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2022 year 2th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2022 02 H 18 H ( 2HiFH)
] Time : 12:19-13:37

BE Location : fE/ A Bl Ei2% 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)

EE (e ~ B9 - Hst ~ )
Yang, Chueh-Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )
PRBEE (Be ~ B ~ BET ~ 22t)
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 )

[ IRB 220106 F| 7z Hel#E-177 5] EHF A fs[EEEFTEEET IRB 220106 Avoiding conflicts
of interest Physician of the same department ]

[ IRB 210101 FI|zs el - FHF A fy[E]E0 P EERT IRB 210101 Avoiding conflicts of
interest- Physician of the same department }

[ IRB 210133 F| 7 Hul##-177 5] 3 5 A Ay [E S0 P9EEER IRB 210133 Avoiding conflicts
of interest Physician of the same department ]
MoREEPEA ~ B8 ~ 2200 - 5iE)
Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )
mREPEEA - FEEE - L TE R - AM)

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

Bt (Besh ~ 8% ~ Bl - 55)

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

FL1H H9H
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male )

AR (BEIh - B g AL~ 1)

Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

PSR (o ~ JEER ~ g AL~ BiE)
Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

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

S (Besh ~ IR ~ A ERG (R ~ BiE)

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 4 | thE AEQ) ~ AF©) ~ A EEEEEQ)

Nonmedical Member of society (3) , Law(0), 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 4 |3 ALE)  EE©O) - RAEEAED)

non-Scientific Member of society (3) , Law(0), Patient group

member representative(1)

Es 8 | BEN@) - Bedh4)

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

B’8 3 | BEAE) - BeAND)

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

i Remarks :

O iz " ANBEWITTE ) BBk FEGEEZEAAND L BE8ARERKHE
it & A IE AL e LN A R H 5 2 DL b T —MERIAREHERY
=7 FEEGHGER  SEEEET EMHEERES S RS

H2H H9H
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T ERERE 2 RFRF = F, - 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.”
@ ki " NS AL S gHS EEEHEINE | BN R  FEFHH
—RIEFEE R HHEZBEEESEIN I ERAYBERIESRSR

E— AN E-AALE - AR NZEEG EAF=02 U EZZEHFE
t AL b EEE  EEEHL L2 ZEHE - (AEHE - HEZEERE
— MR ANEHETEF - 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.”

HIiE A & Presenting staff : (ffEH% omit title)

=0 Ng Sock Ping (IRB secretary )

#TF 5 Yeh, Cheng Chi (IRB staff)

#I5Z= Lin, Ciao Yun (IRB staff)

7E2EEE Hung, Tsui-Hsia ( IRB staff)

A Li, Hsin-Yi (IRB staff )

&2 Leave : (JEkfEES omit title)
B REZGEN - FERE AR - )

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

%

Law, female )

i J&& Absence : (BEFEES omit title)

B #% Recorder : #4752 Lin, Ciao Yun
~ RN Meeting :

(—) shamdZE (FZEF B R Discussion (theme and decision)
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FE ST Hik
Gmo - 211242 BT bl LA B S5 AL A BIE&ER
Uiz 5% LX)
EFRA MRS
4E5E © 220106 SREETCRCHIN 2 47 BRR SR Ao (ENXE3 B
Ui 5% 1K)
TR Mok
Gmok © 220202 =B EIREER SR  EERENS - | BERiEE
€= BEMZLEET » TERABTIERERS
TR - HBiEH HIs 2
PI: HSIEH HSIN LING
4R - 181022 —IESE T - ZHul ~ BHROESRE ~ BB | Bk
[ H 25 6 K] FostBs - $FEF 32 imatinib &5 » HA
TR Mz E ERIG S T REZ A A gEE O s 8 M
HH (CML-CP) 3% > [L# imatinib &6
Ak asciminib ~ F4&EH imatinib ~ % A5
F nilotinib SEFEMERL
4egE © 211209 PANCREASaver Bfjfgi 5, " A TE8Mhs | ik
[EFZEE 1] TR (O | SRR PR o] 4 B i
TR HEE WEMEERES
Y4RBE ¢ 141219 JEFT A REFNIER A EREEZE | BIERES
(A& 7 K]
S YNRE L
@mo% ¢ 190118 FIF NGS Tt se atEimiatE AfT2lr | o8
(A2 3 K] Kt
S YNREE L
@Rk ¢ 191239 DAESIRI S S M AR AT UCERTH | (B IEAR IR
(A sRESE 2 K] TR AT A R A
TR BB
4EEE © 210101 PRSI AL G B 2 R (ERXE S
A sRESE 1 K]
TR - R
e © 210125 BN R IIRe BT 2 RS Ry | 2k
(A 12K Mr-—{ERTE RIS
TR BB
4mEE : 210133 Mrépas S e MRV F I 2L | BIERES

HA4H HOH
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(AR 1 K]
EFFA CREDE

ZARREMETFE

&mo% : 210310 —IF%E 3b H§ - B4 - BCMERE 0 BEh | BB
(A EREEE 1 K] BMN 270 ( DARRAHRH 73 F kg8 /B RE R
B YN/ N B ) BaFER M 578 5 [

Y A B R B 2 B2t
4E5E 1 210312 —IE#ES] BRII-835 (VIR-2218)7( ok

(AR 1K1
ERA IRER

BRII-179 (VBI-2601) & (ARG
tet B RIAT KW s (HBV) Bt 2 Z &1
RS 2 11 ~ 2t ~ BEROTHC
il

4R5E 201214
[ FEREE]
202201-14

EFEA HELE

—IHGHA 26 8 - HE - ZEEEER 0 th
i E—2R Insulin icodec EHEH—XX
Insulin degludec 100 units/mL » {§& 5 H£H
FEREE R DUNEIRIREEY) » JEHFR Y (5 AR
B3R 28 AR S B AR R
4 : ONWARDS 3

FE FERE e T

4mHE : 201214
@B
202201-15

ERA CHERE

—IH R 26 8~ g - ZlEEEE 0 L
g #E—2K Insulin icodec Bl H—X
Insulin degludec 100 units/mL » [§=& & HfH
IR E RPN EEY) - JaIAR G (iR
B3R 5 T ANERIN 2 R R Bl 4
4 : ONWARDS 3

FE AR ET

() Blimis > ¥ Z(f5 525 4) Report the approved protocol

by expedited review

BREEF | FEEEF
Fra% | IRB 45k sHETH FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1| 220119 |pfhEE—BEERchBIMBIEEREION | MEE (%) (%)
{EEEAT (E-CPR) SHATEE L 52 13| SiaoFu | (N/A) (N/A)
KLEBTRR Yuan
Evaluate the neurologic outcome of
extracorporeal membrane oxygenation
cardiopulmonary resuscitation (E-CPR) for
refractory cardiac arrest in a single medical
center
2 220121 | pREmpsIHZEE b 2 o ~ FREBTENME | BOPTS (%) (H%)
WH9E - Ping Fang (N/A) (N/A)
Early warning and dysfunction prevention of Chiu
dialysis vascular access

HS5H HOH
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(=) LTI 8 22 (f5 5,95 %) Report the approved amendment by expedited

review
EREE | JFEEEF
Frak | IRB 4ok srE ST FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 130301 | —IHESHZE R EMIREREN 2 ELS | MEE (&) (&)
[ 55212t )| T Bruton &Rz &2 (BTK)HIH7E] Hsuan-Yu (N/A) (N/A)
PCI-32765 (Ibrutinib) £ Bendamustine k7 LIN
Rituximab (BR);&BHFEIR/TIC - &5 -
LRI - 55 3 AHEAER
A Randomized, Double-blind,
Placebo-controlled Phase 3 Study of the
Bruton’s Tyrosine Kinase (BTK) Inhibitor,
PCI1-32765 (Ibrutinib), in Combination with
Bendamustine and Rituximab (BR) in
Subjects With Newly Diagnosed Mantle Cell
Lymphoma
2 210125 |ENE RAGHRDNRE S H L ARNE AL - | SRpidl (i) (&)
(25 1 X]|—EATEAIHTE WanJuWu | (N/A) (N/A)
The common genetic variants predisposition
to placental dysfunction in Taiwanese-a pilot
study
3 211101 | AN R BB AR FEOAT mT 2 PR BRI AR YN (&) (GE)
[ 25 1 2] | Prediction of implantable embryos by Hsinhung (N/A) (N/A)
artificial intelligence (Al) Wu
4 211103 ffEFRIP G P SEE RIHTRIZ 1B HERT 5T Sk (i) (&)
[ 25 1 2] | The relationship between medications and Wu Chialin | (N/A) (N/A)
subsequent outcomes in patients with
diabetes mellitus

(M) stk Bidh 5 (F5 2,28 2&5) Report the approved interim report by expedited

review
BFREEF | FEEEF
Fra% | IRB 45k sHETH FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 171219 | KEERRIMEEREMERA N 258 EE I | BURCS (HE) (%)
(25 4 K] | geopifeEiESh ~ RIS & TR Liao SuFen | (N/A) (N/A)
The comparison of long-term effect and
compliance between elastic  band exercise
and traditional decongestive exercise in
maintenance phase of complex decongestive
physiotherapy (C.D.P.)
2 181261 |HiEE b3 R E RN Z R itk | 58 (i) (E%)
(25 3 2] [#Eh/t5% Tsai (N/A) (N/A)

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
The mechanism of immune modulation of YiGiien
Gut Microbiota in Inflammatory Bowel
Disease
3 191234 | AfiFHZE R B RIAE L4 T D Eh=UaEs | AREE I (HE) (BE)
(55 2 )| 4HFAZE o REA > ARTPHZERERIGEZ Bk | Ching (N/A) (N/A)
TH5% Hsiung Lin
The development and effectiveness of
chatbot-supported smart wireless interactive
healthcare system integrated with COPD
comprehensive care model in patients with
chronic obstructive pulmonary disease
4 210206 | DAKEAEES R EIGEIREEEE R B SR A EE | FO0H () (H5)
(25 1 2R ] |MHRANGE— S B (A E TR | Wenfu (N/A) (N/A)
Develop dementia-related care based on Wang
precision medicine and  evidence-based
medicine—construct the effectiveness of a
dementia case management model
(71) WEEFEE 2 45ZEH% Report the final report for reference
EREE | JFEEEF
Fri% | IRB 45k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200211 |FAMI3A ERZAUMEEL IV 20 2 AHRE | AR (GEY) (H%)
T R LB TP = RS e 2 PRE T Hsieh Ming | (N/A) (N/A)
Family with sequence similarity 13, member Ju
A (FAM13A) genetic polymorphisms and the
metastatic mechanisms in oral cancer
2 200321 | EmR EE ARG a gL e | BRSEER (&) (GE)
BRI RS 2 PRET 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
3 210303 | I REET I R S I T PR i % (GEY) (HE)
Dementia Care model of Integrated Chinese Yun Tai (N/A) (N/A)
and Western Medicine Chen
(78) e FEE 2 2% F#it5 Report the terminated protocol
FFik | IRB 4mok st FRA | BELEE | FEER

FTH HOIH
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210328 | {HEURALMERR AR F SIS A | RHF | (#8) &
BB L HEE Wu Shey | (N/A) File for
1 The altered DNA methylation pattern and its Lin reference
implication in neurodegenerative diseases genes
between distinct stages of life
SRR ¢ 101 R R S B ST R O
(t) #HEEFE B EH 5 Report the suspended protocol (£
(V) MECHFEE ZEEZEH 5 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
X152/ IRB/C-IRB/NRPB PRES &L
Fraf | IRB 4wk S Stage FHA
No. IRB No. | NHRI/JIRB/ C-IRB/ NRPB Pl
protocol No.
sTE T
1 170403 [CIRB]) 105CIRB12186 |%FZE2 9 X #)3% EE)ERS
HsuHeng Yen
—IAR IS - EREIRE LSS RAYZalE S - 5HE Filgotinib AYZ2 &%
A Long-Term Extension Study to Evaluate the Safety of Filgotinib
in Subjects with Ulcerative Colitis
9 201119 [CIRB] 109CIRB07123 |$8HZEEE 5 X & ICSSR
SHOU TUNG CHEN
—IEEE 1 B BEREOTEC BRSO ~ 2 0alBs - St R AR 2 MM E 2RSS 1 - HER2 2
T e R A AL M PR 8 - 5Hd GDC-9545 AH¥F B ATEEFEAY PN 70 b B — O EAVFERYL
Tz
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 (i\Ezf5fE ©  acelERA Breast Cancer)
3 210203 [CIRB] 109CIRB08141 |$8FHZEEE 3 X FJ%& MRS 7%
Wu Shey Lin
—IHAFAE R =01 - FEtR O 4H - 85 - LRI 2 o Latls - s R A EENR
TIZECA > S Inebilizumab B S 22
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
4 211120 [CIRB] 110CIRB08189 |SFHZEEE 1 X #J%& PREEfE
Sheng Hao Lin

H8H HIH
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— IR B R A R R -2 5 (EGFR) ZE 82 1y oy BT ik B S M 5/ N 4l Bl 2 (NSCLC) If 45
Osimertinib J&FRENHRE » 25 Amivantamab 711 Lazertinib & 80 LR HE L 230 {LEREY
% 3 HA - BRI - FE e g

A Phase 3, Open-Label, Randomized Study of Amivantamab and Lazertinib in Combination with
Platinum-Based Chemotherapy Compared with Platinum-Based Chemotherapy in Patients with
EGFR-Mutated Locally Advanced or Metastatic Non-Small Cell Lung Cancer After Osimertinib
Failure.

200417 [CIRB]) 109CIRB02010 |HAH#R4EE 2 2 f)28 i =
Tu shih te

;%‘
Tirzepatide FH# Y Dulaglutide #5255 2 RUME PR 8 & 2 B 20 ME A B (F HY 55
(SURPASS-CVOT)
The Effect of Tirzepatide versus Dulaglutide on Major Adverse Cardiovascular Events in Patients
with Type 2 Diabetes (SURPASS-CVOT)

200903 [CIRB]) 109CIRB04069 |4& I #]Z& FE P4
KuanMing Lai

e Pz S M tE (HCT) HASHE S AW IIER & (RSV) EIFIEIREE (URTI)
HIpAFEZeE BT BHE RVS21 SRR 2t ~ Mt 2t RIS - B 5 - B IS
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 (URT]I) with respiratory syncytial virus (RSV)

FOH HOH




