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2023year 8th-C IRB Meeting Minutes
—-~ HA Date(YY/MM/DD) : 2023 /08 H 24 H ( £HAVY)
N 1 i Time @ 12:00-14:02
= %L Location : FEEAMAME Bl Bi2% B B
g~ F [ Chairperson :
BAAE (B ~ B8~ RIEE - BT~ 5]
Yen, Hsu-Heng [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]
HifE A & Attendant : (BEkfEES omit title)
B EET (B - B R BT 5]
Chen, Yen-Yu [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male]
B Sikgl (BN - B9 - B - Bl - BE] [BMRS2GEHRE-REGEAN (R 18 5%)
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 R 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 igEl [Ber - FEEEE - FRRIEE ~ +1T ~ ZoiE]
Hung, Wan-Chun [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Social Worker, female)
B 5 (B - R - FRRIER ~ TAEREESE -~ Z0it])
Yang, Wen-Chun [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Law, female)
B ZERlz (Besh ~ B - I - 220~ 20ME]
Tsai, Pei-Ling [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, female ]

B BGER [BEsh - JERE - JEREE - e AR AR A ~ Bk

Chen, Chih-Tung [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]

FL1H H9H
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B R [k JRER - FRRIE - (G AIEAL-RIE Eim/ RS VL EERE - 2]

Wu, Tzu-Hui [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific member,

Member of society-housewife/ English Cram School Class Teacher's Assistant, female }

A# | #EE Remark
Persons
B 7 BSEM(S) ~ FEAM(D) ~ #Et(D)
Medical Personnel Doctor (5), Pharmacist (1), Statistics (1)
FFEE 4 T ~ AR ~ HEAIEAL(Q) - 4510)
Non-medical Social Worker (1), Law (1), Member of society (2),
Personnel Statistics (0)
R 7 ESHI(5) ~ ZERM(L) ~ 425t()
Scientific member Doctor (5), Pharmacist (1), Statistics (1)
JERIE 4 Q) ~ FAERQ) ~ (EEAIEALER)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
5 5 FEAE) ~ BEN2)
Male Affiliation with Institution (3), non-Affiliation with
Institution (2)
28 6 FEA(4) ~ BEAN2)
Female Affiliation with Institution (4), non-Affiliation with
Institution (2)

it © O k8 T ARBHTE ) FElk : FEGEEZEDALLL - BEFERER

Remark:

B A EATEAL - HFEHEELIIN A LEE T y 2 —PAE S 1R
AMHENR =02 — - FEGHGR - SEFHIE T EHERES - 5
e S A R e RS ARV PR ., -

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

@ (ki " ARt MEEEZ B S SIEFEEINE ) Ak FEE

TR B G - HH R BRI S R R
SEREA— DL - AL FREAZEES  EA=5H2 b
EXZEWE  EAM LY BEG AR LY BRI - G
7 - T B BRI R ETar -

H2H HOH
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® 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.

51 N\ & Presenting staff : (BkfEHS omit title)

B ZfE (IRBFAZE) Liao, Shu Chen (IRB secretary )

B #EEE (IRBYTECAE) Yeh, Cheng Chi (IRB staff)
B 152 (IRBfTECLAE) Lin, Ciao Yun (IRB staff)
B iEEEE (IRB/TECAE) Hung, Tsui-Hsia (IRB staff )
B ZpE (IRBITECAE) L, Hsin-Yi (IRB staff)

5 i Leave : (BEfEES omit title)

B EELE [Besh - TREE ~ BRI - &ist ~ 2]

Kung, Hsin-Yi [ non-Affiliation with Institution, Non-medical Personnel, Scientific member,
female)

Eh J& Absence : (BEfEES omit title)
B #% Recorder : 38  Hung, Tsui-Hsia ( IRB staff)
T~ FHAZ Meeting -
(—) EHi{ES Opening prayer @ S%£ Wu, Tzu-Hui
() FEfFE#Es: Chairperson report @ (%)

(=) E&f " 2023 55 7 JEE = ABGs\lRZ B & | &ak4CH - Read “2023 year 7th-C IRB
Meeting” Minutes

(M) _EZeEr 20 s 180 7 25 Reply to the last assigned matter : (%)

(H) shamdZE (FRZEF B R Discussion (theme and decision)

T st ik
Ym5E 1 230618 (ENXeF-Bo

(7% WESLR] | EREIMRIE R E I e
ERA SR

4R5% - 230708 EER B AEREVEEVE G IR (LISA)ER | =t

HI3IH HOH
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Uiz E55% 1K) (B4R 7 VAE L A PR BB E 2 TRIR K
FFEA ¢ MR TERY 22— [E AT
4m5k © 230808 EIEREE
EIES| HE A T o (T AR PR &S SR A gt
BN  E=iil
4muk © 210515 (EARET e
(B 2 K] VSRR RRIR & NEE & Al TR 3 K iR
TFEA ¢ AT
&mo% - 221108 —IHEEE - FERE - AR - BAEEHE | BIEREE
[ 4 K] {5FH B1 1015550 %70 52 #ELL F ¥ 44
FRFA ¢ PR AL E VAT (PF-ILD) SRRSO Ze 4
{3
&k - 220602 —IH%E 3 Hf - BEMERSTEC - FECERES - thi | R E RS ETT
[REfEEH] Relatlimab-nivolumab [&l 7] & 4H & HH ST
202307-12 Regorafenib =\ Trifluridine + Tipiracil
FFEA - R (TAS-102) I ERERS 1A ERGE 2 B

(78) Elimis > ¥ 2= (f5 528 %) Report the approved protocol by expedited review

BRELE | JFEELEE

Fra% | IRB 45k sHEE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 230701 | DiRHmEAGGREE A GEHEER | £351% (i) (E%)
B T Ry Mei-Ling | (N/A) (N/A)
Application of technology acceptance model Wang

to explore nurse-patient communication
behavior of using smart medical care by

nurses
2 230718 | ttlEmE AT - HEREATE | MDE (i) (GE)
Prevalence, Related Factors, and Impacts of | JongNi Lin (N/A) (N/A)

Elderly Bullying in the Community

() IFE A 85 Z(f5 5,2 %) Report the approved amendment by expedited

review
REEE | JEREEER
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 171205 | —IESE =M ~ BEREOTEC ~ BARCHE ~ 2P0 | #EEE (HE) (%)
(25 15k )|5s - st¥PReglntt 28 M a3 R8 HAFF | Kuan Ming | (N/A) (N/A)
EREERIER - 5FH isatuximab Lai
(SAR650984)ffFH bortezomib (VelcadeR) -

HA4H 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

lenalidomide A1 dexamethasone ;&R AHE A
bortezomib {3 lenalidomide #1
dexamethasone & IVEE R R s

A Phase 3 randomized, open-label,
multicenter study assessing the clinical
benefit of isatuximab (SAR650984) in
combination with bortezomib (VelcadeR),
lenalidomide and dexamethasone versus
bortezomib, lenalidomide and
dexamethasone in patients with newly
diagnosed multiple myeloma not eligible for
transplant

201236
[%3%]

EERR(CHERIEVEEHI
Study on the thermal hazards of global
warming to farmers

BER
Hsiao Yu
Yang

()
(N/A)

()
(N/A)

230127
(% 1x%1

FERRARFE TP IR ER ACTNA (i b R e B
(wvint7ie RNy il

Exploring the mechanism ACTN4 signal
pathway promotes epithelial-mesenchymal
transition and chemoresistance in PDAC

R
Shu Hui Lin

(i)
(N/A)

(H)
(N/A)

230319
[% 1K1

e MR YR PR R IR 2 A Y
B E R R R A T U S SR
SRR REE T 7

The Caregivers’ Perspectives on Bullying
Victimization of Demented Elders

and Strategies for Intervening in Bullying
Situations in Long-Term Care

Facilities: Interpretive Phenomenology
Analysis Study

MEE
JongNi Lin

((59)
(N/A)

()
(N/A)

(J\) WET A T3 45 (75 528 %) Report the approved interim report by expedited

review
BRETE | JFEEIE
F9% | IRB 458 FTEE 4T FHRA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150922 |ZE=HH - ¥ 5 - [EOEC - ZERBEE - | Mz (%) (%)
(25 8 K] | el > N2 se 2R VIR KA /4% | Hsuan Yu (N/A) (N/A)
BN B BB R R A RIR T2 8828 Lin

SRS 1B-IA BAIE/ iRt B 5 - 5
fii AZD9291 FHER I 2R 2 S v 2 ek
(ADAURA)

A Phase 111, Double-blind, Randomized,

HS5H HOH
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BRLEE | JREEERE

FFo% | IRB 455 T EATE ERA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

Placebo-Controlled Multi-centre,study to
assess the efficacy and safety of AZD9291
versus Placebo,in Patients with Epidermal
Growth Factor Receptor Mutation Positive
Stage

IB-111A Non-small Cell Lung Carcinoma,
following Complete Tumour Resection With
or Without Adjuvant Chemotherapy

(ADAURA)
2 210607 | CRAESIEEEHAEI IR E BB B | i () (9]
(52 R]) | %R YUHSIN | (N/A) (N/A)
Effect of rice bran supplement on TING
Nonalcoholic fatty liver disease treatment
3 210917 |5 WP IE e R IRV L LTRSS 7 Bl & PRfZ T (%) (B%)
[ 25 2 %) | The relationship between Helicobacter pylori | MuKuan (N/A) (N/A)
infection and head and neck cancers Chen
4 220506 |EH¥HEs ARSI At R A IRRIED | EEE) (%) (B%)
[ %5 1 k] |#E6iE 2 BEn—TEE R ERHBIRATZT | Wei-Hsun (N/A) (N/A)
A clinical data review study of patients who Wang

have received the autologous chondrocyte
cell sheet transplantation for articular
cartilage defect

5 220911 |BEA TRYEFERMECHIRG SRS ST 2 2 | SiHEE (%) (ER)
(51X | B s Hsieh (N/A) (N/A)

Application of real-time artificial intelligence | TsungChe
(Al) on detection of fetal brain abnormality
image in standard reference plans of prenatal
ultrasound.

(J1) MECFEE 2 45ZE#H 4 Report the final report for reference

BEEE | JEREESH

Fri% | IRB 45k sFEE FFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 170803 |14 B ZIHF R GFATHE(LEEREZDUR TSRS | #REL (H%) (H%)
Va2 Bt e - T Wei Wen Su|  (N/A) (N/A)

Long-term ETV for the treatment of chronic
hepatitis B patients with cirrhosis. The
extension follow-up of the C-TEAM
(Cirrhosis Taiwanese Entecavir Multicenter)

study.
2 180901 | &g HhIE i H A RSB SRR R AR R Rl | AN (i) (H)
KNI R TR IS Chien Chou| (N/A) (N/A)

H6H HOH
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BEREE | FEREEHF
Frak | IRB 4ok srEfATE ERA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer

The growth and neurodevelopmental Hsiao
outcome of preschool very-low-birth-weight
children in Taiwan

3 190207 | ELEFIFEA [FSniR e Bk H - TR IR | SRIRIR (H%) (BE)
SRR KUN (N/A) (N/A)
Clinical Effectiveness of Two different LANG WU
Products of Immunoglobulin for Children
with Kawasaki Disease

4 190210 |#f&T Globo Z bR EL PD-LL FRIFAE | FF AT (HE) (HE)
FERETRIZ G C Bl TR T Hsu Hui (N/A) (N/A)
Molecular mechanism and prognostic role of Ting
Globo-series glycosphingolipids and PD-L1
in cancers

5 200715 | RS ORISR EEE T THILEREES PRERES (%) (%)
(AD) , TTRERZ7E-—-atET R | Pi-Sia (N/A) (N/A)
[ CHEN
Study on behavioral intention of patients with
heart failure to sign "advanced medical
decision (AD)"- Application of Theory of
Planned Behavior

6 200724 | HIE =P GHFE BB UIRRnR R | REA (GEY) (HE)
JIAERAREIY - TRSAR - se BN EMIEDE | Wu Jian (N/A) (N/A)
IR AIOIEE sheng
Vision-related quality of metamorphopsia,
stereopsis, aniseikonia and macular
displacement after vitrectomy for macular
pucker.

7 200835 | fHfE st A E A R AR ¢ BT | R E (GE) (GE)
Hemangiopericytoma in the Central Nerve Chia Chun (N/A) (N/A)
System: a Case Report Huang

8 210801 |RpfEEEAESHEER T ARGE FE LB E | MM (GE) (GE)
BRI BRI R S FE 2 s Lin Hsiang (N/A) (N/A)
The Effect of maternal voice combined with Yin
lullaby intervention in reducing pain response
of premature infants to heel blood puncture

9 211005 | ALAEHBLOS MRS AREETT | B (HE) (HE)
HNEEHE eSS TR 2 S CE FRE RSB TH |Lien Cheng | (N/A) (N/A)
{t-Fagii TSAO
Whether Peritoneal Irrigation
Intra-operatively Effects on the Outcome
after Laparoscopic Surgery for Peptic Ulcer
Perforation

10 | 220913 |DLFEREMUEERRRITSMEIEZE | HET () (GE)
RIS S ST N i1 Yen-Yu (N/A) (N/A)

FTH HOH
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BEREE | FEREEHF
Fra% | IRB g5k SrEHTH FFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
Acute pontine infarction with apical Chen
thrombus manifested by Cheiro-Pedal
Syndrome
(+) MECHFEE 2T {ZEH 5 Report the terminated protocol ( 4 None )
(+—) HETHFEE 24 Report the terminated protocol
BREEE |
. D . N
FFik| IRB 4wt ARt FFA | Medical :
. ) Review
No. IRB No. Protocol title Pl primary
. result
reviewer
220314 biEEN AHAEELZERERBRZ | ERER (&) F&
PRa LiChu (N/A) File for
1 The Efficacy of cosmetic Therapy on Chan reference
Multi-Sensory stimulation of People with
Dementia.
SR ¢ L HTEETESRTE Y_110_0499 : [HFFF A 4382(FERERR) S 2023 - 7 H {4k S

BRI -
2. ASTEERE
A EE TR

2022 ‘FREAEIE &

3 {ESE IR LA IB R R - B

3. KA 2 S B BUTIESRAEN - GRS S IHAHE « FAEBERS - TF

ANBBETCE -

4. HEtHBP OB EEERMETRENTATE  SERBARNTARNTERS - 36
RAREEELURKZ B AR B -
5. B HIRE Em iR AR E IEATIFEE -

(+2) #WmECHFEE ZHIZEHS Report the withdraw protocol (4 None )

(+=) &4 E#E PR JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

B f#fe/ JIRB/ C-IRB/ NRPB
Fraf| IRB 4Rk i P& B8 FRFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=TE447% Protocol title
1 100312 [NIRB] EC0970608R5 |SEEEZES 7 X ¢ RN ZH
Yen Tze Liu
BB R R T R EREE LRI
Healthy Aging Longitudinal Study in Taiwan
2 150701 [NIRB] EC1020805 SEHIEE 11X HEE LXK R Z7
Yen Tze Liu
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58 T EF RN T REFEE LRI — 55
Healthy Aging Longitudinal Study in Taiwan(HALST) —Wave two

221234 [CIRB] 111CIRB11218 |88 ZES 4 X W& IS G
Hsuan Yu Lin

—IASE /M~ B ~ A~ BIREE ARG - SRS EE RS o B
belantamab 1 5y B8 —J%7A DU BLEAM R GF FHEZE 2 1 ~ sz MEELER A& 14

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

211014 [NIRB] EC1100307 A RS 2 K V)EE +&I1F
Chuan Cheng Wang

B A AU 5 R B AV R A e AR N AH B S R PR B R 2 B k5T
A Taiwanese Oncogenetic Panel and Integrated Clinical Data Registry Study for Wild Type
Gastrointestinal Stromal Tumor Patients (TOPICS-GIST)

FOH HOH




