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2021 year 8th-C IRB Meeting Minutes
#f Date(YY/MM/DD) : 2021 4£ 08 H 26 H ( £HiPU)
fi] Time : 12:00-13:48
®E Location : tEMKHE Bl ZiZk B B
J&% Chairperson :

BRAE (B ~ B¢ ~ B0l ~ 551D
Yen, Hsu-Heng ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male) [IRB 190919 &7 IRB 191004 FI| %5 3#-[E]F:l22Ff  IRB 190919 and IRB 191004 Avoiding
conflicts of interest- Physician of the same department]

HifE A S Attendant © (B fEES omit title)

Eaffm (Bey ~ B~ BSET ~ 5B1)

Tsao, Shao-Lun ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

mEiedl (BEA ~ B9 ~ B~ BiE) [ S2GE R -REFEAN (HAHEE
Ry 3T LI Z RS ) - /N R R EUR TR ]

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

TrSR(BEA ~ B ~ B&HT ~ 20)

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

Zbm (s ~ B9~ ASeET ~ B

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

et (BeN ~ FREHE ~ 1~ 2)  [BR B2 G F R -AREFE AN (HAH
Bk 3T HLL T Z iR ) - +H L]

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 )

iz (Besh ~ B9 ~ ZEAT ~ 201 )

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

guta (Besh ~ FEEHE ~ g AL AL~ 20D

FL1H H9H
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Kung, Hsin-Yi (non-Affiliation with Institution, Nonmedical Personnel ( Scientific
member), Member of society, female )

AERES (Besh - JFBem - RIE T ~ M)

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

SZEEBesh ~ IR - HKEE T - L)
Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

AN# | fst Remark
Persons

B 6 Bahli(4) ~ ZERT(L) ~ 451
Medical Doctor (4), Pharmacist (1), Statistics (1)
Personnel
FREE 5 Q) ~ EEQ) ~ HEAEALE)
Nonmedical Social Worker (1), Law (1), Member of society (3)
Personnel
FE2 7 BSEM(4) ~ EERN(L) ~ 45T ~ HEAEALQ)
Scientific Doctor (4), Pharmacist (1), Statistics (1), Member of
member society (1)
FERER 4 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 (1)
B’8 6 BEr(2) ~ BETN4)
Female Affiliation with Institution (2), non-Affiliation with

Institution (4)

st - © KB T ANRHIZTE ) Bk FEGEEZE AL L G8ERE
R FEAME AN RO BZ Ty DL b f£—
MRARER =02 — - FEEGHER - SBFHIEHEHESIERE
X B SE SR TR E R < ARG A, -

(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

Remark:

H2H H9H
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population in the study shall be invited to attend review board meetings
and voice their opinions.

iz " AR mEEAEZ B GHSCEFEINE ) A0 - FE
AR PEEGHRR R FEZR B EaEREIN  IE R A
EREERREE— AL - AADE  RREAZEES  EE=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 : (ffEH% omit title)
=0 (IRB #42) Ng Sock Ping (IRB secretary )

T ® o E E N

iR
Ew

BIEE
MIT=

NS
//iﬁé,ﬁ 553

(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 )
B Leave : (B%FEH& omit title)
B/ NS (e ~ B ~ A@lgeat ~ 20M)
Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),

Member of society, female )

Ji% Absence : (ffEES omit title)

#% Recorder : #£15%% Lin, Ciao Yun ( IRB staff)
T~ Fik N Meeting

(—) shamdZE (FZEF B R Discussion (theme and decision)

T st ik
4meE 1 210801 (ENXeF-Bo

CIES

EFFA MRS

BB 45 Er i R - A JRER T S e R 5
A TRe S 2 3
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S5 - 200107 A AR A BRI Ta: | ok
(s 5 %] < 1%) A B B EIAR DRI R
THA R LB PF-06741086 TETIEGHELLE—TEH
HekEstE
4%+ 210302 R - SRS - S - B RER  | Bk
CIEZTES E B TR AIEES 3 RIS B -
THA R B BAF 75 24 (AAV) it~ Spark100 (Benegene-1)
At R B AT 2
B2 (FIX:C229%) E AR 20 6 (AAVE)
RIS PR EEE A R A S
& (FVIILCIL9%) » SEHELRMAT (FIX) 506
JURIRT: (FVIN) TaDTHEES A (R
R R R 22 2 M
A © 180901 A A B R A R | e
UEEEBs I |
THEA : FE \
WL ISOLS b R R R i | e
EbEEs2 s |
TR
4% ¢ 190919 AT - BT - SE - S R | EERIE
e 2] | MBS e SR ANIRIT 4 (HCC) 25t
TH ERMEX | EP e Lhik PD-L 088 SHR-1210 fi - Apatinib
(Rivoceranib) Mesylate = Sorafenib {Ff5E—43
A = R
4%+ 191004 IEE =R - S0 - Wl - B - L | BRI
[HAPERESE 2 ) BhpE A ATEZOLIZUMAB (ANTI-PD-L1 #Hifg)ft
TEA T FJ BEVACIZUMAB EXLEIRSHI + AT eI
SRR B B TR P R I
— ST
?Ezgzgt%] R B S TR R e |
N, HISETE TR - R RSB (R R
4EEE 200821 FExt Vogt-Koyanagi-Harada disease(J5 [HCIE)(# | (BIE1EE
(I RaE 12) | BORE T ozurdex (SO m)IR 4 A AT
THEA : B Bt
48k 201232 N

GREEIED
EFFA © MHEE

SRS N BRI & F e 2 B 5E

() Blimis > ¥ %2 (f5 52 %) Report the approved protocol by expedited review

HA4H HOH
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210515 |BHSEEERIRE NG S Al TGRSR o7 | S gT (&) (H)
% Ming-Yu (N/A) (N/A)
Utilizing Artificial Intelligence for Head and Hsiesh
Neck Cancer Outcomes Prediction From
Clinical Data
2 | 210709 |HiiRHZEFHAR G T H 2 B EbEs R h-[a] | AREE (H%) (H%)
WHEIHST Ching (N/A) (N/A)
Comeparing the performance of the COPD Hsiung Lin
early detection tool-A retrospective study
3 210712 | FfiPHZERRRIRE & Bans s SR ZEPE ik | ARBE L (i) (H%)
fEs (LARHER 22347 Ching (N/A) (N/A)
Validation concept of COPD control and the | Hsiung Lin
risk factor related to changing in control
status.
4 210715 | FKIRZE @ BEEMBEIRS BN BFERR | RER (i) (&)
ilbarees Hsin hung (N/A) (N/A)
Amniotic fluid embolism: a case report of Wu

good outcome with multidiscipline team
involvement

(=) |ETI A 8 22(f5 5,25 4) Report the approved amendment by expedited

review
EREE | JEERER
Fri% | IRB 45k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170204 |PALLAS : Palbociclib & Ef Bz - ——IE P ST (B%) (B%)
[ZB 10 R ) ST BAREBRZEZRSME (HR+) /55748 SHOU (N/A) (N/A)

NIER R F-52 86 (HER2) Wéisiﬂ;ﬁ TUNG

FLEERER] Palbociclib & A4 N 73 CHEN

Bl E RN BE P AR PN S hE Bl e e B

7yeH ~ B 1N HEEE

PALLAS: PALDbociclib CoLlaborative

Adjuvant Study: A randomized phase Il trial

of Palbociclib with standard adjuvant

endocrine therapy versus standard adjuvant

endocrine therapy alone for hormone receptor

positive (HR+) / human epidermal growth

factor receptor 2 (HER2)-negative early

breast cancer
2 | 180204 |ATLAS-INH : ST BN\ SE JUBE| st (%) (%)

(=5 7 XY | AT HIFIME TS Z A BB AUl Az 5% |Ming Ching | (N/A) (N/A)
2P A fitusiran FEROFI 2 2 MERY —IHES 3HHEL | Shen

HS5H HOH
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BRLEE | JREEERE

Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
5

ATLAS-INH: A Phase 3 Study to Evaluate
the Efficacy and Safety of Fitusiran in
Patients with Hemophilia A or B, with
Inhibitory Antibodies to Factor VIII or IX

3 180904 |Ehi#z MOR00208 &+ Bendamustine # Moz (%) (i)
[55 4 2] | %7 Rituximab 2{f Bendamustine A& | Hsuan-Yu |  (N/A) (N/A)

A EEIELE (HDC) B E Aarrdiiit Lin
Hta (ASCT) A& M EiE &S IR
B 4HAMESRE (R-RDLBCL) AZat&HY—
THEE =1~ BE e ~ Z20alie -
[B-MIND]

A Phase 1I/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)
Who Are Not Eligible for High-Dose
Chemotherapy (HDC) and Autologous
Stem-Cell Transplantation (ASCT) —

B-MIND
4 181014 | &% KM EER ARSI S S | BET (i) (&)
[ 25 4 Zx ] | Prospective IBD Patients Registration in HsuHeng (N/A) (N/A)
Taiwan Yen
(M) s Ekxf 2 Bidh a5 (F5 2,28 &) Report the approved interim report by expedited
review
BREEE | JFEREEH
FFo% | IRB 4m5ik sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170803 |14 B ZIHFR GFATFEELEEREZDURTESE | SR4EL (&) (H&)
(55 4 K] | Va2 BRI -t E Wei Wen Su|  (N/A) (N/A)
Long-term ETV for the treatment of chronic
hepatitis B patients with cirrhosis. The
extension follow-up of the C-TEAM
(Cirrhosis Taiwanese Entecavir Multicenter)
study.
2 190904 | VI 11 &L (i BLAERY ~ Mo BURREAL | Bl (&) (H&)
(25 2 XY | PR 2 R YenTze Liu| (N/A) (N/A)
Correlation between smoking,alcohol
drinking and betel nut cessation rate and
social-economic status in Taiwan

H6H HOH




2021 8k 5= IRB &3

BERIE | JFEREEE
J79% | IRB 4g55% ELTH FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
3 190905 | FifeAHRAGR (BB Filr BENERR | BREE (HE) (H)
[5E2k]) |59 Ying- Chieh| (N/A) (N/A)
Clinical analysis of patients with spinal Chen
diseases(include Sacroiliac Joint)
4 200720 |FGTEMKHEERN EISETENMSEETEE | TR () (%)
[z 1K) |Br Wang Bing | (N/A) (N/A)
Computer-aided diagnosis of pulmonary Yen
nodules using convolutional neural network
(71) WEEFEE 2 45ZEH% Report the final report for reference
BETE | FBEFEEE
758 | IRB 4m5% SrEATE FEA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 200222 |EMATFEAEEEISEETAEEWIERE | R (H) (H)
A TEDNRE Z K Li KANG (N/A) (N/A)
The use of elastic band exercise training to LAN
restore activities of daily living function in
disabled patients
2 200601 |fELjEdk AR AT EEREITTT—DIT | B (ER) (ER)
Bl Ryl Chen, Ya-Li| (N/A) (N/A)
Why Do Attending Physicians Pursue a
Ph.D? A Qualitative Study on Professional
Development in Central Taiwan
3 200613 | #FfELIRFAL R A 2 HEIGEEAFEERTE | Rk (ER) (ER)
BEBE SRS Yung-Sung | (N/A) (N/A)
Development of Group based Objective Wen
Structured Teaching Evaluation (GOSTE)
Program and with validation
4 200807 |EALEVEEE i BRI EE RS | B (H) (i)
PIERFile BB st o WanYu (N/A) (N/A)
Comparison of outcomes between Hung
laparoscopic greater curvature plication and
laparoscopic sleeve gastrectomy in CCH
5 200815 |Sofosbuvir/velpatasvir japE & & E C RIFF | &Ri%T (#%) (B%)
RIREEE M R Pei YuanSu|  (N/A) (N/A)

Sofosbuvir/velpatasvir for patients with
hepatitis C virus infection: real-world
effectiveness and safety in Taiwan.

(7)) MECHFEE T {ZEH Report the terminated protocol ( 4 None )
(©) MECHEE 2L 1F#H5 Report the terminated protocol

FTH HOIH
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B ==
B
i B N o _ BEGER
Frak | IRB 4wk st ATH FFA | Medical Review
No. IRB No. Protocol title Pl primary
) result
reviewer
200810 |fEHEMESEE GFEMEIHEERME — | 2 (H%) Fa
BT S R AT R S A7 Linan | (N/A)  File for
1 Using high flow nasal cannula to treat chronic Ren reference
obstructive pulmonary disease with CO2
retention---- an efficacy and comfort study
SIERIN ¢ R BEREAEHEH HENC » SR THTZRAI b -
201202 | pR A A BURF SR B TR A =y (H%) Fa
9 Survey of the hepatitis A prevalence in adults | Hsien- (N/A) File for
Meng reference
Chen
SEIEFRIN ¢ AU ZERRE - ESEHE - AsTERINE
(V) MECHFEE ZFZEH 5 Report the withdraw protocol (4 None )
(L) st~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
EX e JIRB/
FFi% | IRB 45t C-IRB/NRPB %5t P& E 8 FRA
No. No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=== 44 5# Protocol title
1 200510 [CIRB] 109CIRB03035 |[##HZEFE 2R HEFE1IRX BREE
HsuHeng Yen
—IHEE 2b/3 B ~ BEREYHC ~ S - LRIBIEER - SPT 04 - Zrful o BFE Guselkumab {5
R R B E RIS LSS R B R e e
A Phase 2h/3, Randomized, Double-blind, Placebocontrolled,
Parallel-group, Multicenter Protocol to Evaluate the
Efficacy and Safety of Guselkumab in Participants with Moderately to
Severely Active Ulcerative Colitis
9 200510 [CIRB] 109CIRB03035 | ZEFE 3 X )5 BHEIH=
HsuHeng Yen
—JEE 20/3 151 - HEMAYRC - S - TR - AT - SR » S Guselkumab T
A B EEE RIS LSS R B B e e e
A Phase 2b/3, Randomized, Double-blind, Placebocontrolled,
Parallel-group, Multicenter Protocol to Evaluate the
Efficacy and Safety of Guselkumab in Participants with Moderately to
Severely Active Ulcerative Colitis
3 200606 [CIRB]) 108CIRB12208 |88 ZE5 5 X (& YA
Yu Yang

H8H HIH
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LA efepoetin alfa JaoRiEZ EMT 2 M8 M B g (ND-CKD) & i 8 2 B e % ¥ Bt
—IHEL Methoxy Polyethylene Glycol-Epoetin Beta (Mircera) {ELLEZHYA 251l E

Open-label randomised controlled trial of Efepoetin Alfa for treatment of Anaemia associated with
Chronic Kidney Disease Patients Not On Dialysis (ND-CKD). A non-inferiority trial compared to
Methoxy Polyethylene Glycol-Epoetin Beta (Mircera)

200804 [CIRB] 109CIRB04065 |#H 25 5K )3 [Ep=pit!
Chen Ching Pei

—IHE =M - giiEt: - 2l - BE - BERE - TR - ARELEL 2 mg Pitavastatin/ 10
mg Ezetimibe £ Pitavastatin {1 Ezetimibe 72 53 4 S & B MIEECR G TR 5 BB A
AL

A Phase Ill, Prospective, Multi-center, Double-blind, Randomized, Parallel-Group Study to
Compare the Efficacy and Safety of Pitavastatin 2 mg/ Ezetimibe 10 mg with Pitavastatin and
Ezetimibe in Patients with Primary Hypercholesterolemia or Mixed Dyslipidemia

210313 [CIRB]) 109CIRB10195 |%EiZEEE 2 X W& Rz
Hsuan Yu Lin

FEERVZE Z AR B JIHMRE R (DLBCL) H A e RiTAR PR S e B e el e i
1> D) tafasitamab Jj1_| lenalidomide F R-CHOP FH#iY R-CHOP 27 5 ke 22 &R —TE SR
=~ Sl BB - B - RIETH G

A phase 3, multicenter, randomized, double-blind, placebo-controlled trial comparing the efficacy
and safety of tafasitamab plus lenalidomide in addition to R-CHOP versus R-CHOP in previously
untreated, high-intermediate and high-risk patients with newly-diagnosed diffuse large B-cell
lymphoma (DLBCL)

210505 [CIRB] 109CIRB10203 |#HZEFE 1 X #)F Al
Yu Yang

—IEEAE R E R A BIREERED (10A) BwWERE PGS Atrasentan 1Y
% 3 - BEEC - B - RIEIEIEEE  (ALIGN #E3)

A Phase 3, Randomized, Double-blind, Placebocontrolled Study of Atrasentan in Patients with IgA
Nephropathy at Risk of Progressive Loss of Renal Function

210513 [JIRB] 21-003-T-2 SEHEE 1 X YIE B
Tu shih te

By EAE MURE B 2180 2 A SR Bl e M
Effectiveness and Safety Study of the Rightest Continuous Glucose Moring System

210612 [CIRB]) 110CIRB02033 |$EEZEH 1 X W& +&IE
ChuanCheng Wang

—IE=4H - BBV - S - TEDEIIRAYEE ARG REAES o SRn B S 4 A i IR ARG
S EEH PD1-TIM3 S R M HiEE RO7121661 K7 PD1-LAG3 HE4E B 15 RO7247669 AHiEn:
nivolumab 7 3%

A 3-ARM, RANDOMIZED, BLINDED, ACTIVE-CONTROLLED, PHASE Il STUDY OF
RO7121661, A PD1-TIM3 BISPECIFIC ANTIBODY AND RO7247669, A PD1-LAG3
BISPECIFIC ANTIBODY, COMPARED WITH NIVOLUMAB IN PARTICIPANTS WITH
ADVANCED OR METASTATIC SQUAMOUS CELL CARCINOMA OF THE ESOPHAGUS

FOH HOH




