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2021 year 5th-C IRB Meeting Minutes
#f Date(YY/MM/DD) : 2021 4£ 05 H 27 H ( £HiPU)
fi] Time : 12:00-13:23
®E Location : tEMKHE Bl ZiZk B B
J&% Chairperson :

R (BEA ~ B ~ BShl ~ 51D
Chang, Ing-Lin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

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

PRET (e ~ B - BRIl - 551E)

Chen, Yen Yu ( 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 (Bed ~ FRESH ~ 11~ 22i%)

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 )

seERE (Besh ~ FREHE ~ (g AL AL~ B
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Chang, Yu-Lung (non-Affiliation with Institution, Nonmedical Personnel ( Scientific
member), Member of society, male )

TS Hsiao, Ling-Ling (Besb - JEBEHE - KE Tl ~ 21%)

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 )

AN# | fst 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 Doctor (4), Pharmacist (1), Statistics (2), Member of
member society (1)
FERER 4 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 6 BEr(4) ~ BEIN2)
Male Affiliation with Institution (4), non-Affiliation with

Institution (2)
B’8 6 BEr3) ~ BEIN3)
Female Affiliation with Institution (3), non-Affiliation with

Institution (3)

st - © KB T ANRHIZTE ) Bk FEGEEZE AL L G8ERE
R FEAME AN RO BZ Ty DL b f£—
MRARER =02 — - FEEGHER - SBFHIEHEHESIERE
X B SE SR TR E R < ARG A, -

(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

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

iz " AR mEEAEZ B GHSCEFEINE ) A0 - FE
AR PEEGHRR R FEZR B EaEREIN  IE R A
EREERREE— AL - AADE  RREAZEES  EE=7
2 EZZRENE  CAM E2EEE  [EAFEMU 2 EEN
W WY - EZ B RE MR - AMETEE -
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)

BIEE
MIT=

NS
//iﬁé,ﬁ 553

=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 )

o i Leave : (FEfEES omit title)
Eh J& Absence : (BEfEES omit title)
E $% Recorder : 328 Hung, Tsui-Hsia
i~ SN Meeting ¢
(—) stemsE (GRZEF @R ) Discussion (theme and decision)

FRE sTE A i
4m5E 210426 EIE&E

CIED
EFFA  RER

PRS- B N BB 2SR e e M R et
TE BRI Y A

4R5% © 201210
€ LES PR
FRA B

—IHS 2b H - BEto O ~ B~ L REE R o | Ak
af{di EDP-938 $fjx BRI i e RS i R
YIS MRS E A 2 & TR

HI3H HI0H
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e © 210129 ZH
[EFExE 1] P TS B RSB g T SRS TR 2 < R PR B
FRA A EE
ﬁ;ﬁj %:;OZ ] S DAGER M R R ARG DL SH R O B0 MRS 1T Pt
R : IR OLOV-1 B A3 E= AT DN S At S FRTR R g
4moE 190717 GLORIA 5 © —IELIF Globo H %1 adagloxad BIER1ESE
(55 2 2] | simolenin (OBI-822) /OBI-821 {F Sy B Mf 2 6%
FRFA  BESTR =\ L Globo H [5 1 = a4 L FE iy s =1
PEt i ~ B ER
&t © 171010 —IEES 3 - ZHul - BE - B - ZREY | FE - FEEBEsE
[ FEfEEM) HEthe ERBILAIRBE HATA IDHL Ze8 7 Tt | 17
202104-20 BREMEH MR 18 przalE T $5T AG-120 ffH
FFEA - R Azacitidine %
&mit © 190510 —IRE = - B - HAHEER - SHEREZ S\ | 7 FEsRE e
[FEEEr] A LTV RS MBS/ BIRFaE <=1 |17
202104-19 IU/dL (9 A BUITTA S B E (8 FHBRAH BRI S dkAe /2
FFEA ¢ st BN NS ) USRI -5 BMN 270 Ayl
Zaet
4m5% © 200606 LA efepoetin alfa JEAR 2 AT 2 1S VEE ik Fh - FEEABEEE
(VLD | (ND-CKD)& I 8% < B MEpE e dels - —THEL | 17
202105-1 Methoxy Polyethylene Glycol-Epoetin Beta (Mircera){F
FFA B EEERAA 5 1

() Blimis > ¥ Z(f5 525 4) Report the approved protocol by expedited review

BREEE | JFEREEH
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210103 |\ NRSTEE R ES TIEES DRIVZetEE | MER (&) (H&)
R Yen Chih | (N/A) (N/A)
The safety and efficacy of EUS-guided Lin
biliary drainage
2 210204 | ZZ{bf% DM, CKD A1 pre-ESRD JEEFHY C | &RESIT (i) (H%)
HT Bt B ¢ Pei Yuan Su|  (N/A) (N/A)
The HCV screening and treatment of DM,
CKD and pre-ESRD population in Changhua
county
3 | 210302 |—TEBENCM: - JERBRMEEES Sy 8| vises (%) (%)
Al HEY RS ERaRMES 3 HIA: Ming Ching | (N/A) (N/A)
R AaERAT > LIBRTHER 2 (AAV)EREG- | Shen
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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

Spark100 (Benegene-1) et~ d
HEZREE B AMARIASBH
(FIX:C?2%) kB tERR P S Ek RS 6 (AAVE)
RISt hEE R EE A IR
A 2ELE (FVIIEC?1%) » REEESTUEE
R+ (FIX) =255 \gimA+ (FVI) 7
MR AT — I T RYRTIE MR
MIEEENZ 2 EER

AN OPEN-LABEL,
NON-INVESTIGATIONAL PRODUCT,
MULTI-CENTER, LEAD-IN STUDY TO
EVALUATE PROSPECTIVE EFFICACY
AND SELECTED SAFETY DATA OF
CURRENT FACTOR IX(FIX)OR FACTOR
VII(FVITPROPHYLAXIS
REPLACEMENT THERAPY IN THE
USUAL CARE SETTING OF
MODERATELY SEVERE TO SEVERE
ADULT HEMOPHILIA B
PARTICIPANTS(FIX:C?2%) WHO ARE
NEGATIVE FOR NEUTRALIZING
ANTIBODIES TO ADENO-ASSOCIATED
VIRUS
VECTOR-SPARK100(BENEGENE-1)AND
MODERATELY SEVERE TO SEVERE
HEMOPHILIA A ADULT
PARTICIPANTS(FVIII:C?1%)WHO ARE
NEGATIVE FOR NEUTRALIZING
ANTIBODIES TO ADENO-ASSOCIATED
VIRUS VECTOR 6(AAV6), PRIOR TO
THE RESPECTIVE THERAPEUTIC
PHASE 3 GENE THERAPY STUDIES

210318

TR S 2R (P 5 Ao B PR e e
PNGJIG =7 S i E R

Effect of early insulinization on glycemic
control in patients with newly diagnosed type
2 diabetes: a retrospective cohort study

=SS
Yang- Ming
Lee

(i)
(N/A)

(E8)
(N/A)

210403

HE SR = B KGR AE IR -
T PR 1 157 A0 R S | L AR A /K PR 2
Z R PER ST

The treatment outcome in DME patient and
the relation between DR control and DME
recurrence in Taiwan real world setting.

B
San Ni Chen

(i)
(N/A)

(E8)
(N/A)

210414

Khg: —(EGERE LRy TEAE R

AR

(H)

(H)
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

fetal hydrops: ten years of experience in a Chien Chou| (N/A) (N/A)
medical center in Taiwan Hsiao

7 210418 | EREE AR Al TloTHE 24 PR AEEE (i) (HE)
Artificial Intelligence-Assisted Warning chen chang (N/A) (N/A)
System to Evaluate Surgical Indication of hua
Spinal Osteomyelitis Patients

8 210424 | HLEEGELE (trisomy 18)r A i HYAF SR | Bt (&) (&)
b, B B AL R B B e 30 4 Huang (N/A) (N/A)
(1991-2020) & H e Al &/ L H A& 4T | Sheng Hua
20 ££(2000-2020) -2 5o (SR R 4R
5t -
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
past 30 years (1991-2020) and Premature
baby Foundation of Taiwan for premature
babies in the past 20 years (2000-2020).

9 210501 |\ pffreiE PR SR L EORMBIEHIMEL | ORI (i) (HE)
JRINELTE R Shu-Ju Tu (N/A) (N/A)
Etiology and outcome of patients with upper
gastrointestinal bleeding: a study from a
single medical center hospital of Taiwan

10 | 210507 |b%5& GLP-1 SZEG{EFHEERC AT S | HA A (9] (H%)

[R2F] | AmdtREmEEad ey NEEH] a-2€f@f% & | chieh Sen (N/A) (N/A)

L Chuang

Enhancing the GLP 1 receptor signaling
pathway leads to regulation of exosome and
aggregation ofa-synuclein in parkinsons
disease cell model

(=) HEEZMHE

S8 5 22 (f 55 #%) Report the approved amendment by expedited

review
R EE | JEREEER
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 101215 |ESSARENTSERIFS HR$55% (H%) (i)
[ 55 5 %X ]| Registry for Parkinson’s Disease Wu Shey (N/A) (N/A)
Lin
2 161206 | —IEPEREIHC ~ 2ol ~ BRECME - =0 | VotE (i) (E%)
(25 11 k)| PR et - sPAl b iAeny A A& &S [Ming Ching |  (N/A) (N/A)
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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

P22 Emicizumab TEFA M AT - FHERT T
Bt AR AN ~ e R gy E) 2

A RANDOMIZED, MULTICENTER,
OPEN-LABEL, PHASE 111 CLINICAL
TRIAL TO EVALUATE THE EFFICACY,
SAFETY, AND PHARMACOKINETICS
OF PROPHYLACTIC EMICIZUMAB
VERSUS NO PROPHYLAXIS IN
HEMOPHILIA A PATIENTS WITHOUT
INHIBITORS

Shen

170709
[%8%]

PREZ TR (R UGREE KR HE IR A% Bl =B
BT E-BIL BRI SR
Developing Innovative Models for Health &
Long-term Care Facilities and Technology
Services — Development dementia registry in
Taiwan

FH
Wenfu
Wang

(%)
(N/A)

(H)
(N/A)

201110
(% 1x%1

A HIRIAT#Y A 8150 B AU
ZEice 0 el N4 EE 2 Marzeptacog
Alfa (GE{ERY) PO TR e AN 4%
il Z R e e e ey g = B
Crimson 1 XEs

Phase 3 Study to Evaluate the Efficacy and
Safety of

Subcutaneous Marzeptacog Alfa (Activated)
For On-Demand

Treatment and Control of Bleeding Episodes
in Subjects with

Hemophilia A or Hemophilia B, with
Inhibitors: The Crimson 1 Study

ISR
Ming Ching
Shen

(%)
(N/A)

(H)
(N/A)

210128
[% 1K1

SEH N\ B TIFE SR DRI — KB
VS Rk

Exploring the mechanism of job crafting
among nurses — evidence from the interaction
of mind and body

R
Shu Chen
Chang

((59)
(N/A)

()
(N/A)

(M) #ds iz AE 2 Hid 45 (5 5 28 &) Report the approved interim report by expedited

review
BREE | JFEREEE
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180504 | /& S EE A R AR 4 SR MEAEE S0P | RIS (&) (GE)
(5 3 K] R B ZERE T L2 T HFRGEHE | TUNG (N/A) (N/A)

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
Fe 2 [EMERTZE MING
retrospective collection of clinical data in CHANG
multiple hospital centers about central
demyelination disorders in pediatrics in
Taiwan
2 190414 | ZE PG AFE A TR ST 5 | #EIR L (i) (HE)
(55 2 R ] | 185 Fioht e B TAEAEIRE 2. | HungWen | (N/A) (N/A)
B VIR Fla < LR e 7 Lai
Robotic versus conventional or endoscopic
nipple sparing mastectomy in the
management of breast cancer-Retrospective
analysis and prospective study
3 190502 | FEEHREZ AT e (i) (&)
[ 25 2 %) | The analysis of radial pulse wave on breast Chiaying (N/A) (N/A)
cancer Lee
4 200102 |PRRT2 Ze8E50 7 R4 Gl R R IEE | Bhan)s (i) (&)
(25 12K ] BRI ERIRFRIR Cheng (N/A) (N/A)
Diversity of phenotypes in Infantile Seizure Ju-Fang
and their families with PRRT2 Mutation
5 | 200331 |DisBtEAEEHFRNERREE N BHEITER | M (H%) (H%)
(35 1 K] | IRESREE I FERE X &R EE 2 B2 E 5 | YAWEN | (N/A) (N/A)
g4 LEE
Learning effectiveness of emergency and
critical care capability and team resource
management in medical and nursing staff
with high-fidelity simulation.
(H) HEEHEE 2 4EZEH S Report the final report for reference
EREE | JEEEEE
Fri% | IRB 45k sHE AT FFEA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 101222 | 4H&REE HEE 2R R EAHIRIE O EEs | R (HE) (HE)
TR e HEREUE AP AHRAERRET | MuKuan (N/A) (N/A)
Study of cathepsin and its inhibitors Chen
expression and epigenetic regulation in oral
cancer
2 190413 | ENREEE Z B S M AESE | 214D (HE) (HE)
Chi- kuang (N/A) (N/A)
Deep learning-based virtual non-contrast CT Liu
3 190603 | #F&f UNCL3C BRI E G/ B E S ids i | MORE (HE) (HE)
TR KRR IR ShuHuiLin|  (N/A) (N/A)

The role of UNC13C in the regulation of

H8H HI0H
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BEREE | FEREEHF
Frak | IRB 4ok srEfATE FEFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer

various malignant cancers metastasis and
clinical characterization in in Taiwan
Patients.

4 190804 | #HE R RABIRIL BN R 2R | B (H%) (BE)
HIA R PR B & e E AT 2 2 Tze-Ho (N/A) (N/A)
Evaluation of the efficacy and safety of A Chen
High Molecular Weight, Natural Hyaluronic
Acid Vaginal Gel in women with
Genitourinary Syndrome of Menopause

5 191252 | FRaTERHIH ERE M A FE IR E AR | PRE (&) (&)
FiEt o BRI > B Pei Zhen, |  (N/A) (N/A)
The Correlates of Cognitive Development of Chen
Preschool Children : Temperament and
Parenting Styles

6 200116 | iR GEE A BT ARRE AR | G RET (&) (&)
RV P LS LI-CHING,|  (N/A) (N/A)
Willingness and Attitudes toward Elderly TSENG
persons Among Nurses at a Medical Center
in Central Taiwan.

7 200410 | A TREEEPERRESE2AVE EE R (HE) (HE)
The applications of artificial intelligence on | ChanglLun (N/A) (N/A)
clinical practice Huang

(7N) HEEEE 2 E {245 Report the terminated protocol (4 None )
(1) HECHEE LU Report the terminated protocol (4 None )
() HEEEE ZBIZEH S Report the withdraw protocol (4 None )

(L) e~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

X ##7f/ JIRB/ C-IRB/ NRPB
FFi% | IRB 45k SR P& B8 FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+ZE 447 Protocol title
1 210410 [CIRB]) 110CIRB02028 |¥#iZE HFEFE 1K P s
San Ni Chen

—IAZ UL~ BRBCIEAE R - SFAG FARICIMAB R GRS LM E B M S a2
T R 22 S PRI 52 4 (AVONELLE-X)
A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-TERM
SAFETY AND TOLERABILITY OF FARICIMAB IN PATIENTS WITH NEOVASCULAR
AGE-RELATED MACULAR DEGENERATION(AVONELLE-X)

FOH HI0H
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200210 [CIRB] 108CIRB11179 |8 ZEE 4 W& B
Tu shih te

P AR B o HEfT R EA 16 FRZ RS Bl 456906 B - Brffci4: semaglutide
by —IHEE 0 ~ BB G ~ P74 ~ BIERRRE SR -

A Phase Il, randomized, parallel group, dose-finding study of subcutaneously administered BI
456906 for 16 weeks, compared with placebo and open-label semaglutide in patients with type 2
diabetes mellitus.

150701 [NIRB]) EC1020805 HA A58 6 R % [ 2/
Chen Chun Min

B E R A T A LR IE — 55 1
Healthy Aging Longitudinal Study in Taiwan(HALST) Wave two

190510 [CIRB] 107CIRB2194 |[HAd#hes 2 3¢ HESE 1 Tt
K Ming Ching Shen

—IASS =0 - BRRcHE - BRAHEES - SHEREZ S Uk R i 1 TE NG FH ZEm e ry 55 ) Ukt R
T8 <=11U/dL 1y A B Ap B (68 B AERR R sk Ae 7 T A R A 55 SR A 1
67 BMN 270 FURsi s 214

A Phase 3 Open-Label, Single-Arm Study To Evaluate The Efficacy and Safety of BMN 270, an
Adeno-Associated Virus Vector-Mediated Gene Transfer of Human Factor VIII in Hemophilia A
Patients with Residual FVIII Levels <=1 IU/dL Receiving Prophylactic FVIII Infusions

170703 [CIRB] 106CIRB05076 |4528 ¥)5& FH
Wenfu Wang

—IAZEIZ T BEREOTHC ~ S - AREEIR 5 = IR IREER LIRS donepezil ZF 7 /b A
AR 24 BN B 2 R e 2

A multinational, multi-center, randomized, double-blind, active comparator, phase Il clinical trial
to evaluate the efficacy and safety of donepezil transdermal patch in patients with Alzheimer’s
disease

180209 [CIRB] 106CIRB11173 |4XIF ()3& PR <FAR
SHOU TUNG CHEN

—IHZEZ T BB % I BAEER - 457 Tesetaxel ffAIf#{KAI&E ~ Capecitabine
Y45 T Capecitabine {F #5238 —f# Taxane ZEV6% 2 HER2 2 - (I el
M~ it B S M Y B

A Multinational, Multicenter, Randomized, Phase 3 Study of Tesetaxel plus a Reduced Dose of
Capecitabine versus Capecitabine Alone in Patients with HER2 Negative, Hormone Receptor
Positive, Locally Advanced or Metastatic Breast Cancer Previously Treated with a Taxane

%10 H 3 10 H




