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2021 year 3th-A IRB Meeting Minutes
— -~ H HA Date(YY/MM/DD) : 2021 & 03 H 09 H (EHi—)
B fi] Time : 12:00- 13:40
= ¥E Location : fE/F A% Bl 225 B =
g~ F f#& Chairperson :
GRRIT (BEA ~ B ~ BT ~ 551D
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
HifE N & Attendant © (FFEAE omit title)
W BREST (B - B - s 8 - i)
Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )
B 2ok (BEry - B BHl - 51D
Liu, Sen-Yung ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )
B EE (B B BhH -~ B
Lin, Yen Chih ( Affiliation with Institution, Medical Personne 1 ( Scientific member ), doctor,
male )
m Ve (BeA ~ B BEED ~ 22t
Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )
W GERE (Bery ~ B8 2500 ~ 20MF)
Lai, Ying-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )
W RPEEE (B~ JERE ~ (T~ )
Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )
mORUEL (Bedh ~ FRERE ~ (EEAE AL ~ o)
Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )
B ST e (Besh ~ B~ A - o)
Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )
B EUE (B~ FEEE A - )
Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical

Personnel ( non-Scientific member ), Lawyer, female )
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B OAGEZE (FEoh ~ B~ DNE/ERET - BiE)
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Epidemiology/ Statistics, male )

ANE |

B 8 BSRM(4) ~ SEEL(D) ~ FERM(L) ~ A HEAE/AGETH2)

Medical Personnel doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

IFESHR 3 AR ~ FET() ~ 1A

Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (1)

Personnel

FIEE 8 BERM(4) ~ SEEL(D) ~ FEAM(L) ~ A FEAE/AGETH2)

Scientific member doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

R 3 AR ~ (D) ~ f R AE(D

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (1)

member

5 4 BFENEG) ~ BEND)

male Affiliation with Institution (3) ~ non-Affiliation with Institution
)

28 7 BER4) ~ BEFN3)

female Affiliation with Institution (5) ~ non-Affiliation with Institution
()

st - b kB T ABRIATTE ) Bk FEEEEZR DL - GEAERER R HA;
NIEAL S e AN L E T 2 ML A SRR =02 — -
FEGFGE - GEGEHI T EEMSINESR - ST R TE R E e 2 R
HIfEERR#CE Y, o 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 attendance of experts familiar with the
research field, or representatives of any appropriate group affiliated with the human
subjects, to attend and provide comments.

S {kig T ARSI E AR B SR FEEINE ) AR | FEE AR
FPEEGHN > HLFEZ BRI I ERAYRENETREZE AL -
AN B AREAZEES A= " EZZEHE E AL L2 EES
BRI L2 ZEHE  BEHE - HFEZESRE MR - NMEgETEH -
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
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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.”

5155 N & Presenting staff : (FEfEES omit title)

vt
m B
|
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n

=4

(IRB i)
(IRB{TELANE) Yeh, Cheng Chi (IRB staff)
MI5Z (IRB fTEL A &) Lin, Ciao Yun (IRB staff)
Bk (IRBfTELA &) Li, Hsin-Yi (IRB staff)
#E (IRB{TEBLAE) Lee, Chi-Fong (IRB staff)
aF fi% Leave :

TR (Besh ~ JER ~ 1t g A1~ B

Ng Sock Ping ( IRB secretary )

(FFEES omit title)

Wang, Chin-Chai ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

it
E

[ Absence : (B%fEHS omit title)
#F Recorder : &= H5% Ng Sock Ping
N A Meeting :

(—) sVamEE (FZETXE A ) Discussion (theme and decision)

T SHELT -
&Sk 210113 £ 8 5 L A 5 P 28 (1 B2 B 1 Bt kexind) Y | (S TE (R
(i s 1 ) | (PCSKOYIHIAIE: St &1
TR EEY
4% 210118 GBS ELE SRS HE TR ESMENL | EEARE
Uik s K] |BEHE
TR BRI
st - 210207 et S A H e 2 S S 4 SR A R AR B BIF RS
[#i%]
TR R
dmo% - 200133 IR R E PNy
[(BHHE 1 X
WEE 1R
TR TR
4% 200612 SHERTREEE © SEAS R S MO LRI ZIE | Bk

CTESEES

2% 1/1b st

F3IH K10 H
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EFFA ¢ PREES

4Rk 190120 S R SRR B R B T 0 T ZAE
(R 2 K]
FHA ¢ B2
4Rt 1 200419 LIAMNAEEE VDO (Lidofenac 1.8%)&R SR LNAE RS | 04k
[ 1) | LB BRARESR  —IHBRES - SHEEEE
BESTIR 7 REEEIE R
GRuE T 181247 " FiFHZE R B R A 24, /o ARTHZE RIS | 7 e
@D P HEFT
202101-7
FFRA ¢ REE
ot 190104 —IEFHHIEAEREZE B/ GHIMAT(FVIIEUAR | 74 - [FER RS
(ESEIEES EE[E A AR s A T AT T
202102-2
FFFA ¢ st
ot 190104 —IEFHHIEAEREZE B/ GHIMANT(FVIIDEUAR | 74 - [FER RS
(ESEIEES EE[E A AR 2t A TR AT T
202102-3
FFFA * st
ot ¢ 191102 Erdafitinib FiiAMHAE RS MER H FGFR ER &N | FE > FERBEE
(ESETERLY| il 2 —THR R T
202102-4
FEFFA  #E e
(=) ELim s 7 #)) 28 2= (f5 55 2% & )Report the approved protocol by expedited review
FE5% | IRB 4m5% sTEAH FRA |BREEE | JFRERELE
] 201204 | DLFgRE b Rz EALS [ESS R AT AT AR E TN | BIE | %) (H)
VAT 7 PR b 7 I E (PR SanNi | (N/A) (N/A)
Epithelial map-guided anterior stromal Chen
micropuncture by
Neodymium: Y ttrium—Aluminum—Garnet Laser
for the treatment of recurrent corneal erosion
syndrome
2 201240 | AR ATST AL LR AR SO | () (%)
Pre-operative breast MRI for evaluation of the WEN-PEI| (N/A) (N/A)
breast cancer WU
3 210107 |\{ESHEFSTHSTE N APEZ B GET(Cetuximab) | MRHEE | (1) (%)
AU B2 BT Jin-Chin | (N/A) (N/A)
Retrospective study of salvage cetuxmab Lin
combined with chemotherapy in patients with
recurrent and/or metastatic head and neck cancer
patients

F4H HEI10H
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4 210109 | $FEPEPREEEHL A RIEE e SO E A | BRI | (B8) (H%)
LM R Bl (S F R A e 2 Filopk | SanNi | (N/A) (N/A)
BT Chen
Human amniotic membrane grafts for retinal
breaks in diabetic tractional retinal detachment
and combined tractional and rhegmatogenous
retinal detachment
5 210117 | =EEFIRFEHDESOFEM 2 Ra R &N | FE | 6% (H)
RGP ER s IR R B EARDAESE | SanNi | (N/A) (N/A)
The outcome of Vogt-Koyanagi-Harada Disease Chen
with bilateral panuveitis treated by
dexamethasone intravitreal implant—three cases
reports
6 210124 |LhE R EAIE/NAHREATRE R Ziosoft TTESEAASE | FFRE | (B®) (H%)
L RSP R R A A R Eflo X2 AH | Wang | (N/A) (N/A)
REPEBLTHIRERET Bing Yen
Comparing the difference of prognosis between
tumor volume doubling time and surgical
methods in early non-small cell lung cancer via
Ziosoft stereo imaging software
7 210211 | DAMHRERE A KBS RE DU A S L | (1)
[%©3]) |Therapeutic biomarkers for drug resistant of KunTu (N/A)
colorectal cancer Yeh
(=) s L% AR 85 T ZE (7 5 25 77 )Report the approved amendment by expedited
review
FFo% | IRB 4Rt SHERE TN |BEIE | JFEELSE
1 200135 | —IESS 3 HABAMCME: ~ Zrbunakls o LIRS | gk (%) (H%)
(25 4R]) |FARFSEAS ) BMRFHEMm WA T  (Ming Ching | (N/A) (N/A)
XTEN Fi&ZEH (fFVIIFc VWF XTEN Shen
BIVVO001) ¥+ 12 Rl B ziam 2
HE A BMAKEENZ2NE - AR EBEEY)
EPAL
A Phase 3 Open-Label, Multicenter Study of the
Safety, Efficacy, and
Pharmacokinetics of Intravenous Recombinant
Coagulation Factor VIII Fc-von Willebrand
Factor-XTEN Fusion Protein
(rFVIIIFc-VWF-XTEN; BIVV001) in
Previously Treated Patients = 12 Years of Age
With Severe Hemophilia A
2 200418 | BRaTEEIERERE e - MR CEHTAHRE > 1ERE | BREEM (%) (H%)
(25 1R]) |4HRtsE sh =3RS HE TRIR AR 2 Yao Li (N/A) (N/A)
Investigation of regulatory molecules of cancer CHEN
immunity, metabolism and relationship to
prognosis of hepatocellular carcinoma
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3 200905 | ffifH 28 S E B R E EHG R IR SE 2% | MREETE (HE) (H)
(% 1R] | BRZESHT-LAFIIE AT R Bl ChingHsiung| (N/A) (N/A)
The determinants for early detection Lin
implantation and the quality of COPD care for
at-risk patient with COPD-a prospective study
() s EopE 2 ] o e & (78 7538 &) Report the approved interim report by
expedited review
Feot | IRB &bk stEAATE FRA |BEEF | FBEEE
1 140210 | BIEGINE R BUS SRR S B 2 B PR | JEIREAE (HE) (H)
(57X M-~ A - ER R EAHB TR A T-5T Chao Wai | (N/A) (N/A)
Clinical characteristics, etiologies, treatment Nang
and prognostic factors for patients with Vibrio
vulnificus infection and Necrotizing Fasciitis
2 181230 | &IBIEIR I BLR RIS Bty () (H)
[55 2 %] |Pain resilience and pain perception. LINGJUN | (N/A) (N/A)
LIU
3 181247 | "HTifHZE RS BIRIRE L4 | /i ARTTHZERE | PREE () (H)
[ 2 %) |IBEIBERET 2 iRy ChingHsiung| (N/A) (N/A)
The efficacy of novel mobile disease Lin
management system combined with integrated
COPD care model in Patients With Chronic
Obstructive Pulmonary Disease
4 190409 | &0 FEHENERILZIAR PR 1 (HE) (H)
[55 2 %] |Shared Decision Making for Stroke Prevention |Chen Ching | (N/A) (N/A)
in Atrial Fibrillation Pei
5 190421 | BESHREPS A Tt 2B R DIRERHE R —dul | 220G (HE) (H)
[5E2%k]) |WHE Tsai Kuo (N/A) (N/A)
Esthetic and Functional Outcome assessment Yang
after Surgery in Patients with Head and Neck
Cancer — Single Center Study.
6 200221 | —THAR R P B AL s 2 BRI | PR () ()
[55 1 2k] | F=BRimilE kG R EgRS DarRen (N/A) (N/A)
Clinical Validation of a Breast Cancer Chen
Gene-Expression Profiling Assay for Assessing
the Risk of Distant Recurrence of Disease
7 200303 | EEFHEREMRACAERES T BB R A | =Tk () ()
[ 1] Ak Yuan Chun | (N/A) (N/A)
Predicting COVID-19 pneumonia using deep Huang
neural network approaches
8 200313 | HEEeE FERAIRR AN 0 THRSCRE | EXXH (HE) (I%)
(25 1 K] | BATERATIRERGE ) 28R OEETERF | Wenfu (N/A) (N/A)
MEERES Wang
Identification of subjective cognitive decline
(SCD) : he development and psychometric
study of Chinese Version Everyday Cognition
(ECog) Scale
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9 200330 | ERETEEZA R AR R R A B E R | ReRE (%) (H%)
(551X | ZAHRME TSAIMEI | (N/A) (N/A)
Explories the Mammography screening for YU
women wich Breast Cancer and Risk result
() AT R 2 45 ZE# 4 Report the final report for reference
FFi%| IRB 455k sHERE TEA | BEIFE FEETISE
1 180305 | ERETAVTE B & TR 2 522 R FREET (%) (%)
Exploring the impact and effectiveness of Lin Ping (N/A) (N/A)
first-time donors motivated by reward Yi
2 190417 |fECIRERE & BB T RIS =0 NEER | Mtiz (%) (%)
Tty ShihLung|  (N/A) (N/A)
Revision of stair step flap for lower lip Lin
reconstruction for oral cancer patient
3 191003 | EE—B&ER 0[O oA - SR AR R MR | SRR () ()
Jeq YU WAN (N/A) (N/A)
A Retrospective Hospital Based Study of Major | NIEN
Salivary Gland Malignancy
4 | 200203 |DABEBittEEME - LB GEREGTE | MEE (&) (HE)
HABHEEE IR SuChen | (N/A) (N/A)
The study of Retention Intentions of Nurse: Cecilia
Hospital Social Responsibility and Lin
Nurses-hospital Relationship Perspectives
5 200216 | g ERFIR{E LR R Bl S TEH () ()
case report of novel conoravirus pneumonia LIYU (N/A) (N/A)
(COVID-19) LIN
6 200409 |COVID-19 MEH(EZE T2 2 RITHREEHE | FZFh (%) ()
& Ting-Yuan| (N/A) (N/A)
Epidemiological and prognostic analysis of Ni
COVID-19 reported cases in emergency
department
(7%) HECFER 2 4% 1 #% Report the terminated protocol :
FFof | IRB 4R5k sHEE TN |BFEIE| FA8R
170217 TR B <~ HR BRI IE - DIAEE | B (%) (H%)
RS R G R 5] Jia-Ming | (N/A) (N/A)
1 The study on the diagnosis and treatment of | Chen
traditional Chinese medicine in the
chronic kidney disease patient
SUCIHER | DR B A AR SRR » ML SHITTRATC B, IR
WK > B IEETEE -
200327 HIEE IR 5E (SARS-CoV-2)Pifathifite | ST (%) (H%)
MBI LR AN BMDETE 23 Yuan-Meng| (N/A) (N/A)
Rt Liu
2 Effectiveness of SARS Coronavirus 2
(SARS-CoV-2) Antibody Rapid Test
Cassette in Surveying seropositive rate in
health care workers
DEUEE | RSB, AR BT T -
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() WECHEEZEEH S Report the suspended protocol (4 None )

(V)  HMECHEEZEEE#H S Report the withdraw protocol (4 None )

(L) ez 2 B/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Bt e/ JIRB/
% | IRB 4R5% RELIT =
Frak ERI C_IRB/NRPB 455 P &8 FA

sTEAH

210116 [CIRB] 109CIRB10183 | #HHF 1 K PSP
SHOU TUNG CHEN

—IHE =M~ Ll BB - BEBCE ~ JEMEEIE - EREZ AT R AR R A AL ERR
MO e R B b R A RN T288 2 (HER2) [GIEIR A2
S E & > Eh# TRASTUZUMAB DERUXTECAN(T-DXd) Ei TRASTUZUMAB EMTANSINE
(T-DM1) gt

A Phase 3, Multicenter, Randomized, Open-Label, Active-Controlled Study of Trastuzumab
Deruxtecan (T-DXd) Versus Trastuzumab Emtansine (T-DM1) in Subjects with High-Risk
HER2-Positive Primary Breast Cancer Who Have Residual Invasive Disease in Breast or
Axillary Lymph Nodes Following Neoadjuvant Therapy

150207 [CIRB] 103CIRB11162 | HHZEEE 13 XX )% PSP
SHOU TUNG CHEN

DA LEEO11 EGZ R - ffF tamoxifen Kz goserelin » B A ] s 55 75 B b I I
(NSAI) K goserelin » JEREBA 2R IHME - HER2 PR MEIRHHFL R 2 =4S AT 2R
EHE = - BB - B - REE IR

A Phase 3 randomized, double-blind, placebo-controlled study of LEEO11 or placebo in
combination with tamoxifen and goserelin or a non-steroidal aromatase inhibitor (NSAI)
and goserelin for the treatment of premenopausal women with hormone receptor
positive, HER2-negative, advanced breast cancer

150207 [CIRB) 103CIRB11162 | H ZE5E 14 I W)3E B <A
SHOU TUNG CHEN

DA LEEO11 =R » ffH tamoxifen k2 goserelin » B3 EHH ] B% 75 75 BRI ]
(NSAI) K2 goserelin » JEFFE AR R85 ~ HER2 PN RAFLE (=& a2 k&
FHVE = - FERC - B -~ R I

A Phase 3 randomized, double-blind, placebo-controlled study of LEEO11 or placebo in
combination with tamoxifen and goserelin or a non-steroidal aromatase inhibitor (NSAI)
and goserelin for the treatment of premenopausal women with hormone receptor
positive, HER2-negative, advanced breast cancer

180913 [CIRB) 107CIRB03035 |8 ZEEE 7 X )% MREEfE
Sheng Hao Lin

—IASH IR fy EGFR ZE8 HL TKI gt SRS 143 Fh R4 AE IR/ N4 AR A (NSCLC) <2
a7 LLEL Pemetrexed + S3A{LEEE HFEAR S Pembrolizumab (MK-3475)/ G (I FE%
i~ #E - B0 (KEYNOTE-789)

A Randomized, Double-Blind, Phase 3 Study of Pemetrexed + Platinum Chemotherapy with
or without Pembrolizumab (MK-3475) in TKl-resistant EGFR-mutated Tumors in Metastatic
Non-squamous Non-small Cell Lung Cancer (NSCLC) Participants (KEYNOTE-789)

181111 [CIRB) 107CIRB02016 | HHZEEE 6 X )% PSP
Shou-Tung Chen
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—IEFE =M ~ s ~ BT - BB RS > oz = AEE st otk
7 ATEZOLIZUMAB (371 PD-L1 H788) ffFHLL ANTHRACYCLINE/TAXANE %8 & =AYl BN
(BB B L B

A PHASE I, MULTICENTER, RANDOMIZED, OPEN-LABEL STUDY COMPARING
ATEZOLIZUMAB  (ANTI-PD-L1  ANTIBODY) IN COMBINATION WITH ADJUVANT
ANTHRACYCLINE/TAXANE-BASED CHEMOTHERAPY VERSUS CHEMOTHERAPY ALONE IN
PATIENTS WITH OPERABLE TRIPLE-NEGATIVE BREAST CANCER

190709 [CIRB] 108CIRB04068 |5 58 4 X % FLIE
Chuan-Cheng Wang

PR&J Inotuzumab ozogamicin TR E AR & 1237 18 AN AS tE H B A R#IRIE
FELA RN T 2 R S M E T B G S MR EE M B o AR B Y —IH R 1
HH ~ B ~ BEtor BostBi

A PHASE 4, OPEN-LABEL, RANDOMIZED STUDY OF TWO INOTUZUMAB OZOGAMICIN DOSE
LEVELS IN ADULT PATIENTS WITH RELAPSED OR REFRACTORY B-CELL ACUTE
LYMPHOBLASTIC LEUKEMIA ELIGIBLE FOR HEMATOPOIETIC STEM CELL TRANSPLANTATION
AND WHO HAVE RISK FACTOR(S) FOR VENO-OCCLUSIVE DISEASE

200326 [CIRB]) 108CIRB05079 |8 5E Z=2F 3 20 () 5% ARES fik:
Sheng Hao Lin

—IASS = ~ BARUE - BER T ECaEs o STEER AR RN T2 G (EGFR) 5 1R 2E 8  Jo il
ik B SRS 1 I N B Al e 8 5 > SFAd DL osimertinib 1#FH32$1%%$EI*E%‘?§%7JDJ:
pemetrexed L% » 1 5 —4R )G (FLAURA2)

A phase lll, open-label, randomized study of osimertinib with or without platinum plus
pemetrexed chemotherapy, as first-line treatment in patients with epidermal growth factor
receptor (EGFR) mutation-positive, locally advanced or metastatic non-small cell lung
cancer (FLAURA2)

200722 [CIRB) 109CIRB04054 | 4 FH 2255 2 X #)2% EH#E),
Chien Hsun Hsia

—IFZ P - FETEC - BE T8 - LRIBEE IR g - 75 finerenone AR E
HLBEEYE (NYHA 1-IV) );‘27” DS >=40% (LVEF >=40%) S:H1E 7 3=
FIFET 2R EAYFRR L e

A multicenter, randomized, double-blind, parallel-group, placebo-controlled study to
evaluate the efficacy and safety of finerenone on morbidity and mortality in participants
with heart failure (NYHA [I-IV) and left ventricular ejection fraction >= 40% (LVEF >=
40%)

201114 [CIRB) 109CIRB10188 | H 5 1 It 1)5& FhED
Sheng Hao Lin

—IEE M - BT - B - RIS - EATR B e nInE AT RERR
JE/ NGB R EE T > ER#E TIRAGOLUMAB & ATEZOLIZUMAB fj[I_I~ PEMETREXED FI
CARBOPLATIN/CISPLATIN §% 3= Bi PEMBROLIZUMAB fI I PEMETREXED I
CARBOPLATIN/CISPLATIN $%

A PHASE 1, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED STUDY OF
TIRAGOLUMAB IN COMBINATION WITH ATEZOLIZUMAB PLUS PEMETREXED AND
CARBOPLATIN/CISPLATIN ~ VERSUS ~ PEMBROLIZUMAB  PLUS PEMETREXED  AND
CARBOPLATIN/CISPLATIN IN PATIENTS WITH PREVIOUSLY UNTREATED ADVANCED
NON-SQUAMOUS NON-SMALL CELL LUNG CANCER
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180210 [CIRB]) 106CIRB11188 |Hthi448 3 X )5 F4F
ChuanCheng Wang

—IHEIREME ~ 55 2 B~ BARUE R ~ BB CEtEs - SR A/ EaARE MO
EL#{di A BGB-3111 {#H Obinutuzumab Ei Obinutuzumab EE—E

An International, Phase 2, Open-Label, Randomized Study of BGB-3111 Combined with
Obinutuzumab Compared With Obinutuzumab Monotherapy in Relapsed/Refractory
Follicular Lymphoma

11

191211 [JIRB]) 18-004-A-2 |HAH g5 12x HEFE 1R SRR
WU KUN LANG

UL 3 ) TR ) A5 2 e - O o BK 2 1 o P R [ e B A BB R 5

A randomized open-label trial to evaluate the efficacy of immunoglobulin plus steroid for
prevention of coronary artery abnormalities in Taiwanese refractory Kawasaki disease
(RAST study)

12

191117 [ CIRB]) 108CIRB09143 4% | #J5E TR
Ming Ching Shen

—IHMER G ~ s TEMEEIRAYEE 3 BAEEE - SF{S ABP 959 AHEL Eculizumab
P> A A IR [ AT ZRPRIE (PNH) 2 B A AZ 5 R Bl 2 4

A Randomized, Double-blind, Active-controlled, Phase 3 Study Evaluating the Efficacy and
Safety of ABP 959 Compared With Eculizumab in Adult Subjects With Paroxysmal

Nocturnal Hemoglobinuria (PNH)

10 H-3 10 H




	（二） 已通過之初審案(簡易審查)Report the approved protocol by expedited review
	（三） 報告已核准之變更案(簡易審查)Report the approved amendment by expedited review
	（四） 報告已核准之期中報告(簡易審查)Report the approved interim report by expedited review
	（五） 報告已存查之結案報告Report the final report for reference
	（六） 報告已存查之終止報告Report the terminated protocol：
	（七） 報告已存查之暫停報告Report the suspended protocol （無None）
	（八） 報告已存查之撤案報告Report the withdraw protocol（無None）
	（九） 報告已核准之國衛院/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was approved by NHRI/ JIRB/ C-IRB/ NRPB

