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2022 year 7th-A IRB Meeting Minutes
#A Date(YY/MM/DD) : 2022 4207 A 12 H (EHi—)
fE] Time : 12:00-14:30
®E Location : FHESETAME Bl 2% B BE / webex
J&% Chairperson :

gRoRar (BER - B - BAT - B
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HE A B Attendant : (FfEHES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

kit (B ~ B ~ B0l ~ 551D

Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

MEE (BEA - B - B&AT - 551 )  [IRB 190815 FllzsiE¢-Pl £ [EIEEFTESHT IRB 190815
Avoiding conflicts of interest-Physician of the same department ]

Lin, Yen Chih ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male )

flE R (Bl ~ JEEHRE ~ 110~ 2ME)

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

AU, (BEdh ~ FREEHE ~ tHE A E AL ~ 20)

Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

w7 (Besh ~ B~ AbE - 2otE)

Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

EUHE (Bedh ~ FEERE ~ 04 ~ 22ME)  [IRB 210521 Fila B -1 [E] 457 A\ BEES Al s
H7EME  IRB 210521 Avoiding conflicts of interest- The co-PIl Cheng Pu Hsieh is her
husband]

Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )

&S (Besh ~ B - ANESET ~ B

Lin, Jr-Rung Lin (non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

FL1H HI10H
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ARSI (Beoh - JEBRE - g AL~ i)

Lin, Ching-Chuan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

AN | HEE
B 6 FREM(3) ~ FEEL(D) ~ FERN(0) ~ A FAEAE/ET(2)
Medical Personnel doctor (3) ~ Nurse (1) ~ Pharmacist (0) ~ Epidemiology/
Statistics (2)
IFESR 4 ERD) ~ (D) ~ (EE AL
Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
Personnel
R 6 | EHI(3) - HEH(L) - HEAO) - AL
Scientific member doctor (3) ~ Nurse (1) ~ Pharmacist (0) ~ Epidemiology/
Statistics (2)
JERIER 4 ERE(L) ~ (D) ~ tEE A2
non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
member
5 5 BFENE) ~ BEIN2)
male Affiliation with Institution (3) ~ non-Affiliation with Institution
)
E8 5 BEN() ~ BENR)
female Affiliation with Institution (3) ~ non-Affiliation with Institution
)
fieE - & (kIR T AL Bk FEGEEZEAAL L BEAREBRER R HAM T
GAIEAL e DN L E T 2 MBS MR R ER =02 — -
HEEGHGNT - HEFHIETEMEREIRES - SR BN E e 2R
YA H, - 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 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.

3 ficig " ARSI IR A B GBS OEEE TR BNR  FE G AR

FPEaEgHN > HNEZ BRI I ERAYRENETREE— AL -
AN At NZEEG A= U ErZENFE  C A EZEES
BRI EZZEHE  BEHE - HFEEZESRE MR - Mg -
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
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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.”
515§ A\ & Presenting staff : (ffEHS omit title)
=G (IRBf4ZE)  Ng Sock Ping (IRB secretary )
#IFE (IRB{TE(A &) Yeh, Cheng Chi (IRB staff)
MI5% (IRBfTELA &) Lin, Ciao Yun (IRB staff)
HEEEEE (IRB {7 A &) Hung, Tsui-Hsia ( IRB staff )
i (IRB{TELAE) Li, Hsin-Yi (IRB staff)

= &2 Leave : (JEkfEMES omit title)
B T (BE - B - BRI - 20M)

Hsiao, Yi-Hsuan (Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )

W ERTE ([~ B~ 2500 - 2ot)
Lai, Ying-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

i fi5 Absence : (JEfEES omit title)
E #% Recorder : j#£32EE Hung, Tsui-Hsia
7~ FEFENZ Meeting :

(—) sPamssE (FZEFEEOAH) Discussion (theme and decision)
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F{i5 50 mg Lonafarnib/100 mg Ritonavir BID #&
B R #4HE 180 meg PEG IGN-alfa-2a #5485 48
FH)EHE - MHEL PEG IFN-alfa-2a B—JF %8
ZRIFD GRS e (D-LIVR)
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45k ¢ 210624 0 PR R BT R SR, | B eiE
Lobmas 1 2] | B e
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%5k ¢ 210610 RN T T B SRS | Wt
(s 1 K pE
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202206-11
EFFA - AR

Qmsk © 210325

[ FEREE]
202206-12

EFFA ¢ PREERE

FlER PR R i ks A 5 F Tl = X Oz ot
ErmigEE

TFE FESREsET

Qmok © 210325

[ FEREE]
202206-13

EFFA ¢ PREEAG

FlER PR R i s s 5 F Tl = X Oz ot
ErmiREE

TFE FESREsET

4R%E 210610
(AR
202206-6
EFFA ¢ B

BRI RO G E R A S e S H Y

S
P

T

A AR (T

4m5% © 210702
@D
202206-15
ERFA - PREERE

—IARERR 4E - BB = - BAcEEER - DUER
RS PR TR B R TR T/ NS R A e 5 A R
52 PRETEZ 45T Pembrolizumab AHE A5
4 Pembrolizumab » 71:0f F & 1 B B (LRI

RS — SR a BRI B Eh ) SR B 2 e

FE FE R ET

() Blimis > ¥ 2= (f 5254 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 220524 | A[ETERIEEEYIE Y AR LT | MREAE (i) (GE)
Comparation of different anti-influenza drugs| Lin Yan (N/A) (N/A)
against influenza virus Ren
2 220526 | Ao EMER Sy ARSI EOE | AREELE (i) (GE)
Z EEPRATRHZE Ching (N/A) (N/A)
Preclinical study on the bioactive Hsiung Lin
components of Scutellaria barbata D. Don for
treating acute respiratory distress syndrome
3 220607 |Forkhead box A/Transforming growth i (H%) -
(%3] |factor-beta EREEHIREI(ERILFIEMTYA | YuehPan | (N/A)
B CER ST AR T 2 AR b B e i E %
Lt
The role of forkhead box A/transforming
growth factor-beta axis in immunotherapy
against chemo-/radioresistant bladder
urothelial carcinoma
4 220618 | HE{ERS M R AR L YR SR (i) (HE)
B R Wu Jian (N/A) (N/A)

HS5H HI0H
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BREE | JFEEERE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Visual change as initial presentation of sheng
suspected metastatic esophageal cancer: A
case report
5 220621 | IR B A AEE FEZ e e RS BE (&) -
[%2%]) |Association of urologic cancers and psoriasis | Yueh Pan (N/A)
(=) LT 80 22(f5 535 27)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 140404 | F xRS T &8 A IER | RS (i) (H%)
(55 2 %] |3 hriitae Hung Wen |  (N/A) (N/A)
Evaluation the Role of Breast Magnetic Lai
Resonance Image (MRI) in the management
of Taiwanese Breast Cancer Patients
2 190713 | & EksmEr ezt (1) B A () (H5)
[ 25 3 Zx) | Taiwan Precision Medicine Initiative (I1) Ming Chen (N/A) (N/A)

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

review
BERTE | JFEELEHE
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 140509 | B LIS IR TR S5 FRHEL (&) (GE)
[ 25 8 Zx] | Environmental Epidemiologic study in Chien Jien (N/A) (N/A)
Changhua Wen
2 150420 | FRSzAARE - —IRSHEME SRS B 46 | PRiZE (&) (GE)
(25 7 XY | TR RIRER (NHL) B 5HS HsuanYu | (N/A) (N/A)
copanlisib G rituximab AR L2 4 M Lin
HYE=H1 - BEt% I ~ 85 - ZRIEEIR
B — CHRONOS-3
A Phase 11, randomized, double-blind,
placebo-controlled study evaluating the
efficacy and safety of copanlisib in
combination with rituximab in patients with
relapsed indolent B-cell non-Hodgkin’s
lymphoma (iNHL) — CHRONOS-3
3 170212 | EpE25(Tamoxifen) {fEEEM LIRS | FHIHEX (&) (GE)
(55 5 ) | 5 E AR AT R BS R (A8 5 | Hung Wen | (N/A) (N/A)

6 H HI10H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
H-BATHR - G R EUE R [aiE Lai
T3 K RTHE ST
Tamoxifen induced fatty liver and/or
hyperlipidemia in Taiwanese hormone
receptor positive breast cancer patients:
Incidence, risk factors and possible
mechanisms- A retrospective analysis and
prospective study.
4 180509 | @Sl F FAH BN Sl S A EM A | AERFE (i) (HE)
(35 4 X | Yt ~ SRRIDHAEELRIEIRE ~ o2 ChingLin (N/A) (N/A)
The influence of exercise and probiotics on Wu
gut microbiota,
cognitive function and immune function in
aged people
5 210618 |HISNIMSAETE/ NAHRGI R < DUBENE ~ 288 | ERE (i) (HE)
(35 1 K] |Gt oEmmiE i 2 EM Wang Bing | (N/A) (N/A)
Applications of extracellular vesicles in the Yen
drug resistance, the delivery of anti-cancer
agents, and the disease classification of
non-small cell lung cancers
6 210619 | DI EAIZFRASE VRS RERENNY | 6% (i) (H%)
[ 1R]) | Z& - ERKEBEIEEBAIEE Bk ] (N/A) (N/A)
A pilot study of applying wearable devices
on female nurses to delve into the
relationship between their degree of anxiety
and vital signs
7 210628 |&PRERTYIFEEIFRFlr 2 ife A8 | &E (i) (H%)
[ 1x])|5 YuehPan | (N/A) (N/A)
Postoperative prognostic factors after
Transurethral Resection of the Prostate
(7)) HEEFEE Z45ZEH 5 Report the final report for reference
BERTE | JEREELEHE
Fe5% | IRB 455% stE A FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180716 |FERGAERIZEIE A F=RIESIMNEEIFME | BlX (HE) (%)
BN G B2 IR IR AR 2245 R Cheng (N/A) (N/A)
Effect of post-thawed culture period on the | Hsuan WU
clinical outcome of frozen-thawed embryo
transfer cycle
2 181247 | "HifHIE R EERITE AR L /0 ARTIHIE | PREEME (i) (i)
PRI HRRR B B R Ching (N/A) (N/A)

FTH - HI0H
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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

The efficacy of novel mobile disease
management system combined with
integrated COPD care model in Patients With
Chronic Obstructive Pulmonary Disease

Hsiung Lin

200408

AL ETE R B AR A B SR P (1 [
wH5E

Retrospective Study of Clinical Cases in
Department of Genetic Medicine, Changhua
Christian Hospital

PREH
Ming Chen

(%)
(N/A)

(H8)
(N/A)

200808

B AR b O A RS (EAMMEAR TR
% DS ML R R
Exploring the Symptoms and Effects of
Constipation Using Grounded Theory
Research Methodology: Taking Older
Patients with Chronic Functional
Constipation as an Example

HEE
JongNi Lin

()
(N/A)

()
(N/A)

200811

SR AN S B LIN BB B Ry 2 E
MW

Symptoms and Effects of Dizziness in
Patients with Inner Ear Disorders: A
Qualitative Study

HEE
JongNi Lin

(%)
(N/A)

(H)
(N/A)

210717

EMS [eri 0o SR E s RN App SZEE L
FEZEBETRIR T

Analysis of acute myocardial infarction
patients outcome by using fast instant
messaging apps to shorten the time of
feedback in assessing pre-hospital ECG from
online physicians

MRZAE
Lin Yan
Ren

(HR)
(N/A)

()
(N/A)

210812

APELRZE EE A B2 B E AT R
BlE 7 BB (S R

What factors determine the behavioural
intentions of nursing staff to participate
physical examinations? Motivational and
health belief model perspectives

MREm
Yu-Chiao
Lin

()
(N/A)

(HR)
(N/A)

210814

(EH BT ARG A S &
EiE L 2T R EE 5T

Using the Model of goal-directed behavior to
explore nurses and nursing students
behavioural intentions in relation to
medication safety

e
LEE MIN-
LING

(i)
(N/A)

(B8)
(N/A)

(78) MEEHFEE & 1F#Hits Report the terminated protocol

Feat

IRB 4R

sTE AT

EFA

B

FEELGER

H8H HI0H
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180513 | BR&ET HTRA MRS+ H AR RS [fisE | (0%) &
CER MR A s S I AR R P SanNi | (N/A) File for
1 Variants in the HTRA and complement factor H | Chen reference
gene confer genetic susceptibility to central
serous chorioretinopathy
SEIEFRN ¢ PRI EE AR AT
200303 | AR ek aEEs h AT B E R A E S | Eonte | (B%) Fa
9 Fifi 3% Yuan (N/A) File for
Predicting COVID-19 pneumonia using deep Chun reference
neural network approaches Huang
SHIEFEN - HATARTEC A AR E A M.
200418 | e EREERERE O R AUAHRR 0 T ERTA | BRI | (B) Fa
A f R R AV R TR R & YaoLi | (N/A) File for
3 Investigation of regulatory molecules of cancer | CHEN reference
immunity, metabolism and relationship to
prognosis of hepatocellular carcinoma
SRR ¢ R AEER 0BRSS ERUE
() #HEEFESE 2 {EH 5 Report the suspended protocol @ (4 None )
(J) HECFEE 2 BIZEH 4 Report the withdraw protocol (48 None )
(L) e s~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
B #e/ JIRB/ C-IRB/ NRPB
FFi% | IRB 4R5k S P& B EL EXEIN
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+ZE 5% Protocol title
1 220620 [CIRB] 110CIRB11249 |#iZE #HEE 1K GREZTT
Pei Yuan Su
—TASE 2a ] ~ FEMRTIC ~ B - sl o RN B AN R H s 2 G0y 2 Bl
BT AB-729 F1 VTP-300 #9461 H
A Phase 2a, Randomized, Blinded, Multicenter Study Investigating a Combination of AB 729 and
VVTP-300 in Virologically-Suppressed Chronic Hepatitis B Participants
5 170313 [CIRB]) 106CIRB01020 |$#EHZEEE 156 X ¢ MfZ
Hsuan Yu Lin
— AR EHESRMEATGR M R 7R <R FOMES RS (INHL) S & £5 PISK IR copanlisib & (1R
A LA AR S (LRSS 1 B BRI - B - B 2005 - CHRONOS-4
A Phase 11, randomized, double-blind, controlled, multicenter study of intravenous PI3K inhibitor
copanlisib  in  combination  with  standard immunochemotherapy  versus standard
immunochemotherapy in patients with relapsed indolent non-Hodgkin’s lymphoma (iNHL) -
CHRONOS-4
3 180819 [CIRB]) 106CIRB11168 |$EZEE 6 X ¢ FETE %

KuanMing Lai

FOH HI0H
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REFINE : Regorafenib {FFF4HREEAEZ 5T
REFINE: Regorafenib observational study in hepatocellular carcinoma

210404 [CIRB]) 109CIRB10181 |$EHZEEE 4 X W& FHF
Pai fu Wang

Darolutamide fill_FiEMERLERFEDE (ADT) MHENZERENN L ADT AR EAER M 5
R MEREER R (MHSPC) SRy —IHBERE I ~ g - RIFS RS 3 Ml

A randomized, double-blind, placebo-controlled Phase 3 study of darolutamide in addition to
androgen deprivation therapy (ADT) versus placebo plus ADT in men with metastatic
hormone-sensitive prostate cancer (mMHSPC)

210425 [CIRB]) 109CIRB12231 |$EEZEE 2 X ¢IF PREE I
ChingHsiung Lin

—IE Ry HH 52 JARIBE - BT - SRR BEAHNAT > Sl FREIENTST - SRl GSK3511294
£ Mepolizumab = Benralizumab AHEL » R FRWEEE A0 L B Rl 2 AR /DA S B Y
PREEETEAR - R Ze Ay Ho e e A 2 e 1

A 52-week, randomised, double-blind, double-dummy, parallel group, multi-centre, non-inferiority
study assessing exacerbation rate, additional measures of asthma control and safety in adult and
adolescent severe asthmatic participants with an eosinophilic phenotype treated with GSK3511294
compared with mepolizumab or benralizumab

200805 [CIRB]) 109CIRB05071 |HAdh#558 2 X W& SRR
Jian-Sheng Wu

—IEH = Zhn - BEROTEC - BT JEIERIREEYERIEER - #F6h FARICIMAB FIR 7y
7R R AR E 2R 4 54 2 B 0 /KR SR R A L 2 2

A PHASE 1ll, MULTICENTER, RANDOMIZED, DOUBLE-MASKED, ACTIVE
COMPARATOR-CONTROLLED STUDY TO EVALUATE THE EFFICACY AND SAFETY OF
FARICIMAB IN PATIENTS WITH MACULAR EDEMA SECONDARY TO BRANCH
RETINAL VEIN OCCLUSION

200806 [CIRB]) 109CIRB05072 |HAT #5258 2 K W& SRR
Jian-Sheng Wu

—IHE =M o - BEIRTEC ~ BT - TEMEEIREEYEHEES - L FARICIMAB A
AR A B R A A AR AR ZE 4 2 B D B /K s S8 A PR & e M

A phase Ill, multicenter, randomized, double-masked, active comparator-controlled study to
evaluate the efficacy and safety of Faricimab in patients with macular edema secondary to central
retinal or hemiretinal vein occlusion

210304 [CIRB) 109CIRB11216 |4%IF W& 5[ 2%
Chun Eng Liu

—{EFFE UB-612 y& iy B M AN B0 75 /DA ~ iR R sl A ey e R ~ 2
PEEAT 2 MEAYSE 1 ~ ZERIRIRER ~ et IR ~ BER = e MRS

A Phase 11, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the Immunogenicity,
Safety and Tolerability of UB-612 Vaccine against COVID-19 in Adolescent, Younger and Elderly
Adult Volunteers

%10 H 3 10 H




