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2020 year 10th-B IRB Meeting Minutes
—~ [ HA Date(YY/MM/DD) : 2020 4510 A 23 H (2 )
£ fE Time @ 12:27-13:10
=~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) ~ thEAE(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
R EREHE R FF G = F, - 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.”

@ {45 " NEI MBS AR B GHESOEFEIINE ) BNk - FEG AR
—RAEFFEE RN > R Z BB 2 IF B Y BRSNS 7R
E— AN E-AALE - At ANZEEG EAF=22 U ELZZEHFE
t A EZEES  EAFEU L CZELE  nEHE - HEZESRE
— 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.”

HIfgE A\ & Presenting staff : (ffEH% omit title)
B EEEHE Yeh, Cheng Chi (IRB staff)

B HKI5ZE Lin, Ciao Yun (IRB staff)

B 2 L, Hsin-Yi (IRB staff)

B &2 Leave : (JEkfEES omit title)
Eh J& Absence : (BEfEES omit title)
E $% Recorder : #1552 Lin, Ciao Yun
i~ FEFENZ Meeting :
(—) sizhefZ (HBZETRER %) Discussion (theme and decision)

£ AT S
e oy | wermmmm s - s | BT
(ZEEELR] | 0 e

ERINEE 5% PR

fg#giﬁ LN | 18 BRIRE B R RO R B P

I =56 5 “/\] Ef”\ﬁﬂ:w

FHA YT Sk

4R 181022 —IEEE T~ S~ BARTREE - BEHESYEC | ik
UMFHAEE 2 K] |58 o RS imatinib Jaf » (4

FHA AR VI 4y T2 = N B B 5 LA e
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asciminib ~ #F4&{H imatinib ~

nilotinib ZEHE AR AL

(CML-CP) (3 > [L#r imatinib &8fCR

PR A

Qme - 170403

(AEREET]
202010-1

ERA

Tt

— IR R AR - R LSRG RN
=Pk Filgotinib Y2744

R AR

Qme - 200505

—IHSS 1b H ~ FEtROEC - BT - ZRIEIE

RO

[(REEEA] HryEths - ¥ H AR AR H AR
202009-7 ERIEME B BURF SIm R E# - BFh
EXSYNRE 35 EDP-514 fyZr 4tk ~ i<z ~ BEVIE) )22 )
bumE ST
() BELimus > ¥)%&ZE (5 525 ) Report the approved protocol by expedited review
BERTE | JFEEEFE
Fra% | IRB 45k sHEE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200824 | JHENIbES E Z FERE(EOLT) G BigA | FUER (i) (H%)
(25 1 K] | FEFEME VPR AR R EE, —(E |Yang-Ming | (N/A) (N/A)
DA OO R AR T ACAHSE Lee
EOLT (endocrine organ-like tumor)
hypothesis: Connecting gut microbiota with
HCC
2 200834 HbERBER RIREEEREHE: B— | BEF (i) (GE)
(52 K] | HL 2 485 HsuHeng (N/A) (N/A)
Drug compliance in Gl disease: a single Yen
center experience

(=) ST % FH Z (/6 59 2) Report the approved amendment by expedited

review
EREE | JEERER
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 200616 | —IHBEMIEC ~ BERCME ~ ZHU0AYES NHH | &REESC (%) (H%)
[z 1K) |E&EREES - 5% Toripalimab (JS001)ffF |Wei Wen Su|  (N/A) (N/A)

Bevacizumab fH#z: 5~ Sorafenib /E Al HAHT
ARt (HCC) B — 4 eIy L IR RN
A randomized, open-label, multi-center phase
111 clinical study to evaluate the safety and
efficacy of Toripalimab (JS001) combined
with Bevacizumab versus Sorafenib as
first-line therapy for advanced hepatocellular
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BT | JEBEESE
FFak | IRB 457 STEEATH FREA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
carcinoma (HCC)
2 200712 | Bt H S Y PR S 88 2P & FETE % (%) (H)
(55 1x])|&r KuanMing |  (N/A) (N/A)
Established a clinical prediction model of Lai

head and neck cancer of metastasis

(PU) e m > B #45 (7 528 4) Report the approved interim report by
expedited review

EREE | JFREEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 141113 | [ MR AL ZPRIE S ket & gt (i) (&)
[ 25 6 Zx]) | Paroxysmal Nocturnal Hemoglobinuria Ming Ching| (N/A) (N/A)
(PNH) Registry Shen
2 150913 | FLpelfpk e A\ gt SR Ea A | BN (i) (H%)
(5 5 K] |G A BB AR O3~ B | Hung Wen | (N/A) (N/A)
G I 1 2 [E] E A Lai
Compare CCPC breast cancer care program
with conventional breast cancer care program
in breast cancer patients in physical,
phycological, spiritual and social aspects
3 160809 | i 4kfEs7i#E Sofosbuvir St METHEER | 1RAHE (&) (GE)
(25 4 K] [FE 218 C BIRT R B AT Bt 52 iT-9h% | Yu Chun (N/A) (N/A)
BUHRITHR 2 BT 72 Hsu
Long-term hepatic and extra-hepatic
outcomes of CHC patients post
sofosbuvir-based IFN-free treatment
(LONGHEAD study)
4 161006 | AR RV AL FEERRES IR~ B LAE S | B (i) (H%)
(25 4 %] | RIGELE TaSen Wei | (N/A) (N/A)
Implementation of Clinical Pathway to
Improve Quality of Healthcare in Stroke
Inpatients
5 161114 | AFEETFMNEELEERGBIVSE - | BEX (&) (H&)
(55 4 K |03 B BORTE TS 2 o T LRSS Hung Wen | (N/A) (N/A)
Breast reconstruction surgery in Taiwan Lai
female self body image and psychological
analysis of patient satisfaction and
Discussion
6 | 171108 [kzemims A\ A{TIhAERE « fEK ~ B | eigrEe (%) (%)
(=5 3 K] | B9 i sk el eI A (% Si-Sheng (N/A) (N/A)
The association between executive function, Huang
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
psychopathology, and psychiatric insight in
patients with mental disorders
7 180709 | —THZE 2/3 M ~ FEfE YT - g - LRI | BT (i) (HE)
(25 2 XY | RUEMEEIRE - SPA704H ~ Zdunatlgstss | HsuHeng (N/A) (N/A)
At Guselkumab {5 AR o1 & 2 EE V5 Bl Yen
P T P2 R 2 B WY RSO 22 1
A Phase 2/3, Randomized, Double-blind,
Placebo- and Active-controlled,
Parallel-group, Multicenter Protocol to
Evaluate the Efficacy and Safety of
Guselkumab in Participants with
Moderately to Severely Active Crohn’s
Disease
8 190719 |Tenofovir alafenamide = entecavir 380t B| #h&EE (H%) (B%)
(25 12K ] | BIAT R AT EHREEET ST Chen Ta (N/A) (N/A)
Tenofovir alafenamide versus entecavir for Yang
the treatment of chronic hepatitis B
9 191015 | EF A2 itEs i IRatENME (unplanned)(¥| 2 (i) (H%)
(55 1R | Bl R ERET Ng Sock (N/A) (N/A)
Causes of emergency visit and unplanned Ping
hospitalization in elderly
(7)) HEEEE Z45ZEH L Report the final report for reference
BERTE | JFREELEFE
Fe5% | IRB 455% st FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 130810 |$HEFE# U LARSEYIHT MCF-7 ZU 4Rt | BEFik (%) (%)
PRAEE(LBE T Miudasia G oA LB /78 | SHOU (N/A) (N/A)
{EZ W gesRaT TUNG
Investigation of the characteristics of CHEN
mitochondria in normal and chemo-resistance
MCF-7 and MDA-MB-231 breast cancer cell
line.
2 181113 |fEMEASTIEAGHEEH AN ELE | REE (GEY) (H%)
e E wu (N/A) (N/A)
Using IRO model to Evaluate Nursing MEIWEN
Informatics intervention on Nursing Care
3 190814 |(NEEM LEWRE 2 2l foaH: B—ful | BHEE (GEY) (i)
7 &R HsuHeng (N/A) (N/A)
Diagnosis and treatment of difficult Gl Yen

disease: Review of A single center
experience
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
4 191012 | HHEAERERIEERSDH LERER BT | BHET (&) (HE)
2 HsuHeng (N/A) (N/A)
Assesment of prevalence of Gl tract disease Yen
by the detabase of Center for Health
Examination in Changhua Christian Hospital
5 191017 | REIE VIR AFE IR FE M FRZR 54 (i) (HE)
Molar root resection and hemisection Lin (N/A) (N/A)
treatment: A retrospective study Yi-Hung
6 200402 |48 RZZRRFIE SRS it a RS B ZE S HIER | BHES (&) (HE)
IREEER - BE—B&EEoh Ky HsuHeng (N/A) (N/A)
Clinical outcome of percutaneous Yen
cholecystostomy for acute cholecystitis - A
single center experience
(78) WEEFEE 2% 1t Report the terminated protocol
(b)) HECHES TS Report the suspended protocol
(V) IHEEESE ZHZEH % Report the withdraw protocol
(JL) ez B JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
EX f#fe/ JIRB/ C-IRB/ NRPB
o IRB 4R 5% Aot P E 8 FRA
NE’“ IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage PI
0.
protocol No.
=44 5# Protocol title
200903 [CIRB] 109CIRB04069 E HEFE 1R FETT Y
1 KuanMing
Lai
fEg Az amAipEists (HCT) B ERAWIER SRS (RSY) LMRIE R
(URTI) #YRFZalE o - 5Hd RV521 JAFE 2 2o ~ itz 1 RO RS -~ B 5 -
RIS i
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)
200914 [CIRB] 109CIRB06100 hE HEFE 1K AREE fi:
2 Sheng Hao
Lin
BTH H*9H
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LA INCB086550 ( [l PD-L1 I ) FIRYEAAR Y Bz it R IR < FrE
BB ERE S EEN S

A Phase 2 Study of INCB086550 (Oral PD-L1 Inhibitor) in Participants Who Are Immune

Checkpoint Inhibitor—Naive With Selected Solid Tumors

170904 [CIRB]) 106CIRB04073 |$EZEEE 7 X W& 4 ImsE
Bin Chuan Ji
2EME =8~ BEEOE - S0 FRESS - S EBEIRSE o S

Durvalumab =% Durvalumab i | Tremelimumab /& 80(E8E » MR MEIEN
4HAEATEE (NSCLC) BEHIE—4 /A% (POSEIDON)

A Phase Ill, 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)

190310 [CIRB]) 107CIRB12199 SEEHZEEE b fJFR IS5 N
DarRen Chen

—IESHEIT S Z RGPS - HER2 B2MERY R BRI B3 - SF(h ribociclib i A 7300
FOEE BB GRS Bl e 2 S5 =1 ~ Zdul ~ BEf O ~ FARCEEEE (M
Ribociclib {E & ¥ &y stEs [LEE011]: NATALEE)

A phase I, multicenter, randomized, open-label trial to evaluate efficacy and safety of
ribociclib with endocrine therapy as an adjuvant treatment in patients with hormone
receptor-positive, HER2-negative, early breast cancer (New Adjuvant TriAl with
Ribociclib [LEE011]: NATALEE)

200725 [CIRB]) 109CIRB03044 BEEHZEEE 1 X W BRAESL
Wei Wen Su

—IHERAEN B MRS IIE S » 5P VTIP-300 ff A 24 6 H
Nivolumab fyZz4ME ~ itz M R e FMERYES 1b/2a BRBH R Raba

A Phase 1b/2a, Open-Label Study to Evaluate the Safety, Tolerability and
Immunogenicity of VTP 300 with or without Nivolumab in Participants with Chronic
Hepatitis B infection

200802 [CIRB] 109CIRB05082 | H 225 1 X W) YN C =
Hsuan Yu
Lin

—IASE =8 - BT E—'ﬁﬁﬂ i~ ARURERIRNZ T 0aE o St HATE R
RS T HIEDE R R FEFH /D F S R EMAL R IRGE (PNH) &3 57(h
CROVALIMAB #HiEZY ECULIZUMAB FERY 24

A Phase Ill, 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 BREHZEEE 1 X W Mz
Hsuan Yu
Lin

H8H HIH
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—IASE =M1 - BBt BT - BIRUSERD - ARORAR RIS Fulalls - st¥eRIRREZ
G ARG R AY B A /D PR 3 M R M AL R FRIE (PNH) B 5Ffh
CROVALIMAB #H#7> ECULIZUMAB YRS M 2221k

A Phase Ill, 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

190211 [CIRB]) 107CIRB11177 |4& Il #J5& -
Tu shih te

—IH 30 A~ L - By ZERAER - B o SHEEE—-X
Efpeglenatide > ¥ B & (R Metformin E¢fEFE Sulfonylurea 2R {EAVEE 2 FikE
PRI B Z R

A 30-week, Multicenter, Double-blind, Placebo-controlled, Randomized Study to
Evaluate the Efficacy and Safety of Efpeglenatide Once Weekly in Patients with Type 2
Diabetes Mellitus Inadequately Controlled with Metformin Alone or in Combination with
Sulfonylurea
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