (ND-CKD). A non-inferiority trial compared to
Methoxy Polyethylene Glycol-Epoetin Beta (Mircera)
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Nan-Ying Chiu

—TEREI 6 ~ g - LRI - WERSME 18 e MR B YEER - A LARTE Cariprazine
PR AR AR S e M S R A Bl 2 4 1

A 6-Week, Double-Blind, Placebo-Controlled Study Evaluating the Efficacy and Safety of
Cariprazine in the Acute Exacerbation of Schizophrenia, with an Additional 18-Week Blinded
Extension Period
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—IERHA 52 I8~ BE O IC - B S~ B P T4 2 el IS GSK3511204
WENRE N BAE N O MR ~ B AR R A B AN D S BB AR R &
s

A 52-week, randomised, double-blind, placebo-controlled, parallel-group, multi-centre study of the
efficacy and safety of GSK3511294 adjunctive therapy in adult and adolescent participants with
severe uncontrolled asthma with an eosinophilic phenotype

19

220820 [CIRB]) 111CIRB04085 |#%iF W) RS e
ChingHsiung Lin

—IAZ L ~ B~ B (R 2 5 - BHE GSK3511294 (Depemokimab) it 2k B sl
206713 B¢ 213744 HEAVEREM: D MBERFAY B Rl < ATIE /D F 2818 2 RIZ 27
A multi-centre, single arm, open-label extension study to evaluate the long-term safety of
GSK3511294 (Depemokimab) in adult and adolescent participants with severe asthma with an
eosinophilic phenotype from studies 206713 or 213744
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