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2020 year 11th-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2020 4 11 A 10 H (2HI—)
fE] Time @ 12:00- 13:28
¥E Location : tEMKHE Bl ZiZk B
J&% Chairperson :

&RRIL (BTN ~ B9~ B8AD - 5B
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HifE A S Attendant © (B FEES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

PRI (BEAY ~ BBE ~ B&HT - 5B

Chen,Heng-Chung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, male )

MEE (BN -~ B - Bhl - 51D

Lin, Yen Chih ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male )

o IVE (B ~ B9 ~ Bhil ~ 201D

Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

FERE (B ~ BT ~ BT ~ 201D

Lai, Ying-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

flE R (B ~ JEEHRE ~ 110~ 2tE)

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

AU, (BEoh ~ FREERE ~ tHE A E AL ~ 20)

Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

fEIT e (Besh ~ B~ A - 2tE)

Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

EHE (B~ JEEsR ~ A - M)

Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )
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B RESE (Besh -~ B - AEsEt - B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Epidemiology/ Statistics, male )

AN | HEE
B 8 FIEM(4) ~ SEEL(D) ~ FEAM(L) ~ A FEAEAGET2)
Medical Personnel doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)
IFESR 3 JERD) ~ FET(D) ~ fEEAE(D)
Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (1)
Personnel
R 8 | BA(4) - MEHL(L) - BE(L) - ARG
Scientific member doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)
JERIER 3 ERE(L) ~ (D) ~ e AE(D)
non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (1)
member
5 4 BFENE) ~ BEIMD)
male Affiliation with Institution (3) ~ non-Affiliation with Institution
1)
E8 7 BER(4) ~ BEINR)
female Affiliation with Institution (5) ~ non-Affiliation with Institution
)
fieE - & (kg T ABIIUE ) Bk FEGEEZE AL L BEEERF KA
GAIEAL e DN L E T 2 MBS MR R ER =02 — -
HEEGHGNT - HEFHIETEMEREIRES - SR BN E e 2R
YA 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 attendance of experts familiar with the
research field, or representatives of any appropriate group affiliated with the human
subjects, to attend and provide comments.

3 ficig " ARSI IR A B GBS OEEE TR BNR  FE G AR

FPEaEgHN > HNEZ BRI I ERAYRENETREE— AL -
AN At NZEEG A= U ErZENFE  C A EZEES
BRI EZZEHE  BEHE - HFEEZESRE MR - Mg -
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

H2H HI10H
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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.”
515§ A\ & Presenting staff : (ffEHS omit title)
B =50 (IRBFAE)  Ng Sock Ping (IRB secretary )
B EEEE (IRBYTECAE) Yeh, Cheng Chi (IRB staff)
B MI5E (IRBYTECAE) Lin, Ciao Yun (IRB staff)
B EpE (IRB{TELAE) Li, Hsin-Yi (IRB staff)
B &2 Leave : (JEkfEMES omit title)
mEEN (BEsh ~ FREHR - g At~ 5D
Wang, Chin-Chai ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

i fi5 Absence : (JEfEES omit title)
E #% Recorder : &80 Ng, Sock Ping
1.~ FigNZ Meeting :

(—) sEmEZE (FBZETFE Fu#EE ) Discussion (theme and decision)

FrE STEATE Ay
4m5% © 200818 EIE%IRY
U #FE1R1) | REBEBERE = FFHREEEYEIRE
HHEE FE 7 AR
FFREA - FEX
4wt - 200509 BIEREE
[EBHEZEE 1K) ARG 2B TR g 2 R ST
TR %
& - 170909 " o A
[HA b 3 %) ggzzgﬁﬁmﬁéﬂmf%%El%@%ﬁﬁ%ﬂiﬁ@%ﬁé
TR - BRSEA o
QJ;EZQJ; iZ?Z 7] i FA G E P 51 SHE S (MTAM) JE R 17 A B DAL s PR
L :'Eg* ; S AT 5 (HFA) 2 ST
4R * 180917 ) | BIE&RESE
[ 255 2 %) ?Hiﬁﬂa&%@A%ﬁ%ﬁrﬁﬁ?ﬁ,ﬁ%ﬁﬁéwﬁEWEZﬁ%@&

S

FFREA - Bt
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Qmast © 190317

[(~EfEEF]
202009-5

EFRFA BRI

—IH$H ¥ BRCA 288 7 B fH I Rz MR U S0
(EOC) » {HFA{EEHFHEA+F Pembrolizumab
& > LA Olaparib BCZ2RI4ERHMN e —4RIaTE
ZFE IR ~ B =S RS

FE FESREET

4m9% © 190516

[(~EfEE]
202010-3

EXL R

—IH 3b 3 ~ BRI - B - LRI
B> $HEPACHITERE T 32 B 5FE TRC101 FRYAE
S 1 1 B e L RS oR 2 e

TFE FESREsET

Qmat - 190917

[(~EGEE]
202008-1

ERA CBREEHE

BRI ~ BB ~ 270 2 255 = BRER PR SR
PLEE#G {8 B Multikine (Leukocyte Interleukin,
Injection) i1 FAEAE AR (F-MiT+ U 4 A BT
T+ 4R & OF L2 G B (o AR )G B i
BRI SRR R 4R 1 Ko H S i BB

TFE FESREsET

HYZ R
() BElimis > )2 2= (f5 5254 )Report the approved protocol by expedited review
BERTE | JFEEEFE
Fra% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer

1 200717 |\ PRaTHRRRAR S EHCETT REASETSEE — DGE | RIS (i) (H%)
A BHVEEL Chang Tsui | (N/A) (N/A)
Discuss the key indicators of caregivers’ Fen
professional behavior— from the
perspective of nursing staff

2 200734 | SMEMERERT OB IR - MHEIER R AL | ME(E (i) (H%)
& R B SIS UaH LinYanRen| (N/A) (N/A)
Analysis of related medical and social
expenditures and long-term survival in
patients with traumatic OHCA

3 200735 | FHAEFTE ERRREINMERMAHE b | BT (i) (%)
A LEME (E 28 B R Z TR T LinYanRen | (N/A) (N/A)
Analyze the post-resuscitative organ
perfusions of first epinephrine treatment
among patients with hypovolemic OHCA

4 200918 | ERafEALHE R 2O R S AR R | e E (HE) (%)
REBLRRIE R (R FR 1T Ky  MHRARI 2R 5T WU CHIN (N/A) (N/A)
To explore the related factors of health CHEN
knowledge, attitude and health behaviors of
women in cervical cancer screening in
Changhua area

5 201009 |R@REAFHFIHTHE RN R E R FREEAE () (H)
Early Warning Sign Critical Factor Project for | Sheng Hao (N/A) (N/A)
Chest Medicine Lin

(=) HETI M 85 22(f5 5% 7)) Report the approved amendment by expedited

HA4H HI0H
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review
BETE | JFEEEE
FF9% | IRB 4R5% srE ST FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 190523 | pi AJESEN R AR AN LB MR ECAERE | A (HE) (HE)
[ 1K) | Rz PR Huei-Jhu (N/A) (N/A)
Risk factors associated with artificial blood SIAO
vessel bloodstream infection in adult cancer
patient
2 200612 | $HEFATRE DL o sHERIEEOFROANZ e | MREERS (i) (i)
(55 1R ]) | A 521 56 1/1b BEAES ShengHao | (N/A) (N/A)
A Phase 1/1b Study to Evaluate the Safety Lin
and Tolerability of Immunotherapy
Combinations in Participants with Lung
Cancer
(VO) e A A > Wi ) 45 (F5 5 38 45)Report the approved interim report by expedited
review
BRETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 110808 |FEt ~ ol ~ EEE - FRIEISEIERER 0 | BESFRE (&) (&)
(25 9 K] | EbEATREE FlgIBR ~ HER2 (51473814 | Shou-Tung | (N/A) (N/A)
R > (£ trastuzumab ~ {EFEEEYE|  CHEN
ZERE > DR, trastuzumab ~ {ESEREEY)H
pertuzumab » fit Sy B A 2 PR AL 4
€5
A randomized multicenter, double-blind,
placebo-controlled comparison of
chemotherapy plus trastuzumab plus
placebo versus chemotherapy plus
trastuzumab plus pertuzumab as adjuvant
therapy in patients with operable
HER2-positive primary breast cancer
2 151115 | AEWEAEEEVIBR FiTN B8 LA | R (HE) (%)
(55 5 K] | BRIEREREHIIE R 751 Hung Wen | (N/A) (N/A)
Endoscopic assisted breast surgery in the Lai
management of benign breast tumor in
Taiwanese female-Preliminary results
analysis study.
3 181020 |7#F 3D microscope JARFREFSAE Filr 2 A | hLfE () (H)
[ 2 ) | HEERE ShihLung Lin|  (N/A) (N/A)

Applicability evaluation of 3D microscope for
liver transplantation

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
4 181109 |1 MERHZEMERATRAY GRS R ke | MRE(E (HE) (H)
(55 2 K] | 2 b PO+ LinYanRen | (N/A) (N/A)
The treatments and severities of COPD
predict the risk of stuffing new-onset
dementia in adult patients.
5 191003 | BE—BEERch LB AT N RAR M | REF (i) (i)
(5 12K] | HERE YU WAN (N/A) (N/A)
A Retrospective Hospital Based Study of NIEN
Major Salivary Gland Malignancy
6 191010 | ik H{EAGCERBAZ B8 [N (HE) (H%)
[ 55 1 Zx] | Revision of the Chinese Version of Ta Cheng (N/A) (N/A)
Autobiographical Memory Interview Chen
7 191105 |EMEELRLRE Y REAESEEHASDET | E3CH (i) (H%)
[Z51xx]) = Wenfu (N/A) (N/A)
Constructing a care model to delay the Wang
progression to disability for elder frail
patients
8 191107 |HEREENTER QELBEEREL ZEEBSET | 2 (i) (H%)
(25 1 K] | BB A YaoPeng | (N/A) (N/A)
The relationship between Hsieh
albumin-to-globulin ratio and mortality in
peritoneal dialysis patients
9 191118 |EMHEALEAERBIETRENEPERE | FRiaE (&) (%)
(25 1 2R | T R s 2 i 5% chen (N/A) (N/A)
Using the de-identification data of electronic | changhua
medical records of Changhua Christian
Hospital for the study of infectious diseases
10 | 191206 |EM AN THEEBVBMERMTENZETRE | =EE (&) (%)
(55 120 | D8 FR R B0 R, 258 plesh Kuo-Yang | (N/A) (N/A)
Using artificial intelligence loT technology to Huang
predict the weaning rate of patients with
acute respiratory failure
11 | 191226 |/ IMEEERZBEAT RUASERY SRR SRR | T (i) (H%)
[ 1x])|FEM LIU (N/A) (N/A)
Mechanisms and clinical applications of YUAN-MEN
small RNAs in infectious diseases G
(7)) IEEHEE Z45ZH 5 Report the final report for reference
BERTE | JFRELEF
FF9% | IRB 4R5% sTE AT FFEA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180413 | —JHPL TLC399(ProDex) GFF A (AAERERFAR | FHRIHER (&) (%)
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BEEE | JFEFEEE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
FHZE (RVO) HEEPEHI/KAEEE Z I/ #|{San NiChen|  (N/A) (N/A)
aldm ¢ e THIE I E RS EEME (OLT)
Z BRCHE ~ IS IERS 2 | AR - F
TR R S M =2 1 2 BRI ~ BRAH &R
A Phase I/1l trial of TLC399 (ProDex) in
Patients with Macular Edema due to Retinal
Vein Occlusion (RVO): An Open-label,
Sequential Dose Escalation Phase | Part to
Determine Dose Limiting Toxicities (DLTs)
Followed by an Open-label, Single-arm Part
to Evaluate Efficacy and Tolerability
2 181214 |/NHIRATEIRTE B PR B EE R | AREELE (i) (i)
e PR &S SR s 2 Hsiao (N/A) (N/A)
Impact of adherence to small tidal volume Yaochuan
on clinical outcomes of acute respiratory
distress syndrome
3 191111 | fETAFRAMAERFESL - BEEE - PRETESENHY | ARECH (i) (i)
4 BEA R LINYINGLI | (N/A) (N/A)
Physicians’ Lifelong Learning Orientation:
Associations with job characteristics and
Self-efficacy
4 191120 |GEH A ¥ HBEFERE 2 20R - TR | PRAHE (i) (H%)
S EPTERR Z RN PR Ching-Yi-CH | (N/A) (N/A)
The Exploring of the Related Factors to EN
Cognition of Nursing Staff, Requirement
and Influence Willingness of Discharge
Planning Service
(7)) IEEESE 24 F#H Report the terminated protocol : 4 None
(t) MECHFEEZEEH S Report the suspended protocol : 4 None
(V) FEEESE ZHIZEH & Report the withdraw protocol : 4 None
(L) ez AE 2 B/ JIRB/ C-1IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
EXf#fe/ JIRB/ C-IRB/ NRPB
i IRB 4Rt “mt P& EE L FFA
7
. . IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
0.
protocol No.
=+E 5% Protocol title
1 200828 [ CIRB] 109CIRB04050 W HEE 2R PR 55
San Ni Chen
FEPE T EC - BRI  OEMEEYIEIRAVE 3 HintEs o st A mE N E TR RS RS

FTH - HI0H
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JF595%
No.

EX %/ JIRB/ C-IRB/ NRPB
IRB 5t T P& E 8 FRA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.

—
=

P2 Aflibercept =& AR AR Z 2
Randomized, Double-Masked, Active-Controlled, Phase 3 Study of the Efficacy and Safety of High
Dose Aflibercept in Patients With Neovascular Age-Related Macular Degeneration

201003 [CIRB] 109CIRB0O5084 HE #EFEE 1R N
Ching Yeh Lin

— AR M SRS » WTFE rozanolixizumab A Rrg M sie MR IR 5% e e M MR E
(ITP)EtER 2ol & Z RNzt ~ M2 MR

AN OPEN-LABEL EXTENSION STUDY TO INVESTIGATE THE LONG-TERM SAFETY, TOLERABILITY,
AND EFFICACY OF ROZANOLIXIZUMAB IN STUDY PARTICIPANTS WITH PERSISTENT OR CHRONIC
PRIMARY IMMUNE THROMBOCYTOPENIA (ITP)

201007 [CIRB] 109CIRB07120 hE HEFE 1R flS B o
Nan Ying Chiu

—IARER D ~ BAICHE ~ SEEEE VAN - BRRME - P 0alEs o SHNTE R EEE
M Z AN HE/E 2R IR B ERR R EHNHIR 2 B I S B BERTRA K20
# o FHdTE MR & Esketamine S FHIEFEAHECY Quetiapine FREEMEEERHE 2 AL ~ L VERTIY
M

Randomized, Open-label, Rater-Blinded, Active-Controlled, International, Multicenter Study to
Evaluate the Efficacy, Safety, and Tolerability of Flexibly Dosed Esketamine Nasal Spray Compared
With Quetiapine Extended-Release in Adult and Elderly Participants With Treatment-Resistant
Major Depressive Disorder Who are Continuing a Selective Serotonin Reuptake
Inhibitor/Serotonin-Norepinephrine Reuptake Inhibitor

180815 [CIRB] 107CIRB05077 S ZEEE 7 W ) DTS
San Ni Chen

—IAZ L - Y -~ B - BIE o BoslEE 0 #HE B AR S A s B A Y 52
% » 5Pl Conbercept HRERIGZFGHG R IR 21

A Multicenter, Double-Masked, Randomized, Dose-Ranging Trial to Evaluate the Efficacy and
Safety of Conbercept Intravitreal Injection in Subjects with Neovascular Age Related Macular
Degeneration

180913 [CIRB] 107CIRB03035 SBEHZEE 6 N YIF REE fik:
Sheng Hao
Lin

vidi

—IASH R &y EGFR ZE88 5 TKI gt 2 BRI Rl IR 4RI B/ N AR A (NSCLC) 325
ELiZ Pemetrexed + E$ULIFESHFECRGHF Pembrolizumab (MK-3475); &RV EEI D - &
5~ B =R (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)

181003 [CIRB) 107CIRB0O6086 SRR 7T N IR Pefi A 25
San Ni Chen

—TE R HAR AR ~ WNAHBEIR I ~ B ~ 2P0 = HAEES » $HBE R R s B /K Bl 2
2B > G Brolucizumab FHEZA Aflibercept FNIRASU 72 (KITE)

H8H HI0H
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JF595%
No.

EX %/ JIRB/ C-IRB/ NRPB
IRB 5t T P& E 8 FRA
IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.

A Two-Year, Two-Arm, Randomized, Double-Masked, Multicenter, Phase Il Study Assessing the
Efficacy and Safety of Brolucizumab versus Aflibercept in Adult Patients with Visual Impairment
due to Diabetic Macular Edema (KITE)

190516 [CIRB) 107CIRB09143 S 2 5 0 {))5E AR
Yu Yang
5 | TS 3b I - BRI YEC - BE - RIS o S MR BB RS TRC101 AR
LR M B e T BRSO 22 e
A Phase 3b, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Efficacy and
Safety of TRC101 in Delaying Chronic Kidney Disease Progression in Subjects with Metabolic
Acidosis
200135 [CIRB] 108CIRB10170 SR IEEE 2 U ) TR
Ming Ching
Shen
—IASS 3 HABARCME ~ ZHueadBe o FHDAEHAG RGO B AH S BRI R F R AR R 7 XTEN
8 | ®hE&EEN (rFVINFC VWF XTEN BIVVO01) %Y 12 Bl EEREZEER 2 EE A BIMAEE
HZeatE ~ AR EEY g 15
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
200516 [ CIRB] 109CIRB02023 S 2 RN YIFE MEZE
Ching Yeh Lin
g | Rozanolixizumab FIFYGRHRFHEIESIE MRS SRy MR MR ME(TP)R A Sl Az el &
Y~ VR 2 R —TESS 3 B - S - B - BEROIC - R IR
A Phase 3 Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the
Efficacy, Safety, and Tolerability of Rozanolixizumab in Adult Study Participants with Persistent or
Chronic Primary Immune Thrombocytopenia (ITP)
200516 [CIRB)] 109CIRB02023 S ZEEE 1 W P Y NE S
Ching Yeh Lin
10 | &Ffd Rozanolixizumab FJY/GRRHEIE SR MR &% e Re e MK ME(TP) R A st szad &
R~ VA2 Y —TESS 3 /A ~ R~ B E  BEROEC © LRI R
A Phase 3 Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the
Efficacy, Safety, and Tolerability of Rozanolixizumab in Adult Study Participants with Persistent or
Chronic Primary Immune Thrombocytopenia (ITP)
181021 [JIRB] 17-S-019-1 HAR R s 2 R )% HECHE
Chuang Wu
11 Lung
BB B A L S AT
Accountability and Outcome Measurement of Diabetes Health Promotion Organizations in
Taiwan
12 181227 [CIRB] 107CIRB08130 HARERR s 2 R )% FREE fi:
Sheng Hao

FOH HI0H
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EX %/ JIRB/ C-IRB/ NRPB
Feoik IRB 5t T P& E 8 FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
Lin

Brigatinib A& Alectinib B Ceritinib 2 Ry LAY B MEMRERES 51 (ALK+) B
HAFE/ (AT (NSCLC) B

Brigatinib in Patients With Anaplastic Lymphoma Kinase-Positive (ALK+), Advanced
Non—Small-Cell Lung Cancer (NSCLC) Progressed on Alectinib or Ceritinib

191117 [CIRB) 108CIRB09143 HAhS4eE 1 0 {))5E Vasss
Ming Ching
Shen
13 | —THREMEYEC ~ 5 - JEMEEIEAYES 3 BAEESR - BHd ABP 959 FHEY Eculizumab AR EBA
Pe 2 MR AT ZRPRIE (PNH) 2 il A 325l B AR 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)
170704 [ CIRB] 106CIRB05075 S IS R 3%
KuanMing Lai
14 | —H Pracinostat & {if azacitidine F-im 18 a2 B oot S B 1 A I HAS 8 AR

B LR B = e - ZRBEE - Zn - B IR

A Phase lll, Double-Blind, Placebo-Controlled,Multicenter,Randomized Study of Pracinostat in
Combination with Azacitidine in Patients >= 18 Years with Newly Diagnosed Acute Myeloid
Leukemia (AML) Unfit for Standard Induction Chemotherapy

%10 H 3 10 H




