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2022 year 10th-C IRB Meeting Minutes
i Date(YY/MM/DD) : 2022 4£. 10 H 27 H (ZEHAr)
5 Time : 12:00-13:32
%L Location : GHEZENANE Bl 22k B BE / Webex
J&% 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 )

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)

ZERL (BEsh ~ B~ AT ~ BiE)

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

Al (Bed ~ JRESHRE ~ L~ 2k) [P S2GFERE-B1 © BAERE -
JEEB I BA s Kz 0 N8 0 11 TAN]

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

PREASE(BEA ~ FERSHR ~ RS SE B [V 2GFHR-E 1 BA R -
JEBN BA R A N8 o TAERERK]

Chen, Ming-Fong ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, male )

iz (Fesh ~ B9 ~ ZEAT ~ 201 )

Tsali, Pei-Ling ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

FLOfE (Bedh ~ JRESHR ~ e AIEAL ~ Z01%)

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

FL1H HB8H
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m REZGO - TR SUEE ~ L)

Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, female )

AN# | fst Remark

Persons
B 6 ESHT(4) ~ 22EM(L) ~ 4eat(D)
Medical Doctor (4), Pharmacist (1), Statistics (1)
Personnel
JRERR 4 (D) ~ FEEQ) ~ HEAIEALQ)
Nonmedical Social Worker (1), Law (1), Member of society (2)
Personnel
FE2 7 BSEM(4) ~ EERN(L) ~ 45T ~ HEAEALQ)
Scientific Doctor (4), Pharmacist (1), Statistics (1), Member of
member society (1)
FFRER 3 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (1)
member
% 5 e (4) ~ BEINL)
Male Affiliation with Institution (4), non-Affiliation with

Institution (1)
B’8 5 Er(2) ~ BEIN3)
Female Affiliation with Institution (2), non-Affiliation with
Institution (3)

it - O RIE T ABRIZUE ) ik FEGEEZELAL L - B&EEEH

Remark:

R IHMAEE AN T LN LTy 2 — DL E S —
MRIABER =02 — - FEEGHER » SBFHITEHEHESIESRE
X B SRS ER E R < AR IFERRALE 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.
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ZZHM EZZRENE s EAM R EES - [EAFEMU EZEEN
W 616 - MRZERE MR MEETE®E -
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 : (FkfEES omit title)
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=0T (IRB f4&E) Ng Sock Ping (IRB secretary )
(IRB{TECL AN &) Yeh, Cheng Chi (IRB staff)
(IRB{TEL A\ &) Lin, Ciao Yun (IRB staff)
(IRB{TEL AN &) Hung, Tsui-Hsia ( IRB staff )
ki (IRB{TECA &) Li, Hsin-Yi (IRB staff )

i Leave : (BEfEHES omit title)

m/NY (B~ B~ At ~ 20)

Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),

Member of society, female )
W EEReEs (b~ FFER - RIE T - M)

Hsiao, Ling-Ling ( non-Affiliation with Institution, Nonmedical Personnel (non-Scientific

member ), Member of society, female )

Eh J& Absence : (BEfEES omit title)
E #% Recorder : j#£3E  Hung, Tsui-Hsia ( IRB staff)

T~ N Meeting -

(—) ¥

#ZE (FZEFEREAF) Discussion (theme and decision)
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EFFA - RFHFE

22 (ceftriaxone) {& YA M Bl 2 2 M

4m%E 171010

[ FEREE]
202210-5
FEFRA -

—IEE 3 H - 2L - EE - MO - 2R
FSiEsE > fEME BRI B HAPH IDHL 28
% SIEEBEIE RN 18 B
AG-120 ffF Azacitidine £

(EEORNEINSA

SRS

4Rk © 180712
(AR
202209-8
EFFA - MRS

—IE$HESTHE AJCCIUICC % 8 ki H-INIA K%
B (T>5cm N2) 522VIBR (RO) Ik NHRHAT
Ji& (NSCLC) plitFE~zalFE » 5F{d canakinumab FH
BN LRI R BB RO E 2 R e e MR R
=~ vl BEROYEC ~ S - RIS
5

TFE FESREsET

4mek - 210505

—IHEA B IRE R 2 A BIGIEEREE

FE FERE e T

[ REEEF] H (IgA) ByEEEEPEEES Atrasentan HYZ5 3
202210-1 A~ BEMR YT ~ S -~ ZRITIEIEEEs  (ALIGN
EFEA AT )
(=) Blimis > ¥ Z(f5 528 %) Report the approved protocol by expedited review
BRET R | JEBEETE
Frat | IRB 4g5i% F1EE AT ERA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 220822 |HETEHABNBEHERE HAMK - 5 | £FE® (%) (H%)
FAMETAEEY « TIEER ZFA Mei-Ling (N/A) (N/A)
An exploration of the relationships among Wang
nurses’ perceived usefulness, ease of use, job
crafting and work results for eHealth
2 220911 | AN TREERAMEHPE RIS RE 28 | S () (9]
G Hsieh (N/A) (N/A)
Application of real-time artificial intelligence | TsungChe
(Al) on detection of fetal brain abnormality
image in standard reference plans of prenatal
ultrasound.
3 | 220920 |ZAmEtiEREl [ RAORE eERRITURS R | RIS ) (%)
FHEEEL A R BRI M Jhang Kai (N/A) (N/A)
Association of neuropsychiatric symptoms Ming
and antipsychotic medication with dementia
progression in a dementia co-illumination
model

(=) mECKAE

review

HA4H HB8H

885 22 (5 58 #%) Report the approved amendment by expedited
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BT | JEBEESE
ok | IRB 457 STEEATH FREA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210515 |DHSHJEEGIRE NS S Al TS fE kvl | ataRgT (%) (9]
(% 1x] (& Ming-Yu (N/A) (N/A)
Utilizing Artificial Intelligence for Head and Hsiesh
Neck Cancer Outcomes Prediction From
Clinical Data
2 220603 | —{EFER - B - ZRIFEEAEIIHER | RHFHF (%) (%)
(%52 %] |80 SHERE R P ENNEARAEESL | Wu Shey (N/A) (N/A)
F4E T e R (ceftriaxone) % Y75 5 1A B Lin

Ze

A randomized, double blinded,
placebo-controlled Phase Il study to assess
the efficacy and safety of ceftriaxone in
patients with mild to moderate Parkinson’s
disease dementia

(VO R A > #8745 (75 55 38 2%) Report the approved interim report by expedited

review
EREE | JFREEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150812 |AFHAERHAAFEVIRFERNGE | #8HX (GEY) (HE)
(25 7 XY | 2 AL B BT oo B BTl MR 5T Hung Wen | (N/A) (N/A)
Nipple sparing mastectomy in the treatment Lai
of Taiwanese women with breast
cancer- Retrospective analysis and
prospective study.
2 191220 | 2T BRI EB SRsRlamBhElf | MHEEE (i) (&)
[ 3 K] | B &2 b LR RE T E T Jin-Chin Lin|  (N/A) (N/A)
Establish Epstein-Barr virus quantification
assay from the peripheral blood and assist the
the performance of National Health Research
Institute multi-center NPC studies
3 211026 | ZIBEMIRIEHY B ARWRIE R &R Z | HEZ (GEY) (HE)
(% 1K) |H5E YaChih (N/A) (N/A)
The long term prognosis and the nature Tien
course of systemic lupus erythematosus

(1) MECHFE 2 4EZEH 2 Report the final report for reference

HS5H HB8H
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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 100915 | —THEE =Wk PR - fE(EH lapatinib &|  BESTRR (H%) (&)
ff trastuzumab T EREEA L 2H IS Shou-Tung (N/A) (N/A)
(AD) ~ = trastuzumab &HF5 EERE(E]| CHEN
HIA 2 lapatinib & G757 B EREY B2
FE R 6 — B0 4005 » FIRE A
trastuzumab 2 NS EREZAFE8E ~ THTHE
5ezia e HER2 Ryl MRS AL e
(MBC) =25l » st R
A Phase Il trial to compare the safety and
efficacy of lapatinib plus trastuzumab plus an
aromatase inhibitor (Al) versus trastuzumab
plus an Al versus lapatinib plus an Al as
first-or second-line therapy in
postmenopausal subjects with hormone
receptor positive, HER2-positive metastatic
breast cancer (MBC) who have received prior
trastuzumab and endocrine therapies.

2 200331 | DSt A BB S BRI S N BAETTER | (HE) (HE)
R RE B R E IR &R E H 2 2350 | YA WEN (N/A) (N/A)
X LEE
Learning effectiveness of emergency and
critical care capability and team resource
management in medical and nursing staff
with high-fidelity simulation.

3 211022 | BFBASTE &I A\ AT anE 2 PRET BRI (i) (&)
Quality of life among patients after liver Shu Nu SU (N/A) (N/A)
transplantation

(78) FHEEHESE {54 Report the terminated protocol (4 None )
(£) HECHFEEZLIEHE Report the terminated protocol
B =
e BREE |
FFak | IRB 45k st TH FFA | Medical mevi
No. IRB No. Protocol title Pl primary Sview
) result
reviewer
181007 | RENEE ZHE SR, AN | 2ocE (H%) Fa
5% Yuan-Meng|  (N/A) File for
1 Effect of appropriate therapy on patients Liu reference
infected by Acinetobacter spp.; a prospective,
observational study.
RIS e IN

() HECEFEE ZHIZERS Report the withdraw protocol (4 None )
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(L) s E2zAE 2 B#F7/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Ef b/ JIRB/ C-1IRB/ NRPB

Feie | IRB 4k T PR EL FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=HE47E Protocol title
1 171010 [CIRB] 106CIRB06098 |#HH ZFE 17 X )5 %ﬁ;ﬁ‘% .
KuanMing Lai

—IHAE 3 Wl Zdul - BE -~ BRI - BB - (R BSTHIARARE HAFA IDHL 28
S M E B EE MRy 18 pRszalE T - BE5T AG-120 ffH] Azacitidine #%

A Phase 3, Multicenter, Double-Blind, Randomized, Placebo-Controlled Study of AG-120 in
Combination with Azacitidine in Subjects ?18 Years of Age with previously Untreated Acute
Myeloid Leukemia with an IDH1 Mutation

190807 [CIRB] 107CIRB10166 B IZEE S5 W& THFSE
MuKuan Chen

—IHE =~ BEtR D ~ A B R IR - e 2R (A ab—&
HEEMERE) W & a R R M bRy B T - Bl ASP-1920 S op i BilEs
il A e AR B RE A P G o B L 1R 3 P B S R B A S B e Y 2R 3

A Phase 3, Randomized, Double-Arm, Open-Label, Controlled Trial of ASP 1929
Photoimmunotherapy Versus Physician’s Choice Standard of Care for the Treatment of
Locoregional, Recurrent Head and Neck Squamous Cell Carcinoma in Patients Who Have Failed or
Progressed on or After at Least Two Lines of Therapy, of Which at Least One Line Must Be
Systemic Therapy

200510 [CIRB] 109CIRB03035 SEHE 5 YIE BHIH=
HsuHeng Yen

—IEEE 2b/3 H ~ BEMRTEC ~ BT - LB - T4 ~ 2Pl 0 B Guselkumab (SEFTA
o R E I E MRS MEAERE R B 2 B e e s

A Phase 2b/3, Randomized, Double-blind, Placebocontrolled, Parallel-group, Multicenter Protocol
to Evaluate the Efficacy and Safety of Guselkumab in Participants with Moderately to Severely
Active Ulcerative Colitis

201006 [CIRB] 109CIRB06111 SEHHZEEE 6 | IR M E
Jin-Chin Lin

—IAE =~ I - B - ZRIBEIE - 2EZFU0EEE - s Durvalumab & 4fHEE
MEALE AR T R BRI ~ SA g UIFREY e = SR 4R 2 F8 5 (KUNLUN)

A Phase I1l, 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)

210105 [CIRB] 109CIRB11210 |%¥FZEEE 6 X W& B
Tu shih te

PR B Rl e B Y 60 BR(E) A EFREZ R AR ~ et RSB R A -
Immunogenicity, safety, reactogenicity and persistence of an investigational respiratory syncytial
virus (RSV) vaccine in adults aged 60 years and above.

FTH HB8H
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220624 [CIRB]) 111CIRB03053 |$$HH 255 2 Kk )58 IRifEZ R
Nan-Ying Chiu

—IHRHI6 8 - g - ZRIFIER - WASME 18 e MR MNEES - FHRIEHE Cariprazine
PR BRI S M S R AR Bl 2 o 1

A 6-Week, Double-Blind, Placebo-Controlled Study Evaluating the Efficacy and Safety of
Cariprazine in the Acute Exacerbation of Schizophrenia, with an Additional 18-Week Blinded
Extension Period

H8H HB8H




