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2022year 2nd-C IRB Meeting Minutes
i Date(YY/MM/DD) : 2022 4£.02 H 24 H (ZEHAm)
fi] Time : 12:00-14:13
#h Location : ¥@fA KM% B1 2ok B JfE
J&% Chairperson :

BAIHT (BN ~ B9F ~ B8Ah - 5BM)
Yen, Hsu-Heng ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor, male )

HifE A S Attendant © (B fEES omit title)

Eaffm (Be ~ B BET - 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 ~ /4t ~ 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 )

Agidt (e ~ R ~ t1 10~ M) (B A2 G E R -REFEA (0 £ 15%) >
- TAM]

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

PREAFE(BEA ~ JEEHRR ~ TAEREZE ~ M) [PVMES2ZEEBR-REEAN (18 A
205%) ~ A~ B - EEEEK]

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

&z (Fesh ~ B9 ~ ZEAT ~ 201%)

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

guta (Besh ~ FEEHE ~ g A b AL~ 20D
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Kung, Hsin-Yi ( non-Affiliation with Institution, Nonmedical Personnel ( Scientific member),
Member of society, female )

AERES (Besh - JFBem - RIE T ~ M)

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

SZEEBesh ~ IR - 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 BaEl(4) ~ ZERT(L) ~ 4551(2)
Medical Doctor (4), Pharmacist (1), Statistics (2)
Personnel
FREE 5 Q) ~ EEQ) ~ HEAEALE)
Nonmedical Social Worker (1), Law (1), Member of society (3)
Personnel
FE2 8 BSRN(4) ~ EEAM(L) ~ #551(2) ~ tHEATEAT(D)
Scientific member Doctor (4), Pharmacist (1), Statistics (2), Member of
society (1)
FERER 4 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 5 BEr(4) ~ BEFNL)
Male Affiliation with Institution (4), non-Affiliation with
Institution (1)
B’8 7 BEr(3) ~ BEFN4)
Female Affiliation with Institution (3), non-Affiliation with
Institution (4)

st - O kg T ARHIZEE ) Bk FEGEEZE AL L BEAFER
Fe B G ATEAL 5 TR LI A LTy 2 — LB 1
BIARERR =02 — - FEEHHGNT - (FBE et SRS E S
ST SR T B E G ARV AR R, -

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

@ {xkig " N M EEZ S A EFEENE BNk FEY
AP E Ely - HUEZ B EEREEEI N JE R YR
MEFRZEE— AU E - AAME ARECAZEES  EF=7Z
TLLEZZEHE  EAM EZEES > ERPEU EZREHE

GBS o HURT BT R MR - RO T e -

® 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)

#
ik
i

=0 (IRB #42) Ng Sock Ping (IRB secretary )
#FE (IRB{THE(A &) Yeh, Cheng Chi (IRB staff)
#152= (IRB {TEC A &) Lin, Ciao Yun (IRB staff)
AEEEE (IRB {TECA &) Hung, Tsui-Hsia (IRB staff)
ik (IRB{TECA &) Li, Hsin-Yi (IRB staff )
595 TeNaiSuan [IRB 3i& 725G FIREE-Z A (B2 -t anaceERg =~ (E2)
s e B - B L)
&2 Leave : (JEkfEES omit title)
Ji% Absence : (ffEES omit title)
#% Recorder : #£15%% Lin, Ciao Yun ( IRB staff)

11~ sk Meeting

(_

) SEmEEZE (HZE XK ) Discussion (theme and decision)

+

7 sTE AT TR

4eyE c 2111
Oz #5%

F1x] sl — AR IR TR R 2 BT R TI
EFFA C BREE

18 EIERIEZE

4ma © 2201

26 EERZR I SR LA SR e MR o R (& i | (B IR 1R
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CED >
FHA : BHEF
4w ¢ 22012 St
‘{FH;;;] 0129 FEE 5 PR 8-Hydroxydeoxyguanosine YR & Briis
o BB B aS 2  AEE
e L N e B 2 2 2 A
4R5E 1 220130 ‘ o g
lgﬁ] R I S I e | T
e R S 0 S A SR
e O HHTCOREE A B SR ER R
4RHE © 210710 —IEREMEED B 2 1 - e ER > DT | Rk
[ 25 3 2] Dostarlimab fii1_F{LEEfHE S Pembrolizumab i
FHEA b AR F RS MR S TR R RS 28
%
{F5% © 210801 - P
(ot 2 4] FHE B SHE I A RE S R |
o PR IE > i
S e TR JE > A
it : 210209 [EIE%
(s 1K) /N 2 7 3 B N TR L P
FHA R
shsge ¢ 210311 [EIF&HEE

(s 1 K]
FFFA ¢ BPFEE

BRI R s PR G PR S B s EE A B 2 &
L

4m5% * 200606
[AEfE ]
202202-1

ERFA AL

LA efepoetin alfa J&#7 AR 22 1717 2 1€ 14 B Bl

(ND-CKD)&If1 8 B B i el - —
JHEL Methoxy Polyethylene Glycol-Epoetin Beta

(Mircera) {EEERZAY A 25 1A B

78 AES T

4m5% © 210513
[AERE ]
202201-11
FRA CHERE

By AR B BN 2 2 A Bl e e PP

78 FAESREeET

&m5% 210513
[REfesE]
202201-12
FFRA : HEE

Bi'fy R UME B 28 2 A Bl e e VST

78 AESREsET

4R%% : 210513

[ ~EREEA]
202201-13
FERA AR

B LA MU B 28R 2 M B e e PP A

FE - FEBREEET

() Blimis > ¥ #ZE(f5 52 %) Report the approved protocol by expedited review
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211237 | ALRRERAT R EAVEMENFRE TELEER | RERE (&) (&)
HARRE M PRET Chin-Lung | (N/A) (N/A)
The Relationship between Fine Motor and Wu
Handwriting Performance of Preschool
Children in Changhua County
2 211246 | &EHE 20 FEARE AR E R E R AT BlElE (i) (HE)
SR MR T AT KAI-WEN | (N/A) (N/A)
Congenital anomalies in LIV
very-low-birth-weight (VLBW) premature
infants — a 20-year nationwide cohort study
3 220116 |\PESEHGIFRE IR E T URERERES | FHX (i) (HE)
R B YAWEN | (N/A) (N/A)
Development and verification of the LEE
reliability and validity of the Chinese version
of Interprofessional Collaboration
Competencies Attainment Survey (ICCAS)
4 220117 | FALAE A E G SRR MR BE T | PREEE (i) (HE)
B Fim e BT ARIELER Linkuohua| (N/A) (N/A)
Different Approach of Minimal Invasive
Surgery for Gastric Subepithelial Tumor
from A Single-Center Experience
5 220120 | EALEVEI BB AT A TR R ERE R | PREEE (9] (H%)
BETNESS T HEIERE S0 8HEME (Linkuohua|  (N/A) (N/A)
BRI BRI AR
Comparison of Outcomes between
Endoscopic Retrograde
Cholangio-Pancreatography (ERCP) and
Laparoscopic Surgery for Calculous
Cholangitis and Cholecystitis from A
Single-Center Experience

(=) #HET A 85 (/5 5% 4) Report the approved amendment by expedited

review
BREE | JFEREH
FF% | IRB 4m5ik sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 131217 | EfSREER B EAYEIRIE R 22t | HEZ (&) (H&)
[ 5 K] | BB HISE SR B YaChih (N/A) (N/A)
Data analysis of safety and monitoring of Tien
biological agent using in autoimmune disease
2 210301 | BhseHE s MERE AR TEe R | BREE (i) (HE)
(=5 1 K] | AEE T RAE A RS HS Chen Chia | (N/A) (N/A)
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BT | JEBEESE
ok | IRB 457 STEEATH FREA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Efficacy of Acupuncture for Improving the Yun
Hearing of the Patients with Idiopathic
Sudden sensorineural hearing loss.
3 210602 | EAFURE T ERSIHIRIATGES THEAES - & | B INE (%) (%)
[55 1 R]) | EgpEslE R i E RN EEE - YANG (N/A) (N/A)
Does the timing of long-acting SHIAO
gonadotropin-releasing hormone agonist HSUAN
therapy in ultra-long protocol affect the
clinical outcome of assisted reproductive
technology?

(M) sk f >~ i (F5 2,28 4&5) Report the approved interim report 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 140208 | HE R R e FE AR RE (&) (HE)
[ 25 8 Zx ) | Application of Groin Flap Chao Wai (N/A) (N/A)
Nang
o | 170204 |PALLAS: Palbociclib ¢ {Fifaatss: —E| =P (%) (%)
(255 K] |t BAREBRZEZRSME (HR+) /55748 SHOU (N/A) (N/A)
NIER B RAT5286 (HER2) -f2 17 H]|  TUNG
FLEERER] Palbociclib & AN 73 CHEN
B G TR B R R E P S e B S PR Y B
7reH ~ 5B 1 HEEE
PALLAS: PALbociclib CoLlaborative
Adjuvant Study: A randomized phase Il trial
of Palbociclib with standard adjuvant
endocrine therapy versus standard adjuvant
endocrine therapy alone for hormone receptor
positive (HR+) / human epidermal growth
factor receptor 2 (HER2)-negative early
breast cancer
3 | 171220 |WEBNESESHNBERAEEZE L | HEE (%) (%)
(5 4 %] | H=HEHERE HSUSHU | (N/A) (N/A)
Psychometric properties of the Test of FU
Visual-Motor Skills, 3rd Edition in child with
developmental coordination disorder
4 190126 | ¥ TIF# = bR T E 5 i (GEY) (HE)
[ 25 3 Zx) | Musculoskeletal risk factors and symptoms Feng- (N/A) (N/A)
among the workers in Taiwan Cheng Tang
5 200107 | ARAFASCREAIGIDAG 2 EAE (B | shsk (i) (HE)
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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 XY HFEE < 1%) A = B B4 7E/V |Ming Ching | (N/A) (N/A)
RN B 2 AR G R EL PF-06741086 Shen
TP GRELL Ry — TR R
An Open-Label Study in Adolescent and
Adult Severe (Coagulation Factor Activity
< 1%) Hemophilia A or B Patients With or
Without Inhibitors Comparing Standard
Treatment to PF-06741086 Prophylaxis
6 200131 |mETET ABZAE - LRSI RGERE | MRERK (i) (HE)
(25 2 K] | B ISR e 5% Chih Cheng |  (N/A) (N/A)
Impact of a Quality improvement and Patient Lin
safety training Program on Participants’
knowledge, attitudes, and practices
7 200205 |108 b LRI T /m RER (R EE | MBET (&) (HE)
(55 2] |5t&E (FEhE - FEEiE ) LinPing Yi| (N/A) (N/A)
Environmental health literacy program for
residents living around petrochemical
industries 2019
8 200308 | {:feHAVKEPR I A\ BREISE AR AR E | BIE (i) (&)
(25 2 XY | B b i b s i 2 BRat YenTze Liu|  (N/A) (N/A)
Glucose variability as predictive factor for
falls in hospitalized diabetic population
9 201234 \FIFH ASHEMEZThRE SN b2 B | SRS (i) (GE)
(25 1 2R ] |1 TTIRETRL SRAG PRI < (S B S [Yu TingWu| - (N/A) (N/A)
AR ARSI HE et A FE A
Studies on the neurological disorder in
mitochondrial encephalomyopathies using
patient iPSCs-derived cortical neurons and its
application in mitochondrial targeting
therapy
10 | 210122 |F/VEEERELILMETNIEEEEZ2E | RIFEE (i) (GE)
(% 1K) |k T Wu Shun (N/A) (N/A)
The risk factors of glenohumeral internal Yao
rotation deficiency in adolescent baseball
players
11 | 210123 |ZREEERBASEEGEIH LERRKE Y | BEEF (GEY) (HE)
(55 1K) | JERITEH] HsuHeng | (N/A) (N/A)
Classification and Prediction of Gl disease Yen
from Endoscopic Images using Deep
Learning
12 | 210217 |65 pRll EREGHFREEHSRNZ &8 | 12K (GEY) (HE)
(=5 1 X]) | Dhpeat b EReEAY o rés YenTze Liu| (N/A) (N/A)
Integrated Care for Older People and the
Implementation in Taiwan
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
13 | 210320 |EIThREEB(LTENSMESEEERVER | #ZEM (&) (H)
(% 1x] |\ H#HE YaoPeng | (N/A) (N/A)
Kidney function and its change predict Hsieh
clinical outcomes in patients with acute
stroke

(71) HETHEE 2 45ZEH5 Report the final report for reference

BFEIEE | ERELEE

J75% | IRB 4R55% sHEATH FFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 191001 |EF4EEZ D IGh= B1EE RISHRER | 224K (H%) (H%)
Ik YenTzeLiu| (N/A) (N/A)

The cut-point of vitamin D deficiency and
different chronic disease

2 200319 | I EEALEE R AR lleR ORI oILEE 22K | AR (&) (&)
PERR LRI ZE Lin Yan (N/A) (N/A)
Detection of myocardial biomarkers by a Ren

novel electrochemical immunesensors to rule
out myocardial infarction

3 201206 |HIV 5 B R R FH E R SR s 5 | BRAIES (%) ()
Z NS San Ni Chen|  (N/A) (N/A)

Bilateral dexamethasone intravitreal implant
in a HIV-infected patient with
Vogt-Koyanagi-Harada disease

4 | 210128 |zEFE A BTL{FEHEENAVRERIHIT —2KE | RlE (GE) (E%)
BT EG1E Shu-Chen (N/A) (N/A)
Exploring the mechanism of job crafting Chang

among nurses — evidence from the interaction
of mind and body

(78) IEEESE {54 Report the terminated protocol (4 None )
(t) MECHFEE X1 Report the terminated protocol (48 None )

() HECHFEEZHIZEHR S Report the withdraw protocol (4 None )

(L) sz AE 2 B fe/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

B f#fe/ JIRB/ C-IRB/ NRPB
FFif | IRB 4Rk S P E 8 FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
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=15 $47# Protocol title

220105 [CIRB] 110CIRB07166 ME HEE IR MEE
Jin-Chin Lin

—IHEE 213 1~ BERR O - FAREEES - Lhiz Bempegaldesleukin /] Pembrolizumab AHEZ
(R Pembrolizumab fF R PD-L1 7 8RS MR E0AE 45 1 SH S BN IR 4R 8 8 55— 4%
&% (PROPEL-36)

A Phase 2/3, Randomized, Open-label Study to Compare Bempegaldesleukin Combined with
Pembrolizumab Versus Pembrolizumab Alone in First-Line Treatment of Patients with Metastatic or
Recurrent Head and Neck Squamous-Cell Carcinoma with PD-L1 Expressing Tumors

200210 [CIRB]) 108CIRB11179 |$#HH 25 6 X )58 B
Tu shih te

PSS T AUREPRR B - T T Ry B 16 8 K2 T 15 BI 456906 B2 R - BrfEME semaglutide LR
H—IEE 0 ~ BE O - T od - BRIERRE R -

A Phase Il, randomized, parallel group, dose-finding study of

subcutaneously administered Bl 456906 for 16 weeks, compared with placebo and open-label
semaglutide in patients with type 2 diabetes mellitus.

200322 [CIRB) 108CIRB12195 | ZEEs 3 0 W% RiEE
Jin-Chin Lin

—IAEE 3 W~ i~ BT - B IC - RG2S - LLER Tislelizumab (BGB-A317)f
FH Gemcitabine 1 Cisplatin FH¥fi> 2= F Gemcitabine #1 Cisplatin {E fy{8 ¢ M aiiEfg 4 2
WAL 55— 4 B IR R R e 4

A Phase 3, Multicenter, Double-Blind, Randomized, Placebo-controlled Study to Compare the
Efficacy and Safety of Tislelizumab (BGB-A317) Combined With Gemcitabine Plus Cisplatin Versus
Placebo Combined With Gemcitabine Plus Cisplatin as First-Line Treatment for Recurrent or
Metastatic Nasopharyngeal Cancer

200917 [CIRB]) 109CIRB07132 |$EHEHZEFE 4R EHEE LR BR<FIR
SHOU TUNG
CHEN

—IEFHESRRT RV 2 BRI FaRAN B EAWREZELME (HRY), 5 2 BEERLE
KAT 28R (HER2) Z#E &M E (MBC) <25{% » LL# sacituzumab govitecan
(IMMU-132) FIBSEMFTEEEE (TPC) 5 3 HATMENER

A Phase 3 Asian Study of Sacituzumab Govitecan (IMMU-132) Versus Treatment of Physician’s
Choice (TPC) in subjects with Hormonal Receptor-Positive (HR+) Human Epidermal Growth Factor
Receptor 2 Negative (HER2-) Metastatic Breast Cancer (MBC) who have failed at least two prior
chemotherapy regimens

210505 [CIRB] 109CIRB10203 |$fHZEZF 2 X #F R 1 X 15 AR
Yu Yang

—IAE A B Re ek E . A BIGEEREN (19A) BYRE S ERET Atrasentan Y55
3 B - FEM TG - S - ZRIBIEIEEEE  (ALIGN X5 )

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

211002 [CIRB] 110CIRB06131 |8 HZZ 2 X #)FH AREE T
ChingHsiung Lin

%9 H 310 H
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—IHEE TR BEREIC - B - R G - TS MEDI3506 it R E R M RH ZE M
e AP M SRV R AZaA B AR ~ R MR sZ 1% (FRONTIER 4)

A Phase Il, Randomized, Double-blind, Placebo-controlled Study to Assess the Efficacy, Safety and
Tolerability of MEDI3506 in Participants with Moderate to Severe Chronic Obstructive Pulmonary
Disease and Chronic Bronchitis (FRONTIER 4

210214 [CIRB]) 109CIRB12234 |HATh#iihes 1 K )& FEE %
KuanMing Lai

—IH PAX-1 SR FRRHE MRS E PRI IR PRRME ~ Bt e ~ B - P17 - LB Ry
la HAEG PR AR

An Exploratory, Randomised, Double-blind, Parallel-Group, Placebo-Controlled Phase lla Study to
Assess the Analgesic Activity of PAX-1 in Patients with Persistent Cancer Pain.

210313 [CIRB]) 109CIRB10195 HiR RS 1 R 1% Mz
Hsuan Yu Lin

FEEA IR 252 MR B ANRARES R (DLBCL) ST IR G R o = b B = il 8 & o > DA
tafasitamab fjj1_F lenalidomide f£F R-CHOP #H#L 7> R-CHOP 2B K & M —IEE =H ~ %
Hup ~ BER - S RERE 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)
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