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2020 year 12th-C IRB Meeting Minutes
#f Date(YY/MM/DD) : 2020 4£ 12 H 24 H ( £HiPU)
fi] Time : 12:00-14:07
#h Location : ¥@fA KM% B1 2ok B JfE
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

FL1H H9H
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Chang, Yu-Lung (non-Affiliation with Institution, Nonmedical Personnel ( Scientific
member), Member of society, male )

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 )

AN# | fst Remark

Persons
B 6 BSEM(3) ~ ZERT(L) ~ 4551 (2)
Medical Doctor (3), Pharmacist (1), Statistics (2)
Personnel
FREE 5 Q) ~ EEQ) ~ HEAEALE)
Nonmedical Social Worker (1), Law (1), Member of society (3)
Personnel
FE2 7 BSEM(3) ~ EERN(L) ~ 4851 (D) ~ HhFAEALQ)
Scientific Doctor (3), 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 5 Er(2) ~ BEFN3)
Female Affiliation with Institution (2), 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

Remark:

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

H2H H9H
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population in the study shall be invited to attend review board meetings
and voice their opinions.

@ iz " AR mEEEZ B GHSEFEHINE ) 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)

iR
Ew

=0T (IRB f43&) Ng Sock Ping (IRB secretary )
#FE (IRB{THE(A &) Yeh, Cheng Chi (IRB staff)
#152= (IRB {TEC A &) Lin, Ciao Yun (IRB staff)
ik (IRB{TECA &) Li, Hsin-Yi (IRB staff )
&2 Leave : (JEkfEES omit title)
Tkl (e ~ B ~ BHIl ~ 2201F)
Ni, Ting-Yuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

female )
Ji% Absence : (ffEES omit title)
$% Recorder : &5 Ng, Sock-Ping

T~ FHAZ Meeting -
(—) shamdZE (FZEF B R Discussion (theme and decision)

e sTE AT e

4R © 201118

CIES|

BoEE

EFFA

AT

B A R B G LR N e 51| AH R (ENREZ-E
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4Rk © 201122

st TE (LRI | I RB L B

CED o AN (ENXET-Es
O - ZEAHEE R B B
Y=gk 1 201206 _ N ‘
HIV 375 28 R i FH e 2 B IR s 3 E 53 > 1 o
CED P (ENXET-Es
TFEA ¢ FHHEE ‘
4me% : 201210 —IESE 2b HH - BEMEIC - B - RSB
CED Bfi > 57l EDP-938 A IR di 2 M JRRAL IR, (ENXET-Es
TR i BRSNS AR A R A B2 I E
YesE : 201212
GIED HeT RORB BLAF 122 A A% 1 (ENXEF LS
TR HEE
4ma% © 150922 B EE - RO - LRI - 2
(CEEZRIEQ| sl N s e R VIR KR HEsHEh L2 E
T R IR R A RN T2 B8 2 515 1B-IIA 3 A
FE/ NGRS R o MG AZD9291 AHERA 22
Bl 2 B ke 14 (ADAURA)
4m9% - 180307 — TS W EABAICE - BEREAYEC ~ ekl o Y
(%5 10 K] fti DNA $RE1E R EEY)0f H Olaparib A
FFEA ¢ BSFBR Olaparib B8 —f2&% » FFYAF LUEREAREE -
(HRR)FHRBHAELR (15 BRCAL/2) A [E] 88 F4H Hi 2
B = Fa M AL B R e 4
(VIOLETTE)
4Rek 1 171203 GOt EZFREE B AR HEERAEFEA
[HA #5320 EIvitegrav_ir/Cobicistat/Emtricitabine/Tenofovir o
A ¢ SR Alafenamide (Genvoya) {74 /6 2 fe
RIMEF 3t 2 a2 T
ot © 171207 PEEF P2XTR, KLK5, KLK10, MTA2, MZF1,
(i sRESE 3 K] PTX3, SIRT7, KIF22,PTK7 17 A HERT e FIE s A
TR EEY A2 B SAT
4E5E © 180715
(HApsREsE 2 )] | SESMEA MR 2 B RRA & 53T (EMXET-E:
FREA  EEE
YE5E © 181207
(HAhREsE 2 k] | AERFELFLEEREE: 8 P e ZAe
FREA ¢ BEEA
YEEE 1 191249 \ \
e S B e L A I B 2 P PR R 2 T \
CHPRESE LT | o s vt P
TR HEE
4m5% : 200210 SHEE “ANEIRIR R o T R 16 R ¥ (ENXET-Es

HA4H HOH




2020 £55 12 X F= IRB &%

U #R&E 12K
EFFA A

5+ Bl 456906 ELZRI75] ~ Bt semaglutide FLER
H—THEE 0 ~ BRI OIC ~ P70 - BIERR
sl o

455% : 090716

DEERF/VAE (9 2 15 %) $EfE V503 (% {E A

(REEEMF] SIS i 75 55 KL s i s e
202011-4 § ?éﬁffzﬁiﬁi%i %%E ﬁ[gl]ziéiﬁﬁgér i RS
FEEA A M52 P B S — B M 25 = HER PR R
4R5E © 180712 —TE$F# 3 H] AJCCIUICC 2 8 fit I-INA 2

(REEEMF] B (T>5cm N2) 522=t]Fk (RO) ZIE/ NIRRT
202012-4 J% (NSCLC) piEzsl®  5Ffh canakinumab #H

FEFFA ¢ MREERS

B L R PSR BB R E Z U = MR o
=M~ 2 - BEROEC ~ B - RIFHIEE
B

FE FESREET

4me% - 191109

[ERESEF]
202012-7

EFFA - B

T FES R ET

4E5% © 190907
BHEAHES 12X
FRA CESE

BRI AN

IR R

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

J7-5% | IRB 45t sHEAE EHFA BREEE |JFBEER

1 | 201008 |z EERFIRE AN SR E T ER L ISR (GE) (&)
R ER S BT Shih-Fen-CHANG (N/A) (N/A)
The Impact of COVID-19 Pandemic on
Home-Based Palliative Care

2 | 201011 |ZFERZEGIERE © MO-E5kE OERIRE A B/ IVeE (GEY) (HE)
&g+ )\ pkE+ YANG SHIAO (N/A) (N/A)
Rare case report: Live birth in a HSUAN
48-year-old woman after embryo transfer
with autologous oocyte

3 | 201023 | BN NEREEEE b nbnin B E G PR I (H%) (&)
ISNIERSRVeEE AL o ChingHsiung Lin | (N/A) (N/A)

patient

Establish a mechanism for effective report
and treatment of critical results of
diagnostic tests for transfer or discharge

HS5H HOH
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4 | 201024 |EEGTERIT B - CHHEHEHIREED BHIEF (%) (&)
BB K HsuHeng Yen (N/A) (N/A)
Strategy to enhance the quality of follow
up care plan to Hepatitis B/C patients
through the Electronic Reminding
System: A Hospital Based Study
5 | 201111 |GEHE A B TAFSFERZE - LIFREJ Bl RIS (H%) (H&)
ik = B R (% Chang Tsui Fen (N/A) (N/A)
The relationship between workplace
bullying, job stress and turnover intention
in nurses
(=) S fE 2 8 Z(f5 52 %) Report the approved amendment by expedited
review
Frak | IRB 4wk BT FHA BETE JFEEEE
1 | 130201 |—JELE#ZA+AVD LK ABVDERSE—4R| Mz (i) (&)
(25 12 K] VAR IR BRI M R IO 25l % | Hsuan-Yu LIN | (N/A) (N/A)
Z BEt e ~ BHRCME ~ B =FAREPREHSE -
A Randomized, Open-label, Phase 3 Trial of
A+AVD Versus ABVD as Frontline Therapy
in Patients With Advanced Classical
Hodgkin Lymphoma.
2 200720 | H&TE AR AEES A B RE T e FfisS Ei a2 FE= (i) (H%)
[ 1x]) B Wang Bing Yen | (N/A) (N/A)
Computer-aided diagnosis of pulmonary
nodules using convolutional neural network
3 200831 |FEHE A E¥EHTEH % (COVID-19)HYF PR (i) (%)
(25 1KY |50~ Pt R eERR ) 2 PRaT LIN-YU-XIANG| (N/A) (N/A)
Explore the nurses’ cognition of COVID 19,
protect compliance and nursing pressure
4 | 201016 |EMEEBEEISMIESRERE K 2 THIR T RS (9] (H%)
[ 55 1 %] |Analysis of the prognosis after AKI and Hsin Hsiung (N/A) (N/A)
glomerulonephritis Chang
(M) stk Bidh 5 (F5 2,28 2&5) Report the approved interim report by expedited
review
FFo% | IRB 4R55E sHETE FRA | BFEEE | EREEEH
1| 131217 |EESGIERREE AV s e | B | () (1)
[55 7 k] | HisS R4 YaChih | (N/A) (N/A)
Data analysis of safety and monitoring of Tien
biological agent using in autoimmune disease
2 190601 | AR LE S 25 e ' T+ig(Topography guided | 5R¥EL | (H%) (%)
[ 1 2X] |LASIK)ELFTER (8 b A ot Ffig(Wavefront | chaokai | (N/A) (N/A)

optimized LASIK) = {4 {55 o 4 B 2 5

tb

Comparison between topography-guided ablation
treatment profile and Wavefront Optimized WFO

treatment profile in myopic Asian eyes

chang

H6H HOH
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3 190721 | FREESEN A B R A\ B EILRIGAETEA | ER | (08) ()
(% 1 K] (B HZ BN RS CHU, | (N/A) (N/A)
An exploration of the non-cancerous ward nursing | jo-mei
staff’s moral distress and related factors in the face
of hospice shared-care
4 190915 | PRaT et bRm Bk A foa R fEby | Esk | (B) (HE)
(55 1K]) A+ HUANG | (N/A) (N/A)
Exploring risk factors of falls and acute sleep Guan
disturbances in patients with diabetes at emergency| Rong
department
5 191103 | EEp=Eind M2l e RGN A S PHIRE | (H) (HE)
[ 55 1 2] |The role of lab examination for diagnosis of liver |KunHua | (N/A) (N/A)
or pancreatic injury Lee
(1) MECFE > 45ZEH 4 Report the final report for reference
= L=g Y EX
75 IRB 45 S EEA EEEE #5535
1 | 151215 | —THDUEMIG R RURIE R KA sZal a il HfEZ (%) (%)
Anifrolumab R ELZZ 2 MERY S 0 ~ FEtk YaChih Tien (N/A) (N/A)
i~ B -~ R 5 2 BT
A Multicentre, Randomised, Double-blind,
Placebo-controlled, Phase 2 Study Evaluating
the Efficacy and Safety of Anifrolumab in
Adult Subjects with Active Proliferative Lupus
Nephritis.
2 | 171204 | FESEREIRESRIEE S nlRE B R R PR (i) (&)
=t Shu Yu CHEN (N/A) (N/A)
The readability and common problems of
informed consent forms for cancer clinical trial
3 | 181235 | (IR EEE YL i S B M R T A High (i) (&)
7> BI-RADS zE2 2 35 7 WeiChung Shia (N/A) (N/A)
Using deep learning to identify breast
ultrasound malignant lesions based on
BI-RADS lexicon
4 | 190107 |mi A\ ENEEERIEC4R LB H 2 R eSS (i) (&)
BEZEHS Mei-Ling YANG (N/A) (N/A)
Students’ Satisfaction on Flipped Course
Incorporated Online / Distance Nursing
Education
5 | 191243 | B#G H A AN BRIl TR Z =HHER FE T 4 (GEY) (GEY)
MR MR A RS © KuanMing Lai (N/A) (N/A)
Peripheral blood samples obtained for three
batches validation before the execution of the
autologous natural killer cell medical
technology.
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6 | 200101 | & TORENE TIRGIsc 2 BOERRIAY TaRE (&) (BE)
R R B S 2L SR R (A Y R B R WANG/JUNG/HSUN|  (N/A) (N/A)
The Impact of Employee Incentive on Job
Performance: The Mediating Effect of Job
Engagement and The Moderating Effect of
Leader-Member Exchange
(78) WMECHFEE 222 Report the terminated protocol ( 4 None )
(£) HECHFEE 2L E#E Report the terminated protocol
Fei | IRB 45k sFE T FRA | BFEEE | FEEHR
181010 DL sREE /OB E TR I it | 38 R4 | (18) Fa
S IHREE 7 LRk TaiWai | (N/A)
1 Comparison of post operative wound care Chin
between regular dressing and the use of
silver impregnated foam
OIMFEA ¢ L2 BN

2.5 2\ BB ~ SRR R %
3. BT EE ST TR AN S A THIHHI AR

(V) MECHFEE ZFZEH 5 Report the withdraw protocol (4 None )

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

et = LE B~/
FSE | IRB G CISE;’:EZBF;@ R EZIN
s
1 171005 [CIRB]) 106CIRB07104 | ZEE 7 X )3 HIHE>
YaChih Tien
I ~ BT RITENRR T R RN K ) BB aPA Filgotinib
R

A Multicenter, Open-label, Long Term Extension Study to Assess the Safety and Efficacy of
Filgotinib in Subjects with Rheumatoid Arthritis

9 200210 [CIRB]) 108CIRB11179 |$FE %5 2 X W& M EE
Tu shih te

PHESSE “AUREPR S B - 1T 16 B K2 T 5 BI 456906 BRI ~ BRI semaglutide L
B —IHEE —HA ~ BT ~ CPATA ~ RIERRE S -
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.

3 200322 [CIRB] 108CIRB12195 |$5EiZEEE 2 0 F)%& PRHEFH

Jin-Chin Lin

%8 H

9K
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—IHEE 3 B~ Sl BT -~ BRI - ZEEIEIR 2 5B - LRI Tislelizumab (BGB-A317)
fH Gemcitabine 1 Cisplatin 5%t~ Z2Z% 4+ F Gemcitabine #1 Cisplatin {F £ {8 25450 fEf%
PR B e 55— SR BRI e e

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

201006 [CIRB] 109CIRB06111 |%$FHZEEE 1Kk FJ2& MREE
Jin-Chin Lin

—IHE =] B IC - B - B - 2R 0EER o BEE Durvalumab & HFHEE
PEALERBUR AR s il ~ fE e UIBRAY & B SR AR < B3 (KUNLUN)

A Phase Ill, Randomized, Double-Blind, Placebo Controlled, Multi-center International Study of
Durvalumab Given Concurrently with Definitive Chemoradiation Therapy in Patients with Locally
Advanced, Unresectable Esophageal Squamous Cell Carcinoma (KUNLUN)

171206 [CIRB] 106CIRB09125 |452ZE 5% BRAESL
Wei Wen Su

—IHEE 0 ~ BB e - SRS I B RS ThRE N e B B R el
#¢& Tenofovir Disoproxil Fumarate (TDF) Kz/=iE A AR TR B /4 (OAV) iE#ia s Tenofovir
Alafenamide (TAF) Hy274 1 B B34

A Phase 2, Open-label Study to Evaluate the Safety and Efficacy of Switching to Tenofovir
Alafenamide (TAF) from Tenofovir Disoproxil Fumarate (TDF) and/or Other Oral Antiviral
Treatment (OAV) in Virologically Suppressed Chronic Hepatitis B Subjects with Renal and/or
Hepatic Impairment

190715 [CIRB]) 108CIRB05087 |#%iF #JZ& ICFEYN
DarRen Chen

—IAE =] - 5 - FE s ST MR - mEEl (A Flo) BEER =k
MEAEEE - 5E{h capivasertib + paclitaxel FHEGHAZEEIH] + paclitaxel {5 558 —45 G PRIV EERY
K222 (TNBC)(CAPItello-290)

A Phase Ill Double-blind Randomised Study Assessing the Efficacy and Safety of Capivasertib +
Paclitaxel Versus Placebo + Paclitaxel as First-line Treatment for Patients with Histologically
Confirmed, Locally Advanced (Inoperable) or Metastatic Triple negative Breast Cancer (TNBC)
(CAPItello-290)

FOH HOH




