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2021 year 05th-B IRB Meeting Minutes
—~ [ HA Date(YY/MM/DD) : 2021 Z£05 H 21 H (EHH)
£ f&] Time : 12:00-14:10
=~y BE Location : fE/ A Bl Ei2% B =
g~ F [ Chairperson :
TR (BEA ~ BR - BEED - FB1E)
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
HifFE A& Attendant : (i fEES omit title)
SRR - B gt B
Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )

W EBIE (e ~ BT BEET - 22M)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

B R (BeA ~ B BED - 51
Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

W ETAEGER ~ BT gERT - 22M)
Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

B RSN SRR TR 1)
Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

B BR(Be ~ B BRET - 51

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

B RN - B e AL~ )
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

B REERGS ~ FREE -~ EE AL B

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

FL1H H9H
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ME=GESD ~ FERSHR ~ TAEHEEE ~ M) [BVRS2EEFR-E1 ) ARER]

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

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

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

N | st

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

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

B 5 | fhE AE(3) ~ AR(L) - mAEREAEQ)

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

Personnel representative(1)

FE2 7 | BEAN(4) ~ ZEEW(L) ~ HEEt(D) ~ thEAE(D)

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

Rl 5 | FtE AL(3)  SEE(L) L EmEtE1)

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 5 | BENE) - BedN2)

female Affiliation with Institution (3) , non-Affiliation with
Institution (2)

f#E¥ Remarks :

O {45 " NB7EL ) Bk FEGEEZAE DAL L GE8ERERH
(Lo == /NSNS R 4 2 14D /NG = i o N il & et 229311 Y = 39T
=nZ— - HEEGHGE - SEGEHI T EHGRES - SUHTRH R TR
R EREHE R FF = 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
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attendance of experts familiar with the research field, or representatives of any
appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ iz " AR mEEEZ B GHSGEFEHPNE ) B0 - FEG AR

—RAEFFEE RN > R Z BB 2 IF B Y BRSNS 7R
E— AU E-TAL - AREAZEEG BE=172 "M EZZEEHE
AL EZEEE  EELEL L2 ZEHE - (AEHE - HEZEERE
— 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)

#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 &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

B #% Recorder : ji£2EE Hung, Tsui-Hsia
i~ FEFENZ Meeting :

(—) ShamdZE (FZEF BRI Discussion (theme and decision)

= SHEATH ik
Qmo © 210327 SRR
o e v | BPAE B RS A B T R
Uiige w1 ) |0
ERFA Y i
4m5 * 210503 SRR
o RS A S T |
e i bae 2 e
EXEYNEEVt=s RIS ) <o
4%t ¢ 210508 PSR R H B T NI BB | (B IERIRE
CED) 72

HI3IH HOH
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EFFA T BEIE

4msk - 150312
(A2 6 X1
EFFA BB

SEYB R E 2 T i K AL NI 5E

(ENRET LS

4Rk © 200407
O 1K

HEF 1 K]
TR - BREE

A B LR e RIS

4w © 200517

(i Ess 1K)
XS PNRE 734i3%
PIl: Wei Wen Su

—IAS 0~ et - EIENE - BRI a R
B o SHEZEORRAERREME B BTS2
ELE A 2 e M

4R5% 1 200725
CrhaE s 12K
ESLYNEE 5 3

—IEERAEN B B RERNSMEF - 5F
{5 VTP-300 ffHEAGEA Nivolumab AYZ24:
M~ MM R R R AR EE 1b/2a HHBAUE R
EaY

4wt 1 200213

@IS
202104-12

EFFA  BFETT

2020 FEEE BT R RSk 40

FE FES R ET

4w © 200505

Eﬁt—“—‘

—IHZ 1b H - FEHIEC - LRI S IR Y

“R%fﬁh =GN uFFH

[REfEEA] s B H AR 6 H AW EIEN g

202104-14 B BIHF R R EE - 55 EDP-514 fyZre

FFEA ¢ R4S M~ sz - EEYIEh 12 R UR ST

4mo%t © 200615 F=0 8 BRER ~ ZHul ~ 5FE BIIBO37 | BREARIE S i
[RERE ] (aducanumab ) FHASERTZ 138 Aducanumab

202104-15 221AD103, 221AD301, 221AD302 #1 221AD205

TR EXH kBB 2L B EE 2 el 2 e el

&mot - 201119 —IEEE 1 BEROYRC ~ BRI - P 0alEs 0 | R AR E T
[REfeEA] B R B WM E 2RSS - HER2 [tk

202104-13 [ A A M FUE R A > AL GDC-9545

FFRFA 0 BRSFRER FEEF R B T FEAY N 70 b B — AR 22

=

(=) Bimis > ¥ Z(f5 525 4) Report the approved protocol by expedited review

HA4H HOH
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BREEE | JEEREEH
Frak | IRB 4ok SHERE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210328 | 1HIECRAL IR RN A F S I By | AREH % (HE) (&)
HE LB b H AR Wu Shey (N/A) (N/A)
The altered DNA methylation pattern and its Lin
implication in neurodegenerative diseases
genes between distinct stages of life
2 210331 | =MERSEIARETHIZ N T 2 5T PR (i) (HE)
The study of predictors of long term physical | Chih Ming (N/A) (N/A)
functionality of acute cerebral aneurysm Lin
patients
3 210412 | L) Barcelona jfif2aAlifgfe H O EE 2R | BT (HE) (H)
LBBB 2w NB &AM LI ZE Lin Yan (N/A) (N/A)
The performance of the Barcelona algorithm Ren
in diagnosing AMI in patients with chest pain
and LBBB
4 210502 | EOFRIEAFESM LSBT ESE | BEE (i) (&)
(53] |4AHREDUEAERRRS Z PRET MuKuan (N/A) (N/A)
Study on the anti-cancer mechanism by Chen

combine treatment different pure compounds
in drug-resistance head and neck cancer cells

(=) Ik 85 Z=(f5 52 %) Report the approved amendment by expedited

review
BREERE | JEREER
Fri% | IRB 45k sFEE FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150312 | S8 BN e 2 O P PR K RL IR RIS E B8 J i (%) (E%)
[ 5 5 2] | Pharmacogenomics of immediate-type and TsuMan (N/A) (N/A)
delayed-type drug Chiu
hypersensitivity
2 161220 | HEPRWBE MR S GG EmEE | R0 (i) (&)
(25 2 K] |t srae s iR bV A R ShihLiSu | (N/A) (N/A)
Attending role of ceramide in glucose
induced mitochondrial dysfunction within
diabetes
3 200321 MR ERTRE B RGeS L e | BREER (%) (H%)
[ 1] | BEmEE 2 BT CHEN MEI| (N/A) (N/A)
Discussion on Improving the safety and CHU
Satisfaction of Drug Administration by Using
the Two-way Transmission Infusion
Management System
4 200422 | WEPRPEIEREE S ABSE T AUEIRRE A | SRLA] (i) (E%)
(25 1 2R] | EHFRIEEE T B BN R e YingHsun | (N/A) (N/A)
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Exploring the influencing factors of diabetes Wu
telecare intervention of self-care behavior of
patients with type 2 diabetes.
5 200616 | —IHFEMIEC ~ FRRCE ~ 200y | &R (&) (HE)
[ 3 20 ) |EGPREAES > 5Ffk Toripalimab (JS001)(fF Wei Wen Su|  (N/A) (N/A)
Bevacizumab FHEZ A Sorafenib {FE Fyfite HA T
AHRfEYE (HCC)E— 4 B e 2 MERTR AL
A randomized, open-label, multi-center phase
111 clinical study to evaluate the safety and
efficacy of Toripalimab (JS001) combined
with Bevacizumab versus Sorafenib as
first-line therapy for advanced hepatocellular
carcinoma (HCC)
6 200823 | IMURAERERHERSH \BRESGIREE NRSE | BROHE (H%) (H%)
(25 1 R | PRARkIE i L TRk ] 2 Bk Ming-ling | (N/A) (N/A)
Investigation and analysis of the effect of fall Chen
prevention in hospitalized patients with
hematological oncology
7 201229 | rhPYE RS IREEAE s BEN Y EE 2 i | BRI (i) (&)
(5 1R | BEvS Chen Jia (N/A) (N/A)
Evaluation of integrated Chinese and Ming

Western medicine care for patients who try
weaning

(VO e T A > #8745 (75 5, 38 2%) Report the approved interim report by expedited

review
EREE | JERRER
Fri% | IRB 45k sHE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200213 2020 FEEEEREY) 7 WEE 5 R4 BIHR5 (i) (H%)
[ 25 1 Zx ] | Registration of pathological report of kidney | Ping Fang (N/A) (N/A)
biopsy in Taiwan 2020 Chiu
2 200422 | WEPRPEIEIGE S ABE “AUEIRRE A | SRLA] (GEY) (HE)
(35 1 K] | B RIGE T R B R 2 PRET YingHsun | (N/A) (N/A)
Exploring the influencing factors of diabetes Wu
telecare intervention of self-care behavior of
patients with type 2 diabetes.
3 200503 | figFii Bl i& AR MRS AE T A F 2 Bl | =B (GEY) (HE)
(25 1 K] | FHighs E TR Kuo-Yang | (N/A) (N/A)
Prognosis of patients with lung cancer Huang

surgery with different stages of mediastinal
lymph nodes before and after the operation

H6H HOH
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
4 200711 |LncRNA NEAT1 AyZ=FH 8 H1 T PaE A IR (H%) (9]
[ 25 1 2 ]) | docetaxel Fif4AYRET Nan Chin (N/A) (N/A)
The association between expression of Lin
LncRNA NEAT1 and docetaxel resistance in
oral squamous cell carcinoma
(71) HETHEE 2 45ZEH5 Report the final report for reference
EREE | JFBEEEF
Fri% | IRB 45k sHEATH FF A | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 080808 | G/ HE A\ 55— AVEERR LB RUIERS IRy | BiZe (i) (&)
7 IR (HEEEY R S5 Andrew (N/A) (N/A)
A molecular genetic and pharmacogenetic Cheng
study of Bipolar | Disorder in the Han
Chinese Population in Taiwan
2 190102 | BE—f% HELZ RIME(SNP) B[ 22 R ERE | 50 (&) (HE)
S RIzEA b T e FL B m] A S A - (4l Wenfu (N/A) (N/A)
Y OB~ EENEE) 2 A EH Wang
The interaction of Single Nucleotide
Polymorphism and modifiable factors (eg.
Smoking, alcohol and exercise) in patients
with Alzheimer’s disease and cognitive aging
3 191246 |17 COPD Jpi &l N Z RIARHIARE ThE | FTRKEE (9] (&)
HABIR S e TR A ChewTeng | (N/A) (N/A)
Individualized prediction model of Kor

lung-function decline and risk of
exacerbation in chronic obstructive
pulmonary disease

(73) HEEFE 24 # Report the terminated protocol (i)
(£) WMECHEE 2 B5EHE Report the suspended protocol (4 )
(/) HECAFE ZHIZEHR S Report the withdraw protocol @ (i)

(L) e B #F7/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

IRB 4R5% C-IRB/NRPB 45k
IRB No. NHRI/ JIRB/ C-IRB/ NRPB

Bl Fe/JIRB/

protocol No.

P E 8
Stage

ERFA
PI

=+ZE4F%  Protocol title
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210406 [CIRB] 110CIRB01009 HMZE BFEIRX f
Tu shih te

Tirzepatide 58— HEREEGEEERYES 2 BUNEIKIR < 3258 R HVR Sl e 1 « —IHRE
JTEC ~ g~ ZRIEH IR ER(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)

170404 [CIRB]) 106CIRB01009 |SEEHZEZHE 7 HHFEE 1R EE)ERS
HsuHeng Yen

—IE R EAER - R v RERY ZEE T o 5 Filgotinib /Y2414
A Long-Term Extension Study to Evaluate the Safety of Filgotinib in Subjects with Crohn’s
Disease

200725 [CIRB] 109CIRB03044 SEHZEES A R R FRAESL
Wei Wen Su

—IEfERA N B AURT R InE S o SHE VTP-300 fFAECAGFH Nivolumab Yy
T~ T2 R RS 1b/2a BRI R e

A Phase 1b/2a, Open-Label Study to Evaluate the Safety, Tolerability and Immunogenicity of
VTP-300 with or without Nivolumab in Participants with Chronic Hepatitis B infection

200802 [CIRB]) 109CIRB05082 BHZEE 2R EEEIX Yz R
Hsuan Yu Lin

—IHE =~ BERE TG - FEESC - AR AR IREYZ o 0aEs - 1 B RTC B2 s
B AR RIS DA S MR ML ZRIRE (PNH) &3 - 5¥f5 CROVALIMAB AHE
ECULIZUMAB YRR 27 4

A Phase Ill, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the
Efficacy and Safety of CROVALIMAB Versus ECULIZUMAB In Adult and Adolescent Patients
with Paroxysmal Nocturnal Hemoglobinuria (PNH) Currently Treated with Complement
Inhibitors

200803 [CIRB]) 109CIRB05083 SHEZEE 2R EFEEIRX Motz
Hsuan Yu Lin

—IHE = - BTG ~ BARURED ~ AR AR 2 Fu 0l - ST e R B wRe I
B GRRRCFEMTE D S R EIMALRRGE (PNH) £% - 5H&5 CROVALIMAB AHE®
ECULIZUMAB 1R S 24

A Phase Ill, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the
Efficacy and Safety of CROVALIMAB Versus ECULIZUMAB In Adult and Adolescent Patients
with Paroxysmal Nocturnal Hemoglobinuria (PNH) Not Previously Treated with Complement
Inhibitors

200820 [CIRB]) 109CIRB06093 SREHZEEE 3 )R FRAE
Wei Wen Su

SRAh{E A GSK3228836 JaFEEM: B MUAF R HH a2 B 2 EAVEE b #iZ
Oy~ BEHEOYEC ~ B0 e ~ S TeHEER (B-Clear)

Phase Ilb 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)

201119 [CIRB]) 109CIRB07123 |8#FEZEEE 2 X WJ5E Be <5
SHOU TUNG
CHEN

H8H HIH
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—IESS 3~ BEROYRC ~ BERCME ~ 2 rpu0atBe o ST R Ia R Z IR 2RSS » HER2
ba b R B RS M LR R - BEAE GDC-9545 A% Ba BB I /3 Sdh B — R AR
BRI 22 2=

A PHASE II, RANDOMIZED, OPEN-LABEL, MULTICENTER STUDY EVALUATING THE
EFFICACY AND SAFETY OF GDC-9545 COMPARED WITH PHYSICIAN’S CHOICE OF
ENDOCRINE MONOTHERAPY IN PATIENTS WITH PREVIOUSLY TREATED
ESTROGEN RECEPTOR-POSITIVE, HER2-NEGATIVE LOCALLY ADVANCED OR
METASTATIC BREAST CANCER

190607 [CIRB] 107CIRB01014 |HAs&EE 2 X HEE IR PREEAE
Sheng Hao Lin

RESILIENT : fE 352 & #0155 — &R B AR 802 1% 520 T A LAY /N Ff e s B e - BRI
irinotecan fAEAG 5T (ONIVYDE ) Eil topotecan HyFEH% 1 HC ~ BAREE T ~ 55 3 HiztEa
RESILIENT: A Randomized, Open Label Phase 3 Study of Irinotecan Liposome

Injection (ONIVYDER) versus Topotecan in Patients with Small Cell Lung Cancer Who Have
Progressed on or after Platinum-based First-Line Therapy

FOH HOH




