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2020 year 9th-B IRB Meeting Minutes
— -~ H HH Date(YY/MM/DD) : 2020 4209 H 18 H (ZEH#iF)
£ fE] Time : 12:21-13:46
=~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 )

W EBIE (e ~ BT BEET - 22M)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

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

W ETAEGER ~ BT gERT - 22M)
Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

B RSN SRR TR 1)
Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

B BR(Be ~ B BRET - 51

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

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

B REERGS ~ FREE -~ EE AL B

Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )
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ME=(BESE ~ R ~ TRERESE - L)

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

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

ZEe (Begh - FERR -~ WAERAE - Bit)
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | st

B 7 | BEAN(4) ~ ZEEW(L) ~ HeEt(D) ~ thEAE(D)

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

B 5 | fhE AE(3) ~ AR(L) - mAEREAEQ)

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

Personnel representative(1)

FE2 7 | BEAN(4) ~ ZEEW(L) ~ HEEt(D) ~ thE AE(D)

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

Rl 5 | FtE AL(3)  SEE(L) L EmEtE1)

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#E¥ Remarks :

O {45 " NB7EL ) Bk FEGEEZAE DAL L GE8ERERH
(Lo == /NSNS R 4 2 14D /NG = i o N il & et 229311 Y = 39T
=nZ— - HEEGHGR RGN EHBEEERESR - SRS
T 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
constitute less than one-third. During IRB meetings, the IRB may invite the
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attendance of experts familiar with the research field, or representatives of any
appropriate group affiliated with the human subjects, to attend and provide
comments.”

@ iz " AR mEEE T B gHBREFEEINE | BN FEG A6

—RAEFFEE RN > R Z BB 2 IF B Y BRSNS 7R
E— AU E-TAL - AREAZEEG BE=172 "M EZZEEHE
AL EZEEE  EELEL L2 ZEHE - (AEHE - HEZEERE
— MR ANEHEITEF - 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.”

5[f& N & Presenting staff : (JEkfEHS omit title)

H- 3

#EF Yeh, Cheng Chi ( IRB staff)
#I5Z= Lin, Ciao Yun (IRB staff)
JEZEEE Hung, Tsui-Hsia ( IRB staff)
i Li, Hsin-Yi (IRB staff)

B &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

E $% Recorder : #1532 Lin, Ciao Yun
i~ FEFENZ Meeting :

(—) SIEmEZE (FEZEXEE R ) Discussion (theme and decision)

FRE st ik
4ReE 200833 EIEGTRY

CIES
EFFA C (T

R A SRR AN S — L e M BT
FE T

4R 190506

[(EF =S 3 K] FySeri g 2 Bt GENENTECH F1/ECEE X R 2E g2

EFFA ¢ OISR

—IERAME ~ e AR IR R R W5 |

=1~ ATEZOLIZUMAB :tEsf B3

4R © 150802

(AR5 5 K] (5

et e g A B AN BRI R | BERES
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EFFA ¢ bRES

() Bimis > ¥ Z(f5 52 %) Report the approved protocol by expedited review

. BREEE | JFEREEHE
- IRB 455 sHEE FHA | Medical | Non-Medical
N}L IRB No. Protocol title Pl primary primary
o reviewer reviewer
1 | 200713 |FREfeiEMlE BRI M | g (i) (HE)
BRI A REtR G RS i BB E B % | Ruo-Han (N/A) (N/A)
FRIRHYZ R Tseng
This study is to investigate to analyze clinical
prognosis differences of multiple myeloma
patients between in Taiwan and Europe and
America in a single medical center.
2 | 200714 |Ei—EEERou0a (el Regorafenib SEVIER | A (HE) (H%)
HAKHG G B AR ~ fFEHERT | Ruo-Han (N/A) (N/A)
RIS ~ BAGE S Tseng
A single medical center reviewed the drug
regorafenib in the treatment of stage IV
colorectal cancer patients, treatment
effect,side effect, asymptomatic survival,
overall survival and other analysis.
3 | 200723 |TMEICRE(RE TR MEBAENEITERE LR | =EE (i) (GE)
AR R AT Huang Su | (N/A) (N/A)
Analysis of rehabilitation options for acute Tsai
disability patients after discharge
4 | 200729 |BREHORIUEITEETMISEE TRENRER | 528 (GEY) (HE)
BT R T B KAOMAN | (N/A) (N/A)
Influence of postoperative serum potassium LING
and magnesium concentrations
on outcomes of patients undergoing elective
cardiac surgery.
5 | 200731 |SMEHIEERS FEAHERIRE ZBIREW | MR (i) (&)
PRI AL 2 A LIN Hsing | (N/A) (N/A)
The effectiveness of urinary catheter bundle Chun
care. A single center experiences.
6 | 200812 |f&E[HGHA ERG R SR PR AT E M M E T | MR (&) (H&)
B Z TR ~ TR0 JhenBinLin|  (N/A) (N/A)
Analysis of outcome and prognostic factors
of preoperative chemoradiotherapy/definitive
chemoradiotherapy for locally advanced
rectal cancer
7 | 200827 |Eg O AT ETIG: | TR (%) (%)
fi Wang Bing | (N/A) (N/A)
Extended segmentectomy for small lung Yen
nodule with image-guided video-assisted
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s W

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

B LR
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

thoracoscopic surgery

(=) HET A 8 F 2 (/5 5,9 75) Report the approved amendment by expedited

review
BREE | FREEEE
JF5% | IRB 455 FrETH EXSIN Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 161006 | Bf&ch EUR A (E Bl RS IS B e R | FEARK () (H5)
[55 5 %) | FEiEE TS TaSen Wei (N/A) (N/A)
Implementation of Clinical Pathway to
Improve Quality of Healthcare in Stroke
Inpatients
2 200515 |FRfHWATERIEAY Tofacitinib B1—fEfdREEE | HHEZ () (H)
(5 1K) | SEAFHIHIE] (TNFI) R SEEGRERAET | YaChih (N/A) (N/A)
R EAVES 3B/ HHEM YL Tien
T
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
3 200609 | GHSHE B 2 AHRA S AT PRET 22K (H&) (E8)
[ 25 1 2] | The predisposing factors of the incidence and [Yen Tze Liu| (N/A) (N/A)
survival rate of head and neck cancer

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

review
BREERE | JEREER
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 001237 | EEEMERSEIFRTAVIBLEZ BT PR (%) (H%)
[ 25 9 2k ] | Effects of an Integrated Transdisciplinary Ta-Sen WEI| (N/A) (N/A)
Program for Fall Prevention in Hospitalized
Patients
2 180816 | FRaf B M 2 VB EP4RIE ~ HIdRaG e | SAIGY (H%) (%)
(25 2 2] | AR AE BRI Hung Ming |  (N/A) (N/A)
Relationships of vasomotor symptoms, Wu

mitochondria, and metabolism-related
disorders in menopausal women
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
3 190814 | NEEM(LERE 2B SOER: B—FL | BIET (&) (&)
(351 XK])| 245 HsuHeng | (N/A) (N/A)
Diagnosis and treatment of difficult Gl Yen
disease: Review of A single center
experience
(F) HMETCHFELEZEH Report the final report for reference
EREE | JFBEEEF
Fri% | IRB 45k sHEATH FF A | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150912 | =MEEHEG R BE R R AL MHRIE | SRoE (i) (&)
E(ﬁﬂ%ﬂ Vg R i) AF B hig YRR EARE | Wu Chialin | (N/A) (N/A)
PR YEIZHI AR
Association between renal expressions of
inflammatory and redox proteins (such as
peroxiredoxins) and renal clinical outcomes
in patients with acute kidney injury
2 170605 | i s M SRAGA NS R A LB (L | £FR2 (i) (H%)
ZWHZERRET Wang Bing |  (N/A) (N/A)
Investigation of mitochondrial genetic Yen
variation and oxidative stress in the lung
cancer patients
3 191116 |3 AfERAEE BB fEFEIR 2 F1H4 =t fday (9] (&)
Exploring the constipation and self-perceived | Yi Ling (N/A) (N/A)
health status of the elderly Huang

(73) HECHFE 248 1#H 7 Report the terminated protocol (4 )
(1) HEEFE Y FEH S Report the suspended protocol (i )

() HMETEFEE 2 BIZE#H 4 Report the withdraw protocol

(45)

(L) ek~ B/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

S W

IRB &bt
IRB No.

Bt fE/ JIRB/ C-IRB/
NRPB
NHRI/ JIRB/ C-IRB/
NRPB
protocol No.

PEE R

Stage

ERFA
PI

=+ZE 4% Protocol title
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200802 [CIRB] 109CIRB05082 |t

g

Moz

Hsuan Yu Lin

=

HES 1

—IASE =M ~ B TC ~ FIRUESC ~ AR A IRIY 2 tunalEe - $H¥ HATC B2 alas ik
BRI DS R MAL R RE (PNH) &% - 5 CROVALIMAB fHEHY
ECULIZUMAB Ry R 2241

A Phase 111, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the Efficacy
and Safety of CROVALIMAB Versus ECULIZUMAB In Adult and Adolescent Patients with
Paroxysmal Nocturnal Hemoglobinuria (PNH) Currently Treated with Complement Inhibitors

200803 [CIRB] 109CIRB05083 |#ZE #HEHEFE 1K MIZE
Hsuan Yu Lin

—IAE =M ~ O TC ~ FIRUESC ~ AR A IRIY 2 tunalEe - St e pREEZ Al AR
SEERHI RS DS R MAL R RE (PNH) &% - 57 CROVALIMAB fHEIRY
ECULIZUMAB UL S 2241

A Phase 11, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the Efficacy
and Safety of CROVALIMAB Versus ECULIZUMAB In Adult and Adolescent Patients with
Paroxysmal Nocturnal Hemoglobinuria (PNH) Not Previously Treated with Complement Inhibitors

200809 [CIRB] 109CIRBO05070 |#ZE #EEFE 1XX HHE>
Ya-Chih Tien

—IEZ L - FEDE - BT - ZRIBIE - P T oEnvEEs c st AR EEEEESTER S
SIBEMARE SZad % - B4 dapirolizumab pegol 80k %7 2= 1

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

200820 [CIRB]) 109CIRB06093 |#7ZE #HEHEFE 1=XX ERAEST
Wei Wen Su

STAh{EH] GSK3228836 Jafstett B MUAT RN ZalE < B S b BRZ Tl -
PEt o fc ~ BoratE ~ FiraEEs (B-Clear)

Phase Ilb 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)

170323 [CIRB]) 106CIRB01008 |88 ZE5E 7 X )& BAJH=
HsuHeng Yen

5 3 -5 - BRI - LB RNHE GRS - R R T R B R M v E UERY 2R
F o & Filgotinib fEaf B BAAERr R AR L HIREEU e

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

180211 [CIRB]) 106CIRB10146 |8 ¥ ZE5 8 X fJ)5& FXH
Wenfu Wang

—IES I~ 2ot~ BEROTEC - T - ZRIFIEIIG - P70 > BT GANTENERUMAB (i
P> F-HA (i S 22 6 ) B 22 A BRI SR Y PR 22 e M

A PHASE 11I, MULTICENTER, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED,
PARALLEL-GROUP, EFFICACY, AND SAFETY STUDY OF GANTENERUMAB IN PATIENTS
WITH EARLY(PRODROMAL TO MILD) ALZHEIMER’S DISEASE

180706 [CIRB]) 107CIRB02021 |$$EZESHE 5 X W)%& Mtz
Hsuan-Yu Lin
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FERE B S A S EE G RS MM BRYE B s B A 17p BRICHYZE0E T HEET Venetoclax Y
% 2 WA =R

A Phase 2 Open-Label Study of the Efficacy of Venetoclax in Subjects with Relapsed or Refractory
Chronic Lymphocytic Leukemia in the Presence of 17p Deletion

3 181022 [CIRB] 107CIRB07106 |85 ZE25 3 X )5 YN CE _
Hsuan Yu Lin
—IHE T~ Zdun ~ BERORERC ~ BERE T ECEUER - St REZ imatinib DB ERERE ST
[IEZ &M a Rt A st e (CML-CP) &% - L imatinib &4f1ff asciminib ~ FF4&E(H
F imatinib ~ 20 BfER nilotinib S EATRIRK
A Phase 2, multi-center, open-label, randomized study of oral asciminib added to imatinib versus
continued imatinib versus switch to nilotinib in patients with CML-CP who have been previously
treated with imatinib and have not achieved deep molecular response
9 190321 [CIRB] 107CIRB12196 #8557 X )2 A
Tu shih te
—IARER T EC ~ 55 3 B ~ BRI e - Ehi LY3298176 FHEAHREER & =~ i 5,22 Degludec ¥f
% 2 RIS G Ip IR SR RETZE I 52 22 (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)
10 190607 [CIRB] 107CIRB01014 |85 ZE2E 5 X )5 PREEAE
Sheng Hao Lin
RESILIENT : £ 552 & #0565 — 4R BO A B0 1% 5 e LAY/ R A ps 2 o ERERC irinotecan
PiHER AT (ONIVYDE) £ topotecan HyBETE/IHC ~ FARAEER ~ 25 3 Jiimtha
RESILIENT: A Randomized, Open Label Phase 3 Study of Irinotecan Liposome
Injection (ONIVYDER) versus Topotecan in Patients with Small Cell Lung Cancer Who Have
Progressed on or after Platinum-based First-Line Therapy
1 200615 [CIRB]) 109CIRB02015 |88 Z5E 1 X ¢J& TXH
Wenfu Wang
F = b H~ BARUE T~ 26 1000~ 55 BIIB037( aducanumab )R A4 Fii 22 178 Aducanumab 221AD103,
221AD301, 221AD302 #1 221AD205 s e 24 BT 2 st S 2 22 2 MEalha
Phase 3b open-label, multicenter, safety study of BIIB037 (aducanumab) in subjects with Alzheimer’s
disease who had previously participated in the Aducanumab studies 221AD103, 221AD301,
221AD302 and 221AD205
190914 [CIRB] 108CIRB06107 |HAH 528 1 X ()& +&1E
12 ChuanCheng
Wang
TR RIA G 5 S E SRS MR RE A g /8 > EEiz NUC-1031 fiil_E cisplatin £ gemcitabine
_E cisplatin fy—IFEZE =81 ~ BT ~ 2y ~ B Bostis
A Phase Il Open-Label, Multi-Centre, Randomised Study Comparing NUC-1031 plus Cisplatin to
Gemcitabine plus Cisplatin in Patients with Previously Untreated Locally Advanced or Metastatic
Biliary Tract Cancer
13 181016 [CIRB]) 107CIRB08121 |4%1F #)%& EE)ERSS
HsuHeng Yen

—IHMER O ~ B - LR IRAY S TS - (R RS R EEEE)MEE R E IR
RS > SRS Filgotinib ¥SERAYZE M

A Randomized, Double-blind, Placebo-controlled Phase 2 Study to Evaluate the Testicular Safety of
Filgotinib in Adult Males with Moderately to Severely Active Inflammatory Bowel Disease
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