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2022 55 10 WE— NG B & Gekar ik
2022 year 10th-A IRB Meeting Minutes
#A Date(YY/MM/DD) : 2022 4210 A 11 H (EHi—)
fii] Time : 12:00-13:00
BE Location : FHEEATiAME Bl %% B BE / Webex
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 Personnel ( 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 )

AR (Bedh ~ FREEHE ~ HEEAIEAL ~ 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 )

EIHE (Beoh - FREH ~ IAE - ) [BMEB2EE R - (18 £RK0m 20 %) -
RELEP|

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

MESR (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 )

UN QT

B 7 BSHM(3) ~ FEHL(D) ~ FEAM(L) ~ AHEAEAETHR)
Medical Personnel doctor (3) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/

Statistics (2)
IFESR 4 AR ~ ) ~ HEEALR)
Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
Personnel
FHEE 7 ESAM(3) ~ sERH(L) ~ #EAM(L) ~ AR ()
Scientific member doctor (3) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/

Statistics (2)
JERIER 4 ERE(D) ~ 1) ~ A2
non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
member
5 5 FEAE) ~ BEN2)
male Affiliation with Institution (3) ~ non-Affiliation with Institution (2)
28 6 BER(3) ~ Besh3)
female Affiliation with Institution (4) ~ non-Affiliation with Institution (2)

s & ficig TBEIASTE ) Bk FEGEEZELAM L SR AREER R AMILE

NIEANL S LIS A L ZE Ty 2 DL B (MR HEN =02 — - 5
GG - G EECIRER - S H R AT E R E R G 2 RV
Pt i, - 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 ABSHR M E AR B GHS RIS | B0 FES AR —RIEF

FEAERL HWZBEEEREIN I ERAYRERSESREZE - A E-TTA
Db - At NZHFEES EA= 02 "D EZZEHE  CAU EZEEE - ER
FEL B Z B 05 - HEZ B3 R MR A HEf T & - 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

H2H HOH
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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 : (FkfEES omit title)

CR O B B B

w0 (IRB L)
HIEE (IRBITEAR)
5= (IRBTELAR)
AZEE (IRBTEAR)
P (IRBITEAR)
&2 Leave : (JEkfEMES omit title)
AT (e ~ BEP5E ~ BT ~ 20D

Ng Sock Ping ( IRB secretary )
Yeh, Cheng Chi (IRB staff)
Lin, Ciao Yun ( IRB staff)
Hung, Tsui-Hsia ( IRB staff )
Li, Hsin-Yi (IRB staff)

Hsiao, Yi-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

female)

i fi5 Absence : (JEfEES omit title)
W #% Recorder : #3285 Hung, Tsui-Hsia

11~ EERNE Meeting

T st BT ek
4mit © 220716 g N | BIEREE
e oy | BRBRAAREATE A A BRI S RS R
Uirze #3551 K] T
ERA P THE
st - 201114 —IHE S BRI - B ZERIER | BIERIESE

(s s 2 K]
EFFA ¢ MREEAE

Al - FESCRIAR 8 B2 G RRAIGR I EBHIRTE/ N
HahfiEE P > EEEE TIRAGOLUMAB & fif
ATEZOLIZUMAB fii_t PEMETREXED A
CARBOPLATIN/CISPLATIN %51
PEMBROLIZUMAB L= PEMETREXED Al
CARBOPLATIN/CISPLATIN )%

4R5E © 210702
GELSTIE|
ERFA - PREERE

—IARER T4H ~ BB =~ FRcEEEs  DUEAER
PEBRR ST BRI/ NIRRT 75 A R ¥ 5 BRET RY
T457T Pembrolizumab FHEZAEEARES T
Pembrolizumab - 7 {f & H R (LRIF R —
SRRV EEYE) TR e M

EHERE A U
LAY L
Bk

(—) Blimis > ¥) 22 Z=(f5 5254 )Report the approved protocol by expedited review
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 220807 | FRa B = TH H B AR R % W= (&) (&)
Investigation the correlation of food service | YU HSIN (N/A) (N/A)
satisfaction and food ingestion in hospital TING
2 220813 | FLEHERCATRIEHE I ATIAGE + DIEMIIE | =52 (&) (BE)
Ryl Huang (N/A) (N/A)
The mammography screening in Yunlin Chien Tzu
county: a retrospective study
3 220906 | FRESTL RIUR EMEEN G O R a&E | A (i) (HE)
2R ¢ [E AT Hui-Ju Yang| (N/A) (N/A)
To investigate the effect of modified skin
flaps in repairing facial wounds and
reconstruction after surgery: a retrospective
study
4 220921 |DAA TSN = AR 2 35 ER | SR (%) (H)
Application of artificial intelligence to WU DONG-| (N/A) (N/A)
predict the occurrence and recurrence of YING
endometrial cancer.
() sk B 2 885 25 (5 55 2% & )Report the approved amendment 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 180907 | —THZE 3 HA ~ FAKME - FEM I HCEES - Pz (i) (&)
(35 11 K] $HERTEZ ESA HREFEEHNTELLMERAYZ | Hsuan Yu | (N/A) (N/A)
algr 0 BLIPSS-R Gl Rifl ~ fRE 5 Lin
JE\F b B AR A BAE(EEE (MDS) 5[#E
Z &I 0 iR Luspatercept
(ACE-536) fH#:> Epoetin alfa AYEER
Zak
A PHASE 3, OPEN-LABEL,
RANDOMIZED STUDY TO COMPARE
THE EFFICACY AND SAFETY OF
LUSPATERCEPT (ACE-536) VERSUS
EPOETIN ALFA FOR THE TREATMENT
OF ANEMIA DUE TO IPSS-R VERY
LOW, LOW OR INTERMEDIATE RISK
MYELODYSPLASTIC SYNDROMES
(MDS) IN ESA NAIVE SUBJECTS WHO
REQUIRE RED BLOOD CELL
TRANSFUSIONS
2 181244 | FIxHARIER G B S AR RER MR | FERUE (i) (HE)

HA4H 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
(35 2 X]) | GEEEZMIIRE G4 | ChenTe (N/A) (N/A)
{bHIRRE Chou
Utility of diffusion weighted imaging (DWI)
virtual elastography and MR Elastography in
liver fibrosis assessment
3 191236 | [EAEHT(Primovis) sy ~ AT EIRRG Y | RS (i) (HE)
(55 2 2] ) | St Re g {0 B g8 I RE ) o0 A ChenTe (N/A) (N/A)
Utility of Primovist-enhanced MRI with Chou
whole liver perfusion imaging in
characterization of liver tumors
4 200916 | —THSTHEEEMEZ Bictegravir/ Ell= (i) (i)
[ 55 3 2] | Emtricitabine/Tenofovir Alafenamide Liu, (N/A) (N/A)
(B/FITAF) =~ HIV-1 JEiZssk AJwE > 5 | Chun-Eng
AR ~ 22t~ RIS AIEEEHRA:
Ean B ~ R AN ~ BEAHEER
Multi-country, non-interventional, cohort
study of the effectiveness, safety, adherence,
and health-related quality of life in HIV-1
infected adult patients receiving Bictegravir/
Emtricitabine/Tenofovir Alafenamide
(B/FITAF) in Asia
5 210908 | & TR EiR Eiisas S BHEAITON | B2 (i) (H%)
(55 3 K] | B 20 B e B 2 £ Jo Pz Yen Tze Liu| (N/A) (N/A)
Establishment of a machine learning model
based on the employees’ health database for
cardiovascular disease and work overload
risk prediction
6 220103 EFEHOMEREIR ARG ARSI R | RER (9] (H%)
(55 1] (HH4S R A Wu Jian (N/A) (N/A)
Long-term results for the treatment of sheng

non-resolving central serous
chorioretinopathy

(=) HET M B4 (75 5,45 25)Report the approved interim report by expedited

review
R EE | JEREER
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200518 | fHE — MR RN SRR RDRIEE | K (%) (H%)
(25 2 k] | ZER RN & Ku Tien (N/A) (N/A)
Development of real-time detection platform hsiung

for the new coronavirus based on highly

HS5H HOH
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BERIE | JFEREEE
J79% | IRB 4g55% ELTH FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
specific loop-mediated isothermal
amplification (SLAMP)
2 200916 | —THSTEHESMEEZ Bictegravir/ =t (i) (i)
[ 25 2 Zx ) | Emtricitabine/Tenofovir Alafenamide Liu, (N/A) (N/A)
(B/FITAF) 2 HIV-1 gk AJHEE > 5F | Chun-Eng
AR ~ 2t~ RIEHEREFEAER 4
Em AR ~ JES AN - BEAHEER
Multi-country, non-interventional, cohort
study of the effectiveness, safety, adherence,
and health-related quality of life in HIV-1
infected adult patients receiving Bictegravir/
Emtricitabine/Tenofovir Alafenamide
(B/FITAF) in Asia
3 210813 | EZ RIS E ~ I T2 | S (i) (i)
(55 1] | B EREE T~ FE YRR Jui-Hua (N/A) (N/A)
The relationship among the service quality, Huang
service effectiveness and primary caregiver
burden in home care service
(IU) $RECFE 2 45ZEH 4 Report the final report for reference
BEREE | JFREEEE
J75% | IRB 4&5% SrETH FFFA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 201009 | PR FEATHE RSN R H X FREE A (H&) (B8)
Early Warning Sign Critical Factor Project Sheng Hao (N/A) (N/A)
for Chest Medicine Lin
2 211008 | BFEAG ST E H 4= K+ (aflibercept) | SRES (H&) (B8)
JEBFF R AR 3% ~ B ~ e | Wudian (N/A) (N/A)
BT ARG 3% & B R i e sheng
Idiopathic retinal vasculitis, aneurysms, and
neuroretinitis (IRVAN) syndrome treated
with Intravitreal injection of Aflibercept: a
case report
3 211027 | &FERSEEE Z B ECAREGIRE B ine | REA (&) (i)
FERES MY Z S BE Wu Jian (N/A) (N/A)
Corneal ectasia after unsuccessful sheng
laser-assisted in situ keratomileusis (LASIK)
with incomplete flap formation: a case
report
4 211031 JEPlEhes - EAHRR A R PHZENE | RER (&) (i)
B R BRI DTSRV EIR R R Wu Jian (N/A) (N/A)
Cytomegalovirus retinitis with occlusive sheng

H6H H9H
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
vasculitis and the slow clear up rate of retinal
lesions after treatment
5 220328 |EEIREERRAN 2 NMSRYE - TIFRFHEER | #PFH (i) (HE)
EEREE S EPEZSa) Yi-Ching (N/A) (N/A)
The Study of Correlational Factors among Lai
Personality Traits, Working Atmospheres and
Turnover Intentions on Bedside Registered
Nurses.
(F1) HECHFEE 2L #H5 Report the terminated protocol
Frak|  IRB 4wk sFE T FRA | BREEEF | FEER
200518 | BE%— SR EMETERBEKIEIDREIE SR | SRk (HE) Fh
MBI & KuTien | (N/A) | Filefor
1 Development of real-time detection platform for hsiung reference
the new coronavirus based on highly specific
loop-mediated isothermal amplification (SLAMP)
SEULFERA - MRS R A E o FRREN A - SHEEEER - ISR
S > AFRFFEAIAS o
220422 | LIMEESEREARTEANG S 8 14 RIJEFRITIMEE | Mgk (HE) Fh
NGRS Chun-Wei| (N/A) File for
2 Machine Learning Model for Predicting 14-day Lin reference
unpredictable hospital readmission in patients with
pneumonia
SHIFER ¢ BREECUUE &R =R HER AR - BENHEER - DIER Al £
%E o

(7N) HEEEE 2 E {2445 Report the suspended protocol (4 None )
(1) HECHEEZHIZEH4 Report the withdraw protocol :  ( fi None)

() sk~ B/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

EX| e/ JIRB/ C-IRB/ NRPB
FFik | IRB 4Rk SR PR B FHA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
s+E4F% Protocol title
L 220812 [CIRB] 110CIRB08184 |¥#i% 1H%E5 2 X e
Chien Hsun Hsia

FTH HOH
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—IH R4 55 = HARE I 7y 40 ~ 22 IR AV R R e B - VA B H B ER (L 25 &5 (sGC) I
Vericiguat/MK-1242 FH i~ E S H U 4 70 28 2 18 1 U g0 e NSRS B 2 4= 1

A Pivotal Phase 3 Randomized, Placebo-controlled Clinical Study to Evaluate the Efficacy and
Safety of the sGC Stimulator Vericiguat/MK-1242 in Adults With Chronic Heart Failure With
Reduced Ejection Fraction

220821 [CIRB]) 111CIRB01015 |¥rZE #HEFE 1 XX PREEAE
Sheng Hao Lin

Bt BN B AT 17 B A NS OB Y I B B RS 1 SR Nl B i e (NSCLC) B - i
Sacituzumab Govitecan &AM —4ERAT—IHBABUTEC ~ 29l ~ 55 1S

An Open-label, Multicenter, Phase 2 Study of Sacituzumab Govitecan Combinations in First-line
Treatment of Patients with Advanced or Metastatic Non?Small-Cell Lung Cancer (NSCLC)
Without Actionable Genomic Alterations

181111 [CIRB] 107CIRB02016 |$§H 2 12 X ()% FEE S
Hung Wen Lai

—IHHE =M Bl BEROEC - BB REE - T Ttz =tk AR AT o R
ATEZOLIZUMAB (37 PD-L1 $i%) ffFLL ANTHRACYCLINE/TAXANE B FAVE§EITE
(LR L AR

A PHASE IIl, MULTICENTER, RANDOMIZED, OPEN-LABEL STUDY COMPARING
ATEZOLIZUMAB (ANTI-PD-L1 ANTIBODY) IN COMBINATION WITH ADJUVANT
ANTHRACYCLINE/TAXANE-BASED CHEMOTHERAPY VERSUS CHEMOTHERAPY
ALONE IN PATIENTS WITH OPERABLE TRIPLE-NEGATIVE BREAST CANCER

200614 [CIRB]) 109CIRB03040 |$HHZEEE 6 X I MAEE
Jin-Chin Lin

PR Z 8 R i AR IR G 2 A 1R S M B M B S S IR AR e Y =2 5l
$#5Z Monalizumab s REFIGEA Cetuximab HY—IHZE=H ~ BT - 5 ~ Zrhul - &
BRMEE R

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

211009 [CIRB] 110CIRB03046 |88 2= 4 20 {)5% RISy
Chih Chun Chuang

—IEEE b ff ~ 2ERME ~ Sl ~ BRI - ODRHE N B e s - st DUE A B GEEEES
Z 446 Ranibizumab Y 36 28 FESEFRAE E B AR (8 1 2 A 1 s DR B0 S8 FE IR - ek
Eil gty )7 2% (VELODROME)

A PHASE lllb, GLOBAL, MULTICENTER, RANDOMIZED, VISUAL ASSESSOR-MASKED
STUDY OF THE EFFICACY, SAFETY, AND PHARMACOKINETICS OF A 36-WEEK
REFILL REGIMEN FOR THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB IN
PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION
(VELODROME)

211009 [CIRB] 110CIRB03046 |&#HH ZE%E 3 X )& RS
Chih Chun Chuang

H8H HIH
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—IESS o 81 ~ 23R ~ 2l ~ BEOEC - SeHE N e e el - ST LUE ALY F#EE
Z 446 T Ranibizumab HY 36 28 FeSEEAE (T M A8 18 T A A M s DR EED I S0 FE IR~ ek
B %118 /122 (VELODROME)

A PHASE Illb, GLOBAL, MULTICENTER, RANDOMIZED, VISUAL ASSESSOR-MASKED
STUDY OF THE EFFICACY, SAFETY, AND PHARMACOKINETICS OF A 36-WEEK
REFILL REGIMEN FOR THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB IN
PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION
(VELODROME)

211010 [CIRB]) 110CIRB03048 |##Ei2e55 3 K W& HE
Chih Chun Chuang

—IAZ L ~ BRBCMERY AR (s o SHEEET AR R A A M s B B 8 B A DARE A TR (%
A H4 T Ranibizumab 8y &HAZ 2 MEBE <7 £ (PORTAL)

A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-TERM
SAFETY AND TOLERABILITY OF THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB
IN PATIENTS WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION
(PORTAL)

180913 [CIRB] 107CIRB03035 |HAf#i&EEE 4K HEF 1R PREEEE
Sheng Hao Lin

—IApHHIHERE & EGFR e85 2 TKI HrEsi: Z s I R AR I B/ N AR (NSCLC) <25k
# > EL#Er Pemetrexed + S8 LS P& 6 Pembrolizumab (MK-3475);&5% A a5 -
EE - F=HHER (KEYNOTE-789)

A Randomized, Double-Blind, Phase 3 Study of Pemetrexed + Platinum Chemotherapy with or
without Pembrolizumab (MK-3475) in TKI-resistant EGFR-mutated Tumors in Metastatic
Non-squamous Non-small Cell Lung Cancer (NSCLC) Participants (KEYNOTE-789)

191102 [CIRB] 108CIRB08134 |HAh#55E 3 X ¥ FER 5
KuanMing Lai

Erdafitinib FIRIEHIEAGHERT H FGFR BRI 2 2 — 1% —HisE
A Phase 2 Study of Erdafitinib in Subjects with Advanced Solid Tumors and FGFR Gene
Alterations

10

201019 [CIRB] 109CIRB08138 |HAf #5562 X FHEF 1K FXH
Wenfu Wang

—IARERE ~ 2ol Rl SHEBATTALEENE 2 2818 R #252 GANTENERUMAB
ezt ~ i 2 PR

AN OPEN-LABEL, MULTICENTER, ROLLOVER STUDY TO EVALUATE THE SAFETY,
TOLERABILITY, AND  EFFICACY OF LONG-TERM  GANTENERUMAB
ADMINISTRATION IN PARTICIPANTS WITH ALZHEIMER’S DISEASE

FOH HOH




