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2023 year 8th-A IRB Meeting Minutes
i Date(YY/MM/DD) : 2023 4208 H 08 H (EZEHi—)
fE] Time : 12:00-14:43
i Location : FEESAIAME Bl ok B &
J&% Chairperson :

i [BEA ~ B - B2 -~ BEm ~ 0]
Hsiao, Yi-Hsuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,

female)

HEE A B Attendant : (F%fEHS omit title)

PREST (B ~ B9 - BIEE - 8H - 2]

Chen, Shu-Yu [ Affiliation with Institution, Medical Personnel, Scientific member, Nurse,
female] [A2o2EERE-E1  EHHEER]

Bkt (Bery ~ B~ I - B&EN - BPE] [IRB 220812 Fjgae- 157 AR [EIEF 5
il ~ IRB220630 #7528 ##- co-Pl1  IRB 220812 Avoiding conflicts of interest- Pl is physician
of the same department, IRB 220630 Avoiding conflicts of interest- co-PI]

Yang, Yuan-Po [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male] [#2 52 GFBEE-RERE I REZ BN (RFERA ) - BHilT]

MEE (B - B85 B - BT Bt

Lin, Yen Chih [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

sarlE (Bery ~ B8~ RIEE - gEaT -~ 2]

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

FEE e~ JRER ~ FFRIEE ~ 10~ i) [BREZEFHRE-REEA (0 2R
18 5% ) o AN ]

Ko, Chih-Hu [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Social Worker, female]

ARl [BEsh ~ B ~ JEREE - HE A EANT-BRITBA R ~ 2014E]

Shu-Feng, Ni [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Member of society- hospital administrator, female ]

w7 e (Besh ~ Bt~ BIEE - AL~ 2]

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

PSR (e ~ B - BIE - DlsEt - Bitd

FL1H HI10H



2023 £F55 8 U 55— IRB €%

Lin, Jr-Rung [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Epidemiology/ Statistics, male}

ARSI [BEsh ~ FEEHR ~ FEREE ~ g AIE AL RIREED ~ %]
Lin, Ching-Chuan [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society- retired teacher, male )

AN | HEE

B 7 BREM(3) ~ FEEL(D) ~ FEAM(L) ~ A FAEAEGET(2)

Medical Personnel doctor (3) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)

IFESR 3 AR ~ HETQ)  AHEEATEALQ)

Non-medical Lawyer(0) ~ Social Worker (1) ~ Member of society (2)

Personnel

R 7| EEI) R - HER(L) - ASEREAREHR)

Scientific member doctor (3) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

JERIER 3 ER0) ~ FET(D) ~ HEEATEAL(R)

non-Scientific Lawyer(0) ~ Social Worker (1) ~ Member of society (2)

member

5 4 BFEN() ~ BEIN2)

male Affiliation with Institution (2) ~ non-Affiliation with Institution
)

28 6 BER(4) ~ BEIN2)

female Affiliation with Institution (4) ~ non-Affiliation with Institution
)

fieE & (kIR T AL ) Bk FEGEEZE AL L BEEARERER R HAM T
GAIEAL e DN L E T 2 MU B MR R ER =02 — -
FEEGHGNT - SBFHITEMERSIRES - SR B E e Uk
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 ¥ T A EEEZ A GG FUEFERINE ) B0 FEEAH—RE
FrEdasy > REL REaEEIN I FRERERN ST REZR/ —APILE -
AU AREAZEES RS2 EZZEHE AL EZHEES
EFELL L2 Z B 1 - m5hE - HFEZ BITRE Rk > AMEETER -

H2H HI10H
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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.”

515§ A\ & Presenting staff : (ffEHS omit title)

B BURE (IRB#4E) Liao, Shu Chen (IRB secretary )

B EEEE (IRBYTECAE) Yeh, Cheng Chi (IRB staff)

#1532 (IRB fTELA &) Lin, Ciao Yun (IRB staff)

HEEEE (IRB {7t A &) Hung, Tsui-Hsia ( IRB staff )

i (IRB{TELAE) Li, Hsin-Yi (IRB staff)

oA iz Leave : (HakfEHE omit title)

mrRHE (e ~ B - RIEE - BT - 5]

Gu, Tian-Syong [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,

male]

B EUE (B - JEEE - FRRIE ~ AR ~ it]

Chan, Melody [ Affiliation with Institution ( Husband is CCH employee ), Non-medical
Personnel, non-Scientific member, Lawyer, female ]

Eh J& Absence : (BEfEES omit title)
= $% Recorder : 328 Hung, Tsui-Hsia
7~ FEFENZ Meeting :

(—) 5femshZE (BZEXE R ) Discussion (theme and decision)

i
HE B N

T st Tk
4Rk - 230710 & IE 1 M5
i?;] A R R R AT A | e
o S L
e LA B TR
45k ¢ 230711 DT
i?;] Sl B R S R L |
o SR
TR BT A
FR + 230713 RN
[5%) 555 VR PP B T R TR P o
EHA R
48t : 230721 B T B B 2 BRI
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CIED
EXSUNRE L

% ¢ 230723 EERNE
€D S B AR R S
A R
AL - 230725 AR 2GR | o
Cio) i
A R
AL 2O s e ey |
CLECETES W Wi
EFA
4mHE © 220428 %
U sass L0 | ST 5 TS B A
B 2 K] TP LR AR DL e S B
A
5% ¢ 220812 IR = R - RN AR | Pk
UHhssE LR] | 5 5P E R LGOI
A EEE) | VericiguaUMK-1242 BT AR Sl
Yo BB RAE
5% © 220901 B EAREIA 7 VI Fe f& B APV | Bk
DR Ess 1R] | JerBemanin A SR N5 A
EFACARIE | R
4E5E © 220636 TE

[4Ez 183 S 1 X]
BoEER
EFRFA B

LR I R R

4R+ 220428
[REREEA
[e1% 1 K]
202305-10
EFRFPA -SRI

SR AENE R E T E IR A R I
TLAERREZAHRE: PAGTE T Bl Ryl

R

4m5% © 220630

[ FAEREE]
202307-6

e N

—IAZ 0 ~ BEHEOTEC ~ EEERVIRYT o BRI
ELEs i F Bz B BE & (H R Azilsartan Medoxomil
#1 Amlodipine Besylate =2 8 #Ei&HEE » HHER
J&5 2 v i 8 e v T BR A7 i R R 22 2 1

FE FEREET

4R5% © 220630
[ ~EREEA]
202307-5

—IEZ 0 ~ BERTHC - SEE IR » ST
EEEeOEFE & oy BB {E A Azilsartan Medoxomil
F1 Amlodipine Besylate >~ 8 #H & » EIEK

FE - FEEs R T

HA4H HI0H
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ERA C BA

J& 22 P R IR S 1 e [T BR 2 s Y sl 2 e M

44 © 220636

[ FEREE]
202307-2
EFRFA  BERGE

LR R IRAGE (R B 2 FRa T

TFE FESREsET

Qmsk © 220812

—IEMEA S = HARER A ~ LRI B AR RS

TFE FESREsET

[ HEfEEH] B SVAE S H IR LB (sGC) R

202306-11 Vericiguat/MK-1242 FH i ast HE UL iE 5% >

FFRA - EEE) P DB IS Bl A R 2 A 1

Gmok © 220922 ON TARGET : —IE5 3HHZ s ~ BRI - | 78 IR sET
[ REfEEH] S LR IR - B crofelemer A2

202307-10 FEE RO A B BRI R LR T R 2B

FFFA ¢ MREERS

A REIR R N\ R A TR ERR IR B e

4REE © 221206
@B
202307-8
ERFA B

—IAZEIZ 0 ~ BERR D - B IR s
AT AHEL SRR BN S = S - TSR CR
FXla $]I7] asundexian (BAY 2433334) A 18
A B2 B2  DIH IR
L PRV A e e o g [ RS e L 7% 5%
AR A

T FES R ET

4R 1 220428
B 1K)
FFRFA  SRIEH

SR AENE R E T E IR R I
TLAERREZAHRE: PAGTE T Bl Ryl

() Blimis > ¥ 2= (f 5254 )Report the approved protocol

by expedited review

BREEF | FEEERF
Fra% | IRB 45k sHETE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 230526 W5 LAFE TIERES] ~ T —ARVEfEZeE | 585 (E%) (E%)
OER R Z B FENG- (N/A) (N/A)
The associations of work stress, work-life CHENG
conflict, and mental health in the workers in TANG
Taiwan
2 230610 |EMEREVIFOEN OSSR R G ENE | EEL (%) (H%)
e v Lu Ting-Yu| (N/A) (N/A)
Applying the Delphi technigue to establish
the interactive learning system for English in
dental medicine
3 230702 | A A/ NEA A mIRE A B EVIR Tl | #EESC (%) (H%)
flat& frEs e R AT Hung Wen | (N/A) (N/A)
Breast size and complications analysis in Lai
breast cancer patients post nipple sparing

HS5H HI0H
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Mastectomy- Retrospective analysis of single
institution.
4 230714 | HRHE Z &SGR MR S (E 2 s TRARE (i) (HE)
Orbital nodular fasciitis:A case report CHANG (N/A) (N/A)
CHENG
HSIEN
(=) s fE > 88 5 22 (5 5% & )Report the approved amendment by expedited
review
BREEE | JFEREEHE
Fra% | IRB 45k sHEE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 220901 | WFEEEZHAEMA T VI Fe @& EH NS (i) (H%)
(25 2 k] | ((FVINfC)fEJe i e 2 ey A BUMAR | Hsuan Yu | (N/A) (N/A)
/NGB AR Lin
Study the treatment outcome of recombinant
factor VI Fc fusion protein (rFVIIIfc) in
children with previously treated hemophilia
A patients
2 221222 | Al KiigE A AEYERGRAS & TR BB LERES | FiY (&) (GE)
(25 2 k] |2t asst# Jia-Ming (N/A) (N/A)
Research and Development Project for Al Chen
Technology Induced Bioinformation
Integrating with Chinese Medicine Modern
Diagnostic Devices
3 230401 | ZREEEPGINSETHR TR ARG IVRME | RRE (&) (GE)
(25 1K) | BFE PR E e R FEA CHANG (N/A) (N/A)
Computer-aided application of wet CHENG
Age-related Macular Degeneration (WAMD) | HSIEN
disease detection and prediction using Deep
Learning on optical coherence tomography
(OCT) images

(PU) 4 EA% A 2 B 45 (75 5 35 28) Report the approved interim report by expedited

review
BREE | JFEREH
Fra% | IRB 4R5k sHETE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 130616 |SHSHERREEAE < IH9T © ARBIREEA 28 | BER (&) (E%)
[ 10K ] MuKuan (N/A) (N/A)

6 H HI10H
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Head and Neck Cancer: Genetic and Chen
Environmental Studies
2 140509 | EA LG IRERA TR 25T FREL (i) (HE)
[ 25 9 Zx ) | Environmental Epidemiologic study in Chien Jien (N/A) (N/A)
Changhua Wen
3 200324 | FraptepnddE bRz b eERT R AR R b | MR (i) (HE)
(25 3 ) | IR Y RINE FTEHE 7T —FHIEiEZ|  Ching (N/A) (N/A)
MRS Hsiung Lin
Clinical efficacy and Adverse Effect of
Pirfenidone (Pirespa) treatment in IPF
patients (PFD_CEAE study)
4 210815 | [EflaHATG A FHEEY)(E SRR Tig TR | R (i) (&)
(25 2 K] |RAMEZ W52 Yeh (N/A) (N/A)
Correlations between perioperative opioid Pin-Hung
and hepatocellular carcinoma recession
surgery prognosis
5 220702 | DARISMIEET TR ST E (Sl | A 208 (i) (HE)
(25 1 2 Y| FORE — SHRTLRER ] e il < i PR &S S Shih (N/A) (N/A)
Clinical outcome of a novel ‘whole layer’ Chiu-Yu
rotator cuff repair technique with all
arthroscopic biceps tenodesis using
anterolateral suture anchor
6 220706 |COVID-19 T2 AN Z i s TR & At Pzt (&) (GE)
[ 25 1 Zx ] | Analysis of the epidemic and prognosis of Lin Yan (N/A) (N/A)
COVID-19 patients in emergency department Ren
7 220906 | FREL BRI EMEE G O LG &E | 5 (&) (GE)
(55 1 R]Y |EZBER © [T Hui-Ju Yang|  (N/A) (N/A)
To investigate the effect of modified skin
flaps in repairing facial wounds and
reconstruction after surgery: a retrospective
study
(H) HEEHEE 2 4EZEH S Report the final report for reference
EREE | JEEREEHE
FF9% | IRB 4R5% sTE AT FFEA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210902 |EMZEEE AR T HE R EREAE | RET (GEY) (HE)
AT GRS REATEEREE | YUWAN | (N/A) (N/A)
Using deep learning approach to assessment NIEN

of benignity and malignancy from the
ultrasound scan of patients with major
salivary gland tumor

FTH - HI0H
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
2 220203 |\ FRETEEGTEERNHEEEERERE | WEH (&) (&)
HEHRE T 2 AR Chun-Min | (N/A) (N/A)
Outcome Evaluation of the Dementia Family Chen
Caregiver Support Program
3 220807 | FaT B m R TH H B AR R A Ui (i) (HE)
Correlation Between Food Service YU HSIN (N/A) (N/A)
Satisfaction and Food Intake in a Hospital TING
4 | 230106 |:fHflEREEFEEERE COVID-19 el NBess | BREH (i) (HE)
ANE LRI SR ] Z #)%E Chun-Min | (N/A) (N/A)
A Pilot Study on Work Stress and Resilience Chen
of Medical Staff under the COVID-19
Epidemic in Kinmen
5 230501 | $t¥PRETHZEM A TR EMTATiate R | SHIK (i) (&)
b Peishin Hu (N/A) (N/A)

Outcomes of surgical interventions for
lacrimal drainage system obstruction

(7N) MEEHFEE & 1t Report the terminated protocol : (4 None )
() HMECHFEZE=#H4 Report the suspended protocol = (4 None)
()V) HECEFEEZBIZE R4 Report the withdraw protocol @ (4 None )

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

B ff/ JIRB/ C-IRB/ NRPB

Frik | IRB 4Rk i P& B8 FHA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
sFE4FE Protocol title
1 200805 [CIRB]) 109CIRB05071 |$:EHZEEE 10 X )58 e
Jian-Sheng Wu

—IEE =0~ Zdul ~ BEOYEC - BT - JEMEEIREEY S - SHE FARICIMAB Fjit 7y
ST AR AR A AR IH ZE 48 58 o D BT /K fps FE U B 2 o

A PHASE IIl, MULTICENTER, RANDOMIZED, DOUBLE-MASKED, ACTIVE
COMPARATOR-CONTROLLED STUDY TO EVALUATE THE EFFICACY AND SAFETY OF
FARICIMAB IN PATIENTS WITH MACULAR EDEMA SECONDARY TO BRANCH

RETINAL VEIN OCCLUSION

200806

[CIRB] 109CIRB05072

vidi

EHRE 10

s

=

LA
Jian-Sheng Wu

H8H HI0H
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—IHE =M ol - BB - BE - TEMEEIREEYEHEAES - BEiE FARICIMAB AR
R AR BRI R A PR A TP ZE 48 5% e b 3 /K s B Ay R i 22 e M

A phase IllI, multicenter, randomized, double-masked, active comparator-controlled study to
evaluate the efficacy and safety of Faricimab in patients with macular edema secondary to central
retinal or hemiretinal vein occlusion

211009 [CIRB] 110CIRB03046 |$#EIZE5E 6 X & RS
Chih Chun Chuang

—IEES Wb 3~ =BRME ~ Zul BT ~ RTRFE A BR eSS - ST DUE AR (4EES
ZMt4aT Ranibizumab (Y 36 8 FE SRR A8 A B RS MBS M BV ~ etk
B 4E4)8) /] 2(VELODROME)

A PHASE 1lIb, GLOBAL, MULTICENTER, RANDOMIZED, VISUAL ASSESSOR-MASKED
STUDY OF THE EFFICACY, SAFETY, AND PHARMACOKINETICS OF A 36-WEEK REFILL
REGIMEN FOR THE PORT DELIVERY SYSTEM WITH RANIBIZUMAB IN PATIENTS
WITH NEOVASCULAR AGE-RELATED MACULAR DEGENERATION (VELODROME)

220812 [CIRB] 110CIRB08184 |$#EHZEE 2K EFEFE 1R B zEH)
Chien Hsun Hsia

— TR 5 = FARE I I 4H - R IR AV R PR EAES - BPAL S H BR BR AL B 45 (sGC) I A
Vericiguat/MK-1242 i~ GRS H U 4 70 28 2 18 1 U g i e NSRS Bl 2 4= 1

A Pivotal Phase 3 Randomized, Placebo-controlled Clinical Study to Evaluate the Efficacy and
Safety of the sGC Stimulator Vericiguat/MK-1242 in Adults With Chronic Heart Failure With
Reduced Ejection Fraction

221011 [CIRB]) 111CIRB08146 |%HH ZE2E 3 X ()& BAJH=
HsuHeng Yen

—IEE 3~ Zrhurs ~ BEROTED - S - RIS - A T RS EEEMREE
&R R (UC)HYEE A 2818 » Bl Il Ozanimod 7 BBl R 2 x4

A Phase 3, Multicenter, Randomized, Double-blind, Placebo-controlled Study of Oral Ozanimod to
Evaluate Efficacy and Long-term Safety in Chinese Participants with Moderately to Severely Active
Ulcerative Colitis (UC)

230101 [CIRB] 111CIRB09189 (SBHZEEE 1 X HHEF 1K EE)ERSS
HsuHeng Yen

—IESS 2b HA - BERROTEC - B - LRIBIEEEES - 25 MORF-057 =fE& MR SRR
B TR R E SRR MRS MEAE RS SR BT 2 R R (EMERALD-2)

A Phase 2b, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Safety and
Efficacy of 3 Active Dose Regimens of MORF-057 in Adults with Moderately to Severely Active
Ulcerative Colitis (EMERALD-2)

230130 [CIRB] 111CIRB10191 |$EEHZEEE 2 X F%& R e
ChingHsiung Lin

—IH BLU-5937 FEiHBLIEE Mz (EiEREEABIIE ) (CALM-2)R A\ <25l Y
=HH - 2478 - BEtk - g~ LRI - SHTHERSO L R BT SE

A Phase 3, 24-Week, Randomized, Double-Blind, Placebo-Controlled, Parallel-Arm Efficacy and
Safety Study with Open-label Extension of BLU-5937 in Adult Participants with Refractory
Chronic Cough Including Unexplained Chronic Cough (CALM-2)

230320 [CIRB]) 111CIRB11225 |$HZEFE 1K )3 AN
Wu Shey Lin

FOH HI0H




2023 FFFE 8 K F— IRB &

—IHBE T BC ~ BE - LRBEE - 290~ BRI 2 55 = AR A et o BE A
rozanolixizumab FH 7~ 75 REHY/ D 2e BB A NE & H (MOG) HAg MH R Z% (MOG-AD) Z B A2
BB RO ZE 2

A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, MULTICENTER, PHASE 3,
PIVOTAL STUDY WITH AN OPEN LABEL EXTENSION PERIOD TO EVALUATE THE
EFFICACY AND SAFETY OF ROZANOLIXIZUMAB IN ADULT PARTICIPANTS WITH
MYELIN OLIGODENDROCYTE GLYCOPROTEIN (MOG) ANTIBODY-ASSOCIATED
DISEASE (MOG-AD)

170805 [CIRB] 106CIRB05085 |Hif #5568 6 X ()% PR <F 5
SHOU TUNG CHEN

monarchE: —IHFEIE T HC ~ BARCE ~ ELisfsE H Abemaciclib G FIEEERHENIA /IR - BB JE
{5 FHARERH BN P9 00l sE 2 - AT a R e i ~ IS &SR 1 2 T e f S22 e P T (HR+) 55—
B NIE R A RN -2 Gk PR (HER2-) LI s FE A 28 = 1B

monarchE: A Randomized, Open-Label, Phase 3 Study of Abemaciclib Combined with Standard
Adjuvant Endocrine Therapy versus Standard Adjuvant Endocrine Therapy Alone in Patients with
High Risk, Node Positive, Early Stage, Hormone Receptor Positive, Human Epidermal Receptor 2
Negative, Breast Cancer

10

220821 [CIRB]) 111CIRB01015 |HA &S 1 XX & PREE AL
Sheng Hao Lin

BT FE BN B ] 17 B AL A e o 82 A i B SRS MR TR /N Al B i (NSCLC) % - &
Sacituzumab Govitecan &AM E—4aRAT—IHFIBUTEC ~ 9l ~ 5 1S

An Open-label, Multicenter, Phase 2 Study of Sacituzumab Govitecan Combinations in First-line
Treatment of Patients with Advanced or Metastatic Non?Small-Cell Lung Cancer (NSCLC)
Without Actionable Genomic Alterations

11

200614 [CIRB] 109CIRB03040 |45Z #J5% MAHEH
Jin-Chin Lin

SHE ez A R e B BEHIGIRD AR 2 A 18 2 M s RS M B SR B IR iR e iy 3254 %
F£Z Monalizumab BCZRFI(FF Cetuximab 19—THEE =8 - FE#YEC - 5 ~ 0 - 25
MR

A Phase 3 Randomized, Double-blind, Multicenter, Global Study of Monalizumab or Placebo in
Combination With Cetuximab in Participants With Recurrent or Metastatic Squamous Cell
Carcinoma of the Head and Neck Previously Treated With an Immune Checkpoint Inhibitor

%10 H 3 10 H




