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2020 year 9th-C IRB Meeting Minutes
#f Date(YY/MM/DD) : 2020 4£ 09 H 24 H ( £HiPU)
fi] Time : 12:00-13:40
®E Location : tEMKHE Bl ZiZk B B
J&% Chairperson :

R (BEA ~ B ~ BShl ~ 51D
Chang, Ing-Lin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

HiE A B Attendant @ (F%fEHES omit title)

PRET (e ~ B - BRIl - 551E)

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

miedl (BEA ~ B9 ~ Bl ~ HBiE)

Kao, Jun-Kai ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

TrOSR(BEA ~ B ~ B&ET ~ 201)

Ni, Ting-Yuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )

=N (BEA ~ B89 ~ AE/aeat ~ 2ot

Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

ZERL (BEsh ~ B~ AT ~ BiE)

Tsai, Chung-Jung ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

At (Bed ~ FRESH ~ 11~ 22i%)

Hung, Wan-Chun ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

PREHEE(BE ~ FREEHR ~ JEERESE ~ )

Chen, Ming-Fong ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, male )

2z (Besh ~ B ~ ZERT - 201%)

Tsali, Pei-Ling (non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

ECEe (Besh ~ FREdst - REEL ~ i)
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Hsiao, Ling-Ling ( non-Affiliation with Institution, Nonmedical Personnel (non-Scientific
member ), Member of society, female )

S (s ~ FEREEE ~ E L ~ L)

Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

N it f#iE Remark

Persons
B 7 ESHN(4) ~ 22EM(L) ~ 4e5T(2)
Medical Doctor (4), Pharmacist (1), Statistics (2)
Personnel
FREE 4 Q) ~ AR ~ HHEAEALQ)
Nonmedical Social Worker (1), Law (1), Member of society (3)
Personnel
FE2 8 BSRM(4) ~ EEAM(L) ~ #551(2) ~ tHEAIEAT(D)
Scientific Doctor (4), Pharmacist (1), Statistics (2), Member of
member society (1)
FFRER 3 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 5 BEr(4) ~ BEFNL)
Male Affiliation with Institution (4), non-Affiliation with

Institution (2)
B’8 6 BEr3) ~ BEIN3)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st * © 8B " ABSWHIUE ) Bk - FEGEEZS AN E - BEEEH
R IHMAEE AN T LN LTy 2 — DL E S —
MRABER =02 — - EEGHER - SBFHIEHEHESIESRE
X B SE R TR E R < ARG A, -

Remark: (According to Article 7 of Human Body Research Law, the review board
shall comprise of at least 5 board members, including legal experts and
other impartial citizens. More than two-fifths of the board members shall
be persons not affiliated with the research institution and either of the
genders shall not account for less than one-third of the board. Experts in
the field related to the study protocol or representatives of the special
population in the study shall be invited to attend review board meetings
and voice their opinions.
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@ g " Nt imEEAZ S SHSGEFEEINE ) AR FE

AR PEEGHRR R FEZR B EaEREIN  IE R A
EREERREE— AL - AADE  RREAZEES  BEE=7
2 EZZRENE  CAM E2EEE  [EAFEMU 2 EEN
W WY - EZ B RE MR - AMETEE -
According to Article 6 of “The Organization and Operation of Human
Research Ethics Review Board,” attendees of the general board meetings
shall include more than 1 board member who is not affiliated with the
institution and who does not have biomedical background. For review
boards of more than 5 members and less than 7 members, more than
two-thirds of the members shall attend the meetings. For review boards of
more than 7 members, the meeting shall only start if more than half of the
members are present. If all the attendees are of the similar gender, the
meeting shall not be conducted.

515 A & Presenting staff : (FfEES omit title)
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=0 (IRB #42) Ng Sock Ping (IRB secretary )
(IRB{TEL AN &) Yeh, Cheng Chi (IRB staff)
(IRB{TEL A\ &) Lin, Ciao Yun (IRB staff)
(IRB{TEL AN &) Hung, Tsui-Hsia (IRB staff )
ik (IRB{TECA &) Li, Hsin-Yi (IRB staff )

&2 Leave : (JEkfEES omit title)
ERE (BEsh ~ JREHE - (g A IEANL ~ BiE)

Chang, Yu-Lung (non-Affiliation with Institution, Nonmedical Personnel ( Scientific
member), Member of society, male )

Eh J& Absence : (BEfEES omit title)
B #% Recorder : & f5, Ng Sock Ping
T~ EEEANE Meeting :
(—) Sz (BEXE KR ) Discussion (theme and decision)

R

i = ik

4R5E © 150922
[EEZE 13 K]
ERFA C MIZE

FI - - BRI - ZRIEIE - Zhunat | o
B > N2 SE 2R UIRR KA B M B2 R
RIVRFAERNT 2 Rase 2511 1B-1NA F13E/)N
WHAEATE B - ST AZD9291 AR I %
%R E(ADAURA)
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[BEEE 1R] | AT e
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4% © 151204 —TERE ~ BT - AR Y | 2k

(38455 5 21 | PLLOL {3 Ribavirin 31k 5% THE 2 RERLA C

I = 3 RURF S5 RBHEIRALSE 2 BB E 2 R 41
PEG-Intron i Ribavirin» 3 EEEE R & > 224t Bl
i1 -

ﬁﬁ%ﬁﬁﬁz%1 G R R R |

wrpA g | BRI

4m9% © 180905 A

U #RE 2 K]E
FEA ¢ BREEE

RS ERRIYE R E A BT a R
B B PR SR B S SR TH M

4wk 1 090716

DRV (9 2 15 5% ) 218 V503 (X {E A

& FEsREEE

[REfEEH] A HE T EE AL EALIEREENEE ) ¥ | 17
202008-7 HFERS IR 20 (16 2 26 5% ) R AEpltd: ~ sz
TR BT B 7 B — B 2 = BHERPR SR
&mok © 090716 DR/ (9 £ 15 5% ) B8 V503 (% AH | EHEH
[REfEEH] FoemE T EEOREOLISRERNEE) %
202008-9 HRFERS IR 20 (16 2 26 5% ) AR plt: ~ sz
TR BT B 7 B — B B = ARG PR S
4muk © 181108 —IABER T BC - DIZZRIB R IRAE - Rt - F | (7R 0 FREH e
[ REfEEH] TTHEFTIYES 2 BARGPREES - DASFAS RCN3028 A | 17
202008-6 FUE B REEY)S [ 380 T /& S B & 4EAR
TR BEA R R
R © 190322 7h o FEERneseE
[ REfEEH] GSK N Kl s (HRV) 11 (444563) 2 fFITIAY | 17
202008-11 LRV W5 R 6 £ 12 FRYEETEES -

EFFA AN

“me% 191004
[ FAEREE]
202009-4
EFRPA RS

—IFE=HA ~ Zorburs - B - FRRCIEEES o DR
By 5 ATEZOLIZUMAB (ANTI-PD-L1 Hif%)6f
Fi BEVACIZUMAB EXEBHEHI - S Ttk
BRI 1% HLAG 55 e E\e i R4 R 15 18

& FESEEsE
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(=) Bimis ¥ ZE (55 2%%) Report the approved protocol by expedited review

BETE | JFEEEE
FF9% | IRB 4R5% srE ST FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

1 200720 | H&TEMEMEEE N EISETESE R | R (&) (HE)
B Wang Bing (N/A) (N/A)
Computer-aided diagnosis of pulmonary Yen
nodules using convolutional neural network

2 200721 | fsEFH AL TERG R bR IR T RIS 1554k | #/5F08 (i) (HE)
TEH] ShouChuan |  (N/A) (N/A)
Using Al technology to predict pressure risk SUN
factors and wound grades

3 200732 | $HEFRMERIEATLOEME (LR A RIS | M2 (&) (i)
IhEE R Z TR T Lin Yan (N/A) (N/A)
Analysis of long-term renal function in Ren
patients with non-traumatic OHCA

4 200807 |ALEVE BB iR SRR TS RS | ki (i) (H%)
PIbR Tl BB e s T WanYu (N/A) (N/A)
Comparison of outcomes between Hung
laparoscopic greater curvature plication and
laparoscopic sleeve gastrectomy in CCH

5 200814 | t& M E NRESE SRAE N BIERERIEAR | B/ IVE (i) (H%)
H 2 B2 H R 9T YANG (N/A) (N/A)
The relationship between chronic SHIAO
endometritis and pregnancy outcome of HSUAN
recurrent implant failure and recurrent
pregnancy loss

6 200835 | FRHEFHIAE A ITE N EZ ARG ¢ s | ARtk (i) (H%)
Hemangiopericytoma in the Central Nerve Chia Chun (N/A) (N/A)
System: a Case Report Huang

(=) IEC e 8 Z(fE 5% %) Report the approved amendment by expedited

review
BRE T | JEEETE
Fraf | IRB g5k STEE AT ERA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170517 | —IEFEMETIC ~ 5 - ZRIBISEIE ~ 2 | BRR (%) (%)
O~ P T e - SHEPE R EEERIZE/E | Ta Cheng (N/A) (N/A)
EAR—EHRENES IR ErZaE Chen

(KRR 16 5% 2 80 %) (i Brivaracetam
W B AR B 2 e

A randomized, double-blind,
placebo-controlled, multicenter,
parallel-group study to evaluate the efficacy

HS5H HI0H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

and safety of adjunctive Brivaracetam in
subjects (?16 to 80 years of age) with partial
seizures with or without secondary
generalization

2 181249 |&EMIEFERRERMPIRIERE M | BES (i) (i)
E@ffﬁfﬁ'ér SUN HUNG| (N/A) (N/A)
The relationship between osteoporosis and YU
uric acid in Taiwan population

3 190406 |5 —HUMEFR R B EAY Semaglutide (M | A EE (%) (i)
aE S sEm (SOUL) Tu shih te (N/A) (N/A)
Semaglutide cardiovascular outcomes trial in
patients with type 2 diabetes (SOUL)

4 190915 | PEET et R SRk A fo IR . | R (i) (H%)
AT HUANG (N/A) (N/A)
Exploring risk factors of falls and acute sleep | Guan Rong
disturbances in patients with diabetes at
emergency department

(P9) R Eof > Brh s 5 (F5 5535 25) Report the approved interim report by
expedited review

BEETE | JFEEEE
J75% | IRB 4g5% SrETH EXSUN Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 130201 | —JHEL#EZA + AVD LUK ABVD fE Bysi—43 | PRIz (i) (i)
SRR AR R B FOMRE R 2l # | Hsuan-Yu (N/A) (N/A)
Z[&aﬂ‘%&%ﬁ@a BRI ~ 25 = HARGBPRIASE - LIN
A Randomized, Open-label, Phase 3 Trial of
A+AVD Versus ABVD as Frontline Therapy
in Patients With Advanced Classical Hodgkin
Lymphoma.
2 180904 |LE#Z MORO00208 &+ Bendamustine #H Mz (B%) (#%)
EHY Rituximab &ff Bendamustine j i | Hsuan-Yu (N/A) (N/A)
EERERE(LE (HDC) BlEASH+4HRE Lin

8 (ASCT) WS MeE e iR
B 4MfHERE (R-RDLBCL) ZHl&H—
THEE /= - BT ~ e -
[B-MIND]

A Phase 1l/111, Randomised, Multicentre
Study of MOR00208 with Bendamustine
versus Rituximab with Bendamustine in
Patients with Relapsed or Refractory Diffuse
Large B-Cell Lymphoma (R-R DLBCL)
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Who Are Not Eligible for High-Dose
Chemotherapy (HDC) and Autologous
Stem-Cell Transplantation (ASCT) —
B-MIND
3 181011 |MmERIGZZ2E - I85E foaR R T FTE (i) (HE)
Traumatic limb vascular injury — diagnosis, | Chien Hui (N/A) (N/A)
management and outcomes of surgical Lee
treatment
4 190817 | H A AT EEERSHEIUIE 2 (EZ=H5E T2 (i) (HE)
The Criminal Cases Study of Ri Yue Ming  |Wang Fong (N/A) (N/A)
Gong Cult Group Gang
5 190904 | &I (ALY i EEAERY ~ URFABLEEAL | B2 (i) (&)
bR 2 AERA M Yen Tze Liu| (N/A) (N/A)
Correlation between smoking,alcohol
drinking and betel nut cessation rate and
social-economic status in Taiwan
6 190908 | &g 7 HH PRI R B S R Y | BI24K (i) (%)
[alides Yen Tze Liu| (N/A) (N/A)
Association between uric acid level and risk
of frailty —
a nation-wide community-based study
(HALST cohort)
7 191011 | &IEHIEF ~ google #555(google trend) | BZ5K (&) (GE)
BLEEPRA T Iy 2 R Yen Tze Liu| (N/A) (N/A)
Correlation between news stories, google
trend and medical behavior in Taiwan.
(1) FRECFEE > 4EZEEH Report the final report for reference
BERETE | FEEEE
Fra% | IRB 45k sHETE FEFRA Medical | Non-Medic
No. IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 190110 |fififee B REZROESR T A EmE K | £RE (HE) (HE)
B BHER Wang Bing | (N/A) (N/A)
Quality of life and it’s impact factors among Yen
lung cancer patient receiving of
thoracoscopic surgery.
2 190404 | TEEZHEMEHEEAEE BB ZRIKE | iR (HE) (HE)
FAb5E Jia-Ming (N/A) (N/A)
The study on the clinical application in the Chen

automatic tongue diagnosis of traditional
chinese medicine in dialysis patients

(7)) RECHEEZEEHEH4 Report the terminated protocol (4 None )
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() IHEEEE 2K 1E#HE Report the terminated protocol (4t None )
(V) AR 2 HZEH 2 Report the withdraw protocol (4 None )

() s A 2 [F flEl JIRB/ C-IRB/ NRPB Report the ratifiy protocol that
was approved by NHRI/ JIRB/ C-IRB/ NRPB

Hl &2/ JIRB/ C-IRB/ NRPB
o IRB 4R5% Aok P R B ERA
NE’“ IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage PI
0.
protocol No.
=1 44F% Protocol title
200804 [CIRB] 109CIRB04065 MZE HEFE 1R [e v 8
Chen Ching
Pei
—IESE =~ AU - R0 - EE - BEE - BT o R > FHREEER 2 mg
1 |Pitavastatin/10 mg Ezetimibe Ed Pitavastatin ~ Ezetimibe A2 5 7~ [ 28 14 = i [ i

IME B & T HE 52 5 B AR 2 1

A Phase I11, Prospective, Multi-center, Double-blind, Randomized, Parallel-
Group Study to Compare the Efficacy and Safety of Pitavastatin 2 mg/
Ezetimibe 10 mg with Pitavastatin, Ezetimibe, and Placebo in Patients with

Primary Hypercholesterolemia or Mixed Dyslipidemia

151207 [NIRB] EC1040702-E BEHZE 3R ) F£IE
ChuanCheng
2 Wang
MR B MR EE R 1R 0 TR
Molecular Features Underlying Racial Differences in Survival of Taiwanese Chronic
Lymphocytic Leukemia Patients
180209 [CIRB]) 106CIRB11173 |8 FHZEFE 7 XX W5 BRATHR
SHOU TUNG
CHEN
—IHZEZ T~ B oz N IR 0 45T Tesetaxel ff [ {KEIE 2
3 Capecitabine ¥fIEEEE 45T Capecitabine 7F 8 i< 38—FfdE Taxane £&¥6%%  HER2
b2t ~ (TR 2RSS ~ S E s M A R
A Multinational, Multicenter, Randomized, Phase 3 Study of Tesetaxel plus a Reduced
Dose of Capecitabine versus Capecitabine Alone in Patients with HER2 Negative,
Hormone Receptor Positive, Locally Advanced or Metastatic Breast Cancer Previously
Treated with a Taxane
180606 [CIRB] 106CIRB10150 SEEHZEEE 6 X )’ A~
YaChih Tien
4 | —IHEEREEC - ¥E - LEBEERIE "R - £EA ST EIRET 2
Fh o 5 BMS-986165 AR R 224
A Phase 2 Randomized, Double-Blind, Placebo-Controlled Study to Evaluate Efficacy and
Safety of BMS-986165 in Subjects with Systemic Lupus Erythematosus
5 180712 | [CIRB] 107CIRB02020 |$H %555 7 {5 T

H8H HI0H
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JF595%
No.

B¢/ JIRB/ C-IRB/ NRPB
IRB 45t i P& E 8 FRA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl

protocol No.

Sheng Hao
Lin

—IEgH¥57H AJCCIUICC 25 8 R H-IHA K% 1B (T>5cm N2) 522V (RO)
ZIF/NAHREATE (NSCLC) pleAEszalE - a¥d canakinumab AHER 22 EIAIfi Rl B
BOE BRI LN E =0 ~ Zrul ~ BT - s - LREE IR

A phase 11, multicenter, randomized, double blind, placebo controlled study evaluating the
efficacy and safety of canakinumab versus placebo as adjuvant therapy in adult subjects
with stages AJCC/UICC v. 8 II-1IIA and HHIB (T>5cm N2) completely resected (RO)

non-small cell lung cancer (NSCLC)

<5 3K I Vgt
Ming Ching
Shen

190510 [CIRB] 107CIRB2194 85 2

Jrﬁ}

—IRFE =M ~ B - BRaHE R - ST REZ 5 BRI N ) R TEIVG 25 T R 0y 5
J\EEMRFE 8 <= 1I1U/dL #Y A BIMMA RS - (E BRI R B ES /S R
NFEEE /BN T-RE A BMN 270 AR Bl 27 41

A Phase 3 Open-Label, Single-Arm Study To Evaluate The Efficacy and Safety of BMN

270, an Adeno-Associated Virus Vector-Mediated Gene Transfer of Human Factor VIII in
Hemophilia A Patients with Residual FVIII Levels <=1 IU/dL Receiving Prophylactic

FVI1II Infusions

190717 [CIRB] 107CIRB07095 |$#HHZEEE 4 X ¥ Pef <1 R
SHOU-TUNG
CHEN

GLORIA #iEs © —IHDAPT Globo H JZ& i adagloxad simolenin (OBI-822 ) /OBI-821 /F
R A G = g -8 Globo H [t =23 BB =01 - Bt i -
R e

The GLORIA Study: A Phase 3, Randomized, Open-Label Study of the Anti-Globo H

Vaccine Adagloxad Simolenin (OBI-822)/OBI1-821 in the Adjuvant Treatment of Patients
with High-Risk, Early-Stage Globo H-Positive Triple Negative Breast Cancer

141003 [NIRB]) EC1010301 Hi 50 6 ] % =
MuKuan
Chen

SR B aRER% EB e E LR e nm AR R R ER S b E -
Wt 4R
Study of Epstein-Barr Virus Reactivation and the Effect of Dietary Supplement

Epigallocatechin Gallate (EGCG) on Virus Reactivation in Remission Patients with
Nasopharyngeal Carcinoma — A Randomized Trial

170910 [CIRB] 106CIRB05088 |HAd #5568 3 K ¢ BESR
Ping Fang
Chiu
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JF595%
No.

B¢/ JIRB/ C-IRB/ NRPB
IRB 45t i P& E 8 FRA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl

protocol No.

—IAZ L~ ZEE - AREEYHR - 8y - EEEEE o thEtOk Cinacalcet
Hydrochloride Bl E4] Etelcalcetide (AMG 416) - FHFEA TS MR IRER I AE
JUER SR ENT Z 8l #E 2 R

A Multicenter, Multiple-dose, Active-controlled, Double-blind, Double dummy Study to
Compare the Therapeutic Efficacy and Safety of Oral Doses of Cinacalcet Hydrochloride
with Intravenous Doses of Etelcalcetide (AMG 416) in Asian Hemodialysis Subjects with

Secondary Hyperparathyroidism

10

171005 [CIRB] 106CIRB07104 |HEP#R&EEE 3 X W& HE>
YaChih Tien

—IAZF0 ~ BRI - REAEMEES - 1R B EUR MR AT R A2t o s
Filgotinib Y24 RIS

A Multicenter, Open-label, Long Term Extension Study to Assess the Safety and Efficacy
of Filgotinib in Subjects with Rheumatoid Arthritis

11

070916 [JIRB]) 07-088-A Gt WHEE 1R SN
Dar-Ren
CHEN

LA Lapatinib ~ Trastuzumab Jz H4H &G H paclitaxel B &5 &2 HER2/ErbB2 5 1E [H
MR L FEr - Tl ~ BRI S = AR PR

A randomised, multicenter open-label phase 111 study of neoadjuvant lapatinib, trastuzumab
and their combination plus paclitaxel in women with HER2/ErbB2 positive primary breast

cancer.

12

160402 [CIRB] 105CIRB01018 |45% #)%& HE 34
KuanMing
Lai

PHEDARAMINEE T AR CNR BT Z % F0 ~ FARUERAY Pralatrexate
G
A Multi-Center, Open-Labelled, Pralatrexate Study in Asian Patients with Peripheral T-cell

Lymphoma after Prior Therapy

13

161116 [ NIRB) EC1040906-E 2k w5 BHIH=T
HsuHeng Yen

Z UL HITIE MR ZE S5 DLSE — 4R 1A RO TP IR e iR EF5 1 5 B4l 7 2808
TR B AR < ORI HAH R PRI A
Multicentre, Prospective Study of First-line Antibiotic Therapy for Early-stage H.

pylori-Positive Gastric Pure (de novo) Diffuse Large B-cell Lymphoma and Potential
Predicting Factor for Treatment Outcome

%10 H 3 10 H

\|




