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2022 year 01st-C IRB Meeting Minutes
Hf Date(YY/MM/DD) : 2022 4201 H 27 H (ZEHAm)
fi] Time : 12:00-13:45
#h Location : ¥@fA KM% B1 2ok B JfE
[ Chairperson :

BRAE (B ~ B¢ ~ B0l ~ 551D
Yen, Hsu-Heng ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

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

Eaffm (Bey ~ B~ BSET ~ 5B1)

Tsao, Shao-Lun ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

EikEl (e ~ B9 ~ B&HN - 51%)

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 )

s (e ~ B8R ~ At ~ 2o

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 )

Staguat (e~ JESRE - 1T~ 4ot

Hung, Wan-Chun ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

PREASE (e ~ JREHIRE ~ TAERESE ~ ) [PMEE2GFEHER-RIEAN (02
AW 20 5% ~ A ) 0 AR ]

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 )

ECEe (Besh ~ FREdst - RIEELM - «oik)

FLl1HE H11H
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Hsiao, Ling-Ling ( non-Affiliation with Institution, Nonmedical Personnel (non-Scientific
member ), Member of society, female )

S (s ~ FEREEE ~ E L ~ L)

Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

N it f#iE Remark

Persons
B 7 ESHN(4) ~ 22EM(L) ~ 4e5T(2)
Medical Doctor (4), Pharmacist (1), Statistics (2)
Personnel
FREE 4 Q) ~ AR ~ HEAEALQ)
Nonmedical Social Worker (1), Law (1), Member of society (2)
Personnel
FE2 7 BSEM(4) ~ EERN(L) ~ 4851 (2) ~ HFAEAL()
Scientific Doctor (4), Pharmacist (1), Statistics (2), Member of
member society (0)
FFRER 4 fET(D) ~ FAEQ) ~ EEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 5 BEr(4) ~ BEFNL)
Male Affiliation with Institution (4), non-Affiliation with

Institution (1)
B’8 6 BEr3) ~ BEIN3)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st * © 8B " ABSWHIUE ) Bk - FEGEEZS AN E - BEEEH
R IHMAEE AN T LN LTy 2 — DL E S —
MRIABER =02 — - FEEGHER » SEBFHIEHEHTIESRE
X B SE R 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
population in the study shall be invited to attend review board meetings
and voice their opinions.

Remark:
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@ g " Nt imEEAZ S SHSGEFEEINE ) AR FE

AR PEEGHRR R FEZR B EaEREIN  IE R A
EREERREE— AL - AADE  RREAZEES  BEE=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)

|

.
LR
"
|

o

u

=0 (IRB #42) Ng Sock Ping (IRB secretary )

(IRB 1T &)

(IRB{TELAE)

(IRB 1T &)

ZiE (IRBITEAR)
&2 Leave : (JEkfEES omit title)

FRME (Bedh ~ FRERE ~ (g ATEAL ~ i)

Yeh, Cheng Chi (IRB staff)
Lin, Ciao Yun ( IRB staff)
Hung, Tsui-Hsia ( IRB staff )
Li, Hsin-Yi ( IRB staff)

Kung, Hsin-Yi (non-Affiliation with Institution, Nonmedical Personnel ( Scientific

member), Member of society, female )

Eh J& Absence : (BEfEES omit title)

B 5% Recorder : fk15%

Lin, Ciao Yun (IRB staff)

11~ sk Meeting

(—) ¥

HZE (FZEFERAE) Discussion (theme and decision)

T HE 22 Sk
4m5%E © 220115 G E
. MR A S T |
e ST 5 RGBS T 85
i 200822 —EEEFEFER A MIREE TG | EEGEE
BEEHSR] | NXTOOT 224t - it - SEpIm/Iee - 36
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FEFREA BN YRR B R 2 2

4w - 190510 —IEE = B - BAHEES - FHMERER R | - F Rk
[ HEfEEH] IR i3 T FH S A 55 ) Bt I A+

202112-10 e <=11U/dL#y A B ES - ERHRRAHE

EXS PN/

72 BMN 270 FUFRA3ER 2221

(BBl PP B A o M L RE RS A JSTEE /BRI IR 9%

4m4% © 210410
(AR
202201-7
ERA RER

T 0 AR A R BRZE e MR <2 14
(AVONELLE-X)

—IAZ UL ~ BB RS - A
FARICIMAB FY a0 LI E R MR B

TFE FESREsET

4R%% © 210513

[ FEREE]
202201-1
EFEA AR

B LA MU B 2400 2 A M Bl

AR

FE FERE e T

(=) TLimil > W% (f5 538 4) Report the approved protocol

by expedited review

BEEE | JEEEERFE
Fra% | IRB 45k sHE T FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211023 | ol (e BT SHE ZEAE (s & == (%) (H)
The impact of stroke patients’ health Chiul Chen| (N/A) (N/A)
awareness on the rehabilitation of cases
2 211207 | Fr A= 5T RO R AT E B R AR A R | BIEE (H%) (%)
fE R 2 KAIWEN | (N/A) (N/A)
Etiology and risk factors of neonatal fractures LIU
and metabolic bone disease in premature
infants.
3 211219 | PEETESA S BE N EEM HIN T RIRE | B (i) (H%)
Y ERt R E BB R I R s Hsing Fei (N/A) (N/A)
Exploring the effect of structured Lu
introduction for hyperbaric oxygen therapy
(HBOT) toward the anxiety and satisfaction
with medical service among dental patients
4 211234 |y-fElEe R ANGHEE DAt A ey | ERE (%) -
[fa] | ohsca st Wang Bing | (N/A)
The examination of anti-proliferation activity Yen
of y-mangostin in non-small cell lung cancer
cells and the underlying molecular
mechanism
5 211245 | [[iE-4104 el Ora BRI R N 74l | ER(RAR (HE) -
(2F] |FEEIUEIMERE A SRR ZGE Peishin Hu | (N/A)
Eye-protection efficacy of alpha-bisabolol in
human retinal pigment epithelial cells against

HS5H HI1LH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
UVA- and H202-induced damage
6 220114 | AftheE E R HAROEEYE AL #EEK | aRE R (i) -
[(e#] | ZE (pneumolysin)sF B AL ZE N | Chinchuan | (N/A)
5 [RERT 3R 2 PRe& DR BLEE T %A ERET Su

Study of the protective effects of Hedyotis
diffusa Wilid and its effective active
substances on pneumolysin — induced
cytokine releases in pneumonia and the
pharmacologic molecular

mechanisms

(=) #HET A 85 Z(f6 5% 4) Report the approved amendment by expedited

review
BREEE | JFEREEH
Fra% | IRB 45k sHEE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170204 |PALLAS : Palbociclib &{FfB S - —TH|  BESFRR (&) (HE)
(35 11 XY $tHEFEMSEZHLME (HR+) /55741 SHOU (N/A) (N/A)
NFER AR A T5286 (HER2) -f2ME ]| TUNG
FLEERER] Palbociclib & A4 N 73 CHEN
Bl E N BE P AR PN S hE Bl e e B
graH 5 I HTEER
PALLAS: PALbociclib CoLlaborative
Adjuvant Study: A randomized phase Il trial
of Palbociclib with standard adjuvant
endocrine therapy versus standard adjuvant
endocrine therapy alone for hormone receptor
positive (HR+) / human epidermal growth
factor receptor 2 (HER2)-negative early
breast cancer
2 190126 |35 T1F+E = Ex A T A 5 i (&) (H&)
[ 25 1 Zx ] |Musculoskeletal risk factors and symptoms Feng- (N/A) (N/A)
among the workers in Taiwan Cheng Tang
3 | 200902 |LIgErEEE A AR LA R ) | S (%) (%)
(25 1R | (4 Kuo-Yang | (N/A) (N/A)
Establish an automatic detection system for Huang
suspicious areas of
Pulmonary Fibrosis with deep learning
4 210306 | ZEHLMEAT AR HIEERS BAEB IR Z B | A (GEY) (HE)
(25 2 2R ] | Ba P54 8 5 (avastin) sk fFd i Wu Jian (N/A) (N/A)
(ozurdex) Y4 5 sheng
Outcome of accepted intravitreal

F6H HIIH
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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

bevacizumab(avastin) or
dexamethasone(ozurdex) implant before
vitrectomy in TRD(Trctional retinal
detachment) patients

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

review
BREEE | JFEREEHE
Fra% | IRB 45k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 141224 | NRSEAFEMEI T E B R L FIARE | #EX (i) (HE)
(25 7 K] |HIFEF A L HE MR 72 Hung Wen | (N/A) (N/A)
Endoscopic assisted breast surgery in the Lai
management of early stage breast cancer in
Taiwanes women-Priliminary result anylisis
and prospective study
2 181105 | fs&im F5 IR A58 N BT Z 5% | RIS (H%) (H%)
(25 3 k] |5 ShuCing (N/A) (N/A)
Effect standard of bed-bath on comfort of LIN
patient’s in the intensive care unit
3 181241 | HEMAFELEENZELNER(OSTE) 8 ks | FHEL (i) (&)
(265 3 K] | RBEM B ER R AT YAWEN | (N/A) (N/A)
To Explore the Effectiveness of the OSTE on LEE
Nurse Preceptors Teaching Performance
4 181252 | &/&rhEiin T i ASHR R B AERE | AREF (&) (GE)
(253 2%] |t LIN (N/A) (N/A)
To examine the association of lipid profile YINGLI
with depressive disorder in Aged = 40
healthy population in Taiwan
5 191230 | HpRERfARHUESE 2 R EBEYIH R & el (i) (&)
[ 25 2 2] | Effect of extremely fast thawing method on  [Yang Chueh| (N/A) (N/A)
cryopreserved vessel allografts Ko
6 191233 | FrEZFETESHENER e (GEY) (HE)
[ 25 2 Zx ]| The role of apigenin in cervical cancer Yihsuan (N/A) (N/A)
Hsiao
7 191247 | ERIG{EEESRAE ST BRI Koo ABEEER | MBS (&) (H&)
[ZE2K])|ES LinPingYi| (N/A) (N/A)
Scale development and intervention of
environmental health literacy
8 201008 | B BRI ALV RIE I ER R | B (&) (H&)
[ 1 2X] | Ry 2Pt Shih-Fen- | (N/A) (N/A)
The Impact of COVID-19 Pandemic on CHANG

FTH HI1IH
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Home-Based Palliative Care
9 201220 | EHHETEEMEmED SLC25A22 fERE | MIRE (i) (HE)
(25 1 R] | EEEH ek ATt ShuHuiLin|  (N/A) (N/A)
A study of the role of glutamate transporter,
SLC25A22, in the epigenetic machinery and
treatment of gastric cancer
10 | 201222 |{ffrZeEmildinaE R IRAEnRE R | B+ (&) (&)
(25 1 K] | FbilERE S e Z b5 KunTuYeh | (N/A) (N/A)
A study of cyproheptadine restores
anti-tumor immune response, through
inhibition of lipid metabolism, in urothelial
carcinoma
11 | 201233 |r&pasomBEEEFET MERRF i A4HRHY | SR (HE) (&)
(25 1 K] | HI4RAS DNA ZE8 7 5% Yau Huei (N/A) (N/A)
Study on the mitochondrial quality control in Wei
the modulation of mitochondrial DNA
mutation in the MERRF-derived culture cells
12 | 210317 |HigHAHMERS COVID-19 i \EHE AN B 2 &6y | BRERL (i) (&)
(5 1 %] | EZVEERR Chen Su (N/A) (N/A)
Nurse’s Experience on Caring the Confirmed Chiu
COVID-19 patients : A Qualitative Study
(7)) IEEFEE Z45ZEH 5 Report the final report for reference
BERTE | FEEEE
Fra% | IRB 45k sHETE FEFRA Medical | Non-Medic
No. IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 150117 | FEERTLBMZ (R SR A EFREL L IR | MRE(E (GE) (GE)
ZH5E Lin Yan (N/A) (N/A)
Analysis of physical and mental health in Ren
patients surviving from out-of-hospital
cardiac arrest
2 | 200831 |[3HE A EgHTE A 5 (COVID-19)AYERA ~ | MTH ) (%)
st 1 o R B R > LIN-YU- | (N/A) (N/A)
Explore the nurses’ cognition of COVID 19, | HSIANG
protect compliance and nursing pressure
3 | 201246 |PNWISEEEEIME | ERSEIMER N | MEE (%) (%)
RIS ETHAE M BB AE P SR ZE 4B | YenChih | (NIA) (N/A)
R Lin
The safety and efficacy of EUS-guided
ethanol ablation for small non-functional
pancreatic neuroendocrine tumor
4 | 210213 | @id RIS i F S K AR AR AL X (%) (%)

H8H HIIH
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BT | JERERER
Fra% | IRB g5k SrEHTH FFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
Right sided mediastinal lung herniation after |Wang Bing (N/A) (N/A)
fish bone penetration of esophagus Yen
(7N) W& EEE 2 E {25 Report the terminated protocol (4 None )
(£) HECHFEE 2L E#E Report the terminated protocol
BRI E
E. E. e BREE | esen
Frak| IRB 45k sTE A FFA | Medical Review
No. IRB No. Protocol title Pl primary
) result
reviewer
201110 |EHSAHIRIETEY A B8 B BIMMARZE | Jidsss (HE) 7
& B 4585 Marzeptacog Alfa (5L Ming (N/A) File for
D) PR R E BRI M E (2R 2 B8 % (Ching Shen reference
M =15 R ¢+ Crimson 1 58
1 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
SUULRR | NSRS TSI, AR
201118 | EAGHERRE RN P Y1 2 AR RV (&) F&
2 The association of pathological image and gene Hsu Hui (N/A) File for
status of solid tumor Ting reference
SEULIRA ¢ FEE IRB B A HFEEMIMREE IR - SBEdEER ANER - SuE—2
PANII}
() HEEEE ZBIZEH S Report the withdraw protocol (4 None )
(L) sk s~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
B &P/ JIRB/ C-IRB/ NRPB
FFok | IRB 4m5% S PR EL FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=== 44 5# Protocol title
1 211204 [CIRB] 110CIRB05097 |¥#1ZE HFEE 1K FE
Wang ShihChung
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—IHEH B MR o BB B AUEEMEE MR mitapivat FESURIZ 2R =
-~ B - BERIC - PRIBIETE - ZrhslEs (ENERGIZE-T)

A Phase 3, Double-blind, Randomized, Placebo-Controlled, Multicenter Study Evaluating the
Efficacy and Safety of Mitapivat in Subjects With Transfusion-Dependent Alpha- or
Beta-Thalassemia (ENERGIZE-T)

150915 [CIRB] 104CIRB07101 |%¥#EZEEE 15 K % 4 ER
Bin Chuan Ji

—HSE =~ BERCE ~ B ECAYEER o St RYIBR 2SS 1B BAESS NIA HASE/NiREHT
FEHIEE > WiFeEsz CISPLATIN RALRER BN (B &[HH ATEZOLIZUMAB (§i-PD-L1
N DIVIEL YU FEE R S NP G ey

A PHASE Ill, OPEN-LABEL, RANDOMIZED STUDY TO INVESTIGATE THE EFFICACY
AND SAFETY OF ATEZOLIZUMAB (ANTI-PD-L1 ANTIBODY) COMPARED WITH BEST
SUPPORTIVE CARE FOLLOWING ADJUVANT CISPLATIN-BASED CHEMOTHERAPY IN
PATIENTS WITH COMPLETELY RESECTED STAGE IB-1lIA NON-SMALL CELL LUNG
CANCER

180712 [CIRB] 107CIRB02020 |$EZZH 7 R I PREE AL
Sheng Hao Lin

—IH$HE5THE AJCCIUICC 25 8 Rz I-IHA K2 1B (T>5cm N2) 52£& P (R0O) 2 FE/N4H
Hefiige (NSCLC) pliFszal DTME canakinumab AR 2 RRIEIE R B2 2 R R A4
MERVE=H ~ 2o ~ BEROEC ~ Y - R IR

A phase Ill, multicenter, randomized, double blind, placebo controlled study evaluating the efficacy
and safety of canakinumab versus placebo as adjuvant therapy in adult subjects with stages
AJCC/UICC v. 8 II-1lIA and HIB (T>5cm N2) completely resected (R0) non-small cell lung

cancer (NSCLC)
190717 [CIRB]) 107CIRB07095 |$#BIZEEE 10 X @)% PR ST A5
SHOU TUNG
CHEN

GLORIA 353 © —IE LI Globo H &1 adagloxad simolenin ( OBI-822 ) /OBI-821 {F BB 4
FOE G = ER -5 Globo H [t =t A e BEaVE =/ - FEfIC ~ FancidatEs

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 |#EZE 7 X W& ERAET
Wei Wen Su

—IHFEH YD ~ FERUES ~ 2B - Ul IR Y B2 2 B I F ARG IR (HCC)
ZEcE ™ o [hig PD-1 $if8 SHR-1210 i k- Apatinib (Rivoceranib) Mesylate =% Sorafenib {F
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

201216 [CIRB]) 109CIRB10190 |$#FH 255 4 I ))& PRI
TzeHo Chen

410 5 11 H
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—IRSE =1 - BER - S EEEs - SHEEOT BB LEL GV T (0F HEC O U 404
#%) > Pembrolizumab FHE ZRIFIE N REZ ARG M B Y Flat&sasi Rys R b1 A B
A& (KEYNOTE-B21 / ENGOT-enl1l / GOG- 3053) »

A Phase 3, Randomized, Double-Blind Study of Pembrolizumab versus Placebo in Combination
With Adjuvant Chemotherapy With or Without Radiotherapy for the Treatment of Newly
Diagnosed High-Risk Endometrial Cancer After Surgery With Curative Intent (KEYNOTE-B21 /
ENGOT-enll/ GOG-3053).

210410 [CIRB]) 110CIRB02028 |88 ZE5E 4 X & LA
Wu Jian sheng

—IAZ L~ BARCMEAE R - SFiG FARICIMAB FRYGHREHT LI E RS M s BN
T BRI 22 = TN 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)

211014 [NIRB] EC1100307 BHZEE 1R P)FE I e o
ChuanCheng Wang

B A2 Y R B AV TR A e AR N AH B eI S R PR R 2 B 8k 5T
A Taiwanese Oncogenetic Panel and Integrated Clinical Data Registry Study for Wild Type
Gastrointestinal Stromal Tumor Patients (TOPICS-GIST)

200210 [CIRB] 108CIRB11179 |HHP#4EE 2 0 W) f
Tu shih te
SRS AUMEPRE B > T BHH 16 A T3S Bl 456906 BRI - FEME semaglutide

Py —IHEE 0 ~ BRI EC ~ P74 ~ BERREE -

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.

FUH H1IH




