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2021 year 8th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021 408 H 20 H ( 2HiFA)
fi] Time : 12:18-14:05
¥E Location : tEMKHE Bl ZiZk B
J&% Chairperson :

BRI (BFEA ~ B ~ B&ET - 557E)
Liu, Sen-Yung ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

HE A B Attendant : (HEFEES omit title)

EREEGEA ~ B - Giat - B
Yang, Chueh-Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )

PR (BeA ~ B9 ~ Bl ~ 201)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )
PRETF(FEA ~ B~ BAT - 51%) [IRB 210802 - 210508 Az Aol - [F] R B Eili

IRB 210802 -~ 210508 Avoiding conflicts of interest- Physician of the same
department] Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific
member ), doctor, male )

MRAEBEN ~ B8 ~ 2200 ~ i)

Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )

=R - FEEREE - (L TE R - )

Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

Bt (Besh ~ 87 ~ Bl - 551)

Liu, Po-1 (non-Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male)

A HERE (b ~ B -ty A~ 20iE)
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

PRER(BeSh ~ FREH ~ g AL~ 1)

FL1H H9H
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Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

MEZGEIN ~ FERHR ~ JAERESE - M) [PRSZHEEE-RREN  TEEESK]

Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

FEZZEeIN - FFERE - g AL - BiE)
Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

FEE (B~ FRRFRE ~ WA ERAE ~ B
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | sk

B 7 | BEAN(4) ~ ZEEW(L) ~ HEET(D) ~ thEAE(D)

Medical Personnel doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(1)

B 5 | e A1(3) ~ JEFQ) ~ wAKERS D)

Nonmedical Member of society (3) , Law(1), Patient group

Personnel representative(1)

P2 7 | BEAN(4) ~ ZEEW(L) ~ HEEt(D) ~ thEAE(D)

Scientific member doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(1)

Rl 5 | @ AL(3)  SEE(L) - R EmERtE)

non-Scientific Member of society (3) , Law(1), Patient group

member representative(1)

Es 8 | BEN@) ~ Besh4)

male Affiliation with Institution (5) , non-Affiliation with
Institution (3)

B’8 4 | BEN@) ~ BedN2)

female Affiliation with Institution (2) , non-Affiliation with
Institution (2)

f#EF Remarks :

O kg " ABWIE ) Btk FEGEEZE AL  G&EREERKHE
fittt & AT AL IR N EEZE T oy 2 — DA b 5 (B — MR EER
=2 —  HEGHGE  FEEEHITETEMEBTEEESR - BT R
T EREHE R FF G E H, - According to Article 7 of the “Human Subjects
Research Act:” “The IRB shall consist of five or more members, including legal
expert and other persons of disinterested community members; more than

H2H H9H
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two-fifths shall not be affiliated with the research entity; and no gender shall
constitute less than one-third. During IRB meetings, the IRB may invite the
attendance of experts familiar with the research field, or representatives of any
appropriate group affiliated with the human subjects, to attend and provide
comments.”

A B
—RAEFFEE RN > HUFZ BB 2 IF B Y BERET RE
E— AN E-AALE - ARt NZEEE EAF=22 U EZZEHFE
t AL EZEEE  EEFHL L2 ZEHE - (ST - HEZEERE
—MERIEE » AEHEETTEE - According to Article 6 of the “Standards and
Operational Guidance for Ethics Review of Human Subject Research:”
“Members present at routine review sessions should include at least one with
non-biomedical or science background. Two-thirds of entire member should be
present for boards with more than 5 and less than 7 members; half of the entire
member should be present for boards with more than 7 members before the
meeting is commenced. The meeting may not be commenced if the attendee are
of the same gender.”

5I[fg N & Presenting staff : (JkfEHS omit title)

iR
E

=0 Ng Sock Ping (IRB secretary )
#TF 5 Yeh, Cheng Chi (IRB staff)
FT5== Lin, Ciao Yun ( IRB staff )
313288 Hung, Tsui-Hsia ( IRB staff)
i Li, Hsin-Yi (IRB staff)

&2 Leave : (JEkfEES omit title)

Ji% Absence : (ffEES omit title)

#% Recorder : #£T52= Lin, Ciao Yun

11~ sk Meeting

(—)

SfEmeEZE (FBEITX-RIAE) Discussion (theme and decision)

R

aTE T ik

4R © 210802

CIED FEALSEB GRS e RAE
EFFA © RIBY MR T

PR 75 BRI PRI letrozole | {EIEMIEE

4m5% © 210804
CED

et B CEHEE AN MTATEERIEEE | (BRI EE
A NEL O T B AR

HI3IH HOH
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4R5% © 210508 ELRCHHE 7/ H ST ARG BN IR | BIERIEE
CLELNEY BT -

EFFA T BEIE

4R5% © 200813 BB MR 2 BRI | ok

(AR 1K1
EFFA ¢ BRI

5 R A 4ERA I B THZE 2 PRy i R 14
RIS (FRB) B Sk e et 25

Qmsk © 190914

FESCHIAR B RR Y R S E A PR

TFaE FAES T

(A EfREEA] EFEp S PR NUC-1031 ik
202107-9 cisplatin Ei gemcitabine Jj1_F- cisplatin
FHRA  E2IE —IHE=H - BIREER ~ 2L - BB
ANt
() Blimis > ¥ Z(f5 528 %) Report the approved protocol by expedited review
BREEE | JFEREEH
FE5% | IRB 4R5% sTEHH FFA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1| 210417 [EIEESEEMEYREEETEYS | WES | BEH ]
I FEhEHIAE Chen, | Chueh-Ko | ChiFong Lee
Building an active surveillance network of Hsien- YANG
important Microbiologic and anti-microbial Meng
resistance in Taiwan
2 210620 |GHFEHFEIRA (LRI ERIFERENIRC | BREEFD PR e
30 Chia-Bang | Wan-Chin | ChiFong Lee
The treatment response of hepatic arterial Chen CHEN
infusion therapy for patients with
hepatocellular carcinoma
3 210626 | 'FREFERIERBBANST BSAZRELIEBAL | AAE G Tv= o
SEE T B E TR S R e Chiu Yu | Wan-Chin | ChiFong Lee
Does nail diameter or canal-nail difference Shih CHEN
really affect union time after intramedullary
nailing of femoral shaft fracture?
4 210716 | AN TR BYBHEROTEHIS TR | =5 [FHESS HLT
VeI BB B A Kuo-Yang | Yen-Yu Rour Ting
Using artificial intelligence IoT technology to| Huang Chen Hwang
predict the extubation outcome of patients
with acute respiratory failure

(=) Ik 2 885 22 (5 528 7) Report the approved amendment by expedited
review

HA4H HOH
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BERTE | JEREELEHE

FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190407 |tet C BIFF R BB Z 2 LRPUREEEY) | #RET DU HE

(55 1 R]) | aF IR 2 B REAHRAfE I LEAER IR [Pei Yuan Su| Pol Liu | ChiFong Lee

TG I

Alterations of clinical renal outcomes and
biomarkers in patients with HCV under
direct-acting antiviral agent

(PU) s et > Bt #45 (74 5 28 #) Report the approved interim report by expedited

review
EREE | JFREEEF
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 160804 | [fH HfmERAL4RAG DNA 5 HERIZ ML | =AFE LS o
(25 5 X |HEZE R /o O = VBRI AR IR 2 e Ching Hui | Chueh-Ko | ChiFong Lee
Leukocyte mitochondrial DNA copy number Huang YANG
and left ventricular sphericity index in AMI
patients post primary angioplasty
2 200713 |\ FRef S 2 R [ED R | G G Tv= o
(25 1R | BhEs N Ratare VR & PEEEZ¢ | Ruo-Han | Wan-Chin | ChiFong Lee
THIRHIZ S Tseng CHEN
This study is to investigate to analyze clinical
prognosis differences of multiple myeloma
patients between in Taiwan and Europe and
America in a single medical center.
3 200824 | FHAN Tbes B Z RERE(EOL T Bl: #HEA | IR i HRLE
[ 1R | EAFEEE IR VIR SR &%, —(E [Yang- Ming| Wan-Chin | Rour Ting
DA OO R BB AR ST Lee CHEN Hwang
EOLT (endocrine organ-like tumor)
hypothesis: Connecting gut microbiota with
HCC
(7)) MECHFE 2 4EZEH 2 Report the final report for reference
BREEE | JFEREH
Fe5% | IRB 4555 stE A FFA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 161217 |##5%EHT POUSF2 S8l b/ NffEAsE S | TR | 1BER B
ML T At~ JERFE R EEPREZ | Wang Bing | Chueh-Ko | Chen chihtong
Investigating the molecular mechanism of Yen YANG

transcription factor POU3F2 mediated
carcinogenesis and clinical significance in

HS5H HOH
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
non-small cell lung cancer.

2 180814 | ErHETlgHY A2 R trg i BN &R PR [FHESS PROEER
The incidence of spinal surgery and LinPing Yi| Yen-Yu |Chen chihtong
postoperative factors Chen

3 200503 | figFii Bl i& A AR MRS AE AR F 2 i | =B [FHESS B
FpE B 2 T e Kuo-Yang | Yen-Yu ChiFong Lee
Prognosis of patients with lung cancer Huang Chen
surgery with different stages of mediastinal
lymph nodes before and after the operation

4 200515 | RH{d A E Y Tofacitinib B —fdfdfgiE | HiEZ EIFUPIN AT
SERIFHIEIR] (TNFi) HAEEECRMERAET | YaChih | SenYung | Rour Ting
KAz B 3B/4 BAMERR T EC A e Tien Liu Hwang

i = S

Tar

PHASE 3B/4 RANDOMIZED SAFETY
ENDPOINT STUDY OF 2 DOSES OF
TOFACITINIB IN COMPARISON TO A
TUMOR NECROSIS FACTOR (TNF)
INHIBITOR IN SUBJECTS WITH
RHEUMATOID ARTHRITIS

5 | 200731 |SMEHIEERFEMHERIGEZEREN | MER | BET B
PRIE YR TE 2 B LIN Hsing | Yen-Yu | wang fu yao
The effectiveness of urinary catheter bundle Chun Chen
care. A single center experiences.

(73) MECHFEE 24 #t5 Report the terminated protocol
BERETE
Fe . _ & BHEGER
| IRB %k ST EFHA . -
i _ Medical Review
IRB No. Protocol title Pl )
No. primary result
reviewer
161124 | A R I MR LR GRET | Bk | (Rl
1 Alcoholic and nonalcoholic fatty liver disease in | Pei Yuan | SenYung File for
Taiwan Su Liu reference
DMILFR ¢ s S
100306 |1f: B EUFFRBHR AT RISHEGIIR AR | ik | Bk | (e
5 v Ry [E M B 9T Yu Chun | SenYung | File for
The effect of Entecavir consolidation on post-TDF Hsu Liu reference
treatment durability.
SHIEFIN ¢ s

H6H HOH
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190719 Tenofovir alafenamide =¢ entecavir jME 1 B B | H&E | Z#Hk '

3 KA EFELLELTZE ChenTa | SenYung | File for
Tenofovir alafenamide versus entecavir for the Yang Liu reference
treatment of chronic hepatitis B
SRR ¢ s RS
200833  fEElEHERGREEIRNE—LeEBEr | MEE | %ok Fa
i E AT Lin Yan | SenYung File for
4 Using different oxygen device for hypoxia patients | Ren Liu reference
in emergency department --- a safety and comfort
level study
SIERIN ¢ iR BEREAEHEH HENC » SR THTZEAI b -
() HEEFESE 2 {EH 5 Report the suspended protocol (4 )
(V) #EEEFEE ZFIZE S Report the withdraw protocol (4 )
(L) e s~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
B/ JIRB/ C-IRB/ NRPB
- IRB 451t s P& E 8 FRA
Nﬁ’“ IRBNo. | NHRI/JIRB/ C-IRB/ NRPB Stage PI
0.
protocol No.
=HE47FE Protocol title
1 210703 [CIRB] 110CIRB03055 |2 #HESH 1K PREEAE
Sheng Hao Lin
LIBRETTO-432: $+¥Hfe /e 4/ Ef @ igo a5 1B-11IA 1] RET il &-3 5/ NfiRtEAT#E (NSCLC) 514 2
B 1%~ Selpercatinib S G —IHZRIEEIE ~ 85 - 55 3 HARERE o Fcsis
LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant
Selpercatinib following Definitive Locoregional Treatment in Participants with Stage IB-11IA RET
fusion-Positive NSCLC
) 161205 [CIRB] 105CIRB06085 |$#EZE5E 10 X ¢ FETE 34
KuanMing Lai
—IASS 3 HA - BERE - BHRCE - TETEETEEER DL ALXN1210 thfz ECULIZUMAB FIAAR 3 57
TAGHIRIE SR S M i AT R PRE(PNH) A B
A Phase 3, Randomized, Open-Label, Active-Controlled Study of ALXN1210 Versus Eculizumab
in Complement Inhibitor-Naive Adult Patients with Paroxysmal Nocturnal Hemoglobinuria (PNH)
3 181205 [CIRB]) 107CIRB07113 | HHZEEE 5K ()5& ARES i
Sheng Hao Lin
— JH §F ¥ Brigatinib (ALUNBRIG) #f [t Alectinib (ALECENSA ) H A fif H
Crizotinib(XALKORI ) BSRip e b2 i BARE S MRk S R B i 15 M S B A A e B Y 6
=1~ BERR I ~ BRI R ER
A Phase 3 Randomized Open-label Study of Brigatinib(ALUNBRIG TM ) Versus Alectinib
(ALECENSAR ) in Advanced Anaplastic Lymphoma Kinase-Positive Non-Small-Cell Lung
Cancer Patients Who Have Progressed on Crizotinib (XALKORIR )
4 190517 [CIRB] 108CIRB02015 |[$EEZEEZE 5K #IE F&IE
ChuanCheng Wang

FTH HOIH
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AIM-HN J SEQ-HN &fg © —IH 2 B4l - JELLENME: - fadtalla - SP4h Tipifarnib 2754
HRAS ZESEH THSHEN b IRAIAERE (HNSCC) B FHIEL (AIM-HN) > DU HRAS e85,
—HEEMEREMTY HNSCC 2R EH 5% (SEQ-HN)

The AIM-HN and SEQ-HN Study: A 2 Cohort, Non-comparative, Pivotal Study Evaluating the
Efficacy of Tipifarnib in Patients with Head and Neck Squamous Cell Carcinoma (HNSCC) with
HRAS Mutations (AIM-HN) and the Impact of HRAS Mutations on Response to First Line
Systemic Therapies for HNSCC (SEQ-HN)

5 200417 [CIRB]) 109CIRB02010 |[$HHZEZE 4 K ()& ﬁ,%':{%i
Tu shih te
Tirzepatide fH#Z Y Dulaglutide ¥f35 2 AUME bR B 58 2 B 50 LB A B 0 1Y B
(SURPASS-CVOT)
The Effect of Tirzepatide versus Dulaglutide on Major Adverse Cardiovascular Events in Patients
with Type 2 Diabetes (SURPASS-CVQOT)
6 200505 [CIRB]) 108CIRB12189 |%HHZE2E 3 X 3% ;gé\_%é&j
Wei Wen Su
—IHE 1b HA - BEREOTEC - B - ZRIFIERAEES - $H 8 B AR AR AR EMER
&M B AURT RIREEL RS - 5Ff5 EDP-514 fyZrett - itz - S8y 2 i adtt:
A Phase 1b Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Safety,
Tolerability, Pharmacokinetics and Antiviral Activity of EDP-514 in Viremic Chronic Hepatitis B
Virus Infected Patients not Currently on Treatment
7 200517 [CIRB] 108CIRB07115 |[$BEZEE 3 R #JE& ﬁk&j{
Wei Wen Su
—IEE A~ BER OB ~ EIENE - BARME PG alEs o SHME S BRI A AR e B AR R
SELE IR
APHASE I, RANDOMISED, ADAPTIVE, OPEN-LABEL PLATFORM TRIAL TO EVALUATE
EFFICACY AND SAFETY OF MULTIPLE COMBINATION THERAPIES IN PARTICIPANTS
WITH CHRONIC HEPATITIS B
8 210312 [CIRB]) 109CIRB11220 |[$FHZEEE 2 X (3% =
Yu Chun Hsu
—IAPRES BRII-835 (VIR-2218)A1 BRII-179 (VBI-2601) &AM AR B AURT k25
(HBV) g 2 Z e MR S 2 J ~ 2oy ~ BB TIC ~ BRI B
A Phase 2 Multicenter, Randomized, Open-label Study to Investigate the Safety and Efficacy of
BRII-835 (VIR-2218) and BRII-179 (VBI-2601) Combination Therapy for the Treatment of
Chronic Hepatitis B Virus (HBV) Infection
9 210406 [CIRB] 110CIRB01009 |[$BEEZEE 2 X ¢ fEE
Tu shih te
Tirzepatide 578 — A AEREBCGAERYE 2 AURERIS < el T O L M | — TR >
e ~ 5 - 2RI REER(SURMOUNT-2)
Efficacy and Safety of Tirzepatide Once Weekly in Participants with Type 2 Diabetes Who Have
Obesity or Are Overweight: A Randomized, Double-Blind, Placebo- Controlled Trial
(SURMOUNT-2)
10 200903 [CIRB]) 109CIRB04069 |HAH #5536 1 %X ¢IE% FEL 38
KuanMing Lai

H8H HIH
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TG S MARAAStE (HCT) HAREE S EMTIOER &ps (RSV) LIPUZERE: (URTI)
EFEZa & - gHE RVS21 JaRtr el - M2 M R IbEts - B - ZRIEIEIEE
5

Randomized, double-blind, placebo-controlled trial of the safety, tolerability, and efficacy of RV521
in the treatment of adult subjects who have undergone hematopoietic cell transplantation (HCT)
with a documented upper respiratory tract infection (URTI) with respiratory syncytial virus (RSV)

11

200914 [CIRB] 109CIRB06100 |HA 558 1 X ¥ PREEAE
Sheng Hao Lin

LA INCBO086550 ( [1fk PD-L1 HIHIA ) A AR G Hez e e i A R IHIE 2 e EE [ERE
RSB E IR

A Phase 2 Study of INCB086550 (Oral PD-L1 Inhibitor) in Participants Who Are Immune
Checkpoint Inhibitor—Naive With Selected Solid Tumors

FOH HOH




