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2023 56 1 E — AeHngk B g & HEci
2023 year 1st-B IRB Meeting Minutes
—-~ HA Date(YY/MM/DD) : 2023 # 01 H 13 H (EHiAH)
£ f&] Time @ 12:00-13:50
=~y BE Location - FHEEAN AHE Bl 225 B §2 / Webex
g~ F [ Chairperson :
Bk (B ~ BHE - RIS - B8ET ~ 1% ]
Liu, Sen-Yung [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]
HifFE A& Attendant : (fEfERES 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 BEBEE [FEN - B - RIEE - BEa -~ 0]
Chen, Wan-Chin [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female)

B B (BN~ B - B2 - BN - 514 ] [IRB 221220 Fjz54el3# - co-Pl fy[ERHEEAN -
IRB 221221 F|z52H03#- Pl K co-Pl F[E|F}E&ET IRB 221220 Avoiding conflicts of interest-

co-Pl is physician of the same department, IRB 221221 Avoiding conflicts of interest- Pl and
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 (BeR o JRRERE - JRRIEE ~ 11 2]
Hwang, Rour-Ting[ Affiliation with Institution, Non-medical 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 - B - Bl - BiwZeaat - k]
Hsieh, Ya-Hui [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Quality and Safety in Health Care/ statistics, female ]

FL1H H9H
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PG [Besh ~ FREEHE ~ FERIEE - & IEAL ~ ]
Chen, Chih-Tung [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society, male ]
A= [Besh ~ FEEHRE ~ FRRIER ~ T~ 20M]
Lin, Chien Yun [non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, lawyer, female]
FE182E [Besh - JEER ~ JERER - g AIEAL - BiE]
Wang, Fu-Yan [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society, male ]

B [BEsh ~ R ~ JRRIEE ~ ARG (UER ~ BAiE]
Lee, Chi-Fong [ Affiliation with Institution ( Wife is CCH employee ), Non-medical Personnel,
non-Scientific member, Patient group representative, male )

NEL | st
B 7 | BEEN(4) ~ FEEH(L) ~ FeET()
Medical Personnel doctor (4), Pharmacist (1), Statistics (2)
JEER 5 | VEERQ) 1D ~ HEAEALQ) ~ mAERAEQD)
Non-medical Lawyer (1), Social Worker (1), Member of society (2)
Personnel Patient group representative (1)
Fhe 7| ) - (D) © GiEH)
Scientific member doctor (4), Pharmacist (1), Statistics (2)
JERiE 5 | &) HTQ)  FEEATEALQ - FAEREQ)
non-Scientific Lawyer (1), Social Worker (1), Member of society (2)
member Patient group representative (1)
5 8 | BEN@) - Bedh4)
male Affiliation with Institution (5), non-Affiliation with
Institution (3)
z 4 | BEN@) ~ BedN2)
female Affiliation with Institution (2), non-Affiliation with
Institution (2)

i Remarks :

O {5 " NBFEA ) Bk FEGEEZEN AL BE/RRER KH
it & ATEANL s HFETEE IO N LB E Ty 2 DU E 5 AR — MR SRR
=2 —  HEGHGE  FEEEHITETEMEBTEEESR - ST R
T EREHE (R FFE = 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

H2H H9H
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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.”
@ K " NS AL S gHS OEEEHEPNE | BN R  FEgHH
—RIEFEE R HHEZBEAESEIN I ERAYBERIELSRER

E— AN E-AALE - At ANZEEG EAF=22 U ELZZEHFE
t A EZEES  EAFEU L CZELE  nEHE - HEZESRE
—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.”

HIfgE A\ & Presenting staff : (5% omit title)

=0 Ng Sock Ping (IRB secretary )

#EF Yeh, Cheng Chi ( IRB staff)

FI5Z= Lin, Ciao Yun (IRB staff)

7E2EEE Hung, Tsui-Hsia ( IRB staff)

g Li, Hsin-Yi (IRB staff )

B &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

E #% Recorder : 328 Hung, Tsui-Hsia
T~ FHAZ Meeting -

(—) ShEmEZE (FZEXEE R ) Discussion (theme and decision)

T B sk
R : 221220 I
U] W P L AT P A

ERA MR

4Rok - 221221 . ENX i
(o) N A RSy | o

VARG ES L\[—_-_E e

N

HI3IH HOH
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4R5E ¢ 161220 \ L %
{;$$i%6k] R R S SRR |

CoTer G THAE R A %

L g R AE R (L E SR E

4RoE ¢ 171215 %

AL - 1215 P AT AT B AL |
DPPRE S o ity bn

EFEA ¢ B - 8

4ok ¢ 181238 PEIE S E Rz f5 % (Analgesia nociception index) EANREZES
UUsp s 4 K] | BB BRI AR S e A e

TR BAR R -

Y4RE © 210312 —TEEST BRI1-835 (VIR-2218)#1 BRII-179 %t

AR5 2 X1
ERA IR

(VBI-2601) & fEE AR N A e B BIFF L ik®E
(HBV) e 2 22 = MERRRRSH TR 230 ~ ot
fEt e ~ B

4w © 210518

@B
202212-8

FEFFA ¢ MREEAG

—IHE 3 A - BEME D - BT - SR
<26 ~ &8 PD-L1 R ER Ry HA n UJERAY 50
MRS P IR AR AT B - PRET
BGB-A1217 (—7&fi TIGIT $ifs) #FH
Tislelizumab AH#: 7~ Pembrolizumab FY{/EF

T FES R ET

4ma% 1 210914

—IE 3 B~ B ~ ZhLatly o B

FE FES R ET

[(FEEE 2RI A B AR BB 4G T EH S Ukt
17 1K) MAF FeHIMARAF/XTEN @h&EH
202209-7 (rFVIIFc-VWF-XTEN ; BIVV001) R0 357
FFEA ¢ st DASHl B e MR SRR3R
dmoE - 211120 —IEHBARNERATZR(ECFR)ZEENS | SRR IEE R
(FEfEEF] Hnee B =GRS M /N ARE A S (NSCLC) I 4%
202212-9 Osimertinib ;&R RAVRE - 55 Amivantamab
FFFA - B 1 Lazertinib {f F &0 LREAHEIN & #1LREAVES
3 HA ~ BRRCHE - BER o BoEEs
45k © 220705 —IESE =1 - BRI - BT BoaAES - bR T [F R i it

[ RAEGEE]
202212-6

EFFA ¢ MREERE

Lazertinib 5 &% N/E&F Amivantamab fHESH
Ak E Amivantamab > $H3f 1252
Osimertinib (L2 e %L EHA EGFR Ze8&
Z ISR B N R

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

HA4H HOH
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 221118 | BRat AL R EHNER AR BN 1% | BEA (&) (&)
LA DarRen (N/A) (N/A)
The molecular mechanisms determining the Chen
response of breast cancer to clinical therapy
2 221231 | EEEVERVERRIESEE MERRF W AGRE | SRS (i) (HE)
ML ohaEEr4RE T mIDNA BREMEZ 9T | YuTingWu | (N/A) (N/A)

PRI R = BN B (S Y 4R B
JERRTE FRYEE

Study on the selective turnover mechanism in
the modulation of mtDNA stability using
MERRF patients-derived iPSCs for quality
and confidence in disease modeling and its
therapeutic implications

(=) Ik 88 Z2(f5 5,28 %) Report the approved amendment 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 201209 | A9 SR EE AH BRI 5T TSR (&) (GE)
[ 25 2 2] |Hemophilia care-relevant studies Ming Ching| (N/A) (N/A)
Shen
2 210130 | FERBSARMEHMMAERRNERR « Bz | st (&) (GE)
(25 1 k] | AT Ming Ching |  (N/A) (N/A)
Clinical, laboratory and genetic studies of Shen
rare or congenital bleeding disorders
3 221117 | PRETse B AREHEIIrE BT 2 AEAL | BirkE (i) (&)
(5 1K) | RErHRARZE Pao-kugi (N/A) (N/A)
To explore the factors related to lifestyles Lee
that affect fragile hip fractures in the elderly

(M) sz AE 2 Hid 45 (5 5 28 &) Report the approved interim report by expedited

review
BREE | JFEREH
FF% | IRB 4m5ik sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191227 | REB &R E N B R ARy | 22K (&) (H&)
(25 3 Y| #r SekBZE(E (B i YenTze Liu|  (N/A) (N/A)
The establishment of the database for big
data analytics and risk prediction model, and

HS5H HOH
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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

the application of personalized precision
healthcare

200208
(%3]

LIBRETTO-431 : —IEZ 0, ~ fEiEsS

fC ~ BSOS ~ 56 3 HHatES » Lhig
Selpercatinib Eil-& 471 Pemetrexed & A4
FH ek £ Pembrolizumab » {i Bl EHEY
LM RET Blaia IR NIRRT 4G
aE

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

PREEfE
Sheng Hao
Lin

(%)
(N/A)

(H)
(N/A)

211227
(% 1x%1

4k ~ b ~ BERAERE T RREIREAEY)
TEAET IR R N2 B VB e R
Assessment of multiple biomarkers for their
potential use in the diagnosis of the cause of
pleural effusion

ikgZ6d
YingMing
Shih

(i)
(N/A)

(H)
(N/A)

211243
[% 1K1

FIFR A SRS Z ThaeEr4iRn b e
FRATAE PR SR AL G T RE S B e 2
G bRE R R e E &
BHESP  HE

Studies on the role of mitochondrial
dysfunction in the heterogeneity and
differentiation ability of iPSCs-derived
mesenchymal stem cells from patients with
mitochondrial diseases and establishment of a
quality evaluation platform for stem cell
therapy

YuTing Wu

((59)
(N/A)

()
(N/A)

220110
(%5 1K1

AyiEzEYn JAGL ~ JAG2 ~ Presenilinl ~
Presenilin 2 ~ Nicastrin ~ ADAM9 ~ Numb
H1 RBPSUH 1£ CIHEMIR_E K7 AP Bl
NS

Association between biological markers-
JAG1, JAG2, Presenilinl, Presenilin 2,
Nicastrin, ADAM9, Numb, RBPSUH
expression and prognosis in Oral Squamous
cell carcinoma patients

R
Shu Hui Lin

(HR)
(N/A)

(E8)
(N/A)

220132
(%5 1K1

i I REE PRSI G 1 2 [ 55
Retrospective study of bitter melon peptide
add-on treatment in diabetic and pre-diabetic
patients

EEEH
Liao Pei
Yung

(i)
(N/A)

(E8)
(N/A)

H6H HOH
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BEERE | JEREER

FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
7 220223 |tz MR B EH Tl TEIZ AT FF= (&) (&)
[ 25 1 Zx]) | Surgical prognosis analysis of patients with | Wang Bing (N/A) (N/A)
tuberculous empyema Yen
8 220225 | DISAESRIR BT IR B ER R AR SR R B | £ (&) (BE)
(25 1 ] | AHRA I A B (R B B | Wenfu (N/A) (N/A)
F Wang

Develop dementia-related care based on
precision medicine and  evidence-based
medicine—construct the effectiveness of a
dementia case management model (Second
Year)

(71) WEEFEE 2 45ZEH% Report the final report for reference

BELE | JEREESE

J75% | IRB 4R55% sHEATH FF A | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211213 |EVEBFIGRZFERWINEAMEN | MER (i) (&)
B/ HEESEE Hsinhung | (N/A) (N/A)
A retrospective review of 10-year trends Wu

pregnancy-related complication and risk in
women with and without assisted
reproductive technology

(78) e FEE 248 1F 5 Report the terminated protocol @ (4 None )
(1) HECHEE T {54 Report the suspended protocol @ (4 None)
(V) #HEEFEE 22 & Report the withdraw protocol @ (4 None)

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

EXf#7f¢/ JIRB/ C-IRB/ NRPB
Jr9% | IRB 4g55% SR P& B EL FFA
No. | IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+E4F% Protocol title
L 221209 [CIRB] 111CIRB09177 |¥fZE W) HRE)
Chien Hsun Hsia

FTH HOIH
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—IAZ B L BER T ED  JEMEEIREEYILLET - BT - R - P T - BAHAYE =R
B > EEEZIIHR FXla $I%T] asundexian (BAY 2433334)Ei apixaban » $f7E[ 18 kLA E ~ FEA
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

210622 [CIRB] 110CIRB3054 [$&#HHZEE 6 X {)3% Bl e
Nan Ying Chiu

PHEFFEREZ 5 B5 54135419TRD3013 iy Esketamine & FME 75 677~ Ba MY B B2 i B4 P
AETTHIBH B E R s

Open-label Long-Term Extension Study for Participants with Treatment-Resistant Major Depressive
Disorder Who are Continuing Esketamine Nasal Spray Treatment From Study 54135419TRD3013

220521 [CIRB] 110CIRB11256 |#HZEE 1R 5% K&
Yu Chun Hsu

Ebi ADI-PEG 20 B2 WWOX-GG B[R H fi A8 T F-ila UIBRAV AT B 2 BEf - &
5 ZHOEERE

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 |$H ZEEE 3 X F%& PREEfE
Sheng Hao Lin

—IEE =M ~ B - BERE DO 0 LR Lazertinib BfFH A2 T35S Amivantamab AHER
FEAREDE Amivantamab - $t¥f 1257 Osimertinib JfbERGFEE(LRA EGFR ZE8 71
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

220915 [CIRB] 111CIRB07121 |#HZELE 2 K {5 B
Tu shih te

—IE%E 3 Bl - s~ BT - TR ~ BERERER - IR H SIOLERIEIAK
ZFE IR S B - FE LY 3209590 {F Kol i — ICELBEIR & R AHE RS 2= Degludec 11y
B

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

221013 [CIRB] 111CIRB06113 |SFZEEE 1 X & BEIH=
HsuHeng Yen

—THZE 3 - B IC ~ LRIBIEIE ~ SPAT 0 aHAY 2 o 0atEe - STAL Guselkumab AR EERY
TP E S B RSN 22 2 T

A phase 3, randomized, placebo-controlled, parallel-group, multicenter study to evaluate the efficacy
and safety of guselkumab in participants with fistulizing, perianal Crohn’s Disease (FUZION CD)

181205 [CIRB] 107CIRB07113 |HAH 55 4 X ()% PREEfE
Sheng Hao Lin

H8H HIH
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— JH $t ¥f Brigatinib (ALUNBRIG) ¥f Lk Alectinib (ALECENSA ) HJ 7 {# H
Crizotinib(XALKORI ) B 28 b Z R AR S MM S R s B P M B N Al A il JB 2 O 5
=1~ Bt e ~ BRI e R

A Phase 3 Randomized Open-label Study of Brigatinib(ALUNBRIG TM ) Versus Alectinib
(ALECENSAR ) in Advanced Anaplastic Lymphoma Kinase-Positive Non—Small-Cell Lung Cancer
Patients Who Have Progressed on Crizotinib (XALKORIR)

200209 [CIRB] 107CIRB09149 |HAH #5558 3 X ()& PREEfE
Sheng Hao Lin

—IHE = - Y - LB - BRSO 0aEE o s Rl bRk 2 5 T B =HATR I
éﬂﬂﬁﬁﬁfﬁ%&(NSCLC)@% » BV {5 P B 2 R B 14 Durvalumab SEREAHERL (AEGEAN)

A Phase 1Il, 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)

220221 [CIRB] 110CIRB12287 |HEH ¥4 1R FI3% MgEE
Jin-Chin Lin

—IH LA R R A PTEE Z BRI BB A - BUBUN M AR BF A Cetuximab JE{b NBTXR3
R EREA 5 Eln B E S A @R A e B 8 & B2 s LB B R B B I =1
(RE&tHA ) sl

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

FOH HOH




