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2022 year 11th-B IRB Meeting Minutes
— -~ H fH Date(YY/MM/DD) : 2022 11 5 18 H (EHi#H)
£ f&] Time @ 12:00-13:50
=~y BE Location - FHEEAN AHE Bl 225 B §2 / Webex
g~ F [ Chairperson :
Bk (e ~ B - Bhl -~ B
Liu, Sen-Yung ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

HifFE A& Attendant : (i fEES omit title)
B GEEEEAN - B - gist - B
Yang, Chueh-Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),

statistics, male )

W B (e ~ B - BEET - M) [IRB 191227 Fi|g3HE-Pl K[EIRIEAT IRB 191227

Avoiding conflicts of interest- Pl is physician of the same department]

Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

B EEF(EA - B BET - B14) [1IRB181019 Filziizie-Pl 2 [EFHE&HT IRB 181019
Avoiding conflicts of interest- Pl is physician of the same department]
Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

W PRIRAE(BEA ~ B - EEET - FME)
Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )

B ERE(BEN o~ JRRE - e R L)
Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

W 2fe(Bedh - B - BT - M)
Liu, Po-1 (non-Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male)

R (B ~ B 1bg AL )

Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )
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PSR (o ~ JEER ~ g AL~ BiE)
Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

ME=(BESE ~ R ~ RERESE - L)

Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

TS - JERE - (g AL B

Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

2 (Besh ~ IR - AR R ~ Bk

Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | sk

B 7 | BEAN(4) ~ ZEEW(L) ~ HEEt(D) ~ thE AL(D)

Medical Personnel doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(1)

B 5 | e A1(3) ~ JAEFQ) ~ wAKERS D)

Nonmedical Member of society (3) , Law(1), Patient group

Personnel representative(1)

P2 7 | BEAN(4) ~ ZEEW(L) ~ HEEt(D) ~ thEAE(D)

Scientific member doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(1)

Rl 5 | @ AL(3)  SEE(L) - R tE)

non-Scientific Member of society (3) , Law(1), Patient group

member representative(1)

Es 8 | BEN@) ~ Bedh4)

male Affiliation with Institution (5) , non-Affiliation with
Institution (3)

B’8 4 | BEAER) > BeAN2)

female Affiliation with Institution (2) , non-Affiliation with
Institution (2)

i Remarks :

O {45 " NB7EL ) Bk FEGEEZAE AL L GE8ERERH
Lo == /NI SN R 4 2 14D NG = i o N il & et 229311 Y = 39T
=nZ— - HEEGHGR RGN EHBEEERESR - SRS
R ERERE 2 R FRF = H, - According to Article 7 of the “Human Subjects
Research Act:” “The IRB shall consist of five or more members, including legal

H2H H11H
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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.”
@ ki " NS AL S gHS EEEHEINE | BN R  FEFHH
—RIEFEE R HHEZBEAESEIN I ERAYBERIELSRER

B— AN E- DAL At AZEFEES EA =2 I EZZBHE
AU EZFEES  EAFE EZZEHE  i6EHE - HEZREERE

— MR ANEHETEE o 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.”
H[fg N & Presenting staff : (JEkfEES omit title)
=0 Ng Sock Ping (IRB secretary )
#TF 5 Yeh, Cheng Chi (IRB staff)

313288 Hung, Tsui-Hsia ( IRB staff)

|
|
B FAT5ZE Lin, Ciao Yun (IRB staff)
|
|

A Li, Hsin-Yi (IRB staff)
B &% Leave : (FkfEHS omit title)
Eh J& Absence : (BEfEES omit title)
E #% Recorder : j#£32EE Hung, Tsui-Hsia

11~ sk Meeting

(—) Efamas

(EBZETFHE ) Discussion (theme and decision)

e ST P
4EoE © 221006 2
L - 221006 o | A EEOAR T BT A P
Ui a5 1K) AT
] AR R
EFEA 1 ARBEE &
4% 181022 —TEE ]~ HR0 - BT - RO | BEAREE

HI3IH HI1IH
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WIS e N G |
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A
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LR | R RE e R TR |
meEEs x|
EREA Bl S
5% - 190310 S 2RI - HERZ IRV RN, | 2 - I S

(AEREEF]
202210-8
EXSYNREC=IN

Jeg B8 > BEAL ribociclib f_b Y 43 g A E Ryl Bl
BRIV M B =~ Bl - e
o ~ BARcEREE (DL Ribociclib /F Fy#ri B a5
fy5t8: [LEE0L1]: NATALEE)

4R5E © 210126
@B
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ERFA - BREA
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BGB-A1217 (—f&HL TIGIT $ii8) HFH
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FE SR T

4maT 1 211110
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EFFA BT

B I B B R R T 2 2= 1

(=) B ¥ # ZE (5 52 E) Report the approved protocol by expedited review

EREE | JFEEEF
Frak | IRB 4ok srE ST FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

1 220004 | GETME IES SRETE 15 58 (&) (&)
Taiwan Acute Coronary Syndrome Registry | Yuan Po (N/A) (N/A)
(TACSR) Yang

2 220918 | MHCEMSETEIMERITN ZHE LT | a5k (HE) (&)
LD Je o] PAI (N/A) (N/A)
Whether there is a relationship between TSUNG-
postural changes and scan time changes in TING
lower extremity computed tomography
angiography

3 220919 | EESETR AR R R 2 HHERIHZE TR (i) (&)
Quality of Service in a Postpartum Care Yu > (N/A) (N/A)
Center MING-JU

4 220923 |\ReFSHEITTEREZFHEE TR | #RE (&) (HE)
T RIEC fEkAE T Cheng Pu (N/A) (N/A)
Factors Predicting Mortality and Revision Hsieh
Hip Surgery After Femoral Neck Fracture
Surgery: a retrospective cohort study

5 220924 | ERETIIEE RN BEY COVID-19 % | wi7ih (i) (H%)
B BARE CAF R Bl 8 2 B {5 DA AE | HUANG (N/A) (N/A)
PP BRI L R T KR B T CHU-YU
Exploring the relationship of work stress and
sleep quality among nurses in intensive care
units during the COVID-19 pandemic: Using
work frustration and organizational culture as
mediating and moderating variables

6 | 221001 |FEHIE=HANEHOREZ GBI | TR (%) (H%)
HIBET1% 90 RIEC AT Wang Bing |  (N/A) (N/A)
Predictors of 90-day mortality in Phase 3 Yen
empyema VATS decortication

7 221003 |fERIAEE R ERENRTREEREAT | #5E (GEY) (HE)
Diabetes mellitus and cancer development, Shun-Wen (N/A) (N/A)
and risk factor Hsiao

8 221007 |DAATHEEZMBEENE X teh | ek (&) (H&)
ERV L ENST Chun-Wei | (N/A) (N/A)
Establishment of an instant chest X-ray Lin
image pneumothorax alert system under
artificial intelligence assistance

9 221020 | FII It ESEEE HIET ARG EIAHIERIE T2 ZGE (GEY) (HE)
The influence of colorectal polyps’ Liu Yu-Shih|  (N/A) (N/A)

management by Al deep learning

HS5H HI1LH
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(=) LTI 8 22 (f5 5,95 %) Report the approved amendment by expedited

review
EREE | JFEEEF
Frak | IRB 4ok sHERE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150802 |ERaf BT B ARNBUER IR | MRS (HE) (&)
(25 2 %] |BAERAME Che Lin (N/A) (N/A)
Investigation of the Association Between
gene and before-after breast cancer treatment.
2 210708 | FEIEARESR R TR S VFaalE | MERE (i) (HE)
(256 X]| it Ching (N/A) (N/A)
Cancer Precision Medicine and Biobank Hsiung Lin
Consortium Collaboration Pilot Project
3 | 211114 |E¥d Marstacimab FHPGPEGRTHEORT | U8t (H%) (H%)
(5 7 XY | AdDUEE 2 B CRIMA &M <1%) |Ming Ching|  (N/A) (N/A)
A B RSEESG A SR A G| Shen
e PEESEE B MR8 (b
MRTEME?2% ) FSHZe e ~ 2 AR
A — T B T A fe
An Open-Label Extension Study to Evaluate
the Long-Term Safety, Tolerability, and
Efficacy of Marstacimab Prophylaxis in
Severe (Coagulation Factor Activity <1%)
Hemophilia A Participants With or Without
Inhibitors or Moderately Severe to Severe
Hemophilia B Participants (Coagulation
Factor Activity ?2%) With or Without
Inhibitors.
4 | 211209 |PANCREASaver BhfE R, © A T 2Lkl | pBE (i) (i)
(25 2 X ) | EHENMERIREEY | PEREERPREDWIMEEARTIENE | MuKuan (N/A) (N/A)
Ensg Chen
Cross-institutional retrospective and
prospective clinical validation of artificial
intelligence model (PANCREASaver) for
detection of pancreatic cancer.
5 211240 | N TR ERGTIRE HEHEE 240 MREEIE (GEY) (HE)
[ 25 1 Zx ] | Developing automatic interpretation system Ching (N/A) (N/A)
for function test using artificial intelligence | Hsiung Lin
6 | 220823 |&mzedihlpbE b MERGIEESS | By (%) (%)
[512%]) |51 2.0 HSUHSIN |  (N/A) (N/A)
TIMECARD (Talwan network of post-arrest HUI
ManagEment for CARDiac arrest) Il Registry
7 | 220824 |femEmtET R EEAEC HOEE 1 B (%) (%)
[ 2 1 2] |(Programmed death-ligand 1, PD-L1) ZIH Ching (N/A) (N/A)
HIRRRE - BlgiiRigse T - REHEAURE Hsueh
(apparent diffusion coefficient, ADC) HY

F6H HIIH
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BEERE | JEREER

FFo% | IRB 455 T EATE ERA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

B WEZEESAHEREME ?
Relationships between apparent diffusion
coefficient (ADC) histogram analysis and
PD-L 1-expression in bladder cancer

(PU) s A% A > HA TR 45 (75 5, 28 45) Report the approved interim report by expedited

review
BREEE | JFEREEHE
Fra% | IRB 45k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191112 |Lh#gunks EBRHCEFEEHMETE | REX (i) (HE)
(25 3 K] | 1L SRl /e Sm7 e NEEPRIER 2 fE1E | Chih-Wen | (N/A) (N/A)
Comparison the clinical value of the Abbott Twu
RealTime EBV kit and self-established
detection system in nasopharyngeal
carcinoma
2 201223 | BIEAWIRIS s GBI B 2 e | R (&) (HE)
(25 2 K] | B bz H5e ChenTe (N/A) (N/A)
Computer-aided diagnosis of liver fibrosis Chou
using multiparametric magnetic resonance
imaging techniques
3 211103 |flEFRIA B S R TR 1B HERT ST e (&) (GE)
[ 25 1 Zx ]| The relationship between medications and Wu Chialin | (N/A) (N/A)
subsequent outcomes in patients with
diabetes mellitus
4 220121 |\ FeEmpslHZE R i ~ THEBTANME | BIWT (&) (GE)
[5E 1] |WH5E - Ping Fang (N/A) (N/A)
Early warning and dysfunction prevention of Chiu
dialysis vascular access

(H) MECHFE 2 4EZEH 4 Report the final report for reference

BREEE | JFEREH
FF% | IRB 4m5ik sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 171002 e tpmdn & IR - 24 B E b3 | GRS (&) (GE)
Integrated Care Model for Chronic Disease- | Ping Fang (N/A) (N/A)
systematic and individualized development Chiu
2 190101 | B MYHO MHBARVII MRS B fiE < SR | =2 (&) (GE)
PREL Sy {EH M e Ying Chih | (N/A) (N/A)
Clinical and genetic analysis of families with Huang

FTH HI1IH
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

MY H9-related platelet disorder

3 200422 MR EIEIEGE N AKSE T AURERRR A | R A] (i) (HE)
BIRIGEETT Rt BN R Z BT YingHsun | (N/A) (N/A)
Exploring the influencing factors of diabetes Wu
telecare intervention of self-care behavior of
patients with type 2 diabetes.

4 201124 |\ gEz HalIR VIRl Filoie F R AEYIRRECo | B (&) (&)
SR AL Rk B AR B (R Z B SR T o Lien Cheng | (N/A) (N/A)
Can early biomarkers change predict TSAO
short-term weight loss after laparoscopic
sleeve gastrectomy?

5 201214 | —IHFHA 26 0 - EEE - ZEEEs 0 th | HEE (i) (&)
#5453 —2¢ Insulin icodec B H —IX Tu shih te (N/A) (N/A)
Insulin degludec 100 units/mL » J§& & H£H
RS RN EEY) - JEFRAR G (iR
BE 2B AR B R
1% : ONWARDS 3
A 26-week double blinded, multiregional,
trial comparing the effect and safety of once
weekly insulin icodec and once daily insulin
degludec 100 units/mL, both in combination
with non-insulin anti-diabetic drugs, in
insulin naive subjects with type 2 diabetes :
ONWARDS 3

6 220214 | PRETERREEHEATFS R L Rl < 485 AR (9] (H%)
Exploring the Experiences of Shu-Ju Tu (N/A) (N/A)
Interprofessional Job Rotation of Nurses
Practitioner

7 220418 | FEEPLERBETE N FEEHEAER | KEE (i) (GE)
M B 5] 155 B B i e Wt 9% Yi-Jung (N/A) (N/A)
A study on the Relationship between Clinical Tsai

Teachers OSCE Recognition and
Implementation to Stay in the Medical
Center.

(7)) MECHFEE 2% 1F#Hits Report the terminated protocol ( 4 None )
(£) MECHFEE=HE Report the suspended protocol (4 None )

(J\) MECFEE 2 BIZE#H 4 Report the withdraw protocol

( 48 None)

(L) ek~ B f#E e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

H8H HIIH
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Bl e/ JIRB/ C-IRB/ NRPB
FFik | IRB &t T P& E 8 FHA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=+E 475 Protocol title
1 220931 [CIRB] 110CIRB09201 |#rZE #HFEE 1 X B 9%
Nan Ying Chiu

—IHSTHEPSRATE 5E R Bl 425809 55 = HiEtEaY & L 39 B g - s R ARA —2X Bl 425809
HIRHIZE e MERIBARME ~ BAH ~ ZE(ElER(CONNEX-X)

An open label, single arm, extension trial to examine long-term safety of Bl 425809 once daily in
patients with schizophrenia who have completed previous Bl 425809 Phase Il trials (CONNEX-X)

221013 [CIRB] 111CIRB06113 |#ZE ()% BHIHF
HsuHeng Yen

—IHEE 3 HA - BEMETEC - LRI - P T 4ERY LR - SR Guselkumab R ALEERY
v P E 2 BB AR 2 M

A phase 3, randomized, placebo-controlled, parallel-group, multicenter study to evaluate the efficacy
and safety of guselkumab in participants with fistulizing, perianal Crohn’s Disease (FUZION CD)

161205 [CIRB]) 105CIRB06085 |$#HIZEEE 12 X ()3% FER 8%
KuanMing Lai

—IHZE 3 8 - BEME - B o JEMEETEEER DL ALXN1210 EhE ECULIZUMAB FHAA M #57
RSB SRR 28 MR R M AL 2R PRE (PNH) s B 2

A Phase 3, Randomized, Open-Label, Active-Controlled Study of ALXN1210 Versus Eculizumab in
Complement Inhibitor-Naive Adult Patients with Paroxysmal Nocturnal Hemoglobinuria (PNH)

190310 [CIRB] 107CIRB12199 |$EHZES 9 X W& (5= PN
DarRen Chen

—IASHEHET S22 Aal5 e ~ HER2 MRy R EAAL R 58 - 8 ribociclib i BRI FEANE s
WE GBI 2 B =0 ~ L ~ BERETIC - B g (BL Ribociclib /F £y
aiamiEEe [LEEO1L]: NATALEE)

A phase Ill, 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)

190315 [CIRB] 108CIRB01004 | ZEEE 9 X ()5 BHIH=
HsuHeng Yen

P BN HART AR R S B2 el 2 B VDU RE 2 253 > B9E Cabozantinib (XL184)
f##F] Atezolizumab FHEZ> Sorafenib fy—THFERE T ECET RS 3 HAG RS

A Randomized, Controlled Phase 3 Study of Cabozantinib (XL184) in Combination with
Atezolizumab versus Sorafenib in Subjects with Advanced Hepatocellular Carcinoma Who Have
Not Received Previous Systemic Anticancer Therapy

210914 [CIRB] 110CIRB06118 |# 225 3 X W) TR
Ming Ching Shen

FOH HIIH
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—IHEE 3 W B - Z0alEe o BN YR ARIVERE A B AR BB T EHSE ) Ut
AT FeEIMARHRRFIXTEN Fi&2E S FVIIFC-VWFE-XTEN ; BIVV001) > 5[k 15 » LIEE
i R 2 2 M R

A Phase 3 open-label, multicenter study of the long-term safety and efficacy ofintravenous
recombinant coagulation factor VIII Fc-von Willebrand factor-XTEN fusion protein
(rFVIIFc-VWE-XTEN; BIVV001) in Previously Treated Patients with severe hemophilia A

220401 [CIRB] 110CIRB12290 |#FHZEFE 2 KX )& PREEAE
Sheng Hao Lin

P T2 EFRY c-Met 1B LI - EGFR B7 A4 ~ fey Sl /S 1 I R I/ N4 R At
ZEE » #E1T Telisotuzumab Vedotin (ABBV-399)Ei Docetaxel EL#ERAVES 3 HAFARTM: ~ FEtd s B ~
H R R

A Phase 3 Open-Label, Randomized, Controlled, Global Study of Telisotuzumab Vedotin
(ABBV-399) Versus Docetaxel in Subjects with Previously Treated c-Met Overexpressing, EGFR
Wildtype, Locally Advanced/Metastatic Non-Squamous Non-Small Cell Lung Cancer

220705 [CIRB] 111CIRB05088 | ZEE 2 X )5 PREEEE
Sheng Hao Lin

—IAS =0 ~ AR - BERE T BcEtER - bR Lazertinib fF AN LEZ T34+ Amivantamab 4H
B AR AREA Y Amivantamab 504K 7 N 458 20455 2 Amivantamab o £+ ¥ #2572 Osimertinib
FACE ER &ML EA EGFR 228 7 MRS 14 JE/ ARG AT 2

A Phase 3, Open-label, Randomized Study of Lazertinib with Subcutaneous Amivantamab
Administered via Manual Injection Compared with Intravenous Amivantamab or Amivantamab
Subcutaneous On Body Delivery System in Patients with EGFR-mutated Advanced or Metastatic
Non-small Cell Lung Cancer After Progression on Osimertinib and Chemotherapy

220915 [CIRB] 111CIRB07121 |8 TZEE 1 XX W& R
Tu shih te

—IHEE 3B~ Zrbuts ~ BT ~ PTG T - BARMER SR - IR B H S YOS A AR L
FE—RUERES B - GHE LY3209590 1 F B8 — IR RERR B 2 S5 22 Degludec (4
R

A Phase 3, Multicenter, Randomized, Parallel-Design, Open Label Study to Evaluate the Efficacy
and Safety of LY3209590 as a Weekly Basal Insulin Compared with Insulin Degludec in
Participants with Type 1 Diabetes treated with Multiple Daily Injection Therapy

10

181203 [NIRB) EC1070902-E  |HAth#45 4 v 1)5& F&1F
ChuanCheng Wang

GBS E R S B I TS
The Observational Registry: Nationwide Data Collection on Gastrointestinal Stromal Tumors
(GISTs) Patients (Taiwan GISTs Registry)

11

211222 [CIRB] 110CIRB08198 |HAf#i55s 1 K ¥ AR I
ChingHsiung Lin

P MEIHZEMERTPE (COPD) ALK HAERAYZEINTFE (EXACOS ZEINZE) @ AR &
JEAR BEZR - COPD [EE AL ARAVENE » DU EE 8 b3 AR AR AR Bl PR R B IR A1
TR [T BRI B 14

Exacerbations and their Outcomes International (EXACOS International): Understanding the burden
of severe exacerbations of COPD and the association between frequency of severe exacerbations and
clinical and health-care utilization outcomes in less well-resourced countries

12

220512 [CIRB] 111CIRB01011 |%%i ()%& PREEAE
Sheng Hao Lin

410 5 11 H




2022 55 11 ¢ 55— IRB &8

—IRAEAE EAE 2 BN T S A ARG AT dee B E TR - BFAEG EPOOS7 ffF olaparib 222414
TS 2 B2 4R IRa i e

A Phase 2 multi-arm, open label study to assess the safety and efficacy of EP0057 in combination
with olaparib in defined populations of patients with relapsed advanced gastric cancer and small cell

lung cancer

FUH H1IH
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