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2022 year 02nd-A IRB Meeting Minutes
#f Date(YY/MM/DD) : 2022 4£ 02 H 08 H ( 2Hi—)
9 Time : 12:00- 13:20
¥E Location : tEMKHE Bl ZiZk B
J&% Chairperson :

gRoRar (BER - B - BAT - B
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HE A B Attendant : (FfEHES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

kit (B ~ B ~ B0l ~ 551D

Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

MEE (BN -~ B - Bhl - 51D

Lin, Yen Chih ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male )

FERE (B ~ BT ~ BT ~ 201D

Lai, Ying-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

flE R (Bl ~ JEEHRE ~ 110~ 22t

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

UL (BEdh ~ FREEHE ~ ftEE A AL ~ 20)

Shu-Feng, Ni (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

fEIT e (Besh ~ B~ A - 2tE)

Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

EOHE (Bedh ~ FEERE ~ 04 ~ 22ME)  [IRB 210325 Fila 15 -1 [E] T 457 A BEES Al Ry
H7#E IRB 210325 Avoiding conflicts of interest- The co-PI Cheng Pu Hsieh is her
husband]

Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )

MG (BEoh ~ B ~ At ~ Bk

FL1H H9H
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Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

ARSI (Besh - FEBER ~ HE A+~ Bk
Lin, Ching-Chuan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

AN | HEE

B 7 ESEM(3) ~ SEHL(L) ~ ZEAM(L) ~ AHAEAEAET) -

Medical Personnel doctor (3) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)

IFESR 4 ERD) ~ (D) ~ (AL

Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

Personnel

R 7| EEI) R - HER(L) - ASEREAREHR)

Scientific member doctor (3) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

JERIER 4 ERE(L) ~ (D) ~ tEE A2

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

member

5 5 BFENE) ~ BEIN2)

male Affiliation with Institution (3) ~ non-Affiliation with Institution
)

28 6 BFENE) ~ BENR)

female Affiliation with Institution (4) ~ non-Affiliation with Institution
)

fiar 0 & (kg T AL Bk FEGEEZE AL L BEEFEBRER R HAM T
GAIEAL e DN L E T 2 MU B MR R ER =02 — -
FEEGHEE - SEGET TSRS - SR E R E e 2 R
YA 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.

3 ¥ T A EEEZ A GG FUEFERINE ) B0 FEEAH—RE
FrEdasy > REL REaEEIN I FRERERN ST REZR/ —APILE -
AU AREAZEES RS2 EZZEHE AL EZHEES
EFELL L2 Z B 1 - m5hE - HFEZ BITRE Rk > AMEETER -

H2H H9H
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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.”

515§ A\ & Presenting staff : (ffEHS omit title)

=G (IRBf4ZE)  Ng Sock Ping (IRB secretary )

#IFE (IRB{TE(A &) Yeh, Cheng Chi (IRB staff)

#1532 (IRB fTELA &) Lin, Ciao Yun (IRB staff)

HEEEE (IRB {7t A &) Hung, Tsui-Hsia ( IRB staff )

i (IRB{TELAE) Li, Hsin-Yi (IRB staff)

i Leave : (BEfEES omit title)

o IVE (B ~ B9 ~ Bhl ~ 20D

Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),

doctor, female )

i fi5 Absence : (JEfEES omit title)
E #% Recorder : #£15== Lin, Ciao Yun
7~ FEFENZ Meeting :

(—) sEmEZE (FBZEFE Fo#EE ) Discussion (theme and decision)

l%ﬁilllll

TRE st ik
gmek 1 211117 EIE%EE
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EFFA ¢ MREERG

HI3IH HOH




2022 455 02 ¢ 55— IRB &8

4Rt © 181262

(A2 3 X1

ERA - BRI

R AR IR

DAk B A S ERAER (o B [EI R A IR 29 A

(ENREFED

Qme - 190317

—IESH i BRCA fZe4s > G | Rz M O 555

& FEsREEE

R ) (EOC) » {# {105 Fl 2 A il Pembrolizumab | 7
202201-10 % » LA Olaparib BRI BI4ERHE e — 4 aH 2
FHA © BETA Bl - S =HIEEE R (KEYLYNK-001/

ENGOT-ov43 / GOG-3036)
48% 200818 EEREELTE
L - 200818 RIS R A Ly | e e
[t 1 )

> AR

EFFA T FIEX

() BElimis > ¥ 2= (f5 5254 )Report the approved protocol by expedited review

BERTE | JFEEEFE
Fra% | IRB 45k s AT FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211105 |\ FRaReiEiR A2 ie IS & 2 iR | 2224 (i) (H%)
%= Huei-Chun (N/A) (N/A)
Risk factors of prolonged length of stay in CAl
cancer patients visiting emergency
department
2 211203 | FZHL3R G OFRT S A CHVER IR R BATH R | HIEZ (i) (H%)
ZWHge Tien Ya Chi| (N/A) (N/A)
The clinical course and outcome of
dermatomyositis related interstitial lung
disease
3 | 211210 [JEikME RIHERYE SEBIR SRS RS | R (%) (%)
Ik S 2R E Lt e B TR AR IR - o Yang-Hao | (N/A) (N/A)
To study the risk factors and outcome in Ou
treatment of symptomatic and
non-symptomatic carotid stenosis by carotid
artery stenting
4 211215 |EAHE#AKEGFRNEEERATIK | BEA (GEY) (HE)
S RS ET e (D SECR] Wu Jian (N/A) (N/A)
Clinical outcomes of novel intraocular lens sheng
fixation technique for subluxated intraocular
lens and aphakia: direct optic fixation
5 211216 | PREVITRARGSBESE A B FIEGIRNAREE B | RS (HE) (%)
T BB PR RAE LT AR I B AV RR PR bl Wu Jian (N/A) (N/A)
Myopia choroidal neovascularization and sheng
punctate inner choroidopathy with choroidal
neovascularization Comparison of Clinical
Characteristics at Presentation
6 | 211217 |Lh#c(fi e e BN E e | RER (%) (%)

HA4H HOH
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
MEPRI 2 [T A s e A 2 A A2 | Wu Jian (N/A) (N/A)
FLZ Filrs R ELER sheng
Human amniotic membrane graft versus
conventional laser retinopexy for retinal
breaks in diabetic tractional retinal
detachment
7 211218 | $HEFTMEIMNAMEAER AR R BB E I | RIS (&) (HE)
IR 1% e AR TR IRET Wu Jian (N/A) (N/A)
Clinical outcomes of using adjuvant sheng
intravitreal dexamethasone implant
(Ozurdex) in the treatment of postoperative
endophthalmitis: a case series
8 211223 | EEEMEES NEEROUMTN REREERES | BERRER (i) (&)
PASHMEE YR 2 22 M R ShinLin (N/A) (N/A)
The Safety and Efficacy of selective laser Chiu
trabeculoplasty in pseudophakic angle
closure glaucoma patients
9 211236 \EmHL TAEALOME R ~ BEFRR ~ 18IS | BRuisE (i) (&)
s ~ B AR A Chen (N/A) (N/A)
shift work and the risk of  diabetes ~ Wan-Chin
cardiovascular disease and chronic kidney
disease
10 | 211247 |GfCAisHREER B RIS ARV E RHAAR | PRER (i) -
(2] AR 2 T it oe Chen Chien| (N/A)
Search on the molecular mechanism of Min
Praeruptorin-B inhibit metastasis on
human glioblastoma cells
11 | 220111 |FIFHZE BEH ERSERAGELEAFEEA R | BREA (i) -
(03] |FEZEREEYS HEAA i DarRen (N/A)
Comparison of endocrine resistance induced Chen
by different classes of hormonal therapeutic
agents using quantitative proteomics
techniques
12 220122 |miR-203a ji* TGF S/HMGA2/EMT (@i A | LEH | (B%) -
[3] |BBEEEEE e KunTu Yeh| (N/A)

The role of miR-203a in TGF 5
/HMGAZ2/EMT axis-promoted colorectal
cancer progression

(=) ETIE A 8 FH 22(f5 5,35 &) Report the approved amendment by expedited
review

HS5H HOH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190901 | B&fx T EEHBEEIE A 2 g I E A BRE (&) (H)
[ 25 1 2] | The Construction and Application for Tien-Ming (N/A) (N/A)
Management Competency Models of Chan
Hospital Supervisors
2 201225 | B eI AL MR S RORBR B E R, | BT (i) (HE)
(25 2 R Y| AYSR R Rt s iy M EERZBE AU IER] |Yuan- Meng|  (N/A) (N/A)
Mechanisms of innate immunity and Liu

applications of small RNA in SARS-CoV-2
and influenza virus co-infection

(VU e TR% A 2 HA TR 45 (75 5 28 &) Report the approved interim report by expedited

review
BRTE | JFREEEE
[F5% | IRB 455 SrETE FFEA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 181231 | \ASES EPR{FEAHSEHZ 2B | HEE () (H)
[55 32 ]) | {7t Yang Chueh| (N/A) (N/A)
Evaluation of the safety and using efficiency Ko
of human organ bank
2 191213 |Ondansetron $H{ - HEMEWE (-9 2 HIREZE | o K (H&) (E8)
(25 2 )] |95 A 2 IS s SR s A Tien hsiung | (N/A) (N/A)
The analgesic efficacy of Ondansetron on Ku
patient undergoing
Cesarean delivery under neuraxial anesthesia
with spinal morphine.
3 200135 | —THEE 3 HABHMUME - el 0 FHDAEE| st (H&) (ER)
(55 2 ] |[EEFAOE RS EAHEE /USR5 &% A |Ming Ching | (N/A) (N/A)
T XTEN gt&&EH (rFVIHIFC VWE Shen
XTEN BIVV001) #1®> 12 pklL EE
EERZEE A AR EBENZEW-H
R B EEY ) )2
A Phase 3 Open-Label, Multicenter Study of
the Safety, Efficacy, and
Pharmacokinetics of Intravenous
Recombinant Coagulation Factor VIII Fc-von
Willebrand Factor-XTEN Fusion Protein
(rFVIIFc-VWF-XTEN; BIVV001) in
Previously Treated Patients=12 Years of
Age With Severe Hemophilia A
4 | 200204 |PM2.5 4400 R BAMBUS LT | [iasE (%) (%)
(5 2 K] | =0m 2 AH AL REMARI ST © DARE TS R o] chen (N/A) (N/A)
Analyze the relationship between PM2.5 changhua

H6H HOH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Aerosol and Chronic Respiratory Diseases: A
Case Study at Nantou City
5 201113 | ZFEEpifHZE Rt B B PRSI (i) (HE)
[ 25 1 Zx ) | Development and Testing of a Question Ching (N/A) (N/A)
Prompt List for COPD Hsiung Lin
6 210124 | CEEFRHAIE/ NIHREATEEE A Ziosoft 128652 | ERE (i) (HE)
(25 1 K] | B 2SRRI R WA B AR [E] | Wang Bing | (N/A) (N/A)
o= MHRR PR BLTRIE PRET - Yen
Comparing the difference of prognosis
between tumor volume doubling time and
surgical methods in early non-small cell lung
cancer via Ziosoft stereo imaging software
7 210305 | DA T EETEMI S TR Be A PR B RS 27T (i) (H%)
[ 2 1 2] |Predict and prevent nosocomial urinary tract [Yuan- Meng| (N/A) (N/A)
infection by artificial intelligence Liu
(1) MECHFE > 45ZEH 4 Report the final report for reference
BERTE | JFEEEHE
Fra% | IRB 45k s AT FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 181248 | H¥& [ EHE 7 RSB « LU | BREK (&) (%)
it R FHHEERETHEERPONE 28] |Mark Chun | (N/A) (N/A)
PR B BTG Cheng Hou
The development and evaluation of Flipped
classroom of Ultrasound direction
Acupuncture
2 190409 | &L FFEREN R = ISR PR 4 (&) (GE)
Shared Decision Making for Stroke Chen Ching| (N/A) (N/A)
Prevention in Atrial Fibrillation Pei
3 191253 | PRETN#HEZR - FERAIASRE R EEIEEE | RGN (&) (GE)
R AR Hung Ming | (N/A) (N/A)
Relationships between endotoxin, adipokines, Wu
and depression in menopausal women
4 210131 | FAEHGHISIEEE - sk RRESRAE R | BfERE (GEY) (HE)
M RSB RS < BT - Chao Huan-|  (N/A) (N/A)
Pneumonia and urinary tract infection cause Nung
acute and chronic renal progression but
without consequent liver rejection in patient
received living liver transplantation
5 210212 | REBR K E ARSI MR R R EOFE | RS (GEY) (HE)
HIBHZE S pratAd Jia-Ming (N/A) (N/A)
The study on heart rate variability evaluation Chen

FTH HOIH
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7555
No.

BEEE | JEREER

IRB 45t aTEE AT EX=IN Medical | Non-Medical
IRB No. Protocol title Pl primary primary
reviewer reviewer

of chronic kidney disease

(78) MEEHFEE & 1F#Hits Report the terminated protocol : (4 None )
() FEEFESE 2 {EH £ Report the suspended protocol @ (4 None )
(V) IEEFEE ZHIZEH & Report the withdraw protocol @ (4 None )

(L) &R e JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

EX#f%/ JIRB/ C-IRB/ NRPB
FF3% | IRB 45k s P& E R E EFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
sTEAH
1 160707 [NRPB) NRPB2016030039 |5 255 7 X ())& PR~ IR
SHOU TUNG CHEN

£/ PDLL1 HifgffH 0 & 045 &8 A28 (Nab-paclitaxel) 5z FE507 5#AK ¥ 5% (Carboplatin)
FyRTEMEREE - JERE TR e R M Sy e B = P M e B

Neo-Adjuvant study with the PDL1-directed antibody in Early High-risk and Locally Advanced
Triple Negative Breast Cancer undergoing treatment with nab-paclitaxel and carboplatin

190317 [CIRB] 107CIRB12198 |$$EZEE 12 X HEFEE 1R [ -4
TzeHo Chen

—IHBTES BRCA fiE5e88 7 MG - 7 MEON AL (EOC) - AL O HI=A fF ] Pembrolizumab
1% » DA Olaparib BGZ2RIFIHERI U SE — 40 e 2 Bt K ~ S5 =555 (KEYLYNK-001
/ ENGOT-0v43 / GOG-3036)

A Randomized Phase 3, Double-Blind Study of Chemotherapy With or Without Pembrolizumab
Followed by Maintenance With Olaparib or Placebo for the First-Line Treatment of BRCA
non-mutated Advanced Epithelial Ovarian Cancer (EOC) (KEYLYNK-001 / ENGOT-ov43 /
GOG-3036)

190518 [CIRB]) 108CIRB03036 |$#BIZEE 6 X #)&F& bR
Ming Ching Shen

ATLAS-OLE:—IH$ ¥ Fitusiran JEJREA BCORTA S /(S JUARIL N T HI I e
A B¢ B BN EEBHRUE: ~ RHEAZ ARG

ATLAS-OLE: An Open-label, Long-term Safety and Efficacy Study of Fitusiran in Patients with
Hemophilia A or B, with or without Inhibitory Antibodies to Factor VIII or IX

190815 [CIRB] 108CIRB04065 |$%EHZE5E 4 X ()58 ERAEST
Wei Wen Su

H8H HIH
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—IEBRMZ ERTRGETINE =0 ~ B0 - R - f£2A00 HBV 27 (BR) FEARHE
ZHERR AR D AR s MR R T o 5F % 50 mg Lonafarnib/100 mg Ritonavir BID %
Ao ei A F4HC 180 meg PEG IGN-alfa-2a £545 48 #EA5H%¢ » MHERHY PEG IFN-alfa-2a BE—ype A6
ZRIBE R RR RZ4=: (D-LIVR)

A Phase 3, Matrix Design, Partially Double-Blind, Randomized Study of the Efficacy and Safety of
50 mg Lonafarnib/100 mg Ritonavir BID with and without 180 mcg PEG IFN-alfa-2a for 48 Weeks
Compared with PEG IFN-alfa-2a Monotherapy and Placebo Treatment in Patients Chronically
Infected with Hepatitis Delta Virus Being Maintained on Anti-HBV Nucleos(t)ide Therapy
(D-LIVR)

200326 [CIRB] 108CIRB05079 |$#EZEZE 5K #FE PREE
Sheng Hao Lin

—IEFE =0 ~ BERE ~ et O ER - $tER A RATZAS(EGFR) M 2e8: 7 5 BBt Bsl
VIR NREATE B - A5 DL osimertinib fF A EA G FHSEFAZEYI 0 _E pemetrexed (L5 -
E Ry sE—4R 6 (FLAURA2)

A phase 11, open-label, randomized study of osimertinib with or without platinum plus pemetrexed
chemotherapy, as first-line treatment in patients with epidermal growth factor receptor (EGFR)
mutation-positive, locally advanced or metastatic non-small cell lung cancer (FLAURAZ2)

200614 [CIRB] 109CIRB03040 |%#$THZEEE 4 X W58 MgEE
Jin-Chin Lin

P Jeri Rz B iR BRI RIED 6 < B 1E S M s M B SR N ARt e iy 2 5
P#Z Monalizumab SZ2IIAEF Cetuximab (9—THEE =8 - BT ~ 85 ~ 20~ 2R
PR

A Phase 3 Randomized, Double-blind, Multicenter, Global Study of Monalizumab or Placebo in
Combination With Cetuximab in Participants With Recurrent or Metastatic Squamous Cell
Carcinoma of the Head and Neck Previously Treated With an Immune Checkpoint Inhibitor

FOH HOH




