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— - H #f Date(YY/MM/DD) : 2023 401 H 26 H ( £HiPU)
— ~HB%  FH Time : 12:00-14:35
=i %L Location : FHEEETAAE Bl BiZ5 B & / Webex
g~ F [ Chairperson :

BAAE (B ~ B0 ~ RIE2 - BN - SAME] [IRB 190604 F7i - ERFESHT  IRB 190604

Avoiding conflicts of interest- Physician of the same department ]

Yen, Hsu-Heng [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]

HifFE A\ & Attendant : (fEfEES omit title)

B EHAMm (B~ B RBIE - BT 5]
Tsao, Shao-Lun [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male]

B Siksl (BN~ B9% - B - B0 Bl [BMRS2GFHRE-REGEA (6-115%) >
SaRHEHI ]
Kao, Jun-Kai [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male]

B U (BE - B - BRI - BAT - 22it]
Ni, Ting-Yuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female )

W T R - B RLER BN - k] BERERR S RHRUE )
Lee, Chien-Hui [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female )

B SRR (Besh - B BRI At - k)
Tsai, Chung-Jung [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, male ]

B il (BN - JEEERE  JERME T - ) [PVE S ZEF R -RBEEA (6-11
k) > tHLAN]
Hung, Wan-Chun [ Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Social Worker, female ]

B EEEE (B - FEEHEE ~ FRRIER ~ JAEREE - 5]
Chen, Ming-Fong [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Law, male]}

B ZERlz (Besh ~ B - I - 2500~ 201
Tsai, Pei-Ling [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, female ]
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B EROE [BESh - FREEEE - B - e AIEAL ~ 2]
Kung, Hsin-Yi [ non-Affiliation with Institution, Non-medical Personnel, Scientific member,
Member of society, female]

B GERRES [BEh - FREEHE - FRRIEE - e AIEAL-ZE R - 0]
Hsiao, Ling-Ling [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific

member, Member of society-housewife, female ]

N it f#iE Remark

Persons
B 7 ESHN(5) ~ #2AM(L) ~ 4eat(D)
Medical Doctor (5), Pharmacist (1), Statistics (1)
Personnel
FREE 4 Q) ~ AR ~ HHEAEALQ)
Non-medical Social Worker (1), Law (1), Member of society (2)
Personnel
Pl 8 BSEM(5) ~ EERN(L) ~ 45T (D) ~ HEAEALQ)
Scientific Doctor (5), Pharmacist (1), Statistics (1), Member of
member society (1)
FERER 3 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (1)
member
Es 5 BEr(4) ~ BEFNL)
Male Affiliation with Institution (4), non-Affiliation with

Institution (1)
B’8 6 E3) ~ BEIN3)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st * © 8B " ABSWHIUE ) Bk FEGEEZS AN E - BEEEH
R HMAEE AL T DOy 2 — DL E S £ —
MRIABHER =02 — - FEEGHER » SEBFHIEHEHETIESRE
X B SE R TR E R < ARG 5, -
Remark: (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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@ g " Nt imEEAZ S SHSGEFEEINE ) AR FE

A e FEEE®HN > HMZ R EEIN I ER AR
EMEERZE AL - TAULE ARCAZEESY  EE=7
U EZZEEHE  CA L EES - [EEYEU LA
o R - HER BRI > AMEETEE -

® 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 : (ffEH% omit title)
=0 (IRB #42) Ng Sock Ping (IRB secretary )
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IRZER

(IRBTELAR)
(IRBTELAR)
(IRBITEAR)
P (IRBITELAR)

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

B Leave : (B%FEH& omit title)
B GRE (Sl JEEERE - JERLE  E A IEAL-RE E i - 20E])

Wu, Tzu-Hui [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific

member, Member of society-housewife, female ]

Eh J& Absence : (BEfEES omit title)

= #% Recorder : jit35E

Hung, Tsui-Hsia ( IRB staff )

11~ sk Meeting

(—) ShEmEZE (FZEEXEE R ) Discussion (theme and decision)
¥ STEATE ay
gmeE 1 221111 EIEGTRY
Ui \5E 1K) SEWIERE R R AR R RA TP 2 Y
FREA © B
4wt - 221210 _ e e . . (ENXEI-E
e 408 7 B R A B RS TR, e
Uiz a5 1K)
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THA RS SRR B AR R A S

o CHRMPTSERE 2%) L
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5
ik ¢ 201221 RS B R SEENETE | Wk
UHbass 2 2] | B RSN E G I A A e
T B o
St £ 210111 S R R T AR LG A T | EERE
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BrER A B EAFL R AU EE = HAREME R
MRS 4R e R Bl 22 2 B PRERER (e B K E s
MR HAA R A8 N EIUH 4R 6% - EXPERT)

4m%E : 170705

[ FAEREE]
202301-2
EFFA PR

FERE B IEBIR IR N R AR Y 2t TR RET
ONO-4538 fYEE=HA ~ ) ~ FEtk - g5

& FESEEsE

4o © 190604
[ EREEAF
o7 1 K]
202212-7
FEFRA - X

—IHE = RO - s - LB %
thLaREs o SHETEEZ AR E R BRI FR BN B
& AIyA =18 4% A AT 4HRE e B3 - 8/
Durvalumab B— &&=k Durvalumab fi[i_I
Bevacizumab {jf FIJa R E Ry BB A
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(EMERALD-2)

4% © 200822

[ FEREE]
202212-2
ERFA SR

B2 RN 1 St

—TEfFEFE RS A B Am B s R ek
NXTO007 241k ~ MM - E8YEh &2 ~ 84

& FEsREEE
17

4m4% © 220520
(AR
202301-4
EFRFA AR

B

BE> Sacituzumab Govitecan (IMMU-132){s FH A
R M [E REfE R 2 s BBy —TESE 2 HA ~ B

& FEsREEE
17

4Rk 221012
[T S ]
SR
EFRA - B

3 M S R LS A B
TR (SARS-COV-2) i TS AT IR B2

B

() Blimis > ¥ Z(f5 528 %) Report the approved protocol 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 221023 | FIHseE RS E MR R EN S | TS (H%) (H%)
B WANG (N/A) (N/A)
Estimating height and weight in pediatric WEI-HAO
population from images by machine learning
algorithms
2 221230 |Omaveloxolone Zz & E{LII4RAGTE s — | FIF L (%) -
(fe35] | BUERE S A REIE R SR | Chin San (N/A)
BffifEA LIU
Omaveloxolone as a
Disease-Modifying-Therapy in Transgenic
Model of Spinocerebellar Ataxia-3 through
Mitochondrial Resilience
3 230109 | FRETEFEN & 0f Temozolomide 5528 N | PR (HR) -
[fe35] |BERHHRR AR E T i Chen Chien | (N/A)
Study on the molecular mechanism of Min
synergistic effect of Pterostilbene and
Temozolomide induces autophagic apoptosis
in human glioma cells

(=) I 7 885 Z2(f5 528 7) Report the approved amendment by expedited
review
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180110 | FEAHETT SynerAidR RS BAER ANUIE | T8 (HE) (&)
(25 8 K] | ffs MR Bl aR ZEEPRIER | ChuHsien | (N/A) (N/A)
5e Wang
Herbal supplement SynerAidR as adjunct
therapy for mechanically-ventilated patients
with sepsis in ICU: a double-blind,
randomized, placebo-controlled trial.
2 191210 | —IHBERE YEC ~ BABURES ~ 0 R | AREERG (i) (HE)
[% 5 2] |534E5 » 5145 capmatinib (INC280) {fFH Sheng Hao | (N/A) (N/A)
pembrolizumab FHEZ A BEE {5 FH Lin
pembrolizumab » F 5 & G HH eE i% 14
PD-L1 RIS 50% JE/NAHRtATHE 55— 4%
AR R 2
A randomized, open label, multicenter phase
Il study evaluating the efficacy and safety of
capmatinib (INC280) plus pembrolizumab
versus pembrolizumab alone as first line
treatment for locally advanced or metastatic
non-small cell lung cancer with PD-L1>=
50%
3 200107 | AR ASAG AT 2 EE (Bl | Toshss (&) (GE)
[ 10 RYERFEME <1%) A BMMARFSRFFADECR |Ming Ching|  (N/A) (N/A)
AR PEEEEE B Mk Shen

A EMRASEE (BEHIATE

TR 72% ) Z A SR L PF-06741086 FH[)
P By — TR i

An open-label study in adolescent and adult
severe (coagulation factor activity <1%)
Hemophilia A participants with or without
inhibitors or moderately severe to severe
hemophilia B participants (coagulation factor
activity ?2%) with or without inhibitors
comparing standard treatment to
PF-06741086 prophylaxis

(TU) e A% B > HA TP 745 (754 5 28 45) Report the approved interim report by expedited

review
BREE | JFEREH
Fra% | IRB 4R5k sHETE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191233 | FrEZEETESENER T (&) (GE)
[ 55 3 Zx ]| The role of apigenin in cervical cancer Yihsuan (N/A) (N/A)
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Hsiao
2 201233 | f4RES o EETEET MERRF i \4REHY | ZREHE (i) (HE)
(55 2 2] | Fir4RAc DNA ZE8 7 it5% 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
3 201236 | eERER(LE R RIVEVEEITTE R (&) (H)
[ 55 2 Zx] | Study on the thermal hazards of global Hsiao Yu (N/A) (N/A)
warming to farmers Yang
4 210132 | ## Ht#esE2E (Machine Learning) i | &fIEoT () ()
[55 2 ] |5 (MRI) T B (L BLARRS (LS [Pei Yuan Su|  (N/A) (N/A)
Machine learning predicting liver fibrosis and
steatosis using MRI
5 | 210320 |BXUURE RS ETERZME T EEEIEEE | #EE (%) (%)
(252 %] |z YaoPeng | (N/A) (N/A)
Kidney function and its change predict Hsieh
clinical outcomes in patients with acute
stroke
6 211207 |4 SE T S R SR M S R R R | BRARTAD (i) (HE)
[ 1X]| A= LIHU (N/A) (N/A)
Etiology and risk factors of neonatal fractures| CHEN
and metabolic bone disease in premature
infants.
7 211220 |fEERAELl A NEE AR ZE | R (i) (H%)
(25 1 K] | /B4R DL S A B A O SR AR (L | Ming Chen | (N/A) (N/A)
FRRIGER f RS #
Explore the evolutionary genomics and its
clinical implications of human placental
trophoblast cells and high grade serous
ovarian cancer cells from single-cell and
whole-genome perspectives
() HEEFESE 2 45ZH 5 Report the final report for reference
EREE | FEEEE
FEo% | IRB 4R5% sTE A EFFA Medical | Non-Medic
No. IRB No. Protocol title Pl primary al primary
reviewer reviewer
1| 220200 [EREBmEEEELEOEHEERIED| BT | 69) )
B LT B A Ya-Yin (N/A) (N/A)
The study of psychosocial assessment of Chang

living organ donors in medical social work
practice

(78) #HEEFEE 2B {EH & Report the terminated protocol (4 None )
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(t) HECDESE 2445 Report the terminated protocol

R
. . o BRER |
Frie | IRB 45t st ATH FFA | Medical Review
No. IRB No. Protocol title Pl primary
. result
reviewer
200301 | A, (LR AGEERE: —EER ARSI Bl MRz (H%) Fa
% > ARSI 55 < BSEIERTSE | LinYan | (N/A) File for
Sedation, Analgesia and Delirium Ren reference
1 . . .
MANagement: an international audit
of adult medical, surgical, trauma, and
neuro-intensive care patients
SCIEFRN ¢ flE BRI, B TR, S Esa k.

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

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

X%/ JIRB/ C-IRB/ NRPB
FF3% | IRB 4wk Aot PEELREL FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
== 4475 Protocol title
1 221203 [NIRB] E1090903 E HEELIRX PRI
ChingHsiung Lin

PR ERRE T MEREE LRI — S =1
Healthy Aging Longitudinal Study in Taiwan (HALST) —Wave three

221219 [JIRB] 22-001-T-2 E HEFE 1R B

Tu shih te

At B R e A TR B R 247 OB PR 88 2 AU R Bl 2 4= 1
Evaluate the effectiveness and safety of RIGHTEST continuous glucose monitoring system in
Diabetes

221234 [CIRB] 111CIRB11218

MRz

Hsuan Yu Lin

W 1

—IAE I - B ~ 2l - BIE RN ARG - St SRR EE o e
belantamab 1 £y B— A DU BLE A AR 0F FH A2 2 ~ itz MEEERE RIS M

A Phase 1/2 open-label, multicentre, dose escalation and expansion study to investigate the safety,
tolerability, and clinical activity of belantamab as monotherapy and in combination with other
treatments in participants with multiple myeloma

150915 [CIRB] 104CIRB07101 |$BEHZEEE 17 K I 4o ER

Bin Chuan Ji
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—IAS=HA ~ B - B ECHUEER o SHESERTIRRZES 1B HAES NIA HH3E NAHEA
FENIEE - P2 CISPLATIN R gy (LR & (EM ATEZOLIZUMAB (§7i-PD-L1
DU ) MBI B S R MR IR 1

A PHASE 111, 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

200909 [CIRB] 109CIRB03043 |$#HZEEE 6 X ()% BHE=
HsuHeng Yen

—IHE 2 B - BB - B - SR - RIEWIR - BIEsE - FIESL - o
Ba > SFfh PF-06865571 (DGAT2i) H1&]FH f Bl PF-05221304 (ACCi) H:[E]ft FH ¥ 404k )
it BRI RS MRS AT RADARAELEE 2 B0 3 MEER Z AF S BB AR 2t

A Phase 2, Randomized, Double-Blind, Double-Dummy, Placebo Controlled, Dose Ranging,
Dose-Finding, Parallel Group Study to Assess Efficacy and Safety of PF-06865571 (DGAT2I)
Alone and When Coadministered with PF-05221304 (ACCI) In Adult Participants with Biopsy
Confirmed Nonalcoholic Steatohepatitis and Fibrosis Stage 2 or 3

200917 [CIRB] 109CIRB07132 | ZEZE 5 X #)E Pe <7 R
SHOU TUNG CHEN

—IHS R 2/ 2 FELETEEREAN HEARBEZEZEEE (HRY) 5 2 BIAJHE
FRAERNT 2R (HER2:) Z#EREM A (MBC) il » [LEL sacituzumab govitecan
(IMMU-132) MIg&HIFTEE R (TPC) 25 3 HinmiEER

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

210105 [CIRB] 109CIRB11210 |#EHZEE 7 X W& B
Tu shih te

PR B R e B R Y 60 pR(E) A B R Z R A R e R B SR -
Immunogenicity, safety, reactogenicity and persistence of an investigational respiratory syncytial
virus (RSV) vaccine in adults aged 60 years and above.

220508 [CIRB]) 111CIRB01002 BEEHZEEE 1 X W& Ml
Hsuan Yu Lin

—IERERE TG ~ BEECME ~ Ravulizumab $08 ~ JES5MERRER - 1R REZ ARG HIRIRD G5t sl
BT AR T2 RGBSRV S M R T AL R PRE B 7 5P Pozelimab 1 Cemdisiran
O B EY R B2 4 1

A Randomized, Open-Label, Ravulizumab-Controlled, Non-Inferiority Study to Evaluate the
Efficacy and Safety of Pozelimab and Cemdisiran Combination Therapy in Patients with
Paroxysmal Nocturnal Hemoglobinuria who are Complement Inhibitor Treatment-Naive or Have
Not Recently Received Complement Inhibitor Therapy

220509 [CIRB] 111CIRB01003 |#fEEZEEE 2 X ¥)2& M=
Hsuan Yu Lin
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—IEFEM YD ~ BEjME © Eculizumab 1 Ravulizumab $fEEHYIEL MEERESR - $1% H piHe
Eculizumab = Ravulizumab & 1Y e 85 4 7% ff 1 40 22 PROE B % > #E 45 Pozelimab F1
Cemdisiran fif FBEEEH TR

Zaet

A Randomized, Open-Label, Eculizumab and Ravulizumab Controlled, Non-Inferiority Study to
Evaluate the Efficacy and Safety of Pozelimab and Cemdisiran Combination Therapy in Patients
with Paroxysmal Nocturnal Hemoglobinuria Who are Currently Treated with Eculizumab or
Ravulizumab

10

220602 [CIRB] 111CIRB02030 |$#HHZEEE 2 X )& FET 2
KuanMing Lai

—IEE 3 ff - BEYEC - BRSNS o bh#k Relatlimab-nivolumab [& & 7l & 4H & AH 7
Regorafenib = Trifluridine + Tipiracil (TAS-102) A B ARSI ARS B foig S Bl

A Phase 3, Randomized, Open-label Study of Relatlimab-nivolumab Fixed-dose Combination
Versus Regorafenib or Trifluridine + Tipiracil (TAS-102) for Participants with Later-lines of
Metastatic Colorectal Cancer

11

221010 [CIRB]) 111CIRB07130 |[$HHZEEE 1K )& FREE L
Sheng-Hao Lin

—IABETEC ~ BARCE ~ 55 3 BAE\ER - BWIARAA LA RIA T2 RS BifE S Mk
RS e A R e e S22 S Y RELRS M R N4 R 285 > B4 DA Zimberelimab 1 Domvanalimab
0 B FEES Pembrolizumab il EALIR(E £ 28— 4 G7%

A Randomized, Open-Label, Phase 3 Study to EvaluateZimberelimab and Domvanalimab in
Combination with Chemotherapy VersusPembrolizumab with Chemotherapy for the First-Line
Treatment of Patients WithMetastatic Non—-Small Cell Lung Cancer With No Epidermal Growth
Factor Receptoror Anaplastic Lymphoma Kinase Genomic Tumor Aberrations

12

201216 [CIRB] 109CIRB10190 |HAF#R4EE 2 20 HEEE 1K el -1
TzeHo Chen

—IEE =0 - BE - el > SHSTEO R LB G E R N (PSR DR 46
#5%) » Pembrolizumab AHET L RIBIRE N 2RV AT B IV Flaieirasln Ry s R b1 = AR
A (KEYNOTE-B21 / ENGOT-en1l / 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).

13

220210 [CIRB]) 110CIRB10226 |HAF #5568 1 X ()% PREE I
ChingHsiung Lin

—IARHA 52 I~ BER YD - B - ZREIE  SP T EE - 2 s 9T GSK3511294
WENFE MY BRSO M ERERAY - B RS R A D A 2 B AR R &
Eyca

A 52-week, randomised, double-blind, placebo-controlled, parallel-group, multi-centre study of the
efficacy and safety of GSK3511294 adjunctive therapy in adult and adolescent participants with
severe uncontrolled asthma with an eosinophilic phenotype
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