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2024 year 1st-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2024 401 A 09 H (2HI—)
i Time : 12:00-14:05

BE Location : FHESET A B1 =2k B =
[ Chairperson :

B ey SO - B1E - 38 o] (RS SEERRLSE « BT M

]

Chen, Shu-Yu [ Affiliation with Institution, Medical Personnel, Scientific member, Nurse, female )

HEE A B Attendant : (F%fEHS omit title)

Bk t® (B ~ B~ BIEE - Bl - ] [BREZGFREE-ERE I B 2 A
A UIR5E) L E NIRRT ]

Yang, Yuan-Po [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

MEE (B - B I - BEl - Bk

Lin, Yen Chih [Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male)

sarE (Bery ~ Bt~ RIE2 - gEaT -~ 2]

Lai, Ying-Hsuan [ Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, female )

FEEE (BN ~ FEERE ~ FRRIEE ~ 1L~ 2tk [BMe S 2 EEBERE-ERE TR B
FN (KRBT EZE - RvE) - 1 TE S 2 G F -4 - BT (L THEME]
Ko, Chih-Hu [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Social Worker, female ]

ARl [BEsh ~ JFEEE ~ JEREE - HEAEANT-BEITBA R ~ 2014E]

Shu-Feng, Ni [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Member of society- hospital administrator, female ]

w7 e (Besh ~ Bt~ I - AL~ 2]

Lai, Fang-Zu [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, female ]

FEBIE Chan, Melody [Fesh ~ JEEHE ~ FERIEE ~ JEREE ~ Z0iE] [PV B2 G H -
FN (0 BRI 18 5% ) ~ RERESNIREEZ TN ((Rve) ~ B4~ BT AFEHEZK]
Chan, Melody [ Affiliation with Institution ( Husband is CCH employee ), Non-medical
Personnel, non-Scientific member, Lawyer, female ]

MEZR [BEsh ~ B8 ~ B ~ Mt ~ Bt [(PMe s 2B EREE-24E - RERER]
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Lin, Jr-Rung [ non-Affiliation with Institution, Medical Personnel, Scientific member,

Epidemiology/ Statistics, male}
ARSI [Besh ~ TR - FERIEE ~ tE & QIE LR IREEN - 551%]

Lin, Ching-Chuan [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific

member, Member of society- retired teacher, male )

AN | HEE

B 6 ESEM(2) ~ SEEL(L) ~ ZEAM(L) ~ AR -

Medical Personnel doctor (2) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

IFESR 4 EEL) ~ 1)~ HEAIEAL(R)

Non-medical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

Personnel

R 6 | BA() - EEL(L) - HEAT(L) - LHEEA/SEERR)

Scientific member doctor (2) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

JERIER 4 AR ~ AT ~ HEEATEALR)

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

member

5 4 BFEN() ~ BEIN2)

male Affiliation with Institution (2) ~ non-Affiliation with Institution
)

28 6 BFENE) ~ BENR)

female Affiliation with Institution (4) ~ non-Affiliation with Institution

)

fieE & (kIR T AL ) Bk FEGEEZE AL L BEEARERER R HAM T
GAIEAL e DN L E T 2 MU B MR R ER =02 — -
HEEGHGNT - FEFHITEMERSIRES - SR BN E e 2R
HIFERR#ICE 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 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.

3 ¥ T A EEEZ A GG FUEFERINE ) B0 FEEAH—RE
FrEdasy > REL REaEEIN I FRERERN ST REZR/ —APILE -
AU AREAZEES RS2 EZZEHE AL EZHEES
EFELL L2 Z B 1 - m5hE - HFEZ BITRE Rk > AMEETER -

H2H HI10H
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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.”
515§ A\ & Presenting staff : (ffEHS omit title)
BHE (IRB f4ZE) Liao, Shu Chen (IRB secretary)
#IFE (IRB{TE(A &) Yeh, Cheng Chi (IRB staff)
#1532 (IRB fTELA &) Lin, Ciao Yun (IRB staff)
HEEEE (IRB {7t A &) Hung, Tsui-Hsia ( IRB staff )
i (IRB{TELAE) Li, Hsin-Yi (IRB staff)
i Leave : (BEfEES omit title)
AT (e ~ B - RIEE - BT - 22t ]
Hsiao, Yi-Hsuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female]
W R (Ber ~ B BRI - BT 5]
Gu, Tian-Syong [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male)

Eh J& Absence : (BEfEES omit title)

T $% Recorder : 328 Hung, Tsui-Hsia

CR O B B B

~ EiRNA Meeting ¢
(—) =HifEL Opening prayer : ZHHE Chan, Melody
() FEfFE#Eis: Chairperson report @ (%)

(=) Eaf' 2023 F5 12 7B — A \fSallaZ B & | &4l #% - Read “2023 year 12th-A
IRB Meeting” Minutes

(M) EXE#ACHETEO & #H5 Reply to the last assigned matter @ (1)

(1) sEmasE (FRETFE K H1F) Discussion (theme and decision)

Uiz @& % 1 X1
EFA - EBiE

S| ST TR
dmaf © 231124 (ENRETa=

O Tl B S R EHIAHRA N R TRIE ) %
TES T AR RS 5

4RoF © 231211 FEEE R 2R 45 G R o AT ool SR AT | B RIE g

HI3H HI0H




2024 FHE 1R F£— IRB &3

CIES|
EFFA ¢ Skl

B Z FEF

4mek - 231212 GG
E?Z] R S R B | T
EFEA ¢l HZPROI
4wt 1 231220 GG
(%) BEOTETEIE A BILATIT NK g |
e bR REATHIBE 117 5 1
4mek - 231227 G
E?Z] e S A R SRR R |
Y A 2 %
4 © 231231 BIF A R B EMS SEH RIS | (B RE
[#7%] R -0 5 T B I
A B FRIEF
4Rk © 131216 - B =
G 105y | TRETHEIEHE 2 B R K Pkt
A e 7 5 B R BT b AR

SF/N - Miad
f 191221 [ E
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FRL : 220530 [EE %
s 1
gggiji’k P 1 T R R £ P
TR ERE
4ma% ¢ 220802 P
LS 1 50 TR ('TMS) BB
HEH 1) B - 35 (TR RIS R
TR BAK
dmae 221116 B CERE
sy | AN AR [
b2 — = -
ERIA : BHH o
4wk ¢ 201102 BT

[4E% @EFS 1 X]
EFFA R

[ AR IR s R O PR A R B A 7 e S
et

4R%% © 201102
[ ~EREEA]
202312-12
ERPA ¢ EREY

[ERMPIR s B B A AR B AR T B O B
s

FE - FAEsREsE
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4m5% © 201102
(AR
202312-13
ERFA B

o AR s R O PR T R B AR S
it

17

& FAEsEEsE

YRS © 220428
[~EREEAF
o7 2 K]
202305-10
FEFRFA - sREER

R HIThENE T R R A 2R e h
THLAEEREZ AR LLaE it Rl

Z

1T

& FEsREEE

4R%E © 220530
[FEREE]
202311-25
EFFA R

i BT S ST MESH B BT I BRE S 5 I

& FEsREEE

Qmok - 220802

& FEsREEE

[FERESEA] A MELSEERLL (rTMS) S SIS RS | 17

202311-26 FHVEEE ~ 5EF - fTERE )]~ EIRFIEEEE

ERSYNEE "V ey

&mo% - 230514 —IEE N HA -~ BEEOTED - BROE - el | FE > EERREEE
[ REfEE] 5 > ¥Ff5 GIREDESTRANT f L T

202312-2 EVEROLIMUS #H# 7~ B BliZE E N 43 B2

EFFA ¢ BSFR

B EVEROLIMUS  FH A 27 B stk ~
BRI NEREERR T2 (HER2) [&MERy
JErERnG EH el R M 2L g R v 2 R e

4mat © 230522

—IHE 3 M BEtROEC - e - PITH - 2R

FE - FEREeE

[REfEEA] PSS - S8 — R DA AR Xla ] | 17

202311-22 7 Milvexian 1T 22 MH i b B et s b s

FFRA B PERS BRI S E 1% A TEP - AR RO 22 1

&mok © 201102 HH AR E S

CEHEG1EE 1 K]
EFFA R

[ERMPIR 2 B B IR E EAR B AR A E O B
il

(78) BElimis > ¥ 22 2= (f5 55254 )Report the approved protocol by expedited review

BERTE | JEREELEHE
FFo% | IRB 4m5ik s AT FFEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 231008 |MEfeieitiIA B {DER BV RERS R | Sk | (9) )
AR+ FE B B R R Lu-Wei (N/A) (N/A)

Unusual Cause of Spinal stenosis Related to Huang
Lumbar Ossification of Posterior

HS5H HI0H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Longitudinal Ligament: A Case Report and
literature review
2 231010 |FEFEABAIBEEMEE - BSEN - 78 | FHEE (i) (HE)
NS AR (2 5T YI-JJHEN LI|  (N/A) (N/A)
Research on Clinical Nurses Perceived
Spiritual Leadership, Workplace Spirituality,
Religious Involvement, and Workplace
Well-being
3 231113 |SGLT-2 {IRLFIESE —AUfERm =i EE | LT (i) (%)
SRR A2 A PR A Shu-Yi (N/A) (N/A)
Efficacy and Safety of SGLT-2 Inhibitors in Wang

Oldest-old Patients with Type 2 Diabetes.

(1) HET A 85 22(f5 5% 7)) 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 110808 |[EM% ~ il ~ BT - RIFEIG S 0 | BSPER (&) (GE)
(3526 ] thigml B Filr bR~ HER2 [543 | SHOU (N/A) (N/A)
LR > (A trastuzumab ~ {EFEEEYEL | TUNG
FEEPE| » DLR trastuzumab ~ R g g CHEN
pertuzumab - U BB 2 RS2 42 1
A randomized multicenter, double-blind,
placebo-controlled comparison of
chemotherapy plus trastuzumab plus placebo
versus chemotherapy plus trastuzumab plus
pertuzumab as adjuvant therapy in patients
with operable HER2-positive primary breast
cancer
2 210521 | —IHRHA 5 A - BEtETHEC - e - Al RERR (&) (H&)
(25 9 K] | BIRAY 2 0atlis - s LNA043 BiZ2Ef| Chang Ing | (N/A) (N/A)
BT A R RS R BEAIRR ~ & Lin
VR (ONWARDS)
A 5-year, randomized, double-blind,
placebo-controlled, multi-center study
assessing the efficacy, safety, and tolerability
of intra-articular regimens of LNAO43 versus
placebo in patients with symptomatic knee
osteoarthritis (ONWARDS)
3 220519 | (REERFEERESIREE ZRINIESE ~ LE | 52 (i) (HE)
(=5 1 K] | B SR RETT B RYEE 4 FENG- (N/A) (N/A)
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BRLEE | JREEERE

Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
The associations between disease worries, CHENG

psychological distress, and health-promoting TANG
lifestyle among the subjects with prolonged
exposure to low-dose-rate ionizing radiation

in Taiwan
4 221120 | PSSR L Tc A o tR s A 2 AHRE PeRH (H%) (H%)
(25 1 X])|FIRERED 8 EE5E Chen, Ying-|  (N/A) (N/A)
Risk Factors of Postoperative Delirium Cheng

Following Open Heart Surgery: A
Single-institution Retrospective Review and
Mixed-Methods Study

5 230313 | THHIARAREE e R TR K EFREEEHEL | B () (H5)
[ 25 1 2] | Predicting future demand for hospital beds Acquah (N/A) (N/A)
using deep learning models Hackman
6 230314 | EA AN TR RE IR E G Mrask nlBdFeol] | B & (i) (H)
(5 1R | FFE et s Wei Chung | (N/A) (N/A)
Identification and prediction of specific Shia

chronic diseases based on artificial
intelligence and fundus image analysis

() sk 2 B g5 (F5 2 %8 #5)Report the approved interim report by expedited

review
EREE | JEERER
Fri% | IRB 45k sFEE FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191236 | MAELEHT(Primovis e 2 =RTEIREIGE | FERUE (%) (E%)
(25 4 2% ] | A heser (00 Sl U RE I 0 i ChenTe (N/A) (N/A)
Utility of Primovist-enhanced MRI with Chou
whole liver perfusion imaging in
characterization of liver tumors
2 | 191241 |BUREERULE R EB R A SN | Aofs (%) (%)
(25 4 K] | &k oraH 2 b5t Jin-Chin Lin|  (N/A) (N/A)
Close monitoring of plasma EBV DNA after
chemoradiotherapy and risk grouping study
in nasopharyngeal carcinoma
3 210107 | 1E SRS TSR A2 B SET MRAETE (%) (H%)
(55 3 1| (Cetuximab) & HHLFE 2 [BIHIMERT 72 Jin-Chin Lin|  (N/A) (N/A)
Retrospective study of salvage cetuxmab
combined with chemotherapy in patients with
recurrent and/or metastatic head and neck
cancer patients
4 211004 |COVID-19 i H 12 RITE A R LRy T (&) (E%)

FTH - HI0H
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
[% 2] |1k Che Lin (N/A) (N/A)
Breast symptoms and side effects after
getting COVID-19 vaccines
5 211228 | AL SAITVIFR Filr(RRssE s TEE | #EI53 (&) (BE)
(25 2 ] | AR FEFEREZ 2RO FEHIE | HungWen | (N/A) (N/A)
Patients with early stage breast cancer Lai
managed by R-NSM, conventional NSM
(C-NSM) or E-NSM breast surgery was
retrospectively and prospectively collected
and analyzed from multi-centers in Taiwan.
6 211236 | EmPL TAERLOME BRI ~ BERR ~ 19 MEE | BBiE (i) (HE)
(25 2 XY | B ~ S CEAtERa (% Chen (N/A) (N/A)
shift work and the risk of diabetes - Wan-Chin
cardiovascular disease and chronic kidney
disease
7 220716 | BEIRERAHAREEAIEH-EBATENZRH | ZTH (i) (&)
(25 1 K] | SIS Iz 4t YuPinPeng| (N/A) (N/A)
Aspiration before tissue filling with
hyaluronic acid-Safety enhancement by using
a lidocaine-primed syringe
8 221024 | R B A= e 2 AR S - Y | BOES (i) (&)
(35 1K) |EREE - HAEKREZREEE Chen Kuan | (N/A) (N/A)
Correlation between plasma levels of Jung
citrulline and gestational age, body weight,
and postnatal age in neonates
9 221223 | ALBEWATVIRRFHio (AR as TE)E | #55C (i) (GE)
(25 1 %] | HR R B E 2 2 0 ZFE IR | HungWen | (N/A) (N/A)
= Lai
Minimal access (endoscopic and robotic
assisted) breast surgery in the management of
early breast cancer- multi-centers consecutive
studies.
10 | 221228 |(EFJ AN LEETEN S ERER YN (GEY) (HE)
[ 25 1 Zx] | Detecting high-risk pregnancy by Artificial Hsinhung (N/A) (N/A)
Intelligent Wu
11 | 230226 |FIESEEETEVERR SONERERR | P (GEY) (HE)
(35 1K) | RO H 2 7l - DUEZSHON S AL Yu-Li (N/A) (N/A)
Using Artificial Intelligence Machine Chuang

Learning for Predicting the Day of Trigger in
In Vitro Fertilization Protocol to Optimize
Oocyte Retrieval Number

(J1) MECHEE 2 4E5ZEH 4 Report the final report for reference

H8H HI0H
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210908 | & TEFFEUR AR E AT | B2 (&) (&)
B T 20T s e B €2 7y e e YenTzeLiu| (N/A) (N/A)
Establishment of a machine learning model
based on the employees’ health database for
cardiovascular disease and work overload
risk prediction
2 230122 |\ &HEHIE EALERVE R ZE Bl EIFSSIN (&) (HE)
Genetics of ossification of the posterior SenYung (N/A) (N/A)
longitudinal ligament: case report and Liu
literature review
(1) HECFEZ 4 EE#E Report the terminated protocol
BT
= . e ) | EEER
. IRB 4Rt st ETH FFA | Medical :
i ) _ Review
IRB No. Protocol title Pl primary
No. ) result
reviewer
230308 | BRFEEER T/ OEE - BEAGTSHEEERE | =51l (&) Fa
EPESH Hwang (N/A) File for
1 The Explore Medical Health Industry Staff on Her reference
Physical and Mental Health and Burnout and Shian
Turnover Intention
SOWIEIRIN - BB R Y B IRE ANEE A R L B L U
(+—) HECFEE > FEH Report the suspended protocol = (4 None)
(+2) HEEEFEE ZHEEHS Report the withdraw protocol @ (4 None )
(+=) &AL BE#E PR JIRB/ C-IRB/ NRPB Report the ratifiy protocol that
was approved by NHRI/ JIRB/ C-IRB/ NRPB
X%/ JIRB/ C-IRB/ NRPB
Fraf | IRB w5k SR P& BB FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=t+E 5% Protocol title
1 211009 [CIRB]) 110CIRB03046 |88 ZEEE 7 X (& HESY
Chih Chun Chuang

FOH HI0H
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—IESS Wb HA ~ 2FKM: - 9l ~ BB - SDRHE AN B e aEs - $H8 DUE AR ESESS
Z 45T Ranibizumab (Y 36 8 SEIERAR 18T A4 B R A M s BB S8 FE AU RERy ~ 2tk
il )18f /122 (VELODROME)

A PHASE lllb, GLOBAL, MULTICENTER, RANDOMIZED, VISUAL ASSESSOR-MASKED
STUDY OF THE EFFICACY, SAFETY, AND PHARMACOKINETICS OF A 36-WEEK REFILL
REGIMEN FOR THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB IN PATIENTS
WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION (VELODROME)

211010 [CIRB]) 110CIRB03048 |$5HEH %55 520 #)5E 28
Chih Chun Chuang

—IEZH0 ~ B EAYIE s > ST A s A A MR S DT S 8 R ST DAE A B (R 4
78 A4 T Ranibizumab 1Y 8272 MBI 52 14 (PORTAL)

A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-TERM
SAFETY AND TOLERABILITY OF THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB
IN PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION
(PORTAL)

220713 [CIRB] 111CIRB05089 |$EZ5E 6 X #JE& HE T Y
KuanMing Lai

—IHARFAE Amivantamab BE—REK% K ff R AR IR GE LR e R IG HH B M KRG B G i 2 Bl
ABARMEES 1bi2 HHEAER

A Phase 1b/2, Open-Label Study of Amivantamab Monotherapy and in Addition to
Standard-of-Care Chemotherapy in Participants with Advanced or Metastatic Colorectal Cancer

230130 [CIRB]) 111CIRB10191 |HAf #i&55E 123X 9% PREE T
ChingHsiung Lin

—IH BLU-5937 fEEHuEME g (SRR AV M ) (CALM-2)R A 3250 # TR HYES
=W~ 2498 - BERk - g - ZRIFIEIR - SHATAHERRNL e ~ BRI

A Phase 3, 24-Week, Randomized, Double-Blind, Placebo-Controlled, Parallel-Arm Efficacy and
Safety Study with Open-label Extension of BLU-5937 in Adult Participants with Refractory Chronic
Cough Including Unexplained Chronic Cough (CALM-2)

180913 [CIRB] 107CIRB03035 |4528 #)%% PREEAE
Sheng Hao Lin

—IASH SRRy EGFR 288 H TKI Higiih Z s M EfRAHRE IR/ IRt A 75 (NSCLC) 52 34
F o LL#L Pemetrexed + S$H{LER & HFECREHF Pembrolizumab (MK-3475) 652 BERE 7> fic ~ &
B~ =08 (KEYNOTE-789)

A Randomized, Double-Blind, Phase 3 Study of Pemetrexed + Platinum Chemotherapy with or
without Pembrolizumab (MK-3475) in TKiI-resistant EGFR-mutated Tumors in Metastatic
Non-squamous Non-small Cell Lung Cancer (NSCLC) Participants (KEYNOTE-789)

%10 H 3 10 H




