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2021 year 3th-B IRB Meeting Minutes
—H HH Date(YY/MM/DD) : 2021 4203 H 19 H (EHiF)
£ fi] Time : 12:25-14:39

— ~H# B Location : fE/A A Bl %k B &
g~ F f#& Chairperson :
FEH (R ~ BE - BA - B
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
Hif#E AN & Attendant © (BRFEHES omit title)
mGEEEEN - B it B
Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),

statistics, male )
B R (BN~ B~ BED - B
Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male)

W EERBE B SR )

Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),

Pharmacist, female )

B ECRECGEN  JERE - e R 1)

Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Social Worker, female )

B SR ~ B BET - B

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

male )

W REE (AN ~ B (g AL s )
Hsieh, Ya-Hui (non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Member of society, female )
B SRS ~ FEEE - g AL~ B
Chen, Chih-Tung (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

B REZEEN - JERE S EEREE S U) [P ZEE G- AERE IR EE
EERER]

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

F1H H8H



member ), Law, female )
FEZEEIN - FIFER - g AL~ B

Wang, Fu-Yan (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
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member ), Member of society, male )
P (BN -~ JERHE ~ AR ER ~ i)
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical

Personnel ( non-Scientific member ), Patient group representative, male )

=3

B

Medical Personnel

NEL | sk
B 6 | BHAH(3) ~ BERH(L) ~ AT ~ FEE AL

doctor (3) , Pharmacist (1) , Statistics (1), Member of

society(1)

FREE 5 | ttE ALG) AR ~ mARERS R

Nonmedical Member of society (3) , Law(1), Patient group

Personnel representative(1)

Pz 6 | BEHG) - BEAT(D) - it L AL(D)

Scientific member doctor (3) , Pharmacist (1) , Statistics (1), Member of
society(1)

FERIER 5 | ttE AEQ) AR ~ mAERE AR

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

member representative(1)

5 7| BEN@) ~ BEAN3)

male Affiliation with Institution (4) , non-Affiliation with
Institution (3)

z 4 | BEN@) ~ BedN2)

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

#5%F Remarks -

O i " NBSHIEE ) Bk FEGEEZENAL L  GEERERNHE
it g AIEA L IR LIS N LB Ty 2 — DB MR EER
=2 — - EEGHGR GG EHEENE S - SRS
T E B 2 ARFEAFEHHE R - 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
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appropriate group affiliated with the human subjects, to attend and provide
comments.”

@ kg " NS mEEEZ B GHSGEFEIPNE ) A0 - FEG AR

—MARFEE TSR > RN ZR BIEEEEE N IFR A RER ST 7R
B— A E-AALE At NZEEE EAF=r2 U ELZZEHFE

t AL EZEEE  EALHL L2 ZEHR - (5T - HEZEERE
—MERIES » ANEHEfTEEE - 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 N & Presenting staff : (EkfElE omit title)
B #E7FE Yeh, Cheng Chi (IRB staff)
B HLI5ZE Lin, Ciao Yun (IRB staff)
B ZSfE Li, Hsin-Yi (IRB staff)
=5 &t Leave : (JkfEES omit title)
B RBEEEEA - B B 2t
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )
e [ Absence : (B%fEHS omit title)
= #F Recorder : #£F5== Lin, Ciao Yun
T~ FEFNA Meeting :
(—) StEmeiZE (EZE TR 5% ) Discussion (theme and decision)

| st E AT i
dmet 1 201214 —IHEH 26 B - %5 - SEEEER 0 EREE— | BIERES

(2 BEE 1K) ZX Insulin icodec EifFH —ZK Insulin degludec 100
Fi A ¢ kg unltS/mL N Tﬁﬁﬁﬁﬁﬁ%‘%ﬁhrﬂ%ﬁr%%
51%@ﬁﬁﬁ%%?Z%gﬁ”ﬁ%@ﬁi?ﬂ%ﬂﬁx&%,ﬁiﬁ
24 : ONWARDS 3

4R5E 1 201229 th PR R & IR as R Bl B 2 A BIERIEE
Uz #8955 2 X1
EFFA ¢ B

il
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4R5% 1 210219 PRESBA LTI il 1% 8 B 32 =2 _EROEENRIFIR AL | BIERIRY
€= JEE ~ 95 S RN B RS IR 5 2 3
FERA  EHA
4R5% 210303 BRI TR S IR T EIER IR
U]
EFRFA ¢ BEE
4mek © 210310 —IHE 3b H - BEAH - BARCMESER o R BMN 270 | (ZIEIGEE
(2] ( CABRAH R 5 Ryl /1 AR NI A5/ USEIT
T g ?) %fﬁﬁﬁf@aﬁ%éﬁﬁ?ﬂ?ﬂ%ﬁé A BIMAREEZ
BRI 2
4moE 181263 SR3OS PN E e RN EE S BIEREY
(A 2 K1
FFA T BB
4mok 0 191112 bbdgnnty EB i€ ER R BN B TRILE &R | ok
[ o T SR A R PR = (B
1R EES 3 K]
FERFA T RESL
ot © 200213 2020 FEEERRYI R WS R A (ENRES-E
(s s 1 K]
o EE
EFFA ¢ BB
4mak © 200307 TAF fEFEN LR B RUAT SR St (RRRU Bl et | it
(s s 1 K]
EFFA BT
4R 0 191112 Ehinnss EB i E B R E SR BT AL E Bl | EHsRiREE

(Ehahe 25 1 K]
EFFA D REL

S A RIER 2 (E(E

(D) Ehim o~ ¥ ZE (5 58 ) Report the approved protocol by expedited review

BERERE | JRREERE
Fri% | IRB 4R5k sHEAE FFRA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
1 201231 [EEE I AFE4E N E F(FibroScan B Aplio BREETC | (B%) (H)
iS00 )£ 158 s EHEVRBFABRARBEFSY Pei YuanSu| (o | )
Uil
Analysis of clinical data of ultrasound
elastography in patients have liver disease
and healthy control
2 210112 | EARMIRES B E B T ilrEE T | gMlla | @) (%)
R BIRIRZ © RREEWTI Swvi | oga | v
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BREE | JFEREERH
JF5% | IRB 455 srEATE FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
Risk factors of surgical site infection in TSENG
patients with gastrointestinal surgery using
parenteral nutrition: Retrospective chart
review
3 210119 | &R FFHTEE A A BfF E(CRAB) Z HHEH | #8) (%)
S A B R T 5747 HSUHSIU| a) | v
Risk factors of healthcare-associated HSIU

infections with carbapenem-resistant
Acinetobactor baumannii(CRAB) in
intensive care unit

(=) 4 O 2 8 22(f5 5, 85 4 Report the approved amendment by expedited review

BEREE | FEEEE
Fri% | IRB 45k sHE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
1 130301 | —TH¥IE2E R EMIRE R ZsEE | MEE | @) (%)
[ 25202 )| > Bruton Figfz g 5 2(BTK) HTIHI ] Hsuan-Yu (N/A) (N/A)
PCI-32765 (Ibrutinib)f#fF] Bendamustine 7 LIN
Rituximab (BR);&#EHIFEITHC ~ 5
ZRIBIEIE ~ 55 3 BAEER
A Randomized, Double-blind,
Placebo-controlled Phase 3 Study of the
Bruton’s Tyrosine Kinase (BTK) Inhibitor,
PCI-32765 (Ibrutinib), in Combination with
Bendamustine and Rituximab (BR) in
Subjects With Newly Diagnosed Mantle Cell
Lymphoma
2 201217 | RBHER AR LAY IR FILH | @) (1)
Yo —f . .
[Z£1 %] Pred.1ct.ors'of nursing home ' Wenfu (N/A) (N/A)
admissioninstitutionalization for persons with| Wang

dementia

(P0) e LRz ofE 2 B vy 45 (75 5, 28 7)) Report the approved interim report by expedited review

BETE | JFBELSE
Fra% | IRB 45k FETH EFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
1 190306 |12 B RUFF R B HNEIL ZFEEREHAR | TREE | (18) (%)
The effect of Entecavir consolidation on Hsu

post-TDF treatment durability.
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BREEF | FEREH
FFi% | IRB 455k sHEAE FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
2 190418 | (&S BT TRRIARAS AL RO NI BRTE | 8RO | (1%) (H&)
(56 2 2] |4l ShihLi Su | \/a) (N/A)
Interfere mitochondria biogenesis by
ceramide in kidney mesangial cells
3 191227 | (@A KREIRE R EE IR R R | 22 | #3%) (1)
(5 1 % MBI R AR B Yen TreLin) ga) | wia
The establishment of the health examination
database for big data analytics and risk
prediction model, and the application of
personalized precision healthcare
4 200403 | C FHEffmELAR: B—ri 2 288 BT | (B%) (1)
[ 25 1 %] |Screening and treatment of chronic hepatitis |Pei Yuan Su (N/A) (N/A)
C infection: Review of A single center
experience
() O F R 2 45215 Report the final report for reference
BREEF | FEREH
FFi% | IRB 455k sHERE FFA Medical | Non-Medical
No. | IRB No. Protocol title PI primary primary
reviewer reviewer
] 160107  [S28AE PR AR UIBRITHITERN | BREEN | (1%) (%)
x . . YaoLi | nyay | (N/A)
Factors affecting the prognosis of CHEN
hepatocellular carcinoma in Taiwanese
patients following hepatic resection
(78) s BT A 2 4% 1 #iEs Report the terminated protocol
BERE .
o = JERE I L
; IRB 455t s FFFA , Non-Medical
5% . Medical )
IRB No. Protocol title PI i primary
No. primary )
) reviewer
reviewer
181112 | {BESEERHM(PRIMPERAN) BB AR | &g | ()
HEIENIE R 5 A B PR B AR | (N/A)
#Ffi Evaluation of the efficacy of Sung
1 gastrointestinal motility agent Yen
(PRIMPERAN) and electroacupuncture on Huang
delayed gastric emptying in patients with
severe intensive care unit
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O | AREDHMER T AR [ SR S B A A R IR T
: WikE > AL IERTFE

(t) #& Bz ofE 2~ B/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was approved

by NHRI/ JIRB/ C-IRB/ NRPB

B f# e/ JIRB/ C-IRB/

NRPB
FFak | IRB 45kt SR P BB FHA
No. IRB No. NHRI/ JIRB/ C-IRB/ Stage PI
NRPB
protocol No.
=& 447# Protocol title
| 210203 [CIRB] W= NE L
109CIRB08141 Wu Shey Lin

—IHERIE R Z B =0 ~ [t - 85 - LREERNZ P OEE - S EEEEL
S 2 AN > 5Ffl Inebilizumab HYREEU R 2

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

) 170904 [CIRB] BHEFE SR EEH 1R GOIER
106CIRB04073 Bin Chuan Ji
EERME=0 - B - 20 - B - SERAVEEREESR - 5P(5 Durvalumab =
Durvalumab fj[l = Tremelimumab ffH &0 #UAERSIEIE/ NHFEATEE (NSCLC) EE
F—46F (POSEIDON)
A Phase III, Randomized, Multi-Center, Open-Label, Comparative Global Study to Determine the
Efficacy of Durvalumab or Durvalumab and Tremelimumab in Combination With Platinum-Based
Chemotherapy for First-Line Treatment in Patients With Metastatic Non Small-Cell Lung Cancer
(NSCLC) (POSEIDON)
3 200820 [CIRB] BERZEEE 2 R ) BRAESC
109CIRB06093 Wei Wen Su
s GSK3228836 JafFigM: B AURF R Z el & L B £ RS 1Ib B % d
O~ BBt B ~ By E Tt ~ PrTaHEER (B-Clear)
Phase IIb Multi-Center, Randomised, Partial-Blind Parallel Cohort Study to Assess the Efficacy and
Safety of Treatment with GSK3228836 in Participants with Chronic Hepatitis B Virus (B-Clear)
A 200903 [CIRB] B S 4R I FE TR 4
109CIRB04069 KuanMing Lai
e RS MmApEfiste (HCT) HAGTE R AEMIIER K5 (RSV) EMERE: (URTD
R Za B T - 5FE RVS21 JaR et ~ it M R FnIEts - 8y - LB iastEE
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 (URTI) with respiratory syncytial virus (RSV)
5 201119 [CIRB] BHEESE 1R HIF PRSFBR
109CIRB07123 SHOU TUNG CHEN
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—IEE 13~ BEROTHC - BRI ~ 2Lt SHEIE B0 aR 2 MEMER 2 /el - HER2 2
M B SRS M FLRE AR B > B GDC-9545 AH S 17 BE TiSe 0 P 53 0h BE— O AATHAL
iR

A PHASE 1I, 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

6 170323 [CIRB] AR5 4 X 91 BHIEF
106CIRB01008 HsuHeng Yen
53 E - B - LEEEIENEGEE - ERE T E R EEEEME R ERZ
sl & o BFA Filgotinib {FEAEBILERr 4R EAVRRU R 22
Combined Phase 3, Double-blind, Randomized, Placebo-Controlled Studies Evaluating the Efficacy
and Safety of Filgotinib in the Induction and Maintenance of Remission in Subjects with Moderately
to Severely Active Crohn’s Disease
7 170403 [CIRB] i ERES 4 K YIEE BT
105CIRB12186 HsuHeng Yen
—IA RIS - RIS A RAYZalE T+ 5FfE Filgotinib HyZE4 %
A Long-Term Extension Study to Evaluate the Safety of Filgotinib
in Subjects with Ulcerative Colitis
g 170404 [CIRB] AR5 4 K 91 BHIEF
106CIRB01009 HsuHeng Yen
—IAR AR - (EME BT ERYZ e T - §Hd Filgotinib Y22
A Long-Term Extension Study to Evaluate the Safety of Filgotinib in Subjects with Crohn’s Disease
9 190315 [CIRB] AR5 2 K 914 BHIEF
108CIRB01004 HsuHeng Yen
Bt BN EARAHREE TR G B2 SR 2 B DU A 2 26 » 9T Cabozantinib (XL184)
{fF Atezolizumab FHEY Sorafenib HY—IHEFEM T ACHIRES 3 HAG R
A Randomized, Controlled Phase 3 Study of Cabozantinib (XL184) in Combination with
Atezolizumab versus Sorafenib in Subjects with Advanced Hepatocellular Carcinoma Who Have
Not Received Previous Systemic Anticancer Therapy
10 190321 [CIRB] RSS2 K VI - EE
107CIRB12196 Tu shih te
—IABER TG ~ 56 3 3 - BRSO EES bRl LY3298176 AHERAFHEEA & 2 B S & Degludec
5 2 AUREPRIIR R B Ay 5222 (SURPASS-3)
A Randomized, Phase 3, Open-Label Trial Comparing the Effect of LY3298176 versus Titrated
Insulin Degludec on Glycemic Control in Patients with Type 2 Diabetes (SURPASS-3)
1 200417 [CIRB] AR ESE 1 X W)E BT
109CIRB02010 Tu shih te

Tirzepatide #H#:}% Dulaglutide ¥55 2 RUfE PR & & Z B .0 MME A B F 0 #Y AL
(SURPASS-CVOT)

The Effect of Tirzepatide versus Dulaglutide on Major Adverse Cardiovascular Events in Patients
with Type 2 Diabetes (SURPASS-CVOT)
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	備註Remarks：
	( 依據「人體研究法」第七條：審查會應置委員五人以上，包含法律專家及其他社會公正人士；研究機構以外人士應達五分之二以上；任一性別不得低於三分之一。審查會開會時，得邀請研究計畫相關領域專家，或研究對象所屬特定群體之代表列席陳述意見。According to Article 7 of the “Human Subjects Research Act:” “The IRB shall consist of five or more members, including legal expert and ...
	 葉正吉Yeh, Cheng Chi（IRB staff）
	 林巧芸Lin, Ciao Yun（IRB staff）
	 李欣儀Li, Hsin-Yi（IRB staff）

