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2021 year 7th-C IRB Meeting Minutes
— - H #f Date(YY/MM/DD) : 2021 4£ 07 H 29 H ( £HiPU)
—~HB%E FH Time : 12:00-14:40
=i ®E Location : tEMKHE Bl ZiZk B B
g~ F [ Chairperson :
BRAE (B ~ B~ B0l ~ 551%) [IRB 190906 HlaaiEie-pHsestE £ A IRB 190906
Avoiding conflicts of interest- P1]

Yen, Hsu-Heng ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male )

HifF A\ & Attendant : (fEfElES omit title)

B EHfE (BeN - B - BAT - B CBIEEGE - AERRAE - )
Tsao, Shao-Lun ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

B Siksl (e - B BHl -~ )
Kao, Jun-Kai ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

B SR (GER ~ BEE - BSHT -~ Z0M)
Ni, Ting-Yuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )

B SN (B~ B At ~ 2D
Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

B EERE (BEsh - B AT - B
Tsai, Chung-Jung ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

B gEA (BEr - FEEEE ~ +H D~ i)
Hung, Wan-Chun ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

B BREER(E ~ JERIR  AERECE - B [BMRS2GFRE-B T (F—FauEbEs
Bl o AEEEZ]
Chen, Ming-Fong( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Law, male )

B Sz (Besh - B~ 2500 ~ 20ik)  [IRB 210707 Flgs st Refip [ - Hr ABEE 0t
A FETEE - HRBEZETEZE)EfTd  IRB 210707 Avoiding conflicts of interest )
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Tsai, Pei-Ling ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

BLOME (Besh ~ FERHE ~ tt g AL ~ Z0i) (BiEEE - FERAE - )

Kung, Hsin-Yi( non-Affiliation with Institution, Nonmedical Personnel ( Scientific member),
Member of society, female )

AR (Beoh ~ R ~ REEE 4 ~ M)

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

ARG ~ IR - RET M - L)
Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

AN# | fsk Remark
Persons

B 6 BSEM(3) ~ ZERT(L) ~ 4551 (2)
Medical Doctor (3), Pharmacist (1), Statistics (2)
Personnel
FREE 4 Q) ~ EEQ) ~ HHEAEALQ)
Nonmedical Social Worker (1), Law (1), Member of society (2)
Personnel
Pl 6 BSEN(3) ~ EERN(L) ~ 485T(2) ~ HEAEAL(0)
Scientific Doctor (3), Pharmacist (1), Statistics (2), Member of
member society (0)
FERER 4 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 4 BEr(3) ~ BEFNL)
Male Affiliation with Institution (3), non-Affiliation with

Institution (1)
B’8 6 BEr(3) ~ BEFN3)
Female Affiliation with Institution (3), non-Affiliation with

Institution (3)

st - © KB T ANRHIZTE ) Bk FEGEEZE AL L G8ERE
R FEAMtE AN BN EZ Ty DL B £—
MRARHER =02 — - FEEGHER - SBFHIEHEHETIERE
X B SE SR TR E R L 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

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

@ iz " AR mEEEZ B GHSEFEHINE ) A0 FE
G —REFEEEHEN R EZ B EaEREIN 2 JE AR
BERETRZE— AU L AR AEEAZEES B =7
2 EZZRENE s CAM E2EEE - [EAFEMU 2 EEN
W WY - R Z 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.

HIfE N & Presenting staff : ([kfEHS omit title)
=0T (IRB f4E) Ng Sock Ping (IRB secretary )
#IFE (IRB{TE(AR) Yeh, Cheng Chi (IRB staff)
#152= (IRB {TEC A &) Lin, Ciao Yun (IRB staff)
AEEEE (IRB {TECA &) Hung, Tsui-Hsia (IRB staff)
g (IRB {TEXAE) Li, Hsin-Yi (IRB staff)

B iz Leave : (HsfEHE omit title)

Eh J& Absence : (BEfEES omit title)

= #k Recorder : #£r5%% Lin, Ciao Yun (IRB staff)
A~ FaRNA Meeting -

(—) =% (GBE X RS Discussion (theme and decision)
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SRR R 22 41
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EFFA BT
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TR R 3R S o AR B A B
2

4m5% © 090716
[AERE ]
202106-13
FRA BRI
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() Bamis s ¥)#ZE(f552%%) Report the approved protocol by expedited review
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210602 | RRAUME N RGN THF RS - 2 | B VE (HE) (&)
G BV R B RIS - 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?
2 | 210614 |GBEHEMNSAREET REAMIT | EEH (%) (%)
W - SEE R Kuan Ming | (N/A) (N/A)
Nationwide Survey of Eltrombopag Use for Lai
Aplastic Anemia in Taiwan
3 210617 |BREREEEERESGENTTHAMBRERERE | 2EE (i) (HE)
EAL e wu (N/A) (N/A)
Predication of injury factors after a fall and MEIWEN
fall risk factiors analysis
4 210621 | BESFHEIP ECCRTE PRIEEH (i) (&)
Head and Neck Patient Support Study Jin-Chin Lin|  (N/A) (N/A)
(=) RETH A 8 F & (75 5,75 4) Report the approved amendment by expedited
review
EREE | JERRER
Fri% | IRB 45k sHE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 171205 | —IEEE=HA - BEMOTEC ~ BRARCME ~ 20 | dEES (i) (&)
(25 10 )\ 5l - SHEE2ETH 3 E B HATT | Kuan Ming | (N/A) (N/A)
ESHERT BT - 5 isatuximab Lai
(SAR650984)f}FH bortezomib (VelcadeR) -
lenalidomide (RevlimidR)#{1 dexamethasone
YEFERFHES TN bortezomib A lenalidomide
i1 dexamethasone &G R 2
A Phase 3 randomized, open-label,
multicenter study assessing the clinical
benefit of isatuximab (SAR650984) in
combination with bortezomib (VelcadeR),
lenalidomide (RevlimidR) and
dexamethasone versus bortezomib,
lenalidomide and dexamethasone in patients
with newly diagnosed multiple myeloma not
eligible for transplant
2 180512 | B B L&Yt | BERZ BB A FEVIE (&) (H&)
[ 25 1 2k ] | Retrospective analyses of vaccination Chong Chen| (N/A) (N/A)
programs among healthcare workers Hui
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BRLEE | JREEERE

FFo% | IRB 455 T EATE ERA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
3 190812 \frE AT FNER - MREZESEE R | BB () ()
(55 4 R]) | AR ERRTZEE 2 (HER2)R2MEZ 5 | Hung Wen | (N/A) (N/A)
AR - thRETR E R AN L Lai

Palbociclib DA {if B ZEFEEN_E 2RIy
—IHE =0 - BEtREC - BT - Wi
A Phase Il Randomized, Double-Blind,
Neoadjuvant Study of Hormonal Therapy
plus Palbociclib versus Hormonal Therapy
plus Placebo in Women with Operable,
Hormone Sensitive and HER2-Negative
Primary Breast Cancer

4 200414 | N\ TAEEIB) T e 2ETE R ORI LE | BRE (i) (H%)
(25 3 K] | BEEF(E Liao Pei (N/A) (N/A)
Using artificial intelligence to assist Yung

Traditional Chinese Medicine (TCM)
diagnosis in precision medical to explore

diabetes.
(VO e A > BT 8 45 (75 50 38 2%) Report the approved interim report by expedited
review
BREEE | JFEREEH
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 130201 | —THLL#EZA + AVD LUk ABVD E Rysi—4% | PRIz (i) (H%)
[ 8 ] |VEFIREA A (7R S FOME R Za0E | Hsuan-Yu | (N/A) (N/A)
2 BEEC ~ BRI ~ B =FAERPRAAST - LIN
A Randomized, Open-label, Phase 3 Trial of
A+AVD Versus ABVD as Frontline Therapy
in Patients With Advanced Classical Hodgkin
Lymphoma.
o | 170700 |sREzi e KPR AIEGE | To0m (%) (%)
(25 4 K] |t E- BB R EESH AN Wenfu (N/A) (N/A)
Developing Innovative Models for Health & Wang
Long-term Care Facilities and Technology
Services — Development dementia registry in
Taiwan
3 170806 |z PEtkes T AL TioE GBm AR | 5 (&) (H&)
(=5 4 XY | FLay e oA B RTHE PERT 52 Hung Wen | (N/A) (N/A)
Robotic Breast Surgery in the management at Lai
Early Breast Cancer of Taiwan Women
4 180512 | Bl B T itnd T BER Z B AT RS (i) (HE)
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
[ 25 3 2] | Retrospective analyses of vaccination Chong Chen| (N/A) (N/A)
programs among healthcare workers Hui
5 190405 | fHCIE SRR A EE A A LB fe sk | RS (i) (HE)
(56 2 K] | IEZ HE ShuLin Lee | (N/A) (N/A)
The effect of Fucoidan supplementation on
exercise-induced oxidation stress and
inflammation
6 200715 | FRET ORISR ST T THILERIE & PREREE (i) (HE)
[% 1 X]|(AD) , fTRERZIHFE--stE T R | Pi-Sia (N/A) (N/A)
[ CHEN
Study on behavioral intention of patients with
heart failure to sign "advanced medical
decision (AD)"- Application of Theory of
Planned Behavior
7 200721 | {EH ALEITHETTEAME BRI F IG5 S | 58 (i) (&)
(%5 1] |TEH Shou Chuan| (N/A) (N/A)
Using Al technology to predict pressure risk SUN
factors and wound grades
8 200732 | $HEFRMEEIGERT OB IR A RIE R | Mzt (i) (&)
(25 1 R]) | DhRErir Z TR AT Lin Yan (N/A) (N/A)
Analysis of long-term renal function in Ren
patients with non-traumatic OHCA
9 200814 \tgMETE NS KA S B I E KAEAR | B NVE (i) (GE)
(35 1 K] | Bz B HRRH T YANG (N/A) (N/A)
The relationship between chronic SHIAO
endometritis and pregnancy outcome of HSUAN
recurrent implant failure and recurrent
pregnancy loss
10 | 200822 |—IE{EfEEFERFEE A BMAZREET | ek (1) (HR)
(25 1 X ]| a¥HE NXT007 2224 ~ fifsz 14 - €978 |Ming Ching | (N/A) (N/A)
JIEE ~ SRR KR — — R Shen
A Phase I/l Study to Evaluate the Safety,
Tolerability, Pharmacokinetics,
Pharmacodynamics, and Efficacy of NXT007
in Healthy Volunteers and Patients with
Hemophilia A
11 | 200835 |fEffial ARIME N AR © bl | =RE (&) (H&)
[ 25 1 %] |Hemangiopericytoma in the Central Nerve Chia Chun (N/A) (N/A)
System: a Case Report Huang

(7)) MECHFE 2 4EZEH 2 Report the final report for reference
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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
1 181023 | WA [E] 2 FERE N TOKSEAGH I NS | RSl (H%) (&)
Nl B B AR A 2 LR chaokai (N/A) (N/A)
Optical quality and quality of vision after chang
cataract surgery after multifocal intraocular
lens implantation: a comparative study
2 190707 | EARENAK Cofigpe s ABRIRIRSZ ~ EIFRERER | BB (HE) (HE)
1Tk ~ SAETEE 2 AR Wen- Shan (N/A) (N/A)
The relationship among illness perception, Wang
self-care
behavior and quality of life in patients with
coronary
artery disease
3 200718 | ANLEEADIRARE M R m RS e 2R | H=IkER (H%) (&)
WRRETEAE HIMUE e R B E B A4 | HSIAO (N/A) (N/A)
SR Bl CHIN
The association between serum progesterone | HUANG
levels on the day of frozen embryo transfer
and pregnancy outcomes in artificial cycles
using Crinone as luteal supplement
4 200830 | fif HELEALHAE MR R ZE - HAmfE | PRI (HE) (HE)
(A ALl [ Y R T o EE BB I 65 |ShiDou Lin | (N/A) (N/A)
EN:NIEAIER
The relationship between glycated
hemoglobin and time in ranges for patients
with diabetes using professional continuous
glucose monitoring
5 201111 | EHA BTIRGMERZ - TIEBR SR | RIS (GEY) (&)
==V A Chang Tsui (N/A) (N/A)
The relationship between workplace bullying, Fen
job stress and turnover intention in nurses
6 201227 \TTEVERET HEEFEUER: UTAUT 2/ | ZEH 3% (GE) (GE)
R Yueh ying (N/A) (N/A)
The framework of mobile learning behavioral Tsai
intention model: An extension of the UTAUT
2 model
(78) #HEEFEE 2B {EH & Report the terminated protocol (4 None )
() FHEEFESE 241 Report the terminated protocol
2L & Fm X, Sz
ujrg%ffa EFEEE% ——
7% | IRB 4R5% Protocol title FHA | Medical )
i Review
No. IRB No. Pl primary
_ result
reviewer
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200726 | EALAVE BB BB YR AR REZ B Hlbik D) (9] TRAERR Fa
Bty o 1% - H A ViR aC i B B H e e (N/A) IngLin File for
SRR (R BT Chang | reference
Early Biomarker Level After Sleeve
Gastrectomy Predicts Short Term Body
Weight Loss Effectiveness

SEIEFEN ¢ GERULZERR - BB -

() HEEFEE ZBIZEHR S Report the withdraw protocol (4 None )

(JL) ez 2 B fe/ JIRB/ C-1IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Frik
No.

B & e/ JIRB/
IRB 4 C-IRB/NRPB 4t P& B FHA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl

protocol No.

=H+E 44 F# Protocol title

210612 [CIRB] 110CIRB02033 |#rZ& #FEFE 1K +&1E
ChuanCheng Wang

—IH =4l ~ BB - BE - 1B IR o SRR R SRS M e E R AR 2
S E(EH PD1-TIM3 #8845 B 5E RO7121661 K7 PD1-LAG3 4G E MY EE RO7247669 FHEL
nivolumab 7 F&E%Y

A 3-ARM, RANDOMIZED, BLINDED, ACTIVE-CONTROLLED, PHASE Il STUDY OF
RO7121661, A PD1-TIM3 BISPECIFIC ANTIBODY AND RO7247669, A PDI1-LAG3
BISPECIFIC ANTIBODY, COMPARED WITH NIVOLUMAB IN PARTICIPANTS WITH
ADVANCED OR METASTATIC SQUAMOUS CELL CARCINOMA OF THE ESOPHAGUS

190717 [CIRB]) 107CIRB0O7095 |$#EI22E5 8 X {)5& FIENISgYg
Hung Wen Lai

GLORIA z=E& : —IE A1 Globo H &1 adagloxad simolenin (OBI-822) /OBI-821 {E Eyiiig 4
BRI B S B T Globo H (5 =2 Mg BE IS =1 - BBt IEC - BERUE 5

The GLORIA Study: A Phase 3, Randomized, Open-Label Study of the Anti-Globo H Vaccine
Adagloxad Simolenin (OBI-822)/0OBI-821 in the Adjuvant Treatment of Patients with High-Risk,
Early-Stage Globo H-Positive Triple Negative Breast Cancer

190919 [CIRB] 108CIRB05099 |#5E 25 6 X )5 BRUEST
Wei Wen Su

— IR I ~ BT ~ 2B - Sl fER Y B2 & B IEROARIG IR 4HRERE  (HCC)
ZEcE ™ o Lhig PD-1 $ifg SHR-1210 i1 I Apatinib (Rivoceranib) Mesylate = Sorafenib {E
Ry — 4R AN = HRRE AR R

A Randomized, Open-Label, International, Multi-Center, Phase 3 Clinical Study of PD-1 Antibody
SHR-1210 Plus Apatinib (Rivoceranib) Mesylate Versus Sorafenib as First-Line Therapy in
Subjects with Advanced Hepatocellular Carcinoma (HCC) Who Have Not Previously Received
Systemic Therapy

200917 [CIRB]) 109CIRB0O7132 |$#EIZEE 2 X H)&& ICY= PN
DarRen Chen
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—IAgH ¥R £/ 2 DRI RIaRAN B AR ZEEME (HRY), 75 2 BINEERRK
fRATZEEENE (HER2) 2@y (MBC) Z5l# - LLHL sacituzumab govitecan
(IMMU-132) FIB&RTFTEE & (TPC) 255 3 HnmEEe

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

5 210410 [CIRB]) 110CIRB02028 |88 ZE%E 1 XX FIE AT EE
San Ni Chen
—IEZ L ~ BABCEIER AR - 5F4h FARICIMAB FI7A & A I8 B A1 S g 52
T B RIHZE 2 AN 52 14 (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)
6 200804 [CIRB]) 109CIRB04065 |HAH #iisas 1k W% [Cep=pett!
Chen Ching Pei
—IHE =0 - FUIEME - o~ BT - B - T odHEE - FIIREEE: 2 mg Pitavastatin/ 10
mg Ezetimibe Ei Pitavastatin {1 Ezetimibe 7[5 & M = HE [ A% T iE 56 S TG 22 5 B YRR
gzt
A Phase Ill, Prospective, Multi-center, Double-blind, Randomized, Parallel-Group Study to
Compare the Efficacy and Safety of Pitavastatin 2 mg/ Ezetimibe 10 mg with Pitavastatin and
Ezetimibe in Patients with Primary Hypercholesterolemia or Mixed Dyslipidemia
7 151204 [CIRB] 104CIRB08129 |45% W3 ﬁé&j
Wei Wen Su
—IARARE ~ BERR o BC ~ AR EIEE R © 561 P1101 ff A Ribavirin iRz THERIGHK
JBFs C BUFF SRR s AR RIS 2 R 7 RN 457> PEG-Intron {1 Ribavirin » i EEEENE 2
L MR 2 1 -
An Open-label, Randomized, Active Control Study to Demonstrate Non-Inferiority in Efficacy, and
to Compare Safety and Tolerability of P1101 + Ribavirin to PEG-Intron + Ribavirin in Interferon
Treatment-Naive Subjects with Chronic HCV Genotype 2 Infection.
8 151207 [NIRB]) EC1040702-E 4hEZE H)5E T&I1F
ChuanCheng Wang
BB MR MO MURRE EE E RS 1R 0 TR
Molecular Features Underlying Racial Differences in Survival of Taiwanese Chronic Lymphocytic
Leukemia Patients
9 190907 [JIRB] 190907 4EZE VR E%ﬁ
Fangting Lu
EERR S THEENTT
Serosurvey of vaccine preventable diseases in Taiwan
10 191249 [JIRB] 19-005-T-1 &k WE =
Tu shih te

B A A TR B D 2R SR OB PR B R B 2 22 = MR B 8
A pivotal study to evaluate the safety and effectiveness of Rightest Continuous Glucose Monitoring
System for blood glucose management in person with diabetes mellitus
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200314 [CIRB] 108CIRB10174 |4&52E W)5& MoEFH
Jin-Chin Lin

—IHLL GSK3359609 =2 HIfifH Pembrolizumab fifs PD-L1 [5M:18 58 /A% 1 BE S ED
s IRAAE RS B — SRR AVRE R D G ~ BT - EIEMERYES W RS

A Randomized, Double-blind, Adaptive, Phase /Il Study of GSK3359609 or Placebo in
Combination with Pembrolizumab for First-Line Treatment of PD-L1 Positive Recurrent/Metastatic
Head and Neck Squamous Cell Carcinoma
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