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2022year 7th-C IRB Meeting Minutes
#H Date(YY/MM/DD) : 2022 4£ 07 H 28 H ( £HiPU)
fi Time : 12:00-13:35
%L Location : GHEZENANE Bl 22k B BE / Webex
J&% Chairperson :

BEE (BE ~ B ~ B ~ 551%)
Yen, Hsu-Heng ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

HiE A B Attendant @ (F%fEHES omit title)

Eaffm (Bey ~ B~ BSET ~ 5B1)

Tsao, Shao-Lun ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

miedl (BEA ~ B9 ~ Bl ~ HBiE)

Kao, Jun-Kai ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

TrOSR(BEA ~ B ~ B&ET ~ 201)

Ni, Ting-Yuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )

=N (BEA ~ B89 ~ AE/aeat ~ 2ot

Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

ZERL (BEsh ~ B~ AT ~ BiE)

Tsai, Chung-Jung ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

At (Bery ~ JEEHRE ~ t1 0~ M) [P 2 G FHREF-REGEAN (R 18
pk) > fETHN]

Hung, Wan-Chun ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

PREHEE(BE ~ FREEHR ~ JEERESE ~ )

Chen, Ming-Fong ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, male )

2z (Besh ~ B ~ ZERT - 201%)

Tsali, Pei-Ling (non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

guta (Besh ~ FEEHE ~ g A b AL~ 20D

FL1H H9H
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Kung, Hsin-Yi (non-Affiliation with Institution, Nonmedical Personnel ( Scientific
member), Member of society, female )

SZEE(Besh ~ JREERE - HKEE T - L)
Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

N it f#iE Remark

Persons
B 7 ESHN(4) ~ 22EM(L) ~ 4e5T(2)
Medical Doctor (4), Pharmacist (1), Statistics (2)
Personnel
FREE 4 Q) ~ EERQ) ~ HEAEALQ)
Nonmedical Social Worker (1), Law (1), Member of society (2)
Personnel
FE2 8 BSRM(4) ~ EEAM(L) ~ #551(2) ~ tHEAIEAT(D)
Scientific Doctor (4), Pharmacist (1), Statistics (2), Member of
member society (1)
FFRER 3 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (1)
member
Es 5 BEr(4) ~ BEFNL)
Male Affiliation with Institution (4), non-Affiliation with

Institution (1)
B’8 6 BEr3) ~ BEIN3)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st * © 8B " ABSWHIUE ) Bk - FEGEEZS AN E - BEEEH
R HMAEE AL T DML E Ty 2 DL E S —
MRIABER =02 — - FEEGHER » SEBFHIEHEHTIESRE
X B SE R TR E R < ARG A, -

Remark: (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.
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@ g " Nt imEEAZ S SHSGEFEEINE ) AR FE

A e FEEE®HN > HMZ R EEIN I ER AR
EMEERZE AL - TAULE ARCAZEESY  EE=7
U EZZEEHE  CA L EES - [EEYEU LA
o R - HER BRI > AMEETEE -

® 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)

|
" EES
LR
|
o
u

=0 (IRB #42) Ng Sock Ping (IRB secretary )
(IRB{TEL AN &) Yeh, Cheng Chi (IRB staff)
(IRB{TEL A\ &) Lin, Ciao Yun (IRB staff)
(IRB{TEL AN &) Hung, Tsui-Hsia (IRB staff )
ik (IRB{TECA &) Li, Hsin-Yi (IRB staff )

&2 Leave : (JEkfEES omit title)
ST (Beoh ~ JEBSF - RIE T ~ 20%)

Hsiao, Ling-Ling ( non-Affiliation with Institution, Nonmedical Personnel (non-Scientific

member ), Member of society, female )
Eh J& Absence : (BEfEES omit title)
E #% Recorder : j#£3E  Hung, Tsui-Hsia ( IRB staff)
.~ FikNA Meeting

(—) shamdZE (FZEF B R4 ) Discussion (theme and decision)

TR sTE A i
4m5E 220605 EIE&E

Orze #5356 1K1
EFA C REIE

EEHEE A ST RIS RG 1 T b S MR M PR
R E

4R © 220606
CER LTS

BHRSTRIEEERE B B R RS = | BIEREE
i T P RS o R 12 B
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EFRA  RIRE

4Rok 2207 ST
oL - 220708 S0 FH Al i B B iR o R TEDRI e M B o B 3R DA PR
CES|

o & [t
FRA  BEIE
&mit © 110803 EIEREE
(A 11 ] N T2 RN Tan= i
FFFA ¢ ARIESE
4m5E 1 210801 EIEIR 1

(AR 1K1

EFFA RS

I 7 R TRe S 2 A

BRI S &S SRR AR R U IR

4m5% * 210505
[ AERE ]
202207-5

FEFRA AL

B (ALIGN &5#)

—IEFEE SRR R E i A BlGE
BREE (IgA) BEs B Est Atrasentan
1EE 3 HA - BB ~ 85 ~ ZRIEEIEEL

FE - AESREEET

() B ¥ 2 ZE(f5 52 ) Report the approved protocol by expedited review

EREE | JFBEEEF
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 220611 | GEFH/DERIFGHIHBIRZE - BME | AR (i) (HE)
AESTEIFE Ching (N/A) (N/A)
Factors Associated with Successful Smoking | Hsiung Lin
Cessation in Taiwan adolescents: Smoking
Cessation Promotion Program Study
2 220612 |R&EESIFEIE (Survey-Based Frailty Index; | &0 (B%) (B%)
SFI) 7 &8 (Validation) Shu-Ping (N/A) (N/A)
Development and Validation of Huang
Survey-Based Frailty Index (SFI)
3 220617 | DI EMRERRS AL 22 TR | 2R (i) (H%)
s/ BRE R R ENEREE N Lee Shwu | (N/A) (N/A)
Investigating the impacts on nurses’ safety Meei
participation behavior from
multi-perspectives: The moderating effect of
health literacy
4 220703 | HLEAGHLH, (trisomy 18) A4 il HIFFERfH | BRAPE (GEY) (i)
Ehi BRI R AR B B T 30 A2 H M | YuWen (N/A) (N/A)
BB E R AT 20 £ FE R AYEHE|  Chen
RIEGET -
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

HA4H HOH
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

B LR
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

past 30 years and Premature baby Foundation
of Taiwan for premature babies in the past 20
years.

(=) 5T 8 8 2/ 5% 4) Report the approved amendment by expedited

review
BETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200218 |FI(XE2 L= IEH A\ S ket e ek 4 (i) (H%)
[ 25 3 Zx ] | Heart failure registry program: Across Chen Ching| (N/A) (N/A)
inpatient and outpatient Pei
2 201236 | eERER(LE R RIVEVEEITTE =2 (i) (H%)
[ 25 2 %] | Study on the thermal hazards of global Hsiao Yu (N/A) (N/A)
warming to farmers Yang

(PU) s A% A > HA TR 45 (75 5 28 45) Report the approved interim report by expedited

review
BREEE | FEREEH
FFo% | IRB 45k sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 110315 | fRfRASZ 4 BT SRS DIRE AL RAERATE . | BROER (&) (GE)
(55 11 k)| & San-Ni (N/A) (N/A)
Survey for the relationship between optic CHEN
atrophy and mitochondrial functional gene
2 130201 | —IHEEETA + AVD DUR ABVD TR RSe—4% | MRz (i) (&)
(25 9 K] |VaF R M B A PE(r 7R B MR Z 5 #E | Hsuan-Yu | (N/A) (N/A)
ZBEr TG ~ B ~ S5 =HAERPRIASE - LIN
A Randomized, Open-label, Phase 3 Trial of
A+AVD Versus ABVD as Frontline Therapy
in Patients With Advanced Classical Hodgkin
Lymphoma.
3 170806 |z PEtkes T AL TioE 5B AR | 5 (&) (H&)
(55 5 2] | FLEe A e o B RiTHE A 5 Hung Wen | (N/A) (N/A)
Robotic Breast Surgery in the management at Lai
Early Breast Cancer of Taiwan Women
4 | 200404 [ZEFHUEREERESHEITEIREIAE 458 | e (%) (%)
(55 2 2] | 1 M i £ R Chun Chieh |  (N/A) (N/A)
Effectiveness of scalp / auricle acupuncture Tsai

HS5H HOH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
for patients with stage 4 and 5 chronic kidney
disease
5 200720 | HGTEMELEEE N ERSET B EEI | ERE (i) (HE)
[Z 2] |BEr Wang Bing | (N/A) (N/A)
Computer-aided diagnosis of pulmonary Yen
nodules using convolutional neural network
6 | 200732 |$FEHEIMEEIAT LB R A BRSNS | HaE (%) (H%)
(25 2 XY | DhREPrir Z TR AT Lin Yan (N/A) (N/A)
Analysis of long-term renal function in Ren
patients with non-traumatic OHCA
7 201001 |JEEMMEREEEENEE: REMEKE | BEik (i) (i)
(25 2 K| BeA)ERE ~ R - FEBTRRAIENIES> | Kuan Ming | (N/A) (N/A)
o Lai
Management of follicular lymphoma in
taiwan: A retyospective analysis of
treatments, outcomes and prognosis in
patients with follicular lymphoma
8 210712 | FifiBHZERERINE S > s R BARPH 284 | PREE I (i) (&)
(25 1 K] | e LAHRI AR AT Ching (N/A) (N/A)
Validation concept of COPD control and the | Hsiung Lin
risk factor related to changing in control
status.
9 210805 | FRa T ERHE BB bRt R T2 /NI R | (R (&) (GE)
[ 1 R]) | RESZ ZHERZE Pei-Chi LIU|  (N/A) (N/A)
Exploring the factors for the unplanned
return visits to a hospital’s pediatric
emergency department within 72 hours in
Central Taiwan
() HEEFESE 2 45Z 5 Report the final report for reference
BEREE | JFREEE
J75% | IRB 4R55% sTE AT EXSIN Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 150409 |15 FARAG S B K HEERG Y C BURF R | P (HE) (HE)
w5 | B 2 At R HEHMTT | Yao L (N/A) (N/A)
The role of host genetic variants and CHEN
autophage in hepatitis C virus related
hepatocarcinogenesis: a cross-sectional and
longitudinal follow-up study
2 180810 |HEHEEMT B F S R IBIEAMEERTAR Z[H | HisEtl (HE) (HE)
ENlEERES Yao Peng (N/A) (N/A)
The relationship between inflammatory Hsieh

H6H HOH
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BT | JERERER
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
indexes and clinical outcomes in peritoneal
dialysis patients
3 181219 | ERSHTEEIENG SV ER AR E B0 | TPk (HE) (HE)
G AETETENR G ENZ PGS |YaLlanHsu|  (N/A) (N/A)
Investigating the relationship and influencing
factors of incision scar formation and body
image and quality of life of living liver donor
4 210129 | fifi b EE KT JB DR SRS G Z 4 < R R s il B2 (HE) (HE)
A Clinical Study of LUNG-CT CAD Shang Yun (N/A) (N/A)
Decision Support Ho
5 210409 |FEFE A &I COVID-19 i BHYBRIREL | [RUM&T (i) (i)
(EaLiElE | SHU- (N/A) (N/A)
The stressors and resilience of nursing staff CHUN
caring for COVID-19 patients CHEN
6 210509 |\ FRETEIETI MR EER EEAEREC | FrbeE (H%) (H%)
A2 EPRTRIZHY TR AY Chew Teng | (N/A) (N/A)
Evaluation and development a prognosis Kor
predictive model in acute Kidney injury
patient with Renal-Replacement Therapy
7 210811 | BB 55ER AT 4H SR 2 e R HYERER{E RIS (H&) (HE)
The moderating role of workplace bullying in | Chang Tsui (N/A) (N/A)
the development of organizational Fen
commitment
8 210903 | EEfm R BT A SARMUTEAVRR (% - BB | weEeEE (i) (H%)
0 BT SE Huang (N/A) (N/A)
The relationship between maternal fever and | Sheng Hua
neonatal sepsis , a retrospective study in a
medical center
(78) i EFEE 2B {EH & Report the terminated protocol (4 None )
(£) MECHEE 2L E#H5 Report the terminated protocol
st E AT B
n E. PR BRLE | e
Fak|  IRB 45k Protocol title EFFA | Medical )
) Review
No. IRB No. Pl primary
) result
reviewer
191247  [FSMREERAERTIS REGIE R ARG | MBUF | @) | &
1 Scale development and intervention of Lin Ping (N/A) File for
environmental health literacy Yi reference
SR - FRFATREE

FTH HOIH
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210707 | RAE AR TETE ASMERPR A R Z BEs | ARER I (%) 7

it Ching (N/A) File for
2 PREVENTION OF ACUTE RESPIRATORY Hsiung reference

INFECTION IN TAIWANESE Lin

INSTITUTIONALIZED ELDERLY (PARITIE)

SEULFER ¢ R R ERT e il R R A SR b, ST R AR QTR A 8 2 R IR A (1 IR Y
Wezestit, “CaTHIZatisis (Sponsor) s (e £2 e B Bl N S IR T 57 A
tERs, HRATRBINEESTASTERY AT, [FER 2022 46 A 15 H&&1EA
§+£J

210816 | f5H4S AR LLEL SR (H%) Fa
3 The Treatment of Volvulus Yu Yao (N/A) File for
Chang reference
SIS USIEEEIN & SISyl
() HEEFEE ZBIZEHR S Report the withdraw protocol (4 None )
(JL) sz A 2 B e/ JIRB/ C-1IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
. X%l JIRB/ C-IRB/ NRPB
Py IRB 455 s PR REL ERFA
;jb IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
0.
protocol No.
== 5% Protocol title
1 220631 [CIRB]) 111CIRB01014  |#iZ W% - E
Tu shih te

—IERSHA 52 BAE S - CEiEE— 2K IcoSema F14#E—ZK insulin icodec FYFRSURIZ & 1E

W B BRI A B2 & GFH CUIR DUBE PR S EEY) > IS 15 H AR R B R PR A (0 38 — AURE LRSS

£Ei1# - COMBINE 1

A 52-week study comparing the efficacy and safety of once weekly IcoSema and once weekly insulin

icodec, both treatment arms with or without oral anti-diabetic drugs, in participants with type 2

diabetes inadequately controlled with daily basal insulin COMBINE 1

) 150701 [NIRB] EC1020805 SEE R 10 W 58 B L
Chun-Min Chen
B8P R ERA T MEFEE LRI — 5
Healthy Aging Longitudinal Study in Taiwan(HALST) Wave two
3 210313 [CIRB] 109CIRB10195 EEHZEE 6K WFE Y YN CAE =
Hsuan Yu Lin

FEEA VI ET 2SR B 4R R (DLBCL) HYeRTAR GHRAY T e e B = I b 8 LX

tafasitamab fj[1_I lenalidomide £ R-CHOP #Hi#: A R-CHOP 27 &5 Fy 284 My —THES =8 ~ %

Hul ~ ER - s R IR

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)
4 210505 [CIRB] 109CIRB10203 SEEHZEE 3 N WIE AR
Yu Yang

H8H HIH
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—IAEA B RE R E s A BIRIEEkER (IgA) BYRE B E hEEET Atrasentan (Y55
3 B~ FEt¥ I - B e - ZRIBIEIEEEE  (ALIGN 553 )

A Phase 3, Randomized, Double-blind, Placebocontrolled Study of Atrasentan in Patients with IgA
Nephropathy at Risk of Progressive Loss of Renal Function

220414 [CIRB] 110CIRB05114 BEHEE 2 K Y5 PR<FIR
SHOU TUNG CHEN

—IES WL E - BERROTHEC ~ B ~ Zoatls o STEERER RS - 5 2 BIAARER
N7 ZRs(HER2)f2 MR R IR - RFEEHEDTE Giredestrant ﬁ%ﬁﬂ%‘ﬁﬂi SRR IR oy
M RR R L e

A PHASE Ill, 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

220520 [CIRB] 110CIRB11259 FE 1R VI5E RiEE
Jin-Ching Lin

B Sacituzumab Govitecan (IMMU-132)fE F R #E RS ME [EIREAE R 2 5l = 0y —7HEE 2 HH ~ BHRE
sl

A Phase 2 Open-Label Study of Sacituzumab Govitecan (IMMU-132) in Subjects With Metastatic
Solid Tumors

190807 [CIRB] 107CIRB10166 HA R4 3 R 2% Fifs e
MuKuan Chen

—IHFE =01 - BE O BC - B4 - B R E e - R 2/ Dl E (20 —47R
%i%@?i) AR B 12 B R R B B b B Th - ER#RE ASP-1929 S g i fpe R B ESHili
BEAEAE IS A R Y VG R e B e e M 12 2 1 S SR AT Sl IR AR e Y 2 2R
A Phase 3, Randomized, Double-Arm, Open-Label, Controlled Trial of ASP 1929
Photoimmunotherapy Versus Physician’s Choice Standard of Care for the Treatment of
Locoregional, Recurrent Head and Neck Squamous Cell Carcinoma in Patients Who Have Failed or
Progressed on or After at Least Two Lines of Therapy, of Which at Least One Line Must Be
Systemic Therapy
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