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2022 year 8th-B IRB Meeting Minutes
#f Date(YY/MM/DD) : 2022 /£ 08 H 19 H ( £8#iF)
fi] Time : 12:25-13:29
%L Location : FHEZENAME Bl 2% B BE / Webex
[ 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 )

P (e ~ B&9E ~ BN ~ M)

Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

bR - B2 ~ 5201 ~ B1E)  [IRB 200615 Flj 253l 3 18 A By [5]ERF 82 al
IRB 200615 Avoiding conflicts of interest- Physician of the same department ]

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 )

SR (et ~ BEHE ~ BET - FE)

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

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

PRER(BeSh ~ FREH ~ g AL~ 1)

FL1H HI10H
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Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

MEZFEsh ~ FREHE ~ JAEREZE - M)
Lin, Chien Yun (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

FEZZEeIN - FFERE - 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) ~ ZEEW(L) ~ HEET(D) ~ thEAE(D)

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

B 5 | e A1(3) ~ JEFQ) ~ wAKERS D)

Nonmedical Member of society (3) , Law(1), 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 5 | @ AL(3)  SEE(L) - R EmERtE)

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

member representative(1)

Es 8 | BEN@) ~ Besh4)

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)

{#%: Remarks :

O kg " ABWIE ) Btk FEGEEZE AL  G&EREERKHE
fittt & AT AL IR N EEZE T oy 2 — DA b 5 (B — MR EER
=2 —  HEGHGE  FEEEHITETEMEBTEEESR - BT R
T EREHE R FF G E 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

H2H HI10H
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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 OEEEHEINE | BN R  FEgHH
—RIEFEE R HHEZBEAESEIN I ERAYBERIELSRER

E— AN E-AALE - ARt NZEEE EAF=22 U EZZEHFE
t A EZEES  EAFEU L CZELE  nEHE - HEZESRE
—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.”

HIfgE A\ & Presenting staff : (5% omit title)

=0 Ng Sock Ping (IRB secretary )

#EF75 Yeh, Cheng Chi (IRB staff)

#I5Z= Lin, Ciao Yun (IRB staff)

7E2EEE Hung, Tsui-Hsia ( IRB staff)

g Li, Hsin-Yi (IRB staff )

B &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

B #% Recorder : #4752 Lin, Ciao Yun
Ti ~ #7497 Meeting -

(—) BIEmFZE (FEZEFE ) Discussion (theme and decision)

£ S ST
Key point
Sl 220803 MREEOBE TR R G | BiEkiRg
L] FRARER Y Pt
EREA ¢ B
fhiit : 150802 R L ISR E NI AR AR | BIEREHE
(A5 7 2K A RE

% 3 H -3t 10

il
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EFFA ¢

4m4% © 210914
(#5212
ERFA SR

—IASE 3 W~ AR - oLt o B
A BRRIVEE A B AR EESS
TELAS /SN T FeHI AR T
IXTEN Bi&EH

(rFVIIFc-VWF-XTEN ; BIVV001). £k
AR DHhH Rz M SRR

4m5E © 170403

[RERESEF]
202207-7

EFFA - EfEF

—IA RIS - AERRRIRS ISR R Y
ZaE > 5FE Filgotinib Y274

s FIE R T

4mek - 200615

[EREEF]
202207-4

EFA  EH

FE=Db ]~ FABER ~ 0 - aHE
BIIB037 (aducanumab) FHASLHTZINME
Aducanumab 221AD103, 221AD301,
221AD302 F1221AD205 s\EaH A 24 /G ERIE

i AR R T

4R5% * 200615
[(AEfEEF]
202207-8
FRA C I3H

E= b FER ~ i ~ B
BIIB037 (aducanumab) FHASCRETS IS
Aducanumab 221AD103, 221AD301,
221AD302 {1 221AD205 s EGH ] 2% /5 BAIE
Zane < et

1P FE A BT

4m5% * 201005
[(AEfEEF]
202207-2
ERFA - MBI

—IEBERTEC - B - EERE - F{Tod
Zrhiy 24 & 52 HNEEEHE > 51
2F i  Budesonide -~ Glycopyrronium
Formoterol Fumarate & & IE 5% I A 25
(MDI) #H %}/ Budesonide F1 Formoterol
Fumarate MDI #1 SymbicortR  EX J7 =
MDI > SRl eI RAYERAERIF /D2
FHYER L2 2 (KALOS)

P8 Rt (T

4mat 1 210126

(REfEFE ]
202208-2

EFFA - B

—IHAPHE 18 F1] 49 pRAm 2 55 =1 - Bty
fC ~ g - ZRIFERZETEE - LA
A B A R A R 5 9P B A

i 0 FCATAPGHER S AR 2 6 (i H Ferry
W R B A BRI Y PR R R - DABREE
FEEHTBER

P8 Rt (T

4R © 210611

(REfEFE ]
202207-10

EFFA ¢ R

FRELE T A2 SR IR & s T2
i A ACE R AR TR

2 R
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(=) B ¥#FZE(fH 53 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 220408 | ettt EE s R B Filn B g 2 | BREBEES (&) (HE)
A BB LI REEERT A 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.
2 220609 |FEEAERS GBI NSRS AHRAME: B | EEML (&) (H)
R G AR AR KunTuYeh | (N/A) (N/A)
Pathological image in relation to gene
mutation of solid tumors in order to provide
targeted treatment suggestions
3 220628 | AT EAITEREOFE © [BIREMERTST Eovbed (i) (&)
Thrombophilia and related complications: a | Ying-Chih (N/A) (N/A)
hospital-based retrospective cohort study Huang
4 220714 | &pEEHE metformin B bevacizumab i3+ | B8 ShT (H%) -
(03] | =SHREdtRunIEueE /F By THH 2 PE5T | Yihsuan (N/A)
Investigate anticancer effects and molecular Hsiao
mechanisms of combining metformin with
bevacizumab treatment in cervical cancer
cells
5 220715 |LEHEA e M H ZE MR RRIOBE JJHUTH | ERE (&) (GE)
% Wang Bing (N/A) (N/A)
The outcomes of thoracoscopic decortication Yen

for empyema thoracis with chronic
obstructive pulmonary disease

(=) &I 8 22 (75 5,38 45) Report the approved amendment by expedited

review
BFREEF | FEEEF
Fra% | IRB 45k sHETE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170418 |2 ERGHT RS TE & Z TRIZIAT PREREE (HE) (%)
Prognostic factors of living donor liver Lin kuo hua| (N/A) (N/A)
transplantation
2 201205 | EFETEHATERRE A TOKEAHRENEY | 2B (HE) (%)
=l Lu (N/A) (N/A)
Comparison of visual quality in spherical and | Wei-Yang

aspherical intraocular lenses

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

211114

SFifi Marstacimab  FHI MG A SR
HHIFRS < EHE (RS <1%)
A AU 2 B B A SR A T
e hEEREE B AM/RSEE (5
MAFIEME?2% ) RIAZ 2 M - T2 R
A — T B A A e

An Open-Label Extension Study to Evaluate
the Long-Term Safety, Tolerability, and
Efficacy of Marstacimab Prophylaxis in
Severe (Coagulation Factor Activity <1%)
Hemophilia A Participants With or Without
Inhibitors or Moderately Severe to Severe
Hemophilia B Participants (Coagulation
Factor Activity ?2%) With or Without
Inhibitors.

iz
Ming Ching
Shen

()
(N/A)

()
(N/A)

220613

T PR A A L PV PR e 4H R ~ 35 2E
JeEfzz K P& o3 i

Disease composition and outcome analysis of
progressive fibrotic interstitial lung diseases

uNEEE
Chun-Wei
Lin

()
(N/A)

()
(N/A)

(M) #EEZE 2 Hith 2 (75 55284 Report the approved interim report by expedited

review
BREEE | JFEREEH
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 160804 | = fnBRK&REG DNA ¥ BB L | =Rl (&) (GE)
(25 6 X | HIIEZEIR /o O =N ER TP AR IR 2 et Ching Hui | (N/A) (N/A)
Leukocyte mitochondrial DNA copy number Huang
and left ventricular sphericity index in AMI
patients post primary angioplasty
2 210708 | FEAEAGLERS IR AR S P EF | MELE (&) (H&)
(25 1 X]) | riestE Ching (N/A) (N/A)
Cancer Precision Medicine and Biobank Hsiung Lin
Consortium Collaboration Pilot Project
3 210719  |HgheE X St 2 SEEREUINA TR BE 2401 | =B (&) (H&)
(=5 1] | 2455 Kuo-Yang | (N/A) (N/A)
Chest X ray nodule Al assisted detection Huang
model development
4 210906 |UAATEETHAVMGEREERA 2 HENE | =5 MW (GEY) (HE)
(5 1R]) | FFEM ChangLun | (N/A) (N/A)
Acrtificial intelligence to predict clinical Huang
outcome and medical expenditure in trauma
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
patients
5 211015 |BHSEHE A MATESEINEELERGER 2R | BT (i) (HE)
(5 1 2R]) | BebAot MuKuan (N/A) (N/A)
Relationship between preoperative nutritional Chen
status and clinical outcomes in head and neck
cancer patients
(F) WETES 2 45ZE 84 Report the final report for reference
BERTE | JFEEEFE
Fra% | IRB 45k sHEE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 141219 | ERXMEARERFRIFMR A ERIEEZE | Y (i) (H%)
Application of Next Generation Sequencing | Ming Chen (N/A) (N/A)
in Noninvasive Prenatal Genetic Diagnosis
2 200834 | JHIL AR RINRSEEE A B— | BHET (&) (HE)
s 45 B HsuHeng | (N/A) (N/A)
Drug compliance in Gl disease: a single Yen
center experience
3 210220 | %hRG E RS A EHNEIRAE - S0 | S=Hi% (i) (H%)
TE1E 5 7 AR RS Li-SihGU | (N/A) (N/A)
Factors associated with Symptom Distress
and Fear of Cancer Recurrence in Colorectal
Cancer Survivors
4 210803 |HkfErfcz e es BUE AT HDhREESCRE TR | MEERE (i) (GE)
PRRIERZ 1 < R v PRt M - [ R P T 5 Sheng Hao | (N/A) (N/A)
Correlation between impulse oscillometry Lin
and traditional lung function in positive
bronchodilator response - Retrospective
Study
5 211214 |\ PRESHIEES S 5o s (o0 FH RGBT R B R (OB | SRk (GEY) (HE)
VRN o MUK ~ IR R B (E S R IR | ChewTeng | (N/A) (N/A)
TR A BRI Kor

Association between variabilities of blood
glucose, potassium concentrations and pH
values and clinical outcomes in adult
intensive care patients undergoing continuous
renal replacement therapy

FTH - HI0H
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(%) HWEEFEE 2482 Report the terminated protocol

Frak| IRB 4R55% sHEHE FRA |BFEEE| EEER
200813 | #HREEMEPEEINE © MEIR RN E R A | PR ER (H) A
FRIME THZE Z S i p AR R IH(FRB)Y & 3k0F | SanNi | (N/A) File for
ZestsE Chen reference
1 Fight Retina Blindness (FRB!) Registry for

neovascular age-related macular degeneration
(nAMD), diabetic macular edema (DME), and
retinal vein occlusion (RVO).

SEIEFA ¢ gz R i

(1) HECHFEZE{FHE Report the suspended protocol (it )

(V) HECHEE ZHIZEHS Report the withdraw protocol (i)
(L) & EfERBE JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

152/ JIRB/ C-1IRB/ NRPB PRESREL
JF9% | IRB 4g55% Umok Stage FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Pl
protocol No.
=TE=447% Protocol title
L 161205 [CIRB) 105CIRB06085 |8 255 11 7 J5& Wt
KuanMing Lai

—IEZE 31 BEME - BRI > JEMEE ISR DL ALXN1210 EhE ECULIZUMAB RS R & #5521/
RE I G REF AP 2 MR M AL R PRIE (PNH) s B

A Phase 3, Randomized, Open-Label, Active-Controlled Study of ALXN1210 Versus Eculizumab in
Complement Inhibitor-Naive Adult Patients with Paroxysmal Nocturnal Hemoglobinuria (PNH)

5 200517 [CIRB] 108CIRB07115 |#HZEFE T RX #IFE ERAESC
Wei Wen Su
—IESE I~ BERR G ~ EENE ~ B asllE o SHE S EMAFAE AN EN: B A R2
BB AR B2 e
APHASE 1I, RANDOMISED, ADAPTIVE, OPEN-LABEL PLATFORM TRIAL TO EVALUATE
EFFICACY AND SAFETY OF MULTIPLE COMBINATION THERAPIES IN PARTICIPANTS
WITH CHRONIC HEPATITIS B
3 200615 [CIRB] 109CIRB02015 |$%¥BIZEE 6 X #)&F% EXH
Wenfu Wang

E= Db H ~ BARER ~ 20 ~ BFE BIIB037 (aducanumab ) FHANSEETZ 48 Aducanumab
221AD103, 221AD301, 221AD302 #1 221AD205 & Eg 1Y [ 22 GEME 7 58 7 Ze 2 s B

Phase 3b Open-Label, Multicenter, Safety Study of BIIB037 (aducanumab) in Subjects With
Alzheimer’s Disease Who Had Previously Participated in the Aducanumab Studies 221AD103,

221AD301, 221AD302, and 221AD205

H8H HI0H
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210126 [CIRB] 109CIRB10193 |[$#EIZEH 4R & PeEH
Ming Chen

—IEFHES 18 T 49 pRAm 2 B =1 ~ D - Y - LRI ST - DI B
R eI E R S s e e - FDITA B R A% 2 6 I H R w7 A B
Ay IR R o DABREE I i AR

A Phase 111, 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

210703 [CIRB] 110CIRB03055 |#FH % 3K #IE PREEfE
Sheng Hao Lin

LIBRETTO-432: $t ¥ e M4 /5 B 8 a5 1B-11IA B RET & -3/ NHAtAT e (NSCLC) F5 4 22 Bl
F 1%~ Selpercatinib BiE G —THZRIFIER - 85 - 55 3 HEH Bl

LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant
Selpercatinib following Definitive Locoregional Treatment in Participants with Stage IB-IIIA RET
fusion-Positive NSCLC

210703 [CIRB]) 110CIRB03055 |$ 8 ZEE 4 X & REE L
Sheng Hao Lin

LIBRETTO-432: ¥t M e i i 6% 1B-11IA Bl RET fil&-3E/ NHAfATE (NSCLC) 5 P 22 il
Fit& 2 Selpercatinib AR —IHLRIFEHIR ~ 85 - 55 3 HFEHE O icsb

LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant
Selpercatinib following Definitive Locoregional Treatment in Participants with Stage IB-IIIA RET
fusion-Positive NSCLC

211120 [CIRB] 110CIRB08189 |##HZEFE 2K HHEE 1K PREEfE
Sheng Hao Lin

— IR BH R AR R AT 286 (EGFR) 28 8 1y J5y B it H 5 A% M R/ )N 4 R i 8 (NSCLC) Iz 4%
Osimertinib &2 B9 & > 575 Amivantamab #1 Lazertinib £ & $0( EEAREI Y & s LRIV ER
3HH ~ BARYE ~ Bt o iosta

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.

220401 [CIRB] 110CIRB12290 |$¥FHZEEE 12K ()58 AREE fi:
Sheng Hao Lin

PRI c-Met JEEFRHL - EGFR A2  [5 Bl Ik HIMERL M R IR I B/ ARt e
ZEh# > #E7T Telisotuzumab Vedotin (ABBV-399)Eil Docetaxel EL#RAYES 3 HABH LM ~ BEH ST HEC ~
HigeutEals

A Phase 3 Open-Label, Randomized, Controlled, Global Study of Telisotuzumab Vedotin
(ABBV-399) Versus Docetaxel in Subjects with Previously Treated c-Met Overexpressing, EGFR
Wildtype, Locally Advanced/Metastatic Non-Squamous Non-Small Cell Lung Cancer

200809 [CIRB]) 109CIRB05070 |HAFF#R&EEE 2 0 W)5E %>
Ya-Chih Tien

FOH HI0H
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—IRZ L - R - B - ZRBER - SPT o - St RAETE R BRI ST
LM el E - &Fl dapirolizumab pegol RSk 2 2= 1%

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

%10 H 3 10 H

\|




