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2021 year 10th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021 410 H 22 H ( EHiH)
fi] Time : 12:00-13:15
#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(BEA ~ B0 ~ 2R ~ 551%)
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 )

Bt (Besh ~ 87 ~ Bl - 551)

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

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

PRER (B ~ FREH ~ g AL~ 1)

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

ME=EESN ~ TR ~ TAHREZE - L)

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

FEZEesh - FFER - 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) ~ ZEEM(L) ~ HEET(D) ~ thEAE(D)

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

B 5 | ftE AE(3) ~ AR(L) - mAERAEQ)

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

Personnel representative(1)

FE2 7 | BEAN(4) ~ ZEEW(L) ~ FEEt(D) ~ thE AL(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@) ~ Bedh4)

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 {45 " NE7EL ) BLhk  FEGEEZAE AL L GE8ERERH
fittt & AT AL IR N EEZE T oy 2 — DA b 5 (B — MR EER
=02 HEEGHGE - SEGEHI T EHGIRES - B H SRR
R EREHE R FF G 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
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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.”
@ K " NS AL S gHS OEEEHEPNE | BN R  FEgHH
—RIEFEE R HHEZBEAESEIN I ERAYBERIELSRER

B— AL -AAME - AR ECAZEES EE= 2 U E2ZEHE
AN bz EEE  [EFFEN 2 ZEHE  6EHY - HEZEHEE
—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.”

5[f& N & Presenting staff : (JEkfEHS omit title)

NS
//iﬁé,ﬁ 553

=0 Ng Sock Ping (IRB secretary )
#EF Yeh, Cheng Chi ( IRB staff)
Hung, Tsui-Hsia ( IRB staff )
i Li, Hsin-Yi (IRB staff)

¥ Leave : (FRFEES omit title)
Eh J& Absence : (BEfEES omit title)

B 2% Recorder :
1.~ g% Meeting :
(—) &f

Hung, Tsui-Hsia

S ) Discussion (theme and decision)

T st AT s
&mit © 200616 —IEBERE YD ~ BARCHE ~ ZH0aTE N EREER | A
[BEHZEE 4] =B > 275 Toripalimab (JS001){H Bevacizumab
FRFA ¢ BRHES FHEZ Sorafenib 7 Fslite BART 4Rt (HCC) 5 —4%
AR PRI
&mik + 200823 A

CHECHED
R B

MRAERERHMERR AL EE R N IRG T
BTt B PR R (] Z A

HI3IH HOH
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T 151022 —IEEH - Z - PR - MR | EERE
[ #7255 3 %0 ) B o $HEFEHEZ imatinib A (EREEFESY
EREA bR T AR B B PR R (CML-CP)
B > Lh#r imatinib &0FC1AK asciminib ~ $545
{#FH imatinib ~ % & nilotinib ZEEE ARV
2
i 1 181220 Dt R |
CEEEE AT I b
ERA R, *&
4% ¢ 100014 AR BRI E R R e | 78 FUREE

[ REEELE]) > pR#Z NUC-1031 fif1 - cisplatin E& gemcitabine | 1T
202109-12 i cisplatin #y—IHEE =HH ~ FAEDR ~ %
TR E2IE o~ BERE B e
&t © 200616 —IARER D ~ BERCME ~ 2R 0EVE I EIEEIR | 178 FEERERE
[ REREELE) si0ES > 55 Toripalimab (JS001) £ F Bevacizumab | 17
202110-1 FHEZ]S Sorafenib {F Ryt BT 4HAEE (HCC)E—4%
FRFA ¢ BRHES AR AR
dmit © 200802 —IESE =1 - BEtR TG  BABUEED - ARREY | 7 - FERREEE
[EEEF] Ry hatss - st HRiC Rz s HIsIEDE | 17
202109-2 PRIV SRR T IMATZRPRAE (PNH) 5% -GS
FREA Mz FE CROVALIMAB #fH#:> ECULIZUMAB HYFEA
Fezr
&t © 201119 —IEE 1 8~ BE OB ~ BRROE ~ Zdnills o | FE - FEEREEE
(VLD | HT YR BR MR 2RSS T ~ HER2 [214 | 17
202109-10 R b MRS P E » STA GDC-9545
FRFA ¢ BESTR FE¥E 17> B TR FSE Y PN o W B — AR R 22
oy
&mit © 210126 —IASTES 18 5| 49 i Zefm 2 =01 ~ BEME D - | R E - FEEREEE
(FEfEErF] Y ~ LRI IR EIGEEE - DL A | 1T
202109-5 IR E R S AR e - I DATER HC R
FRA B S AR 2 6 {18 H BRI i Fl i s AH R T

MPIRGE PR DABsRE Y B HUR

() Bimis > ¥ % Z(f5 52 %) Report the approved protocol by expedited review

ot | IRB 4g5it
No. IRB No.

SrEATE EX=YN
Protocol title Pl

EREE | JFEREEE
Medical | Non-Medical
primary primary
reviewer reviewer

HA4H HOH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

1 210904 |fEEFiRBmEBERREEAGMEH e | BES (&) (H)
{EFTEREH TIFET R 5% Chang Tsui | (N/A) (N/A)
An investigation behavioural intentions of Fen
nursing staff to use mobile e-nursing cart
from electronic service quality perspectives

2 210906 | DIATEEFHASMGEREEZTERNE | =5 (H%) (H%)
FEFEH ChangLun | (N/A) (N/A)
Artificial intelligence to predict clinical Huang
outcome and medical expenditure in trauma
patients

3 210907 |HfiEbERIEGYEZE 774 - TR KER TR (%) (H)
F o —EEREA R EHE CHEL (N/A) (N/A)
Diagnostic tests, outcome and prognostic IANG
factors of pulmonary aspergilllosis : a CHUNG
retrospective cohort study

4 210909 | ELAZEREERE R AR B ET SRAT IR (i) (&)
Deep Learning-based Virtual Monoenergetic | Jhang Zih (N/A) (N/A)
Imaging En

5 211015 |PHSHEEE BEMTATESEINEEDERGE R R | RER (i) (&)
et os MuKuan (N/A) (N/A)
Relationship between preoperative nutritional Chen

status and clinical outcomes in head and neck
cancer patients

(=) HEEZMHE

$8 5 22 (f 55 #%) Report the approved amendment by expedited

review
EREE | JERRER
Fri% | IRB 45k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 161006 | AR EVE AL BEERIRES IR~ B LRSS | B (i) (&)
(57 X]) | FIEESE TaSen Wei | (N/A) (N/A)
Implementation of Clinical Pathway to
Improve Quality of Healthcare in Stroke
Inpatients
2 201214 | —IEHA 26 A - HEE - ZEEEER o b | HEE (%) (i)
[55 2 k) | #2578 —2k Insulin icodec EAEH — Tu shih te (N/A) (N/A)

Insulin degludec 100 units/mL » J§& &G
RS RN EEY) - JaFAR G (iR
BE 5B AR A B R
14 : ONWARDS 3

A 26-week double blinded, multiregional,
trial comparing the effect and safety of once

HS5H HOH
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BERIE | JFEREEE
J79% | IRB 4g55% ELTH FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
weekly insulin icodec and once daily insulin
degludec 100 units/mL, both in combination
with non-insulin anti-diabetic drugs, in
insulin naive subjects with type 2 diabetes :
ONWARDS 3
3 201217 | RAEMER A LRI TR T F3CH () (%)
[ 25 2 2] | Predictors of nursing home Wenfu (N/A) (N/A)
admissioninstitutionalization for persons with| Wang
dementia
4 210417 | BV EEEEMAEYEEEEGITAEYE | FEK (HE) (H)
(55 1] |BifE A E B EHIAE Yu-LinLee | (N/A) (N/A)
Building an active surveillance network of
important Microbiologic and anti-microbial
resistance in Taiwan
5 210809 |COVID-19 im{EZ N E2tife <K | ME(E (i) (H%)
(55 1R ] | B8ivEz i Lin Yan (N/A) (N/A)
Epidemiological and prognostic analysis of Ren
COVID-19 reported cases in emergency
department

(M) kx>~ Bidh 5 (F5 2,28 45) Report the approved interim report by expedited

review
EREE | JEERER
Fri% | IRB 45k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 141113 | [ MR EIMAL R IRIE S #Ra T2 TSR (&) (GE)
[ 25 7 Zx ] | Paroxysmal Nocturnal Hemoglobinuria Ming Ching| (N/A) (N/A)
(PNH) Registry Shen
2 151119 |1&1%: B BIFF R PEZ I HBERERE S | &R (i) (&)
[ 6 ] | :EHEHIT Wei Wen Su|  (N/A) (N/A)
Clinical course study in chronic hepatitis B
after nucleos(t)ide analogue therapy
3 161006 | AR RV A EBEERRES R~ B LR HEES | AR (GEY) (HE)
[ 5] | FiEELE TaSen Wei | (N/A) (N/A)
Implementation of Clinical Pathway to
Improve Quality of Healthcare in Stroke
Inpatients
4 161114 |AFEEFMNEELEERG®RIPE - | R (GEY) (HE)
(25 5 K] |/ LFR B R R Z o T B PRE S Hung Wen | (N/A) (N/A)
Breast reconstruction surgery in Taiwan Lai

female self body image and psychological
analysis of patient satisfaction and

H6H HOH
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BREE | JFEEERE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Discussion
5 201021 | EALAEAEFOM RSO FEFLAEE | EEE (i) (HE)
[ 1K) | 175 MR 85 T < BRI 5T Lien Cheng | (N/A) (N/A)
Outcome after Laparoscopic Surgery for TSAO
Peptic Ulcer Perforation
6 201223 | HHEANIRE GBI B RN R | FRTE (i) (HE)
(55 1 R]) | e b itot ChenTe (N/A) (N/A)
Computer-aided diagnosis of liver fibrosis Chou
using multiparametric magnetic resonance
imaging techniques
7 201229 | HRPESEA G IAGEE PR BN BB 2 A | BRI (i) (HE)
(55 1R | WS Chen Jia (N/A) (N/A)
Evaluation of integrated Chinese and Ming
Western medicine care for patients who try
weaning
(7)) HEEFEE 2452 H 5 Report the final report for reference
BERTE | JFEEEHE
Fra% | IRB 45k sHEE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210321 | BETEREA A BIRF SRR TR EE PR (&) (GE)
Survey of the hepatitis A prevalence of adults| Hsien- (N/A) (N/A)
in central Taiwan Meng Chen
(78) WMECHFEE 2% it Report the terminated protocol
FFak | IRB 4R5k sHE T FRA | BFELEE | FEER
210427 | BV HZH[ARARREEE S KSR AT | FELW (GEY) &
ERE S AREIE ChinSan | (N/A) File for
1 Development of a multifaceted platform for LIU reference
isolating high functioning mitochondria for
intra-nasal mitochondrial therapy of
Parkinson’s disease
SR ¢ N E AR R TR R A EE) o IR B T

() FEEFEE 2T {EH 2 Report the suspended protocol @ (4 None )
(V) FEEFEE ZHIZEH & Report the withdraw protocol @ (48 None )
(L) ez AE 2 B/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

FTH HOIH
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EX & fe/ JIRB/ C-IRB/ NRPB
Frie | IRB 45t S PR EL FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
51E 41§ Protocol title
L 210914 [CIRB] 110CIRB06118 |¥iZ W% s

Ming Ching Shen

—IESE 3 B~ BERUE - sl o BN Y REIaRVEE A JIMAOR BB G T EHE ) U
IMAF Fe &R TIXTEN & & E (rFFVIIFc-VWF-XTEN 5 BIVV001) > ARk F5T » LA
BTG R A M SRR

A Phase 3 open-label, multicenter study of the long-term safety and efficacy ofintravenous
recombinant coagulation factor VIII Fc-von Willebrand factor-XTEN fusion protein
(rFVIIFc-VWE-XTEN; BIVV001) in Previously Treated Patients with severe hemophilia A

9 170323 [CIRB] 106CIRB01008 |8 ¥ ZEZE 9 X ()5 BHIH=
HsuHeng Yen
% 3 W85 - B - LRFHRE G  ERETE 2SI RERIENZ
sk 1 0w Filgotinib fEa7AE BILERF G2 AU 2 e
Combined Phase 3, Double-blind, Randomized, Placebo-Controlled Studies Evaluating the Efficacy
and Safety of Filgotinib in the Induction and Maintenance of Remission in Subjects with Moderately
to Severely Active Crohn’s Disease
3 170403 [CIRB] 105CIRB12186 |8 8#H Z5 8 X ()% RSB
HsuHeng Yen
—IARHAAEMREER - MRS GRS RV ZalE - SFh Filgotinib FYZ2 4%
A Long-Term Extension Study to Evaluate the Safety of Filgotinib
in Subjects with Ulcerative Colitis
4 170404 [CIRB] 106CIRB01009 |&8#FHZEZE 8 X ()5 BHEE
HsuHeng Yen
—IE R EER - AR RN =Za T > 574 Filgotinib #yZ7 4
A Long-Term Extension Study to Evaluate the Safety of Filgotinib in Subjects with Crohn’s Disease
5 190315 [CIRB] 108CIRB01004 |8 ZEZE 8 X ()& BHEE
HsuHeng Yen
P BAIGHART AR R S B2 Je il e B MU RO E 2 250 » BT Cabozantinib (XL184)
f##H] Atezolizumab FHEZ> Sorafenib fy—THFERE > ECEIIAEE 3 HAG G
A Randomized, Controlled Phase 3 Study of Cabozantinib (XL184) in Combination with
Atezolizumab versus Sorafenib in Subjects with Advanced Hepatocellular Carcinoma Who Have
Not Received Previous Systemic Anticancer Therapy
6 210126 [CIRB]) 109CIRB10193 SR 1 Y& FeiEA
Ming Chen

—IEFHE 18 I 49 pam 2 S5 =M - BE O Ic ~ e - LRIBIE RS EIATEE - DAL ES
BRI E R ST e 0 TR BRI AR 2 6 (B F R PR E R &R 5
MHEAEY NP GE R - DUBREE Y E iR

A Phase I, randomized, double-blind, placebo-controlled multi-country study to demonstrate
efficacy of a single dose of unadjuvanted RSV Maternal vaccine, administered IM to pregnant
women 18 to 49 years of age, for prevention of RSV associated LRTI in their infants up to 6 months
of age

H8H HIH
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210203 [CIRB]) 109CIRB08141 |##FHZEEE 2 X W& A5 7R
Wu Shey Lin

—IHARPIE T E=1 - a4 - BT - LEFER S 0 - ST EEEEAL
)12 BN BFAE Inebilizumab AR R Ze 2 1

A Randomized, Double-blind, Multicenter, Placebo-controlled Phase 3 Study with Open-label
Period to Evaluate the Efficacy and Safety of Inebilizumab in Adults with Myasthenia Gravis

210703 [CIRB] 110CIRB03055 |8 ZEE 1 X {5 PREEfE
Sheng Hao Lin

LIBRETTO-432: $+ e M /s Bl it &y 1B-11IA 1 RET mi -/ AR (NSCLC)S M2
B 1% 2 Selpercatinib $fE &R A —IHZRIFIEG ~ 85 - 55 3 HIREHE o CE R
LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant
Selpercatinib following Definitive Locoregional Treatment in Participants with Stage IB-I1IIA RET
fusion-Positive NSCLC

201005 [CIRB]) 109CIRB08144 |HAthsiheE 1 K 1)%& PREE T
ChingHsiung Lin

—IARETR YT ~ BT - BERERE - P70 - LRy 24 & 52 BN RS - §IERHE
Budesonide - Glycopyrronium #1 Formoterol Fumarate & =8 7%k A 5 (MDI) fH %12
Budesonide f1 Formoterol Fumarate MDI #1 SymbicortR [EEJj= MDI » ¥R IEIEEIR BAY
NI D FS B RE 2 M (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)
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