—H
£

=i
g~ £

2021 FFE5 7R 5 IRB @ik

2021 55 7 KB A Benling B g G EE ik

2021 year 7th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021 %07 H 23 H ( EHiH)
f&] Time : 12:35-14:09
#hi Location © 1|/ KM% Bl 2% B JiE
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)

BEaE e ~ B - 5t - BiE)
Yang, Chueh-Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )

B (Bery ~ B9 ~ B&AT ~ 221E)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )
PRET(BE ~ B85 ~ BHT ~ 5ME)
Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )
PRERFE(BGEA ~ B0 ~ 2200 ~ 551)  (BREEEEE  AERAE - )
Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )
(RN ~ FRERE - (IR~ )

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

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

PRER (B ~ TR ~ g AL~ 1)

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

MEZGEIN - JERTE ~ TAEREZE - L) VS RGBIRI-ZRHa5  AEER]

Lin, Chien Yun (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

FL1H HI10H
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member ), Law, female )

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

FEE (Boh ~ FREHE - AR AR ~ Bk

Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical Personnel
( non-Scientific member ), Patient group representative, male )

NEL | sk
B 6 | BHAl(4) - ZERT(O) ~ #REAT(D) ~ e AE(D)

Medical Personnel doctor (4) , Pharmacist (0) , Statistics (1), Member of

society(1)

B 5 | fhE AE(3) ~ AR(L) - mAERAEQ)
Nonmedical Member of society (3) , Law(1), Patient group
Personnel representative(1)

Pl 6 | BEAN(4) ~ ZEEH(O) ~ Hat(L) ~ thE At(D)

Scientific member

doctor (4) , Pharmacist (0) , Statistics (1), Member of
society(1)

IR 5 | ttE AEQ) - JEEQ) ~ mAEREAEQ)

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

member representative(1)

5 7 | BEANQ) ~ Besh4)

male Affiliation with Institution (4) , non-Affiliation with
Institution (3)

z 4 1 BENE) ~ BEAN2)

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

Institution (2)

=¥ Remarks :

O {45 " ABIIRE ) Bk FEGEEZAE AL L GEEREERRH
{1 o == /NI SN R 4 2 -4 D /NG = i o N il & et 229311 Y = 39T
=2 —  BHEGHGE  FEEEHITETEMEBTEEESR - ST R
R EREHE (R FFE = 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
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
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appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ fxkig " AR mEEEZ B GHSGEFEHPNE ) B0 - FEG AR
—AEFEE g > R EZ BB IRV B RN E S =%
E— A E-TA - AEEAZEES  EBF =02 " EZZEHE
A EZEES  EAEFELL LR A GEHE - IEZEHRE
— MR ANEHEITEF - 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.”

HIfgE A\ & Presenting staff : (ffEH% omit title)
=0 Ng Sock Ping (IRB secretary )
#EF Yeh, Cheng Chi ( IRB staff)

#I5Z= Lin, Ciao Yun (IRB staff)

JEZEEE Hung, Tsui-Hsia ( IRB staff)

22 Li, Hsin-Yi (IRB staff)

B & Leave : (JakfEMES omit title) 2152 Liu, Po-I
Eh J& Absence : (BEfEES omit title)
E $% Recorder : #£I52 Lin, Ciao Yun

i~ FEFENZ Meeting :

(—) SIEmEZE (FEZEXEE R ) Discussion (theme and decision)

T FrELTE s
Theme Protocol title Resolution
w5k © 210625 SRERTVESEH TR INE T RIHAEF | BIERES
CEEIES | B A S
TFA ¢ RE
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4ms © 150802

U #RE&E 6 X 1)
#]

EFFA ¢ bREE

R BB LML R B R UG FR AT & R IR
(5

45k © 200616

UHrpaes 12K )
]

FEFRA B

—IEBERE BT ~ BARCHE ~ 2 0TS N B PR
B5 > 55 Toripalimab (JS001){ ] Bevacizumab £
s Sorafenib 1F Fsit BART-4HAE R (HCC) s —40a
T2 RIS

4R%% : 200705
CHAp#Ses 12K )
=]

EFFA ¢ BRI

BIER ARSI RE R G H 3

4E5% © 200820
(s ss 12X 41
]

FERA T R

(555 GSK3228836 J4ftfelt B AUNT ik
1 B 2 S b HIZ 0 -
HEAYER ~ HSYERME - TATALEABR (B-Clear)

4RHE © 200407
(AR
[El7E 1K1
202105-2
FRFA - BREER

A B TR (e RN

- RSB

4R5E 1 200417

[AEfE ]
202105-3

FRA CHERE

Tirzepatide fH#Z 7 Dulaglutide 155 2 Uk PR 75 583
ZEE E AR REAHIAG(SURPASS-CVOT)

- [FIE SRS

4R%E © 200417

[ RAEGEE]
202106-11

ERA AR

Tirzepatide fH#77> Dulaglutide 358 2 BUREPR K £
G OE N BREAAYRE(SURPASS-CVOT)

B A
a1 m

- AR ERE

4R5% © 200505
(B
[E17 2 %K1
202104-14
FRA B

—IHS 1b 3] ~ Bt ~ e - LRI
B - BT H ARG B AW UERT e
B RIHF RImsERCEE - #Fh EDP-514 24
M~ iz~ EEYIBIE R uRaEE E

B A
a1 m

- AR R

HA4H HI0H
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IS EER- IRB 210310 | —7HZE 3b HY - BA4H - Rl - sF(h BMN | (&
L EF 270 ( LARRFHRRR 35 Rydiie 1 SRR S\
BT ) BATARME R A R A A BT
BE R e
() B ¥ 2 ZE (5 52 E) Report the approved protocol by expedited review
EREE | JFEEEF
FF9% | IRB 4R5% srE ST FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 210514 [EESIIIER R A BECREIR ARG | BE | @) )
ABERENEEA - REE R AT Ry Li-Wen (N/A) (N/A)
Knowledge , attltude and behavior of HSU
registered nurses in the intensive care unit
regarding withdrawal of life-sustaining
treatments for terminally ill patients
2 210601 | ZEfELSAMES R I FEiiEsS) (R B | PRERE (i) (&)
RIEAR B2 8 3T Hsuan-Ying| (N/A) (N/A)
Multilevel Calcium Pyrophosphate Dihydrate Chen
Deposition in Cervical Ligamentum Flavum;
Clinical Characteristics and Imaging Features
3 210611 |\FEECEITIR AREZ SRR S IGEERTE | BRE (i) (&)
e A DA E R A TRIZ Cheng Pu (N/A) (N/A)
Does post-acute-care improve the outcome in Hsieh
elderly with hip fracture?
4 210701 | A MUY ERE L BN BB E EE s | RS (i) (GE)
BUAHRIMER ~ ZE B YuehPan | (N/A) (N/A)
Gross hematuria following SARS-CoV-2
vaccination in patient with IgA nephropathy

(=) HEEZMHE

55 T 22 (fi5 5 3% %) Report the approved amendment by expedited

review
BREERE | JEREER
Fraf | IRB 4R5% sFEE FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191015 | ZAE A B L FH VB A A 8 B E=0bia (%) (H%)
[ 25 2 %] | (Beers Criteria) 2 fHEE MFRET - Ng Sock (N/A) (N/A)
Association between potentially Ping
inappropriate medication (Beers criteria) and
emergency department visits among the
elderly
2 191234 | FfHZE R B BIRE L4 T D EhIEREE | ARER I (%) (H%)
(25 12k |4HBA%E RS ARRHZE P I8 2 pA8 |ChingHsiun | (N/A) (N/A)
e g Lin
The development and effectiveness of

HS5H HI0H
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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

chatbot-supported smart wireless interactive
healthcare system integrated with COPD
comprehensive care model in patients with
chronic obstructive pulmonary disease

(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 091237 | Be& M ES EIRTHLBRE] 2 K PR () (H5)
[ 25 102 ]| Effects of an Integrated Transdisciplinary Ta-Sen WEI| (N/A) (N/A)
Program for Fall Prevention in Hospitalized
Patients
2 150610 | [ -Fmf Al e SRAN S (i) (&)
[ 25 6 Zx]) | The performance of PET for lung cancer Chang Po (N/A) (N/A)
Ling
3 170214 | {4 Polymyxin B Ry RLBRAVIIRCE AE | PRE S (i) (&)
(25 4 XY | EABUMPERTE ~ SMEPREEsg ~ PR | CHEN (N/A) (N/A)
=E2315 Huang Chi
Use Polymyxin B-Based Hemoperfusion for
the Patients Diagnosed to Have Septic Shock,
Acute Respiratory Failure and Acute Renal
Failure
4 190705 | ZEILA[ENR 1A e e R AR B (e R AL | BIF L (&) (GE)
(55 2 R ]) | HReis 2 MR e R B e Chin San (N/A) (N/A)
(microRNA MIRNA) 7 44 58 LI i 2T LIU
Correlating blood circulating microRNA
profiling with the severity of polyglutamine
neurodegenerative diseases
5 190711 | LU E BN A T E V)R SIS (&) (H&)
[ 25 2 %) | Comparisons of parallel potential biomarkers |Hung Ming |  (N/A) (N/A)
of metabolic cardiovascular disorders Wu
6 200407 |11 A B LIEF R HERTHEN PR ERH (&) (H&)
[ 25 1 2] | Intervene in the effectiveness of employee CHENCHI (N/A) (N/A)
health promotion ALIN
7 200504 | EAT NJERERRERAAE AR PRAD (&) (H&)
[ 25 1 %] | Establishment of human embryonic stem cell Chen, (N/A) (N/A)
lines Yu-Ching
8 | 200515 |[sfffmifEm ki Tofacitinib 81— fEfERgis | [HAE> (%) (%)
(=5 1 XY | SEAF-HIGIA] (TNFi) FREEGRIERIED | YaChih (N/A) (N/A)
Razel s 3B/4 BRRERE T FC A S Tien

6 H HI10H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
e
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
9 200609 | FHEAHE B ARG b A T HRET B2 (i) (HE)
[ 25 1 2] | The predisposing factors of the incidence and [Yen Tze Liu| (N/A) (N/A)
survival rate of head and neck cancer
10 | 200712 |EimiEREESEE TR a2 | e (i) (HE)
(55 1k])|&r KuanMing | (N/A) (N/A)
Established a clinical prediction model of Lai
head and neck cancer of metastasis
11 | 200714 |Ei—B&Ech 0\ [E)3 Regorafenib ZEVIER | HHEH () ()
[ 12R]) | BARIG B E EEAERESER ~ fF48ER | Ruo-Han (N/A) (N/A)
RIS - B SIS Tseng
A single medical center reviewed the drug
regorafenib in the treatment of stage IV
colorectal cancer patients, treatment
effect,side effect, asymptomatic survival,
overall survival and other analysis.
(7)) IEEFEE Z45ZEH 5 Report the final report for reference
BEREE | JFREEF
Fe% | IRB 45k sTE AT FFEA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190515 |~ HAL¥MEMER B EMEREZE 2 | Bk (&) (GE)
72 TW Chen (N/A) (N/A)
Study of a New Hemoglobin Enhancer (—H
1)) for Anemia in CKD
2 190722 |EEPREEMRL RS TIEY /e ABEEPREETRY | 2R (%) (H8)
EE R T RSB O R B BN R |YaHui LIU | (N/A) (N/A)
w9
The effect of clinical teaching workshop on
the change of teaching behaviors of nurse
preceptors and its influencing factors
3 191235 | rp Vs AR AE 1 IR EE B 5 P PR 2 AR Bk (GEY) (HE)
EX/S) KUO (N/A) (N/A)
Factors Associated between Continuity of Nai-Yu

care and the Self-Management among Stroke
Patients

FTH - HI0H
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BREE | JFEEESE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
4 200729 |\ PREflotR U PREE FHISEEE RS2 | 528 (&) (HE)
ORI it BB TR Z 8 - KAO MAN | (N/A) (N/A)
Influence of postoperative serum potassium LING
and magnesium concentrations
on outcomes of patients undergoing elective
cardiac surgery.
5 200812 | JEpEiH A B G BB R AT SR E MR | AR (&) (HE)
B2 T ~ TRRIA 207 JhenBin Lin|  (N/A) (N/A)
Analysis of outcome and prognostic factors
of preoperative chemoradiotherapy/definitive
chemoradiotherapy for locally advanced
rectal cancer
6 201004 |CHEZFHAIE NHREAEE D G SRR | R (i) (H%)
A (R VT BT DR o EEUS 4R A B DB AMTEY | Wang Bing | (N/A) (N/A)
THIZ Yen
Comparison of image-guided video-assisted
thoracoscopic surgery extended
segmentectomy with traditional
segmentectomy for early stage non-small cell
lung cancer
(7)) B FEE 2 2% 1k #it5 Report the terminated protocol (4 )
() HEEFESE 2 {EH 5 Report the suspended protocol (4 )
(V) i EFEE 22 Report the withdraw protocol (4 )
(L) e~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
EX e/ JIRB/ C-IRB/ NRPB
- IRB 45t SR P& BB FHRA
Nw“ IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage PI
0.
protocol No.
=== 44 %# Protocol title
210622 [CIRB] 110CIRB3054 hE HEELX b3 pE o
1 Nan Ying
Chiu
SRR 55 54135419TRD3013 1y Esketamine & FUEFE 6%~ Ba U BT &

EIE B P THYRE M R B e 5t R
Open-label Long-Term Extension Study for Participants with Treatment-Resistant Major
Depressive Disorder Who are Continuing Esketamine Nasal Spray Treatment From
Study 54135419TRD3013

H8H HI0H
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190310 [CIRB] 107CIRB12199 BEEHZEE T X W P #EE A
DarRen
Chen

— ISR S22 G5 1 ~ HER2 [ MRy BRI B3 - SFAE ribociclib i A 730
BOEE BB ARSI e 2 B =01 - Z 90 - BEtEDEC - FEcEsEE (P
Ribociclib {E #rafipaEnyziEs [LEE0LL]: NATALEE)

A phase I, multicenter, randomized, open-label trial to evaluate efficacy and safety of
ribociclib with endocrine therapy as an adjuvant treatment in patients with hormone
receptor-positive, HER2-negative, early breast cancer (New Adjuvant TriAl with
Ribociclib [LEE011]: NATALEE)

190914 [CIRB) 108CIRB06107 |$&#HEH LS 2 0 W& F&1F
ChuanCheng
Wang

FESCHIAS G R fay S H B RS S TE e s F i Ll NUC-1031 il E cisplatin Exl
gemcitabine i1 cisplatin #y—HE5 = ~ FAER ~ 25l ~ BEfE Aostis

A Phase 11l Open-Label, Multi-Centre, Randomised Study Comparing NUC-1031 plus
Cisplatin to Gemcitabine plus Cisplatin in Patients with Previously Untreated Locally
Advanced or Metastatic Biliary Tract Cancer

200809 [CIRB] 109CIRB05070 B ZEEE 3 W& HE>
Ya-Chih
Tien

—IAZ L0 - BERE - B ZRIEEER - P T dHEE st R E R EEE
e SRR MIRE 250 - 51k dapirolizumab pegol F7R58 K241

A multicenter, randomized, double-blind, placebo-controlled, parallel-group study to
evaluate the efficacy and safety of dapirolizumab pegol in study participants with
moderately to severely active systemic lupus erythematosus

200820 [CIRB]) 109CIRB06093 BREHZEEE A W ERAEST
Wei Wen Su

SHE{E ] GSK3228836 Jaiielt B AUAT RIpmEHY el B L R LIS b
HIZdul ~ B OTEC ~ W a1 - FAT4HEER (B-Clear)

Phase IIb Multi-Center, Randomised, Partial-Blind Parallel Cohort Study to Assess the
Efficacy and Safety of Treatment with GSK3228836 in Participants with Chronic
Hepatitis B Virus (B-Clear)

200914 [CIRB] 109CIRB06100 [$BFEZEE 1K #JE PREEAE
Sheng Hao
Lin

LI INCB086550 ( [k PD-L1 I ) R A AR M B2 i te & BRI < R e
HE RS2 BN S R

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

201005 [CIRB]) 109CIRB08144 |88 %5 2 v )& MRBE
ChingHsiung
Lin

FOH HI0H
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—IHMERE T - Y - BERE - BT - ZRLEY 24 & 52 BRI
Bw > 51 Fa¥{d Budesonide ~ Glycopyrronium #{1 Formoterol Fumarate E &7 A
75 (MDI) ¥t Budesonide #1 Formoterol Fumarate MDI #1 SymbicortR JEX /]
. MDI - BRI HIA RAYRENF /D ESBE AR L2 (KALOS)

A Randomized, Double-Blind, Double Dummy, Parallel Group, Multicenter 24 to 52
Week Variable Length Study to Assess the Efficacy and Safety of Budesonide,
Glycopyrronium, and Formoterol Fumarate Metered Dose Inhaler (MDI) Relative to
Budesonide and Formoterol Fumarate MDI and SymbicortR Pressurized MDI in Adult
and Adolescent Participants with Inadequately Controlled Asthma (KALOS)

200803 [CIRB]) 109CIRB05083 |HAH &5 1 3 ¢ Mok
8 Hsuan Yu
Lin
—IRE =1 ~ FEHEC - BARUEESS ~ ARORERRIVZ h0alEs - st eaikpesz
AR e AP S PER FIMALZRPRE (PNH) B 55 CROVALIMAB AHES
i ECULIZUMAB Ry R 21
A Phase Ill, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating
the Efficacy and Safety of CROVALIMAB Versus ECULIZUMAB In Patients with
Paroxysmal Nocturnal Hemoglobinuria (PNH) Not Previously Treated with Complement
Inhibitors
200809 [CIRB]) 109CIRB05070 |HAH &5 13X 9% HAE
9 Ya-Chih
Tien
—IEZHL - BB - B R - S TR ESR > st EA T EEERETE
gt SV MIE Zala - 514 dapirolizumab pegol H s 241
A multicenter, randomized, double-blind, placebo-controlled, parallel-group study to
evaluate the efficacy and safety of dapirolizumab pegol in study participants with
moderately to severely active systemic lupus erythematosus
181256 [CIRB] 107CIRB07105 4EZE HEE IR TEE
10 O
Shi Yi Wang

(5 P AR R 55 2R A I IR UK PR s SR A 22 B TR e Y 55 2 ZUREPR S 8 -
EL#z iGlarLixi FHE A TR EAUIR S 2R By — I 2 ol ~ B ~ AT 4R RE%
AL A NEEEN

A multi-center open-label parallel group randomized controlled trial to compare
iGlarLixi versus premixed insulin in patients with type 2 diabetes who have failed to
achieve glycemic control with basal insulin and oral antidiabetic agents

%10 H 3 10 H

\|




