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2022 year 1th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2022 01 H 21 H (EHiH)
f& Time : 12:31-15:09
BE Location : tE#Af#E 3F  FO35 g =
[ 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 )

PR (BeA ~ B9 ~ Bl ~ 201)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

RETF N ~ B B~ B

[ IRB 220106 F1| 7 #E##- 175 5] £ 55 A By [EEPFTEEEN IRB 220106 Avoiding conflicts
of interest Physician of the same department ]

[ IRB 200615 FI| %520 3#- 3 57 A Ky [EEFFTEEET IRB 200615 Avoiding conflicts of interest-
Physician of the same department ]

Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

wRE(EAN ~ JERE ~ (e - 1)

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

Bt (Besh ~ 87 ~ Bl - 551)

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 )

ME=(BSE ~ IR ~ FRREEZE - M) (PRS2 GEGR-2L  ARER]

FL1H HI10H
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Lin, Chien Yun (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

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

FEE (Boh ~ FREHE - AR AR ~ Bk

Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | sk

B 6 | BEAN(4) ~ ZEEH(O) ~ Heat(D) ~ thE At(D)

Medical Personnel doctor (4) , Pharmacist (0) , Statistics (1), Member of
society(1)

B 4 | tE AEQ2) ~ JEEQ) ~ mAEREEQ)

Nonmedical Member of society (2) , Law(1), Patient group

Personnel representative(1)

e 6 | BHN(4) ~ E6H(0) ~ &ET(D) ~ tEEAE()

Scientific member doctor (4) , Pharmacist (0) , Statistics (1), Member of
society(1)

FERIEE 4 | g AL EERQD) - mAEREFEQ)

non-Scientific Member of society (2) , Law(1), Patient group

member representative(1)

% 6 | BENE) ~ BeAN)

male Affiliation with Institution (4) , non-Affiliation with
Institution (2)

B’8 4 | BEAE) ~ BEAN2)

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

i Remarks :

O {45 " NE7EL ) Bk FEGEEZAE AL L GE8ERERH
it & ATEANL s HFERE IO N LB Ly 2 DU E 5 R — MR SRR
=2 —  BHEGHGET  FEEEHIETEMEBTEEER - ST R
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

H2H HI10H
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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.”
@ K " NS AL S gHS OEEEHEPNE | BN R  FEgHH
—RIEFEE R HHEZBEAESEIN I ERAYBERIELSRER

E— AN E-AALE - At ANZEEG EAF=22 U ELZZEHFE
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 )

#EF Yeh, Cheng Chi ( IRB staff)

FI5Z= Lin, Ciao Yun (IRB staff)

7E2EEE Hung, Tsui-Hsia ( IRB staff)

g Li, Hsin-Yi (IRB staff )

B Leave : (B%FEH& omit title)
B AR - B S5 - M)

Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ), Pharmacist,

3

male )
B SR (GS ~ JERR e AL BE)
Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )
i J&& Absence : (BEFEES omit title)
E #% Recorder : #£T5Z Lin, Ciao Yun
T~ Fk N Meeting

(—) shamRZE (FZEF B R Discussion (theme and decision)
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FE EHE T Hik
Gmok ¢ 211205 TR FIF AR R A B2 ot R R E L | ok
G =N DR 2 BEE PR ¢ R ER
TR BB ST S iR e B B B BT Ah
Smot © 211227 A4b ~ 8L - BEEMLER ) RREUEE YIS | BIERES
=] R BRI N2 e TR
FFFA : HrEh
Fmit © 211229 EREERE RS A A T ERET) | BIERRY
(=] B R VESRIOHEIERE: | BE
FFRFA - R
St © 211242 FEEAEA b A B S B E (EARE T
O]
FFRFA MoK A
dmit © 220106 SIER L 2 47 BRI SR (EARE T
(=]
FEFRFA MoK A
dmit © 161208 TR M e R AR IR R L BT B 4HRNATIDE | EIER
(i sR&E5 5 K] PR B 2 Sy A B A R AL R
S VNEE- 270 ERn e
Umak © 171215 RERATHBEZEMIRANY | BEAH | BIERESE
(s 4 K] IVYSE e e AL A A
FFA BRI
4m9k © 181238 PER 5 =7 f5 81 (Analgesia nociception A
(s 3 K] index) 2 e 78 2 S0 B it i
TR EH FETRIZE °
4ok © 181253 PRETE TP S, SR MR RARGE I | o
(k&S 3 K] T P SR B o O T IR R 7 A i 82
FFRA : BEA BRI P AEYIFE IR Ny T MR Y

Fi[H]

&t © 190101 B MYHO AERARIT MRS E < RIGHTEE | B0
(s 3 K] PREA B i e
FFRA =
4muk 1 201229 PR R S I AP ERiR B B 2 | BIER S

[4Ez @EFS 1 X]
&L
EFFA B

RS
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4R © 200615

F=b I BB ~

BF

&

ElsEav & ti i

(] BIIB037 (aducanumab) FHAScRiS A
202201-8 Aducanumab 221AD103, 221AD301,
TR ECH 221AD302 #i1 221AD205 G EaHYIR 24 BEE
ZEHE et
4myE © 200820 SFfti{E A GSK3228836 Ja#1@M: B BUfF:% | 7 FIEG s ETT
[ HEfEEH] B SZEE Z BE L 2R b 1
202201-2 s ~ BEIESTEC ~ HorE T - TR
EESUNRE 73i5% (B-Clear)
4mak © 201229 PRSI E PRI B B 2 | R R AR EET

[FEREE]
202201-4
EFFA BB

BT

4R%E © 210312

[ FEREE]
[B17 1K
202111-9
ERA  BREE

Zrul ~ oD ~ BRI R

— It BRII-835 (VIR-2218)71 BRII-179
(VBI-2601) & fFR AR A eME B ZURF 3%
8 (HBV) B 2 L MR 2 Y

i AR R T

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

by expedited review

BREEE | JFEREEH
FFo% | IRB 4m5ik sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211206 |"{ERREFHIRE T ABIER A ERBS L | BREXL (i) (GE)
RS R R CE S AL B S L |YenJu Chen | (N/A) (N/A)
1~ IEEERR RS ~ ek 77 M
Examine the Effects of the Service of
Preparation for Return to Work in Cancer
Patients: Development of the Occupational
Assessment Inventory to Cancer (OAIC) -
Chinese Version, Care Needs Assessment,
and Testing of the Service Program
2 211209 |PANCREASaver B, " N TSR | HET (&) (H&)
EEENEANEAY | ST R B BlEiEM: | MuKuan (N/A) (N/A)
| Chen
Cross-institutional retrospective and
prospective clinical validation of artificial
intelligence model (PANCREASaver) for
detection of pancreatic cancer.
3 211213 |\GUEBBRZFE B IIRAEHEN | RER (i) (HE)
24 - RS Hsinhung | (N/A) (N/A)

HS5H HI0H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

A retrospective review of 10-year trends Wu
pregnancy-related complication and risk in
women with and without assisted
reproductive technology

4 211214 |\ PRESIEES S 5o s (o0 RGBT R B R (OB | SRk (i) (HE)
VAR o IbE PR R iR (E B SR T B PR | Chew Teng | (N/A) (N/A)
THIZHVRERHME 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

5 211231 | s R THE AL 1T PREEME (i) (H%)
Establishment of an early warning model for | Sheng Hao (N/A) (N/A)
respiratory failure Lin

6 211241 | PIsg{bAd MEWS (MEWS+) it Az TRAEE (i) (H%)
BRI THE Rl chin fu (N/A) (N/A)
Established innovative medical care early Chang

warning technology with enhanced MEWS
(MEWS+) feature model

(=) HEEZMKE

S8 5 22 (f5 5 #%) 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 210206 | DURRAEBS IR OISR B2 R AR S8 R O BE | £ (i) (&)
(25 12K ] |MHEAIEE M B E (2 B H AL | 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
2 210719  |HgheE X SE 2 GEEEI A T A S 2808 | =B (GEY) (i)
(55 1x] | 2R Kuo- Yang | (N/A) (N/A)
Chest X ray nodule Al assisted detection Huang
model development
3 210817 | DIA TR EWB2EHEIMG Z EikE g | == (&) (H&)
(= 1X] |4k Chang Lun | (N/A) (N/A)
Application of artificial intelligence to assist Huang
CT diagnosis of thoracic trauma
4 210906 |UAATEETHAVMGEREER 2 FHENE | =5 (i) (HE)
(5 1K) [ FFEA Chang Lun | (N/A) (N/A)
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Artificial intelligence to predict clinical Huang
outcome and medical expenditure in trauma
patients
(PU) s et > BT #45 (76 5 28 ) Report the approved interim report by expedited
review

BELE | JEREER

J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 171002 | teMpmsn & g - R B E b3 E | BIFTT (i) (H%)
[ 25 4 2k ] | Integrated Care Model for Chronic Disease- | Ping Fang (N/A) (N/A)
systematic and individualized development Chiu
2 171224 | KRR AN Z 82 Dreir A Ra i aR | BRI (i) (H%)
(25 4 R | BoBdn BB B A BRI 2 52 Yau Huei (N/A) (N/A)
Studies of mitochondrial disease and insulin Wei

insensitivity using patient-derived induced
pluripotent stem cells

3 200208 |LIBRETTO-431 : —IEZ 0, ~ FElESY PREEE (%) ()
(552 X] |EC ~ FUEoR ~ 56 3 HHatEs » Lhig Sheng Hao | (N/A) (N/A)
Selpercatinib i< $HF1 Pemetrexed &4 Lin

FHE ARG Pembrolizumab » 40 A ltHA Sk
HERS M RET g oI E NRR R R #I4G
Etis

LIBRETTO-431: A Multicenter,
Randomized, Open-Label, Phase 3 Trial
Comparing Selpercatinib to Platinum-Based
and Pemetrexed Therapy with or without
Pembrolizumab as Initial Treatment of
Advanced or Metastatic RET Fusion-Positive
Non-Small Cell Lung Cancer

(7)) MECHFE 2 4EZEH 2 Report the final report for reference

BREEE | JFEREH
FF% | IRB 4m5ik sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200126 |WERSEUSEZEORAREE R HRRE | TR (&) (GE)
T A2 ifisEEEZERY TEIZ — {82 | CHUNG, (N/A) (N/A)
LTS CHE-
Outcome of untreated lung nodules with LIANG
histological but no microbiological evidence
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BREE | JFEEESE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
of tuberculosis: a multicenter study
2 200128 | REMERGEE R ABEAEET R AGETh | A (i) (HE)
Assess the use of long-term care resources Chun- Min (N/A) (N/A)
for dementia and its effectiveness Chen
3 200705 | EEiE AR ATt G H Y R Bl 5% (i) (%)
Development and Validation of a Brief Nan Ying (N/A) (N/A)
Questionnaire for Assessment of Cognitive Chiu
Function in Major Depressive Disorder
Patients
4 201217 | SRR AR BRI TEDRIR + FXH (i) (H%)
Predictors of nursing home Wenfu (N/A) (N/A)
admissioninstitutionalization for persons with| Wang
dementia
5 210119 | fE&9m g i A EfR & (CRAB) 2 ST F 4l (&) (HE)
R I EAT R B B R o i HSUHSIU | (N/A) (N/A)
Risk factors of healthcare-associated HSIU
infections with carbapenem-resistant
Acinetobactor baumannii(CRAB) in
intensive care unit
(78) W EFEE 228 1F#it5 Report the terminated protocol
(1) HECHFEZE{FEHE Report the suspended protocol
(J\) MEDHEE ZHIZE#H 4 Report the withdraw protocol
R
n n o | R
Fraf | IRB 4R5% s AT FFA Medical N
No. | IRB No. Protocol title PI primary
) result
reviewer
211021 MR AN Z e EERTTENCEIETHIIME: | R (i) Fh
14 R A& Ching (N/A) File for
1 Utilize Patient Safety Walkrounds Focus Hsiung Lin reference
Initiatives to Improve Unexpected
Readmission within 14 Days

(1) ez B#le JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

IS
No.

IRB &%t
IRB No.

B f#fe/ JIRB/ C-IRB/ NRPB
i IS SAE
NHRI/ JIRB/ C-IRB/ NRPB Stage
protocol No.

FEFFA

Pl

== 4% Protocol title
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211222 [CIRB]) 110CIRB08198 |¥#ZE ()% REE T
ChingHsiung Lin

P MEPEZEMERR (COPD) b R HASRAYZEINZE (EXACOS ZEHST) « AHERARIEE
JRAEEZ - COPD e B b ARHVETE - DL B B b3 A PR SRR PR S B P R A
AR T R H

Exacerbations and their Outcomes International (EXACOS International): Understanding the burden
of severe exacerbations of COPD and the association between frequency of severe exacerbations
and clinical and health-care utilization outcomes in less well-resourced countries

220104 [CIRB] 110CIRB10239 |#ZE @)% RS e
ChingHsiung Lin

—TAPEETETAiiSE(Mepolizumab); &8¢ % B2 Sl < A B E B S5E (REMIT H15Y)
A Real-world study to evaluate Effectiveness of Mepolizumab In treating severe asthma in Taiwan
(REMIT)

180211 [CIRB]) 106CIRB10146 |85 ZE55 12 X ¢JE& FXH
Wenfu Wang

—IESE I~ ol BEOTHEC ~ B ~ ZRIRIEIE - SPIT04 > £55F GANTENERUMAB
{50 P SR (AT B S0 2 28 ) ol 25 R I S A BN e T

A PHASE I, MULTICENTER, RANDOMIZED, DOUBLE-BLIND,
PLACEBO-CONTROLLED, PARALLEL-GROUP, EFFICACY, AND SAFETY STUDY OF
GANTENERUMAB IN PATIENTS WITH EARLY(PRODROMAL TO MILD) ALZHEIMER’S
DISEASE

190517 [CIRB]) 108CIRB02015 |8 §ZE5E 6 XX )& I e o
ChuanCheng Wang

AIM-HN K SEQ-HN &% © —IH 2 B#eH ~ JELCEE: ~ fRdtatEs - SF(5 Tipifarnib f£755H
HRAS ZES8 ST @R ATHERE (HNSCC) B Th AV (AIM-HN) > LK. HRAS ZE88 5,
—&RE B MEROARH HNSCC 2B ERE 2 (SEQ-HN)

The AIM-HN and SEQ-HN Study: A 2 Cohort, Non-comparative, Pivotal Study Evaluating the
Efficacy of Tipifarnib in Patients with Head and Neck Squamous Cell Carcinoma (HNSCC) with
HRAS Mutations (AIM-HN) and the Impact of HRAS Mutations on Response to First Line
Systemic Therapies for HNSCC (SEQ-HN)

200517 [CIRB] 108CIRB07115 |#EH 25 42X W& ERAEST
Wei Wen Su

—IEASH R - BEOEC - e - BRI aEER  SHEZEFARAERANENE B BURFR
SO £

APHASE 1I, RANDOMISED, ADAPTIVE, OPEN-LABEL PLATFORM TRIAL TO EVALUATE
EFFICACY AND SAFETY OF MULTIPLE COMBINATION THERAPIES IN PARTICIPANTS
WITH CHRONIC HEPATITIS B

200802 [CIRB] 109CIRB05082 |%EHZESE 4 X W)%& VUS A
Hsuan Yu Lin

—IEE =M~ B - FRUESC - AREAH R Hu el o #H¥ B ATE REZ el
RIS R ML RRE (PNH) &% » 5FiE CROVALIMAB Ay ECULIZUMAB
RS R e

A Phase 111, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the Efficacy
and Safety of CROVALIMAB Versus ECULIZUMAB In Patients with Paroxysmal Nocturnal
Hemoglobinuria (PNH) Currently Treated with Complement Inhibitors
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200803 [CIRB] 109CIRB05083 |%EHZE5 4 X W)5& VUS A
Hsuan Yu Lin

—IHE =M ~ BEOYEC ~ BUEEEC ~ ARREEE AT 08 - S SRR BEZ R HIH]
BRI R FEIMAL R RAE (PNH) & > 575 CROVALIMAB it ECULIZUMAB
HIRRR S 2

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

200809 [CIRB] 109CIRB05070 |%#EHZEE 4 X W)5& HHE
Ya-Chih Tien

—IAZ L ~ BB - B - ZRIBEE - SHToHENER  SHHEAE P R R e S
PEALPEMEIRE 25l - 57l dapirolizumab pegol 258 sz 2 4=

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

181205 [CIRB]) 107CIRB07113 |HAH#iesEE 3 | Wi PREE AL
Sheng Hao Lin

— JH §F ¥ Brigatinib (ALUNBRIG) ¥#f . Alectinib (ALECENSA ) H 7 (£ H
Crizotinib(XALKORI ) B e b e BT 83 MR EE R 2 A P PR S B AR e B Y
=1~ BER OB ~ BRI~ e
A Phase 3 Randomized Open-label Study of Brigatinib(ALUNBRIG TM ) Versus Alectinib
(ALECENSAR ) in Advanced Anaplastic Lymphoma Kinase-Positive Non-Small-Cell Lung
Cancer Patients Who Have Progressed on Crizotinib (XALKORIR )




