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2023 year 7th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2023 07 H 21 H (EHiH)
f&] Time : 12:00-14:10
%L Location : FHEIEN A Bl HiZk B &
Ji& 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 ]

AAEEe [Beoh ~ JRERE ~ JRRIEE ~ g A AL-REE T4 ~ 201 ]

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

FL1H H9H
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MEZ= (b ~ JERSHEE ~ JERIER ~ AT ~ 2] [ B 2B ERE-PVe 525 E 5
BEREEEA (0 2Rm 185%) ~ AT (ZEFHEAEREZARRT) - AEER]

Lin, Chien Yun [non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, lawyer, female]
F1E2E [Beoh ~ JEEEHE ~ JERIER - 1&g N IE A L-BhisdT REE) - BiE]
Wang, Fu-Yan [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]

& [BE4h ~ JEE ~ JERLER ~ AERRAE (A EAL) ~ BiE] (M52
%Dﬁﬁﬁif-ﬂ%ﬁfﬁk (0 = Rm 18 5% ) » REET K]

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) ~ FeETQ)
Medical Personnel doctor (4), Pharmacist (1), Statistics (2)
B 5 | AEFRD)  +1TQ) » HEATEATQR) ~ wmAERAFEL)
Nonmedical Lawyer (1), Social Worker (1), Member of society (2)
Personnel Patient group representative (1)
FE2 7 | BEEN(4) ~ FEEH(L) ~ FeETQ)
Scientific member doctor (4), Pharmacist (1), Statistics (2)
JERIE 5 | VEREQ) - tIT0) ~ #HEAEALQ) R ERRTERQD)
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 | BENE@) - BedhE)
female Affiliation with Institution (2), non-Affiliation with
Institution (3)

#5EF Remarks -

O {45 " NBITEE ) Bk FEGEEZS AL L GEERERRH
ittt & A AL TR DN N L ZE T oy 2 DA b 5 MR EER
=2 FEEGHGE  FEEEHIETEMEATEESR - SR RS
T E B 2 RFEAE = 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

H2H H9H
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attendance of experts familiar with the research field, or representatives of any
appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ iz " AR mEEEZ B GHSGEFEHPNE ) B0 - FEG AR
—AEFEE g > R EZ BB IRV B RN E S =%
E— A E-TA - AEEAZEES  EBF =72 " EZZEHE
A EZEES  BEFELL L2 ZENE  GEHE - IEZENRE
— 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.”

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

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

B EEE (IRB{7ECAE) Yeh, Cheng Chi (IRB staff)

B 5% (IRBfTECAE) Lin, Ciao Yun (IRB staff)

B HEEEE (IRB fTECA &) Hung, Tsui-Hsia ( IRB staff)

B ERUE (IRB{7ECAE) L, Hsin-Yi (IRB staff )

B 5589 (BB= IRB ZE-EE &) Yang, Wen-Chun (C IRB member )
B 5EEFS (IRB 230608 =T ##A) Mei-Ling YANG (IRB 230608 PI)

o i Leave : (FEfEES omit title)

Eh J& Absence : (BEfEES omit title)

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

(—) 5femshZE (BEXE R ) Discussion (theme and decision)

== SHEATE g
4G9E © 230608 ‘ N CERE
o et AL SRS AL T R R |

Orze #5356 1K1

H EX
FRA RS FBAAE

4EoE « 230703 S
(Z;] 5P AI-CAD JEFR A 7L Rt - PR

HI3IH HOH
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EFFA © B

iﬁ;immG i 119 S AT R SR | e
EFFA Mzt =
4m9t 211103 A
(S 2 K] i PRp B SR RITRIL ABHET 52
EXSYNRE-S 3
- 220 B RS L N T B B |
CEEL VRO —
EFFA L&
iﬁ;}i ;g;gzz 2] PRt S ERiE LS AT letrozole £ FEEHEN P
A S ARG A RAERERRA T
o - 220717 —IHREN T ~ BERUEEC ~ & 3 HARUER - BT | Bk
A REes 1K1 FEESCHIARIGHE » BB - A T ilrsiEifs
EFFA  BRSFBR =Pt - FERRIE PD-LL AR - EREX
Sacituzumab Govitecan F1 Pembrolizumab - fH#;
J~ &R EEFEERY )5 A Pembrolizumab
4% © 220814 —TESHE PD-LL R e R . | B
[HEA s E5E 1 2] & » [ MK-7684 £ Pembrolizumab # /5
EFFA ¢ MREERE (MK-7684A) /% B 48 (5 A Pembrolizumab {F &
FWEUEZFE = ZhL - BEROENES
S EE(KEYVIBE-003)
e * 210914 —IES 3 A BERCME - ZLEEr WY | FE FESREEIET

[ AAEGEE]
202306-8
ERFA - SR

RERRITEE A BIMAZR B &G T EHE st
AT FeI AR T/XTEN & EH
(rFVIIFc-VWF-XTEN ; BIVVOO0L)” E#ik T4 -
DASHEE R IAZe 2 1 R R

a5k 211114

[ RAEGEE]
202306-8
ERA - SR

2FfE Marstacimab FHP MG A SR A T
Flie s EE (BHMATEE<1%) A B
WS EESRT AR AR FEE R
HY B ARSI (BMETIEE?2%)
FIIZ2 4 ~ M2 MR — TR R A

FE AR ET

4EBE 1 221225
(et - IRB £oke
S BB
P R

— IR AU G R S A B T Ry et
FfEEsy 2 Bir&aER (VELOCITY-Lung)

774 IRB SOP 020- 7.1.4
[EET

HA4H HOH
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EFFA ¢ MREEE

() Bl ¥ 2 ZE(f5 52 ) Report the approved protocol

by expedited review

EREE | JFEEEF
Frak | IRB 4ok srE ST FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 230525 |EEERETE AN SR - AT RE | e (HE) (i)
PRI > $R5% YU Ting (N/A) (N/A)
Investigation on spiritual health, attitude Chen
towards death and grief of intensive nursing
staff
2 230604 |EEE AR FOR A R BUEENR TR | REEEE (i) (&)
AILAIEE B Shinhwar (N/A) (N/A)
Using ultrasound to detect the changes in Wu

lower limb muscle mass following early
mobilization in patients receiving mechanical
ventilation

(=) METH A 8 F & (75 5,25 4) Report the approved amendment by expedited
review

5%
No.

IRB &5t
IRB No.

sTE AT

Protocol title

ERFA
PI

BETHE
Medical
primary

reviewer

IFER T
Non-Medical
primary
reviewer

210708
(%8 %]

FEERER R LAY EREE S FE & 1F
T EE

Cancer Precision Medicine and Biobank
Consortium Collaboration Pilot Project

MREE I
Ching
Hsiung Lin

((59)
(N/A)

()
(N/A)

211114
(%9 %1

57l Marstacimab FEFj 14 G5 A SR
HHIGHS 2 B (BEMRFEE<1%)
A B RS BE B0 A SRR IHIDT
e TEEREE B MR8 (4
MARTEME?2% ) fSH2eE ~ 2 AR
SN —TABE B A (e i

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)

(HR)
(N/A)

230512
(%5 1x%1

(A N\ AL MR A8 P TR TR A
To develop prediction model for individual
prognosis of chronic respiratory disease

PRBE T
Ching
Hsiung Lin

()
(N/A)

(H)
(N/A)

HS5H HOH
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(P0) &R BT 345 (75 5,28 25) Report the approved interim report by expedited

review
BETE | JFEEEE
FF9% | IRB 4R5% srE ST FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200504 | 7T AFERRARERAHIAER PRAD (&) (HE)
[ 5 3 Zx]) | Establishment of human embryonic stem cell [YU CHING,| (N/A) (N/A)
lines CHEN
2 200616 | —IHFEMEC ~ FRRCE ~ 200y )| &Ré4ESC (&) (H)
[ 3 20 ) |EGPREAES > 5Ffd Toripalimab (JS001)(fF Wei Wen Su|  (N/A) (N/A)
Bevacizumab FHEZ A Sorafenib {FE Fyfita HAFT
AR (HCC) SE— G ARy 2 MERIRERY
A randomized, open-label, multi-center phase
111 clinical study to evaluate the safety and
efficacy of Toripalimab (JS001) combined
with Bevacizumab versus Sorafenib as
first-line therapy for advanced hepatocellular
carcinoma (HCC)
3 210611 |\REEVEITIR AREZ SRR S IGERTE | BRE (&) (HE)
(55 2 K] | E&d v DA A THZ ChengPu | (N/A) (N/A)
Does post-acute-care improve the outcome in Hsieh
elderly with hip fracture?
4 210817 |DAANTEESHBZENE MG 2 EikETTE | S5 ((59) ()
[E2x]) 24 Chang Lun (N/A) (N/A)
Application of artificial intelligence to assist Huang
CT diagnosis of thoracic trauma

(1) MECHFE 2 45ZEH 4 Report the final report for reference

BRELE | JEEEEFE

Fra% | IRB 45k sHE AT FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 201205 |RHETEATFRERKEA K EREEH R EmEY | 28 (&) ()
£ Lu (N/A) (N/A)

Comparison of visual quality in spherical and | Wei-Yang
aspherical intraocular lenses

2 | 210101 |ZAEP5EHEREED AL TG MR 2 R MREEA (%) (H%)
Effect of Bio-Information in Acupoint Chih Ming (N/A) (N/A)
Stimulation on Improving Human Body Lin
Blood Pressure

3 | 210133 |HI&RHGSYEVEZEESBBNIIALIE AL | AREDL (%) (H%)
Z MHEAMERRSE Shan kung |  (N/A) (N/A)
Determining the association between Lin

mitochondrial heteroplasmic mutation and
vasomotor symptoms in menopausal women

H6H 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
4 211242 | EAEEEAREALAL AR L Mok 5 (&) (&)
Development and application in cosmetics of | Yung- (N/A) (N/A)
strawberry leaves Sheng Lin
5 220924 |\ PRETIEENS R SRR COVID-19 % | =1T{h (&) (&)
5 AR TAFRR ) Bk 8 2 B (5 DA AE | HUANG (N/A) (N/A)
P AR SR L Ry o S B T CHU-YU
Exploring the relationship of work stress and
sleep quality among nurses in intensive care
units during the COVID-19 pandemic: Using
work frustration and organizational culture as
mediating and moderating variables
6 220930 | W& A EROMRESAHAEEE G ~ /RO | SR (&) (HE)
AR EL BRI BEAZEROMR AR BB =5 14 | Cheng Pu | (N/A) (N/A)
W7 fE ~ BZREVERHEN SR REZREVER MESR 26 | Hsieh

AR RE T

Association of Neutrophil to Lymphocyte
ratio, Platelet to Lymphocyte ratio, and
Monocyte to Lymphocyte ratio in Taiwanese
patients with psoriasis, psoriatic arthritis, and
psoriatic spondylitis

(7N) WECHFESE 2 4% 1F#i+ Report the terminated protocol (4 None )
(1) HECHEE T {54 Report the suspended protocol @ (4 None)
(V) i EFEE 22 & Report the withdraw protocol : (4 None)

(L) s~ 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
FFi% | IRB 4wk o P& BB FHEA
No. | IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+ZE 4475 Protocol title
1 190310 [CIRB]) 107CIRB12199 |# & Z5E 11 X ()& FoizeE A
DarRen Chen

—IHSTEIT S22 RelA M~ HER2 [2MERY R IA RS
P aRAEE L 2 2 B = Bl

B eEnEEe [LEEOL11]: NATALEE)

A5 ribociclib i1 43R A E By

et e ~ FERcEsER (BL Ribociclib {E Ry

A phase Ill, 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)

%7 H

*9H
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200417 [CIRB] 109CIRB02010 |[#¥EZE5 10 X {7 f
Tu shih te

Tirzepatide fH#Z Y Dulaglutide ¥f55 2 AUMEPR i B8 Z B E O M E A B FEFHY R
(SURPASS-CVOT)

The Effect of Tirzepatide versus Dulaglutide on Major Adverse Cardiovascular Events in Patients
with Type 2 Diabetes (SURPASS-CVOT)

210622 [CIRB]) 110CIRB3054 |8t 25 7 0 #)5E S i o
Nan Ying Chiu

PR R 7 5B 54135419TRD3013 1y Esketamine £ FIMEFE &7 ~ G AI B [ B8 BE AT
AETTHIBHRBME R e (el

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

210703 [CIRB] 110CIRB03055 |$#FEZEE 6 X #JE& PREEAE
Sheng Hao Lin

LIBRETTO-432: $ 1 M AN @A IB-1IA ] RET f@i&-IR/ NHAEATEE(NSCLC)S 2
Bl 1% 2 Selpercatinib BB G —THZRTIEIE - #5 - 55 3 HEH I Hos 5
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 |&#Hi2

Jrﬁ}

< 5 K I BlI77
Ping Fang Chiu

—IFRER D ~ e - ZRIBEER - ETAER - Zrhoayss 3 BAEER - SHETRRERR e M E
Figs BB TR (6 P AR IEEE | Flnerenone &R BN B sl bR 22 214

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 |$#F %5 6 X #JE& PREEAE
Sheng Hao Lin

— I BA R A RA T 258 (EGFR)ZE 1Y 55 H Ik B 2R M FE /N A i e (NSCLC) Ifz 4%
Osimertinib J&FE4E Y95 B > 5E45 Amivantamab Fl1 Lazertinib ff &0 LEEAHE S 8 LAY
% 38 - B - B TR

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.

220221 [CIRB] 110CIRB12287 |${EZEES5 HHEE 1K M
Jin-Chin Lin

—IA LGB T 17 A TS 2 U M BB — 0% B TEe R BF A Cetuximab JE{E NBTXR3
IR aF A B G HH B SR SR e B A B SR 2 SH U LB e IRy A R 1Y 58 = 1]
(et ) &

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

220429 [CIRB] 110CIRB12283 |#f8ZE2 X HEFE 11X R
Tu shih te
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—IPATOAERE 5 2 Bl BE - =2H5E - SFME finerenone fii_f empagliflozin FHE
finerenone = empagliflozin FIFMEMEE RIS 2 AUfEFKIHS BLEH RN Z 21

A parallel-group treatment, Phase 2, double-blind, three-arm study to assess efficacy and safety of
finerenone plus empagliflozin compared with either finerenone or empagliflozin in participants with
chronic kidney disease and type 2 diabetes.

221129 [CIRB] 111CIRB09174 |$&HIZE 3 R W5 P TR
SHOU TUNG CHEN

EMBER-4 © —IHEEMEIEC ~ BARCE ~ 55 3 BAGES - STESRT Y REZ 2 2 5 BTN 7R
72 HAGSE g g ey ER+ ~ HER2-FHERZL L - ELESREIM: Imlunestrant FIEEAEREEA A 73
EEE

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

FOH HOH




