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2021 year 2th-B IRB Meeting Minutes
Hf Date(YY/MM/DD) : 2021 4£ 02 H 19 H ( 2Hi7)
fi] Time : 12:00-14:00
¥E Location : fE/F A% Bl 225 B J§=
fi# Chairperson :

TR - B - BEEN - )
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HifgE A B Attendant : (BEFEHS omit title)

BRI B - Gt D) (R ZE RS s AT
FtE]
Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),

statistics, male )

PRsiE (BE ~ B ~ Bhl ~ 201F)

Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),

doctor, female )
Bt (e ~ B - BT ~ i)
Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male)

ZERAR(EP ~ B - BERT - 40M)

Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),

Pharmacist, female )

EREEN ~ JERE - LR - L)

Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Social Worker, female )

BlpEeoh ~ B - Bhl -~ 1)

Liu, Po-I (non-Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male )
AR (AN ~ B 1 AL~ )

Hsieh, Ya-Hui (non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Member of society, female )
PSR (Besh ~ JEEHE - g AL~ B

Chen, Chih-Tung (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

F1H H8H
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member ), Member of society, male )

MEZEEAN ~ JEEE ~ TAEEEZE - ) [P S2EEREE-REA
Hx]

Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

e

member ), Law, female )

TSN - JERE - (g AL~ B

Wang, Fu-Yan (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

P (BEA - JEREAE ~ AERG R ~ %)

Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical

Personnel ( non-Scientific member ), Patient group representative, male )

NE | fast

B 7 | BHN(4) ~ FEE(D ~ G ~ tHE AL

Medical Personnel doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(1)

e 5 | ttE ALQ) AR - mRERS R

Nonmedical Member of society (3) , Law(1), Patient group

Personnel representative(1)

P 7 | BHN(4) ~ FEEH(D ~ TR ~ tEE AL

Scientific member doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(1)

FERIER 5| ttE AEQ) AR ~ mAERE AR

non-Scientific Member of society (3) , Law(1), Patient group

member representative(1)

5 7| BEA@) ~ BEAN3)

male Affiliation with Institution (4) , non-Affiliation with
Institution (3)

B’8 5 | BENE) -~ BEIhR)

female Affiliation with Institution (3) , non-Affiliation with
Institution (2)

#5=F Remarks -

O fxig " ABBWITL ) Bk FEGEBREZE AN L BEAEERKE
it & AEAL  HFE IO A LB Ly 2 DU E S MR R
= — - EEGHGR  SEGEMTETEHEENE S - SRS
i EEERe 2 ARYIFEE#UE R, - 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
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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.”

E G
—ARFEE G > RN Z BEEEEEI N IFR A RERES 7R
B— AP LE-AALE At NZEEE EA=r2 U ELZZEHFE
A EZEES BRI L2 ZENE  GEHE - IEZENRE
—MERIES » ANE#EfTEEE - 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.”

5I|f& N\ & Presenting staff : (FfEHS omit title)

=G Ng Sock Ping (IRB secretary )
BEFH Yeh, Cheng Chi (IRB staff)
FT5Z= Lin, Ciao Yun (IRB staff)
Afkfg Li, Hsin-Y1i (IRB staff)

=5 &t Leave : (FkfEAS omit title)

&R [ Absence : (F%fEHS omit title)

= $% Recorder : #/f% Ng Sock Ping
h > G Meeting

(—) at

5 (BZEFE K18 ) Discussion (theme and decision)

i st E AT i
4R5E 1 201229 th PR R & IR P A R Bl B A BIERES
Uiz 18455 1 K]
FEFFA B
4R5E 1 210125 B AR DORE B 2 BN R A-—(E RS | BILREER
O] RIRFS%
EFFA ¢ BB

FIH HH
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Y455E 210130 EBICR © TR {BIERHHSE
4R9E © 210133 i 47 98 52 MR 2o S B BRI AT A SE AR 2L 2 AR R | (B IER RS
CES! WsE

FFREA ¢ PREEH

4EEE 1 141219 JEFXAE PR IR R AR ERTE E2 8 g
(A #ErEE 6 K]

FFRA B

4RSE 1 161208 Se R VERIE AR IOERFELEET B AR ALBEMIRE | (BIERESS
A #Ersss 4 K] | B 2 sl Gt B R B L R A 22

FRA 58

o © 161217 R R+ POU3F2 S BEIE/ NIRRT R R 2 | BIEREE
[Ehspess 4 ) | A (FRITH R ERRE R

FFRA  £FE

GREE 1 171215 REREHEEZERADS © BEARARIAME | BIERES
[Ehspess 3 ) | REKEEZERY AT

FHRA B

fmo% - 180211 —IEES I #H ~ 2l ~ BEREOTEC - 5 - ZRIBIEY | BIERES
(s 3 %] | 6 PIT5740 #E5T GANTENERUMARB (# Fi - (AT

T EYE B A 22 ) o] 22 BN SR IR ORI & 2 e

45 1 190118 FIF NGS fiffrfgs oIt A RT28 K Eite~F | 28
[pchspsg2 %] |6

FFREA B

4EEE 191239 DA RIS 88 S 8 P 2R oy BT PRI BT U ZB TR PG R AIE | A%

[HA SRS 1 2 IR A

HES 1K)

FFEA - BBIA

4RSE © 200802 —IESE =HA ~ BT - BAUESEC - BB AEIRN | Fh > R
[ R Ll o $H HATEREZ IR BIREE |

20210129 %D%&E@é?’@ﬁ%jﬁ&ﬁ?ﬁﬁ (PNH) '%%i H:T;-:

EEA CROVALIMAB ##: % ECULIZUMAB HJ#E3R50 K 27

ks

(=) Bl ¢IEZE(f5 5% %) Report the approved protocol by expedited review

FA4H HH
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BEpE T
B 7 —
R = IFEREH
e | IRB &5 st ST EFA . | Non-Medical
5% _ Medical )
IRB No. Protocol title PI i primary
No. primary )
) reviewer
reviewer
1 201223 | ZEAWRIEZ GBI B 2 R | B | (%) (%)
{EZ 5T ChenTe | (N/A) (N/A)
Computer-aided diagnosis of liver fibrosis using Chou
multiparametric magnetic resonance imaging
techniques
2 201239 | fsEF R R EUB Ao (R R o T B | BRCEE | (B) (%)
15 2 T CHEN | (N/A) (N/A)
Effect of Reduce the Incidence of Pressure Injury CHIA
Caused by Prolonged Cardiac Surgery With LAN
Topical spray film
3 201249 |VEESHTREIEIE E TR e EEHE /T ARCSEHE MBI | (E8) ()
Investigating the relationship and influencing Lin Ping | (N/A) (N/A)
factors of gastrointestinal complications of living Yi
liver donor
4 210104 | SpATEIRTEMEA LR CIREMIR L A7 AAEERY 2R | ARIREE | () (%)
B4V Nan Chin| (N/A) (N/A)
Quantitative proteomic analysis for novel Lin
biomarkers of oral squamous cell carcinoma
received Docetaxel/Cisplatin/5FU (TPF) treatment
5 210114 (L ETiTBlEhpramiVH & BEHENEZE | BEA | 39 ()
The influence of the combination of breast surgery | DarRen | (N/A) (N/A)
and adjuvant therapy on the prognosis of patients Chen
6 210127 | Ehisc FHARTRR A 60 I EBRSERT )2 Ziosoft 3D 17HGs2 | £RE | (H) (%)
GRRAG TR RIS R B S B I B D) B 5% | Wang | (N/A) (N/A)
Z 7= BT PRET Bing Yen
Comparing early lung adenocarcinoma using
Ziosoft 3D stereo-imaging software to investigate
the difference between preoperative tumor margin
versus pathological margin and patient prognosis
(=) HE T 8 Z(FH 5)% &) Report the approved amendment by expedited
review : (48 None )
() & Eizk 2 Bt 5 (5 5535 &) Report the approved interim report by
expedited review
WRLE | JFERLE
Fri% | IRB 45k sHE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
I | 171002 |eMEpmRs e a2 G ERI SRR s | 69 (%)
[ 25 3 %] | Integrated Care Model for Chronic Disease- | Ping Fang (N/A) (N/A)
systematic and individualized development Chiu

=
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BREE | JFEEESE
JF5% | IRB 455 srEATE FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
2 191234 | FifHZE R BB RIAE 24 | O B=UEErE | PREELE (%) (HE)
(25 1 X ]| 4HBA%E o R HA T ARTRHZEZR IEE 2 B |ChingHsiun | (N/A) (N/A)
W g Lin
The development and effectiveness of
chatbot-supported smart wireless interactive
healthcare system integrated with COPD
comprehensive care model in patients with
chronic obstructive pulmonary disease
3 200321 | 7 fm (Emn RO E B S e M g e | PBRSEER (%) (HE)
(25 1 R]) | BlmEE 2 CHENMEI|  (N/A) (N/A)
Discussion on Improving the safety and CHU
Satisfaction of Drug Administration by Using
the Two-way Transmission Infusion
Management System
(H) WECHFE 2 4EZEH S Report the final report for reference
BREEE | JFEEESE
JF5% | IRB 455 srEATE FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
1 181216 | EERA [EIRF B KRS S b A il 5 FH R ) 056 BRI (%) (HE)
(Bowklean) AN [EIFELRGEAER 2% | HsuHeng | (N/A) (N/A)
Rzt Yen
A Prospective Randomized Study Comparing
the Efficacy and Safety of Bowklean for the
Bowel Preparation at Different Times Prior
Colonoscopy in the morning or in the
afternoon
2 | 200318 |iEFHFEIHVEERES BRI IR EE | =EE (HE) (H&)
NBERRERE 2 BB edRET © B9 | Yi Chen (N/A) (N/A)
Study on the Clinical Effectiveness of HUANG
Applying Objective structured clinical
examination to the New Skills of Intensive
Care Unit: Retrospective Study
(7N) HECEEE 245 F#i45 Report the terminated protocol (4 None )
(t) MECHFEE ZEZEH Report the suspended protocol @ (4 None )
(V) MECHEE ZFEZEH S Report the withdraw protocol 4 None )

(L) sk 2 B fE e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB
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EXl & f5E/ JIRB/ C-IRB/
o IRB 4752 | NRPB 5% IEESAE & FHFA
IRB No. NHRI/ JIRB/ C-IRB/ Stage PI
NRPB protocol No.
No. =15 4 1E Protocol title
| 210126 [CIRB] W W) PeREH
109CIRB10193 Ming Chen

—IASTES 18 F] 49 pRAm 2 B=01 - Bt - 85 - ZEBEEIRZEATTE - DIHLATER B
Filfme R E R S e 2 e o FHDATRR BRI AR 2 6 (i H B P E R & s H R
Y NI B R - DABREE 2 v YR

A Phase III, randomized, double-blind, placebo-controlled multi-country study to demonstrate efficacy
of a single dose of unadjuvanted RSV Maternal vaccine, administered IM to pregnant women 18 to 49
years of age, for prevention of RSV associated LRTTI in their infants up to 6 months of age

5 170403 [CIRB] S 6 X I B
105CIRB12186 HsuHeng Yen
— IR (R EAER - FERREEIIS ARG kA2l & T - 5FE Filgotinib HYZETE
A Long-Term Extension Study to Evaluate the Safety of Filgotinib
in Subjects with Ulcerative Colitis
3 170404 [CIRB] BERZEEE 6 K ) BRfE
106CIRB01009 HsuHeng Yen
—IA R EAER - FErE P ERY 25 > 57 Filgotinib HYyZZ 4k
A Long-Term Extension Study to Evaluate the Safety of Filgotinib in Subjects with Crohn’s Disease
190607 [CIRB] SRR ZES 6 X I FREERE
4 107CIRB01014 Sheng Hao
Lin
RESILIENT : f£ 352 & 3155 — & A IR 2.2 18 20 B bRy NIRRT 275 S o > ERER irinotecan
{hE A £ (ONIVYDE) Ei topotecan HYEEIITHC ~ FABUR N ~ 25 3 HiEER
RESILIENT: A Randomized, Open Label Phase 3 Study of Irinotecan Liposome
Injection (ONIVYDER) versus Topotecan in Patients with Small Cell Lung Cancer Who Have
Progressed on or after Platinum-based First-Line Therapy
5 200505 [CIRB] BHEESE 1 X FIF FREESL
108CIRB12189 Wei Wen Su
—IE% 1b B - BEREOTIC ~ B - LRFHREE - st H AR e D AR B ErE
Y B RIFFRREREEE - sHE EDP-514 1yZ2etE - M2 - Y88 R PUREENE
A Phase 1b Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Safety, Tolerability,
Pharmacokinetics and Antiviral Activity of EDP-514 in Viremic Chronic Hepatitis B Virus Infected
Patients not Currently on Treatment
6 200725 [CIRB] BERZEEE 3 R ) R4S
109CIRB03044 Wei Wen Su

—IEERAENE B AT RERHI2I0E T - 5l VTP-300 HfAIECAHFH Nivolumab HyZZ<
P~ IR R R ERYES 1b/2a BRI ratliR

A Phase 1b/2a, Open-Label Study to Evaluate the Safety, Tolerability and Immunogenicity of VTP-300
with or without Nivolumab in Participants with Chronic Hepatitis B infection

FTH H8H
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200903 [CIRB] EEFL 3 X E T
109CIRB04069 KuanMing
Lai

P2 mAietE (HCT) HAREREPRERESHE RSV) EMRGERE: (URTD HY
Rz o Bl RVS21 JaR 2Ll - M2 M R FRssaIbEts - Sy - RIEH IR
Randomized, double-blind, placebo-controlled trial of the safety, tolerability, and efficacy of RV521 in
the treatment of adult subjects who have undergone hematopoietic cell transplantation (HCT) with a
documented upper respiratory tract infection (URTI) with respiratory syncytial virus (RSV)

200304 [CIRB] IR & 1 K P PR 1
108CIRB12188 Chen Ching
Pei

XARETO / $H¥IFRAENE 5 B E) H B A B s~ £V EER & - DI % (XareltoR) FE; o
K IR E (S S 2 = B AR 2E

XARETO / XareltoR for the prevention of stroke and non-central nervous systemic embolism in
non-valvular atrial fibrillation with REnal impairment in Taiwanese pOpulation.

200411 [CIRB] Kk 9 FRAESC
106CIRB03037 Wei Wen Su

AURORA : —IFZ A0, ~ BEHETED ~ S5 - ZRIFEH IR B =015 - 57 Cenicriviroc FHJ?
ARG RN RV 2 b AR LA RS S 2

AURORA: A Phase 3, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate
the Efficacy and Safety of Cenicriviroc for the Treatment of Liver Fibrosis in Adult Subjects with
Nonalcoholic Steatohepatitis
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	備註Remarks：
	( 依據「人體研究法」第七條：審查會應置委員五人以上，包含法律專家及其他社會公正人士；研究機構以外人士應達五分之二以上；任一性別不得低於三分之一。審查會開會時，得邀請研究計畫相關領域專家，或研究對象所屬特定群體之代表列席陳述意見。According to Article 7 of the “Human Subjects Research Act:” “The IRB shall consist of five or more members, including legal expert and ...
	 黃淑萍Ng Sock Ping（IRB secretary）
	 葉正吉Yeh, Cheng Chi（IRB staff）
	 林巧芸Lin, Ciao Yun（IRB staff）
	 李欣儀Li, Hsin-Yi（IRB staff）

