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2022 year 10th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2022 10 H 21 H (EHiH)
4] Time : 12:25-14:25
BE Location : FHEZEN A Bl B2 B FE / Webex / Teams
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)

EEEEA - B~ g5t - B (B a2GF -2 - i6HZE A8 40H
BT A]

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

PRET (e ~ B - BRIl - 551E)
Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

MaRAEBEN ~ B8 ~ 2200 ~ 55iE)
Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )

sREWEA  JERR L TR L) [P 2B ERN-20 - lBRER &
LA

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

HHEE By ~ B -ty A~ 200F)
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 )

MEBE=(BSE ~ R ~ FRERESE - i)

Lin, Chien Yun (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )
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FEZZEesN - FFER - (g AL - BiE)
Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

ZEs (Begh - FERR ~ WAERAE - Bt
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | st

B 5 | BHN(2) - #EAH(L) ~ 4T ~ tHEAEQ)

Medical Personnel doctor (2) , Pharmacist (1) , Statistics (1), Member of
society(1)

B 5 | fhE AE(3) ~ AR - mAERREQ)

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

Personnel representative(1)

R 5 | BEAT(2) - BEAT(L) - 4EEHQ) -+ ALQ)

Scientific member doctor (2) , Pharmacist (1) , Statistics (1), Member of
society(1)

JERIE 5 | HEE AL(3) ~ EFQ) ~ mAERS D)

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

member representative(1)

Es 7 BEN@) - BeAh3)

male Affiliation with Institution (5) , non-Affiliation with
Institution (2)

B’8 3 | @) ~ BedN2)

female Affiliation with Institution (1) , non-Affiliation with
Institution (2)

¥ Remarks :

O i " NBIHTEE ) FElk  FEGEEZENAL L GEERERNH
it & ATEAL s T IO N LB Ly 2 DA E 5 A — MR R
=27 —  BHEGHGE  FEEEHITETEMEBTEEESR - ST R
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
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.”

H2H H11H
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@ iz " NS mEEEZ B GHSGEFEIINE ) A0 - FEG AR
—RAEFFEE RN > HFZ BB 2 IF B Y BERET RE
E— AU E-TAL - AREAZEEG EBHE=172 "M EZZEEHE
t AL EZEEE  EEEEL L2 ZEHR - (AEHE - 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.”

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

B =% Ng Sock Ping (IRB secretary )
B ZEEHE Yeh, Cheng Chi (IRB staff)

B HKI5ZE Lin, Ciao Yun (IRB staff)

W HE3EEE Hung, Tsui-Hsia ( IRB staff)
B = L, Hsin-Yi (IRB staff)

B i Leave : (BEfEES omit title)

W 2Bt - BIE - BHE - M)

Liu, Po-I ( non-Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
B RS (B~ B BRED - 20M)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )
Eh J& Absence : (BEfEES omit title)
E #% Recorder : #£T52 Lin, Ciao Yun

T~ EH#AE Meeting -

(—) shamtZE (FZEF B R Discussion (theme and decision)

S| aTE T ek
4R5% 1 220634 BHIN T HE AR B B R B2 SR 5k | ol
Uirx #3551 K] L FHBRME T

EFFA - BEIEK

HI3IH HI1IH
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4R5E 1 220815 TR EEEREETE (1) %A
Uiz E55 1K)
FFEA ¢ Ehit
4m5E 1 221006 WESEFUEEN N EITIERNGEHE--- | BIERES
EIES| Bt S e
FFEA © AREREE
&mik 201005 —IHMER T ~ BT - BBEEE - FT A
(i EREE 2 K] 4H -~ 20l 24 & 52 FEAEERR
TR - B By » S51{raFft Budesonide ~ Glycopyrronium
f1 Formoterol Fumarate & &EIE5E A 2%
(MDI) fH¥%5> Budesonide #{1 Formoterol
Fumarate MDI 1 SymbicortR /)=
MDI - i F@ 2N RAVBEERTE /D28
FHRER L 2 (KALOS)
&mak + 201119 —IESS 1 3~ BERROTBC - BRI - R | Ok
[EAh# 2 2] Al o ST R E R MR SRR
. ren HER2 [ fay St e i e AL AR 2
TR S¥15 GDC-9545 il BHTEEREAP 035
— AR 2 M
&mok © 211110 —IHMER I ~ BT - LR - ST | Bk
(s 1K) A~ ZH0EVEs 3 RS - SHEFERERA
FFEA ¢ BT PP B 2B, - WS AN b
Finerenone JE¥RES g i e LAV 22
ey
Ymeik ¢ 211120 —IHHEARMERRTZHE(EGFR)ZEE | 24
(s 1K) HY e BRI HH BRI R NAHE i dee (NSCLC)
FRFA ¢ PREEAE A4S Osimertinib JAREHTRE » -5
Amivantamab F1 Lazertinib {fF &3 FEAH
N bR 3 HA - B ~ BT
A
&mok © 200422 VPRSI A AR A | R

(4Ez "EFS 1 X]
EFFA ¢ RIA]

HRIE T R BN R 2

4m5% © 201119
[AERE ]
[E178 1K
202209-1
FRFA CBRSFRR

—IAS 1 ]~ BRSO ~ BRRCIE ~ 2l
sl o SHEE R B Z MR 2R
HER2 (21 FEli il s 1 AL &
i GDC-9545 FHA N BRI A 7 BE
RN

2 R

4ma% 1 210914

—IE5 3 M~ BN ~ Z LR o B Y
PRI ETE A RIM AR B A 4G T

SRS EE R o

FA4HHI1LH
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(AR
202209-7
FRA D TR

JUBEILIAT FeJAMA RN T/XTEN @&
E { (FFVIIIFCc-VWF-XTEN : BIVVO001) 2 %
ICESS > DIRHE Rz MR

4R%E 211110

[ FEREE]
202210-4
EFRFA - OS5

—IAREHAIC - B - PRIBIETE - SETA
A~ ZHUEYES 3 HHEES - SHEIEIERA
T MEE R > WS RN i
Finerenone &S B2 i LHYASURI 22
ek

s FIE R T

4ok © 211120
(AR
202210-2
EFFA - REEE

— IR B R R R T2 86 (EGFR)ZEE:
H Fey BRSPS B/ N R i (NSCLC)
AG&K Osimertinib JEEELHTFEE > FE&
Amivantamab F1 Lazertinib & #0{EFEAH
B S BEERYES 3 B ~ BARUE - BEfE Y Bic

s FIE R T

4R%E © 200422
(ESrG1EES 12K
FEFRFA - R

BRI AR R F1 A B URBER o A
RIS T BB R T

A CL i ¥ 25 (f55 528 ) Report the approved protocol by expedited review

BERTEE | JFEREEE
J75% | IRB 455 SrETH FFEFA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 220811 | &EEMOREER MR A 2 BB | EE (HR) (ER)
B 7 b 7% Kuan Ming | (N/A) (N/A)
A multicenter, retrospective, electronic Lai
medical record review study to understand
the clinical characteristics, treatment pathway
and resource utilization for patients with
chronic lymphocytic leukemia in Taiwan
2 220819 |THREEIEHTNEERERREEEHES | #FKE (HE) (%)
FREE B (O e EEIRGE R Chew Teng | (N/A) (N/A)
Prognostic nutritional index predicts clinical Kor
outcomes in intensive care unit patients with
continuous renal replacement therapy
3 220823 | &EZEH M LPME IR A AERRIGESSE | REE (i) (H8)
=20 HSU HSIN (N/A) (N/A)
TIMECARD (Talwan network of post-arrest HUI
ManagEment for CARDiac arrest) Il Registry
4 | 220824 |fEBEBRREt - FREMESECECRS 1 B (%) (%)
(Programmed death-ligand 1, PD-L1) IR Ching (N/A) (N/A)
HIRESS - BaREiRIGE REIRSUARE Hsueh

HS5H HI1LH
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

(apparent diffusion coefficient, ADC) Y
B WEZEESAHEREME ?
Relationships between apparent diffusion
coefficient (ADC) histogram analysis and
PD-L 1-expression in bladder cancer

5 220909 | E A ERHHEREREEARAR R G PRSI (i) (HE)
RS EF A Ching (N/A) (N/A)
Evaluation of using a cancer Hsiung Lin
multidisciplinary decision support system

6 220910 |#EH G R I RTERATA SR BN | drKkE (i) (&)
AT Z ISR GU, TIAN-| (N/A) (N/A)
Feasibility study of using image recognition SYONG
technology to predict fracture patients

7 220017 \({EZEHRE: WA E GO RAERRErIME | AREA (i) (HE)
EL2h LIN HSU (N/A) (N/A)
A 2-year-old Infant with Hepatoblastomaand | HENG
Precocious Puberty

8 220926 | SIEHLINIEAE IR I AT ER S 0 2 PRET LIS NVA (i) (&)
A research of unused medicines of diabetic ShihLi Su (N/A) (N/A)
patients in Taiwan

9 220930 |FEHR M MBS AHAEEEGT ~ f/MROSES | SR (9] (H%)
AR EE B A B AR EL BBl =5 4% | Cheng Pu (N/A) (N/A)
o~ BZRETERHEN K REZREE B MESR 2 6] | Hsieh

RERE P EPRET

Association of Neutrophil to Lymphocyte
ratio, Platelet to Lymphocyte ratio, and
Monocyte to Lymphocyte ratio in Taiwanese
patients with psoriasis, psoriatic arthritis, and
psoriatic spondylitis

() HEEZAHE

S8 5 22 (f5 55 #%) Report the approved amendment by expedited

review
BERTE | JEREELEE
FF% | IRB 4m5ik s AT FFEFA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 200208 |LIBRETTO-431: —IEZ% i, - sy PrEL S (%) (%)
i ~ BRI ~ 55 3 BEAEs - Lhik Sheng Hao |  (N/A) (N/A)
Selpercatinib Ei-& 171 Pemetrexed A4 Lin

FEAPEA Pembrolizumab » fi i HEAEY
RV RET B &5 M3 B/ NTRERfE 0 #4G
BT

LIBRETTO-431: A Multicenter,

F6H HIIH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

Randomized, Open-Label, Phase 3 Trial
Comparing Selpercatinib to Platinum-Based
and Pemetrexed Therapy with or without
Pembrolizumab as Initial Treatment of
Advanced or Metastatic RET Fusion-Positive
Non-Small Cell Lung Cancer

2 201223 | ZEAWIIRISE GBI B A g | IR (&) (HE)
bz ise ChenTe (N/A) (N/A)
Computer-aided diagnosis of liver fibrosis Chou
using multiparametric magnetic resonance
imaging techniques

3 210708 | FEEAFES IR B REE S PaEalE | MERE (i) (HE)
aN (= Ching (N/A) (N/A)
Cancer Precision Medicine and Biobank Hsiung Lin
Consortium Collaboration Pilot Project

4 220218 | ZyThure R EEER A S EETTELR o HEVH (i) (H%)
J& ~ Bt R E 2 AR R MR YANG YA | (N/A) (N/A)
The Relationships between Stress and CHING
Coping, and Decisional Process and Conflict
in Cancer Patients Faced with Multiple
Treatments

5 220408 |t EEnE GIREBIROESE FilnBE Y | BREAER (9] (H%)
Bl B AR YRR RlRY Ming-ling |  (N/A) (N/A)
The effect of stair climbing exercise on the Chen

maintenance of lung function in patients with
video-assisted thoracoscopic surgery.

(=) HET A AR #H5 (75 528 4) Report the approved interim report by expedited

review
BEERE | JEREER
Fraf | IRB 4R5% sFEE FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 141113 | S MR MALZRPRAE S et Wk (%) (H%)
Paroxysmal Nocturnal Hemoglobinuria Ming Ching| (N/A) (N/A)
(PNH) Registry Shen
2 160809 | #4557 Sofosbuvir ki S B2 | 1RAE (%) (i)
BR8N C BIRF R BT RS2 iTF9h% | Yu Chun (N/A) (N/A)
BURIITRIR Z 1B HERT 5T Hsu

Long-term hepatic and extra-hepatic
outcomes of CHC patients post
sofosbuvir-based IFN-free treatment
(LONGHEAD study)

FTH HI1IH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary

reviewer reviewer

3 161114 | A FEEFMNEELEERGEBIVSE - | 8EX (&) (H)
JOER R O R A RS Hung Wen | (N/A) (N/A)
Breast reconstruction surgery in Taiwan Lai
female self body image and psychological
analysis of patient satisfaction and
Discussion

4 181022 | —THZE —HI ~ ZHL - BHRUERD ~ By | PRIZE (&) (&)
FCaths > $H¥ e HEe imatinib )& > {HK| Hsuan Yu | (N/A) (N/A)
EEPRIE T RIEZ e E R B e Lin
H (CML-CP) #E3& > [h# imatinib &6F
AR asciminib ~ 348 (A imatinib ~ %05
{EH nilotinib ZEFRIEARIRAL
A Phase 2, multi-center, open-label,
randomized study of oral asciminib added to
imatinib versus continued imatinib versus
switch to nilotinib in patients with CML-CP
who have been previously treated with
imatinib and have not achieved deep
molecular response

5 211019 |Sofosbuvir/velpatasvir/voxilaprevir GREZTT (H%) (8%)
(SOF/VEL/IVOX); & &8 C BURT R EE Pei Yuan Su|  (N/A) (N/A)
B s e et
Sofosbuvir/velpatasvir/voxilaprevir
(SOF/VEL/VOX) for patients with hepatitis
C virus infection: real-world effectiveness
and safety in Taiwan.

6 211101 | fsE A TR REARTHA n] Z PR DI A CEIEV/N (i) (&)
Prediction of implantable embryos by Hsinhung (N/A) (N/A)
artificial intelligence (Al) Wu

7 211206 |"{EREFHIRE N AEIERAEERBS Y | REXL (i) (&)
AR O E RS T B R S B |YenJu Chen | (N/A) (N/A)

%~ IR RS ~ ReRas s ZEME
Examine the Effects of the Service of
Preparation for Return to Work in Cancer
Patients: Development of the Occupational
Assessment Inventory to Cancer (OAIC) -
Chinese Version, Care Needs Assessment,
and Testing of the Service Program

(PU) $EEFEE 2 45ZEH4 Report the final report for reference

H8H HIIH
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BREEE | JFEREH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 201021 | EALEEHEGOMEMIRSOEILAYEE | E (&) (&)
1T MRHERRE SR Tl < R TE Lien Cheng | (N/A) (N/A)
Outcome after Laparoscopic Surgery for TSAO
Peptic Ulcer Perforation
2 201108 |=HRARRERR R A THAGVE B HERETH | Ve (i) (HE)
A RERY) YANG (N/A) (N/A)
Searching biomarkers for predicting the SHIAO
prognosis of in vitro fertilization treatment HSUAN
through analyzing spent culture media
3 210820 |\ Hrthili SRR AT (E R R IR | MR (GEY) (&)
e ZARHTR AR A ECHIIE SARS-COV-2 455 | Lin Yan (N/A) (N/A)
JRAG RN BN B 2 &5 R i SR AT IE Ren
H
Rapid respiratory panel test for
non-SARS-COV-2 pathogen examinations
among frontline medical personnel during
COVID-19 pandemic
4 | 211001 |—TZEZ U0 ~ [BIAEELES - $HE RAS Br4: | TRAEME (i) (&)
IS MR RS B G B & {H ) Cetuximab | Yu Yao (N/A) (N/A)
B LEARMUR B — AR Z BRI | Chang
A multi-center, retrospective study of the
clinical efficacy of cetuximab in combination
with chemotherapy as first line therapy in
patients with RAS wild-type mCRC
5 220311 | pATRALRR B HEPR P R (E ] statin &2 | BIREH (GEY) (&)
R A S oS o L 2 LiaoPei | (N/A) (N/A)
The use of statin for elderly diabetic patients Yung
in Changhua County can effectively reduce
the incidence of ischemic stroke?
(1) WHEEFEE 24 F#H4 Report the terminated protocol
Fri%| IRB 45t st FRA |BELE| FEER
151017 | Rkt - OSSR R | BRI | (1) | EE
1 Research on immune mechanism in TsuMan | (N/A) File for
inflammatory ,autoimmune and drug Chiu reference
allergic dermatoses
SIEFRIN ¢ AR PR B R AL B B A S AR -
201249 [EEFTHBRETAG AR ABGGHE | AT | @) | G
5 Investigating the relationship and influencing LinPing | (N/A) File for
factors of gastrointestinal complications of living Yi reference
liver donor
DL WA - FEAEREE

(7N) HEEEE 2 E{2H45 Report the suspended protocol (4 None )

FOH HIIH
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(1) HECHEE 2 HIZEH Report the withdraw protocol (48 None )

(V) szt 2 Bl JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Bl f5e/ JIRB/ C-IRB/
NRPB
Friz|  IRB &mijt i P& 8 FRFA
No. IRB No. NHRI/ JIRB/ C-IRB/ Stage Pl
NRPB
protocol No.
shFE T
1 220903 [CIRB] 111CIRB07129 |2 #HEFE 1 X R
ChingHsiung Lin

PRETERPRE AR EZ B T~ Fifi - B (Benralizumab) & R i 14: 1 I BR R 2R 4 85 B e 2 9 A\ 2l 3R
Patient-Reported Outcomes of Benralizumab in Real-World Use in Severe Eosinophilic Asthma
Patients in Taiwan (BEAT)

T

b

220915 [CIRB]) 111CIRB07121 |¥fZE #EZEE 12 R
Tu shih te

viai

—IASS 3 B~ Sl ~ BERRODIC ~ A TaRET - PR - WIS B H SO E GRS
F—RUEIKIRS B - 5 LY3209590 1 Ry — IR IR B Z AT 52 Degludec AN
Tzt

A Phase 3, Multicenter, Randomized, Parallel-Design, Open Label Study to Evaluate the Efficacy and
Safety of LY3209590 as a Weekly Basal Insulin Compared with Insulin Degludec in Participants with
Type 1 Diabetes treated with Multiple Daily Injection Therapy

181228 [CIRB] 107CIRB08129 |$HHZEEE 2 X 7% ISF= PN
DarRen Chen

SR an F AR B f A S TR - BB PO afFatE
The cancer genome atlas and recurrence risk prediction of East Asian breast cancer: a multicenter
collaborative study

200209 [CIRB] 107CIRB09149 |$8FHZEEE 6 XX #%& PREEfAE
Sheng Hao Lin

—IAE = - B - LRI - BIFES T 0EEs o TR YRR 2 55 TR RS = TR/ N
At (NSCLC) B3 » SFAh{5E A AT M B4 Durvalumab J&HRAVHESL (AEGEAN)

A Phase Ill, Double-blind, Placebo controlled, Multi-center International Study of
Neoadjuvant/adjuvant Durvalumab for the Treatment of Patients with Resectable Stages Il and Il
Non-small Cell Lung Cancer (AEGEAN)

210312 [CIRB] 109CIRB11220 |8 HHZESE 7R FIF &=
Yu Chun Hsu

—IAPEES BRII-835 (VIR-2218)fl1 BRII-179 (VBI-2601) & fEAM G EME B BUAT KW
(HBV) e 2 Ze = MRy E8 2 3 ~ Zrfurs ~ BRI ~ BERCHE SR

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

220525 [CIRB] 111CIRB02043 |8 ZEE 12X HIEE el -1
TzeHo Chen
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—IEPERE YD ~ 55 2 HAERES 0 DL Pembrolizumab LR BEGEHECKGEH MK- 4830 {E R =5
PR SR MR ON S Y AT B B IR

A Randomized, Phase 2 Study of Pembrolizumab And Chemotherapy With or Without MK-4830 as
Neoadjuvant Treatment for High-Grade Serous Ovarian Cancer

181220 [CIRB] 107CIRB10150 4% #)%& HEH 4
KuanMing Lai

AU 7 b B A I R R 2

Screening gene mutations in myeloid cancers by next generation sequencing

FUH H1IH

\|




