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2020 year 12th-B IRB Meeting Minutes
—~ [ HA Date(YY/MM/DD) : 2020 £ 12 H 18 H (2 )
N fi] Time : 12:24-14:30
=~y BE Location : fE/ A Bl Ei2% B =
g~ F [ Chairperson :
TR (BEA ~ BR - BEED - FB1E)
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
HifFE A& Attendant : (i fEES omit title)
SRR - B gt B
Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )
B AR~ B B 2tE) [IRB 191227 Mlzmidit- Pl K EHELE
IRB 191227 Avoiding conflicts of interest- Pl is a direct supervisor ]

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

B R (BeA ~ B B0 - 51
Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

B ERBEEAN - B - g5hD - M)
Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

W ECRE(GEN - JEREE - (IR L)

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

B Sy ~ B - B B

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

B RN - B - e AL 1)
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

B REERGS ~ FEEE -~ E AL B

Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

F1H £ 10 H
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member ), Member of society, male )

ME=(BESE ~ R ~ FRERESE - L)

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

THEZGS - JERE - (g AL B

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) ~ ZEEM(L) ~ HEET(D) ~ thEAE(D)

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

B 5 | ftE AE(3) ~ AR(L) - mAERAEQ)

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

Personnel representative(1)

FE2 7 | BEAN(4) ~ ZEEW(L) ~ FEEt(D) ~ thE AL(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 7 BEN@) - BeAh3)

male Affiliation with Institution (5) , non-Affiliation with
Institution (2)

B’8 5 | BENE) - BedN2)

female Affiliation with Institution (3) , non-Affiliation with
Institution (2)

f#EF Remarks :

O ki " ANBWITTE ) Bk FEGEEZEAANN L BE8EAEER KA
fittt & AT AL IR N EEZE T oy 2 — DA b 5 (B — MR EER
=nZ— - HEEGHGR RGN EHEEERESR - SRS
R EREHE R FF G 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
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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.”

&
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=S

@ i " NIt mEE AL B e EFEEINE ) Bk FEE
—REFEA TSN RHFEZ B EaEsR NI E R AR SN e

B— AN E- DAL At AZEFEES EA =2 I EZZBHE
AU EZFEES  EAFE EZZEHE  i0EHE - HEZREEAE

—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)

B EEEHE Yeh, Cheng Chi (IRB staff)

B HKI5ZE Lin, Ciao Yun (IRB staff)

B ZEpE Li Hsin-Yi (IRB staff)

B &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

B #% Recorder : #£35%= Lin, Ciao Yun
.~ Fk N Meeting

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

FE sTE AT e

4g5f 201205
CED SFAETEATESKE A KB R i E & [EEkizE
FRA - B

4R © 201209

CED A s B AH BT 5T BIEREE
EFFA  TshEE

4mo% 1 171215 PRRAETRB EZE R | R RAEERAIELUR BT
[EF T 1X] TR R AL IR T
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4m% © 190515

pe £s y o
Zgzlﬁgﬁﬁ] — AL e M B S A MU IR E 2 5T & EEsREEET
TR BRI
&% - 200615 = b A~ BT ~ ZHu0s - BFE BIIBO37

[ FEEEAF] (aducanumab ) FHAJGHETZ 48 Aducanumab TP
202012-6 221AD103, 221AD301, 221AD302 #1221AD205
FRFA EXH BRI ] 2L BB 2 el 2 e s
4m5% © 200802 —IESE =8 ~ BT ~ FERUERE - BRUEEE
[REReEA] BRI 25 B - ST B RTE B2 s HnHEl A
202011-16 PRE PRI/ DA P S M R I ST 2R PRE T FE R T

FERA - MZE

(PNH) % - 5¥{f CROVALIMAB HHif?
ECULIZUMAB fyR58 Ry 27 2= M

4R%% © 190515
(B 1K)
FERA  BRIR

ZHAEE MR R B E B MRS Z 5T

BRI

() Blimis > ¥ Z(f5 528 4) Report the approved protocol

by expedited review

BREEE | JFEREEHE
Fra% | IRB 45k sHEE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 201021 | FACEEABHOS MRS HEANEE | B (i) (GE)
TTAHMEHEIE S T-la 2 IR 7% Lien Cheng | (N/A) (N/A)
Outcome after Laparoscopic Surgery for TSAO
Peptic Ulcer Perforation
2 201201 |\ FRETER 2 BUREPRE N\ 25 BB FSEBL(E S | RET (i) (GE)
s Yen-Yu (N/A) (N/A)
Evaluating the effect of multiple medication Chen
and health outcome in type 2 diabetes
patients.
3 201208 |7E4% CDK 4/6 IR ER S Z /5 | EfFET (i) (GE)
(] B hidet WeiChung | (N/A) (N/A)
Delays the resistance of CDK 4/6 inhibitors Shia
to hormone receptor-positive breast cancer

(=) LT 9 22 (/5 53 %) Report the approved amendment by expedited

review

ot | IRB 4g5it
No. IRB No.

SrEATE EX=YN
Protocol title Pl

EREEE | JFEREEE
Medical | Non-Medical
primary primary
reviewer reviewer
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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

161006
[55 6 X1

R o s A Bl PRESAS 2 B it DA AR
RO A

Implementation of Clinical Pathway to
Improve Quality of Healthcare in Stroke
Inpatients

N
TaSen Wei

()
(N/A)

()
(N/A)

190102
(%21

B — 1% H % 2 7Y P (SNP) B o] 22 18R G E
B RIzEA b s e FL B A s (0
Y OB EENEE) X EEH

The interaction of Single Nucleotide
Polymorphism and modifiable factors (eg.
Smoking, alcohol and exercise) in patients
with Alzheimer’s disease and cognitive aging

FXH
Wenfu
Wang

(%)
(N/A)

(H)
(N/A)

200515
(% 2%1

At AR = A Tofacitinib B1—fa i iR
SEPNFHIHIAR (TNF) AR EURMERA ER
RZFHENE 3B/4 HEH Bl 2 kTS
i

PHASE 3B/4 RANDOMIZED SAFETY
ENDPOINT STUDY OF 2 DOSES OF
TOFACITINIB  IN COMPARISON TO A
TUMOR NECROSIS FACTOR (TNF)
INHIBITOR IN SUBJECTS WITH
RHEUMATOID ARTHRITIS

FHHE
YaChih
Tien

()
(N/A)

()
(N/A)

201002
(%5 1K1

Zefim B B PR R R e < TR
#  ZHLIBHEST

Predictors of receiving flu vaccine among
pregnant couples: Multi-center cohort study

Hsin-Tzu Li

()
(N/A)

(HR)
(N/A)

(VO e T A > #8745 (75 5, 38 2%) Report the approved interim report by expedited

review
EREE | JERRER
J75% | IRB 4R55% sHE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 120511 | BB ABRAVEREFZOEBIEZAY) | E3XH (GEY) (HE)
[ 8 ] | KEEaEht 4% Wenfu (N/A) (N/A)
Taiwan Biobank: Biosiganture study in Wang
Alzheimer disease
2 171219 | REERRMEBOALERTHA < S8 A B M | BORGH (&) (H&)
(55 3 )| 4 ki i S~ RIFFSUCEC & S EhEL Liao SuFen | (N/A) (N/A)

The comparison of long-term effect and
compliance between elastic band exercise
and traditional decongestive exercise in
maintenance phase of complex decongestive
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
physiotherapy (C.D.P.)
3 171224 | FIRPH AN Z A E ML DR RO RS RIAR | Bk (i) (HE)
(25 3 K] |BeRhm B B R U M 2 i 55 Yau Huei (N/A) (N/A)
Studies of mitochondrial disease and insulin Wei
insensitivity using patient-derived induced
pluripotent stem cells
4 181206 |fs P EVRE A TN CE G R A R | TR (&) (H)
(55 2 )| Bffa e 2 RS ket IR A ~ Bi%Z| Wu Shey (N/A) (N/A)
PR Lin
Alternative Antiplatelet Therapy Following
breakthrough Stroke or treatment
complications While On Aspirin —an
multi-centered observational study
5 181246 |25 2 BURERR (Lo NMRIMBEE(EZ gl | BHET (i) (HE)
(25 2 XY | HF BN ERIET T YenYu (N/A) (N/A)
Risk factors for hypoglycemic in inpatients Chen
with type 2 diabetes: a hospital-base dataset
study
6 190102 | HE—F% HEE AU ME(SNP) B 20 BAECiE. | =50 (i) (H%)
(5 2 K] | FeadrzEA b Bl s FL B w3 R (s Wenfu (N/A) (N/A)
(&~ OH -~ EEEE) 2 X EEH Wang
The interaction of Single Nucleotide
Polymorphism and modifiable factors (eg.
Smoking, alcohol and exercise) in patients
with Alzheimer’s disease and cognitive aging
7 | 191101 [ RUSRmERIIABE NERITES-—| S (%) (%)
(25 1 K] | BRI (@R ERHERITSE PoKeHsu | (N/A) (N/A)
Impact of type 2 diabetes mellitus on risk of
colorectal polyps - a nationwide
population-based study
8 191235 | Hp s AR AE 1 AR GE B 5 PR T 2 AR ki (i) (%)
[ 1K) | Z=BET KUO (N/A) (N/A)
Factors Associated between Continuity of Nai-Yu
care and the Self-Management among Stroke
Patients
(7)) IEEHEE Z45ZH 5 Report the final report for reference
BRTE | JEREEEHE
FF% | IRB 4m5ik s AT FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191254 | ttl&@EEfm a2 L F A H o5 —A0KE | &RROT (&) (&)
FRIR N 2 22 ShihLi Su (N/A) (N/A)
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BEEE | JEREER

J75% | IRB 4R5i% FrETH ERA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

Effect of the community pharmacist
participated in diabetes shared care network
on type 2 diabetics

(/) WEEFEE 24 E#H4 Report the terminated protocol
(©) MEEHFEZEZEH 5 Report the suspended protocol
() HECEFEE 2 BIZEH 4 Report the withdraw protocol

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

EX e JIRB/
e IRB 45t C-IRB/NRPB %5t P& BB FRA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
No. sHEE
1 201005 [CIRB] 109CIRB08144 | % #HHEE 1 PR
ChingHsiung Lin

—IHPERE I ~ e~ SRR PT oM B0 24 B 52 HuBREHE - 5 RS
Budesonide ~ Glycopyrronium #1 Formoterol Fumarate =& Ass (MDI) fH¥%7> Budesonide
F1 Formoterol Fumarate MDI F1 SymbicortR ERJj={ MDI > S} @IEE A ERY R ER S/ DFE 2l
HIEERE M (KALOS)

A Randomized, Double-Blind, Double Dummy, Parallel Group, Multicenter 24 to 52 Week Variable
Length Study to Assess the Efficacy and Safety of Budesonide, Glycopyrronium, and Formoterol
Fumarate Metered Dose Inhaler (MDI) Relative to Budesonide and Formoterol Fumarate MDI and
SymbicortR Pressurized MDI in Adult and Adolescent Participants with Inadequately Controlled Asthma
(KALOS)

201119 [CIRB]) 109CIRB07123 | ¥ #HEFE 1 X ICaSR
SHOU TUNG CHEN

—IESE N B ~ BRI ~ Bt o SR EERER ZMERGR 2RSS « HER2 2
Ve SRR I AU 8 SFih GDC-9545 T BEATEE I /b B — RO ARSI %
£y

A PHASE Il, 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

161205 [CIRB] 105CIRB06085 |$#8H 255 9 X {)3% FETE 8%
KuanMing Lai
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—THZE 3 - FEME - B - TEMEE IR L ALXN1210 g ECULIZUMAB H A K B e ks
HIED A2 R A AT R PRIE(PNH) A 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)

190315 [CIRB] 108CIRB01004 |$5EZEEE 4 X & BHIHF
HsuHeng Yen

PTG AR HR R R B2 e a2 S MU ROE 2 250 » BT Cabozantinib (XL184) ff
F Atezolizumab FHe> Sorafenib fy—TEFERE > FC ¥ IS 3 HAE SR

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

200417 [CIRB] 109CIRB02010 - EE

Tu shih te

BEEE 2K OIE

Tirzepatide #H & > Dulaglutide ¥ 55 2 AUfE fx 5 & & 2 B 8 0 IE A B 7Y L
(SURPASS-CVOT)

The Effect of Tirzepatide versus Dulaglutide on Major Adverse Cardiovascular Events in Patients with
Type 2 Diabetes (SURPASS-CVOT)

200809 [CIRB] 109CIRB05070 |8 ZE 13X #HEHEF 1K HAEZ

Ya-Chih Tien

—IAZHL0 ~ BB ~ B - EEEIE - P ToRRE  SHE AR R EETEEME S S AL
BEMIRE Zal#E > wFHE dapirolizumab pegol A5 k2

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

200903 [CIRB] 109CIRB04069 R B4

KuanMing Lai

BHEE 1R HIF

TEG S MmAREAE (HCT) S EREFRERSHSE (RSV) EMFEREZ: (URTI) Y
ARz E S 0 BFE RVB2L JER et ~ Mits2 M RO IbEl% ~ By - R iastEs
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 (URT]I) with respiratory syncytial virus (RSV)

181203 [NIRB]) EC1070902-E |HAH#ESE 2 X HESE 1 F2IE
=4 ChuanCheng Wang

B8 B EE AR e B S SR 5T
The Observational Registry: Nationwide Data Collection on Gastrointestinal Stromal Tumors (GISTSs)
Patients (Taiwan GISTs Registry)

181256 [CIRB]) 107CIRB07105 TEE

Shi Yi Wang

S &S 2 R W)

PHAHE FHESRERR B 2 M D IR URE PR SE )R RE 2 T TR eI 26 2 BUREPR B - LLE iGlarLixi
MR TR AR S R Z B — 22 0 ~ BERCE ~ ~PAT o0 HERE I 7y o Il

A multi-center open-label parallel group randomized controlled trial to compare iGlarLixi versus
premixed insulin in patients with type 2 diabetes who have failed to achieve glycemic control with basal
insulin and oral antidiabetic agents

10

200208 [CIRB] 108CIRB10160 PREE R

Sheng Hao Lin

JHP RS 1 R P
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LIBRETTO-431 : —IFZHu, ~ FEREITEC ~ BERUEOS ~ 55 3 HIatEs - LL#L Selpercatinib B $H
Pemetrexed J5&A 0 H ARG F Pembrolizumab - 5 Fslite BSR4 RET Rl 513 E/ ARt Y
Ul N

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

%10 H 3 10 H




