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Abstract

The academic technology assessment group (ATAG) reviewed a report on the additional benefits and
cost-effectiveness of zolbetuximab in untreated claudin-18.2 (CLDN18.2)-positive human epidermal
growth factor receptor 2 (HERZ2)-negative unresectable advanced or recurrent gastric cancer, submitted
by Astellas Pharma Inc. This report summarizes the results of the review and re-analysis by the ATAG.
The target population was divided into two groups: (a) patients with Programmed cell Death Ligand 1
(PD-L1) Combined Positive Score (CPS) =5, and (b) those with PD-L1 CPS <5. The intervention for
each target population was zolbetuximab with chemotherapy (CAPOX), and the comparators were
nivolumab with chemotherapy (CAPOX) for target population (a) and chemotherapy (CAPOX) for target
population (b).

For target population (a), the manufacturer identified no randomized controlled trials (RCTs) that di-
rectly compared zolbetuximab with chemotherapy (CAPOX) with nivolumab with chemotherapy
(CAPOX) via the manufacturer’'s systematic review (SR). Instead, they identified literature on GLOW
comparing zolbetuximab with chemotherapy (CAPOX) with placebo with chemotherapy (CAPOX) and
CheckMate 649 comparing nivolumab with chemotherapy (FOLFOX or CAPOX) with chemotherapy
(FOLFOX or CAPOX). Using the identified literature, the manufacturer conducted a network meta-
analysis (NMA) with chemotherapy as a common comparator. The analysis showed no statistically sig-
nificant differences in hazard ratios (HRs) for overall survival (OS) or progression-free survival (PFS).
Given that indirect comparison data may not fully represent the target population, the manufacturer
concluded that the additional benefits of zolbetuximab with CAPOX over nivolumab with CAPOX could
not be determined. For target population (b), the manufacturer identified literature on GLOW. Based on
statistically significant differences in OS and PFS in the PD-L1 CPS <5 subgroup, they concluded that
zolbetuximab with CAPOX demonstrated additional benefits over CAPOX.

The ATAG independently conducted an SR to comprehensively assess the additional benefits in both
populations. Our review included zolbetuximab with chemotherapy and nivolumab with chemotherapy
as interventions; chemotherapy as the comparator; and OS and PFS as outcomes. The ATAG identified
literature on SPOTLIGHT, GLOW, and a pooled analysis of SPOTLIGHT and GLOW final results for zol-
betuximab with chemotherapy. Additionally, the ATAG identified CheckMate 649 and ATTRACTION-4 as
RCTs for nivolumab with chemotherapy. For target population (a), the ATAG performed sensitivity analy-
ses to examine the robustness of the NMA performed by the manufacturer, assuming that treatment ef-
fects did not differ according to PD-L1 CPS status. The results obtained by the ATAG aligned with the
manufacturer's findings. While acknowledging this uncertainty, the ATAG determined that zolbetuximab
with CAPOX showed efficacy comparable to that of nivolumab with CAPOX. For target population (b),
the ATAG concluded that the manufacturer's assessment was appropriate and that zolbetuximab with
CAPOX demonstrated additional benefits over CAPOX.

The ATAG examined the manufacturer's economic evaluations of both populations. The analysis em-
ployed a partitioned survival model with three mutually exclusive health states: pre-progression, post-
progression, and death. We identified two major issues: (1) the revised drug prices effective on April 1,
2025, were not applied, and (2) the handling of HER2 and CLDN18.2 testing costs. In our reanalysis, we
applied the revised prices and excluded testing costs from both intervention and comparator arms. For
target population (a), zolbetuximab with CAPOX incurred an incremental cost of 6,371,780 yen com-
pared with nivolumab with CAPOX. For population (b), zolbetuximab with CAPOX resulted in incremen-
tal costs of 8,350,886 yen and incremental effects of 0.47 quality-adjusted life years (QALYs), yielding
an incremental cost-effectiveness ratio of 17,614,324 yen/QALY. From the perspective of the Japanese
public healthcare payer, zolbetuximab and CAPOX is likely to be "equivalent or inferior in effectiveness
with increased costs" for target population (a) and "=15 million yen/QALY" for target population (b).

Keywords:zolbetuximab, stomach neoplasms, cost-effectiveness analysis, health technology assess-
ment
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AE Adverse Event
AIDS Acquired Immunodeficiency Syndrome
ASMR Amelioration du Service Médical Rendu
CADTH Canadian Agency for Drugs and Technologies in Health
CDA-AMC Canada’s Drug Agency
CD137 Cluster of Differentiation 137
CENTRAL Cochrane Central Register of Controlled Trials
Cl Confidence Interval
CLDN18.2 Claudin-18 isoform 2
CPS Combined Positive Score
Crl Credible Interval
CTLA-4 Cytotoxic T-Lymphocyte-Associated protein 4
DoT Duration of Treatment
ECOG Eastern Cooperative Oncology Group
EORTC European Organisation for Research and Treatment of Cancer
HAS Haute Autorité de Santé
HBs Ag Hepatitis B surface Antigen
HER2 Human Epidermal Growth Factor Receptor 2
HIV Human Immunodeficiency Virus
HR Hazard Ratio
ICER Incremental Cost-Effectiveness Ratio
IPD Individual Patient Data
IQWIG Instituts fur Qualitat und Wirtschaftlichkeit im Gesundheitswesen
ITT Intention-to-treat
NICE National Institute for Health and Care Excellence
NMA Network Meta-Analysis
NYHA New York Heart Association
0S Overall survival
PBAC Pharmaceutical Benefits Advisory Committee
PD-1 Programmed cell Death-1
PD-L1 Programmed cell Death-Ligand 1
PFS Progression-free survival
QALY Quality-Adjusted Life Year
Q0oL Quality of Life
RCT Randomized Controlled Trial
RDI Relative Dose Intensity
RECIST Response Evaluation Criteria in Solid Tumours
SEER Surveillance, Epidemiology, and End Results Program
SMC Scottish Medicines Consortium
SMR Service médical rendu
SR Systematic Review
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e 400mg/m’ (fFRMEHE) % 2:BREIRIE
~ e mFOLFOX I
SRR s ZHL %7 £ mFOLFOXD A EEERL
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N e RELL
A ERHRILOE +mFOLFOX)

1.2 SHERFEREIC L ZENEOERXINTHEEEICH 1T 2 FHEREDO L 2 —
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FOHREANBR T hELELRLDTH -7,

UTORICEVWTANPDOL 21— HEREEEDLH

S27bD0, WINLEERFTEEDERNMRTIMRSEEOREERICARINABERTH 57
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1.3 2NSHICHEITISEEHR
EHNNE O EERMEFHEHEE IC B T S ERERFZRFT L. DD OSELBY 521D UTICE
L7,

<NICE>[1]

e BUEMRFEEE TV ARY RO THEFEE ZAHRATTHEFEEREAEL R Y N T =0 X&T
FUTRINMA)ZEHEL Fze VILRY F 23 7+ FEEBEOFMICSPOTLIGHT B, GLOWEER
Dintention-to-treat(ITT) &M A, =R IL < 7 +{L F & %EEE O 5F{f (C Checkmate 649585& D CPS 511
o7 —ThHEAEAN L NI,

e External assessment group(EAG) IZELERFTEHEE ONMAICXT L, AEBETR—X 7 14 > DPD-L1
CPSOENRAZ Z X, BT YA v, FRINIMEEEOBREOBEICLZ2EEEZHERML /-
ZDIEFICHT L, BLEIRGEEZE IZPD-L1 CPSIZ VAR Y v THL BB EEAFEED T 7 b H L

ICEELARWEERLZ, —EDFERICH L. technology appraisal committee |3 8L ERFEHEE D
NMAIZIZTTEREENEET 2600, BEMAARLGKREDOIET Y A TH S w7

* LRFERIDOSHIRDOHEETICH W T, BWERFEEFRFEDAAIX v 7 ETILE L UERRGR
TIAVETIVEER L, EEADHTE L T3-knot hazard spline-based model%z, >+ ) 9 Tl
HYRETLNEZRALT, 0%, EAGH L U ELEIRFEHE#E IC L Y SPOTLIGHT R, GLOWEER D
T—2X, AFOAFR—MIWTI2RAOEFEXRDH TILE ) EPHBETI N, TILAIC technology
appraisal committeelC & U WH AP X T 4 v 7 ETFILHABEIRE N7,

<CDA-AMC>[2]

¢ BUEIRFEER LV ARY F 2 T +HLFHRE, 2R T +HUEEER EEET T v X LML B
(RCT)ONMAZ EHELTze ZDRER., VILRY F 2T HEEEER R~ 7 HLFEEICIZOS,
PFSEHENB WA, HoTHENBETH >7c. PITICHWVTIZCLDNIB2IFHERELUA L EEN
T W7z A, the pan-Canadian Oncology Drug Review Expert Review Committeeld, VL~V £
YT HEFEREF AN T HBREERAEDRKNRDNH 2 & 2HERFTEEDIRICAEL
7o
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21 2HDHICBIBZCRTFITF4 v ILE2L—

2.1.1

NP ERELEVY—F I/ RFa v

VILRY £ < 7+CAPOXDEMWABME 2R 272012, £2-1-1ICRTIUY—F /T XF 3
VNICEDOL AT T4y L Ea—(SR)EERL 7=,

R2-1-1 BHIPIFICE B RTITA4 v I LEAa—DYVY—F I TRFa >

IEH N
POESIE| CFEOERE D 7% WHERZRRME TRRUIBRTRE AT - BROBRES
AR ‘/“JI:/\‘\ Y f%?\j‘ﬂb%"—%;‘f(FOLFOX\ CAPOX[XELOX]. SOX)
;N A (3 S
st i (@295 S
T hAL 0S. PFS
WRTHA v RCT
kR R HA 202538 6H £ T2t

212 RMEOHRN
VLY 2% 7 +CAPOXDBMNERMEDFFMICH Y, EFBERY —EX - XEIRFEDFF

EAN

VY —F I IRFaVICEDVLWTHRRAZBEL, IEDT —XRN—XEAW-RREEEL

Too MRITXDT 7A 77 MCEDILK RV —Zv7e 2Nk < BIMNEREFMO 7D
XABE L ORCTEZHRET 2EENOHRY . 2BDMIULL7T-LE2—T—ICKYVERTCERBI NI,
MERORE L. FRNICHRTE L 7@ EAE(R2-1-3)ICL 72D > THE L7ze XMOREFICHEWTAEL
TLEa—7—HOHERBRORA—EEIL, MEOBRICIVAEEINS,
BESNIRCTOMEABH L, £2-1-7-1~2-1-T-4ERBE L o1,

2.1.3 ERAERMROEHANEECRARE
#2-1-3 BIRE%E
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s L FFEE D 7% WHER2B2 M TARBVIR A RE 7 | HER2 status “RNEA
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XERDTERR FERX. VY —FLa— mL
B HAFE., *&E wL

214 FEALET—42R—-ZX
WHRAFOUINEICIE, TROT —2R—XzFER LT,

* MEDLINE(Ovid)

e Embase

e Cochrane Central Register of Controlled Trials(CENTRAL)
o EEEWeb

215 {ERAL-BRER
NP AEREL7-SRIZBWVWT, BT —4ARXR—XDBRTHEBL-HRAEE2-1-5-1~2-1-5-4

IR,

#2-1-5-1 MEDLINE(Ovid) =%t L THW=-&ER
WA 2025%E386H
BE RE TERE
#1 | exp Stomach Neoplasms/ 117,181

((gastric or stomach or gastro oesophageal junction or gastro esophageal junction or oesophago gastric
#2 | junction or esophagogastric junction or GE junction or GEJ or GOJ or OJG or EGJ) adj8 (cancer* or carcin* or | 149,649
malig* or tumor* or tumour* or neoplas* or adenocarcinoma)).tw,kf.

#3 | Esophagogastric Junction/ 9,080
#4  |or/1-3 178,180

(VYLOY or zolbetuximab).af,mp,tw. or claudiximab.ti,ab,kf. or (IMAB362 or IMAB-362).ti,ab,kf. or
(TF5MPQ8WGY or 1496553-00-4).rn.

#6 |4andb 99
Nivolumab.af,mp,tw. or (BMS-936558 or BMS936558 or Opdivo).ti,ab,kf. or (31YO63LBSN or 946414-94-4).

#5 113

#1 m 11,817
#8 |dand7 633

#9 |6o0r8 723
#10 | exp randomized controlled trial/ 634,748
#11 | controlled clinical trial.pt. 95,671
#12 |randomized.ab. 682,283
#13 | placebo.ab. 256,519
#14 | clinical trials as topic.sh. 204,507
#15 | randomly.ab. 454,589
#16 | trial.ti. 330,373
417 Ssr_wrigglilz/(;d Controlled Trials as Topic/ or ("Clinical Trials, Phase Ill as Topic"/ or "Clinical Trials, Phase IV 185,879
#18 |or/10-17 1,744,572
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#19 | exp animals/ not humans.sh 5,314,018
#20 |18 not19 1,614,391
#21 |9 and 20 131
#22 | (Congress or Systematic Review or Review).pt. or case report/ 3,650,651
#23 |21 not 22 90
$2-1-5-2 Embaselc®d L THW=RER
%3 H: 2025FE3H6H
BE BB TERE
#1 | 'stomach tumor'/exp 216,772
(gastric NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* OR adenocarci-
#2 ) 172,937
noma)):ti,tt,ab,o0a,kw,o0k
(stomach NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* OR adenocarci-
#3 ) 43,682
noma)):ti,tt,ab,0a,kw,ok
(‘gastro oesophageal junction' NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas*
#4 . ) 590
OR adenocarcinoma)):ti,tt,ab,oa,kw,ok
(‘gastro esophageal junction' NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas*
#5 ) . 554
OR adenocarcinoma)):ti,tt,ab,oa,kw,ok
(‘oesophago gastric junction' NEAR/7 (cancer* OR carcin®* OR malig* OR tumor* OR tumour* OR neoplas*
#6 . ) 72
OR adenocarcinoma)):ti,tt,ab,o0a,kw,ok
47 (‘esophagogastric junction' NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* OR 2490
adenocarcinoma)):ti,tt,ab,0a,kw,ok !
('ge junction' NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* OR adenocarci-
#8 ; 333
noma)):ti,tt,ab,oa,kw,ok
#9 '‘gastroesophageal junction'/exp AND (cancer*:ti,ab,kw OR carcin*:ti,ab,kw OR malig*:ti,ab,kw OR tu- 6.074
mor*:ti,ab,kw OR tumour*:ti,ab,kw OR neoplas*:ti,ab,kw OR adenocarcinoma:ti,ab,kw) !
#10 | #1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 260,553
#11 | 'tumor recurrence'/exp 77,395
untreated:ti,tt,ab,0a,kw,ok OR capecitabine:ti,tt,ab,0oa,kw,0k OR unresectable:ti,tt,ab,0a,kw,ok OR ad-
#12 |vanced:ti,tt,ab,0a,kw,0k OR inoperable:ti,tt,ab,0oa,kw,ok OR unopera*:ti,tt,ab,0a,kw,o0k OR nonre-| 1,289,609
sect*:ti,tt,ab,0a,kw,0k OR ((non NEXT/2 resect*):ti,tt,ab,0a,kw,ok)
#13 |'advanced cancer'/exp 169,597
#14 | metastatic:ti,tt,ab,0a,kw,o0k OR metastasis:ti,tt,ab,0a,kw,0k OR metastases:ti,tt,ab,0a,kw,ok 989,585
#15 |#11 OR #12 OR #13 OR #14 2,171,241
#16 | #10 AND #15 78,169
'zolbetuximab'/exp OR vyloy:ti,tt,ab,0a,kw,0k OR zolbetuximab:ti,tt,ab,0a,kw,0k OR claudiximab:ti,tt,ab,0a,k-
#17 | w,0k OR imab362:ti,tt,ab,0a,kw,0k OR 'imab-362"ti,tt,ab,0a,kw,0k OR tfbmpqg8wgy:ti,tt,ab,0a,kw,ok OR | 309
'1496553-00-4"ti,tt,ab,0a,kw,rn
#18 | #16 AND #17 190
#19 ‘nivolumab'/exp OR nivolumab:ti,ab,kw OR 'bms-936558":ti,ab,kw OR bms936558:ti,ab,kw OR opdivo:ti,ab,kw 48.074
OR 31yo063lbsn OR '946414-94-4' ’
#20 | #16 AND #19 1,982
#21 | #18 OR #20 2,120
#22 | 'randomized controlled trial'/exp 873,378
#23 | 'controlled clinical trial'/de 445,149
#24 | random*:ti,ab,tt 2,178,320
#25 | 'randomization'/de 100,385
#26 |'intermethod comparison'/de 312,929

ATAG. Rep. 2025;3(9)

15



_H

16

#27 | placebo:ti,ab,tt 390,858
#28 | compare:ti,tt OR compared:ti,tt OR comparison:ti,tt 669,068
(evaluated:ab OR evaluate:ab OR evaluating:ab OR assessed:ab OR assess:ab) AND (compare:ab OR com-
#29 . . 3,090,057
pared:ab OR comparing:ab OR comparison:ab)
#30 | (open NEXT/1 label):ti,ab,tt 122,160
#31 | ((double OR single OR doubly OR singly) NEXT/1 (blind OR blinded OR blindly)):ti,ab,tt 294,092
#32 |'double blind procedure'/de 229,699
#33 | (parallel NEXT/1 group*):ti,ab,tt 35,158
#34 | crossover:ti,ab,tt OR 'cross over':ti,ab,tt 133,223
435 ((assign* OR match OR matched OR allocation) NEAR/6 (alternate OR group OR groups OR intervention OR 500277
interventions OR patient OR patients OR subject OR subjects OR participant OR participants)):ti,ab,tt '
#36 | assigned:ti,ab,tt OR allocated:ti,ab,tt 536,686
#37 | (controlled NEAR/8 (study OR design OR trial)):ti,ab,tt 507,288
#38 | volunteer:ti,ab,tt OR volunteers:ti,ab,tt 29,929
#39 |'human experiment'/de 685,242
#40 | trial:titt 457,338
441 #22 OR #23 OR #24 OR #25 OR #26 OR #27 OR #28 OR #29 OR #30 OR #31 OR #32 OR #33 OR #34 OR #35 6.958 921
OR #36 OR #37 OR #38 OR #39 OR #40 T
((random* NEXT/1 sampl* NEAR/8 ('cross section* OR questionnaire* OR survey OR surveys OR database
#42 | OR databases)):ti,ab,tt) NOT (‘comparative study'/de OR 'controlled study'/de OR 'randomised con- | 3,599
trolled"ti,ab,tt OR 'randomized controlled'ti,ab,tt OR 'randomly assigned'ti,ab,tt)
‘cross - sectional study' NOT (‘'randomized controlled trial'/exp OR 'controlled clinical trial'/de OR 'controlled
#43 | study'/de OR 'randomised controlled':ti,ab,tt OR 'randomized controlled"ti,ab,tt OR 'control group':ti,ab,tt OR | 455,312
"control groups':ti,ab,tt)
'case control*':ti,ab,tt AND random*:ti,ab,tt NOT (‘randomised controlled':ti,ab,tt OR 'randomized con-
#44 o 23,290
trolled':ti,ab,tt)
#45 | 'systematic review':ti,tt NOT (trial:ti,tt OR study:ti,tt) 315,539
#46 | nonrandom*:ti,ab,tt NOT random*:ti,ab,tt 20,066
#47 |'random field*"ti,ab,tt 3,123
#48 | ('random cluster' NEAR/4 sampl*):ti,ab,tt 1,739
#49 | review:ab AND review:it NOT trial:ti,tt 1,264,374
#50 |'we searched:ab AND (review:ti,tt OR review:it) 56,883
#51 |'update review':ab 153
#52 | (databases NEAR/5 searched):ab 79,754
(rat:ti,tt OR rats:ti,tt OR mouse:ti,tt OR mice:ti,tt OR swine:ti,tt OR porcine:ti,tt OR murine:ti,tt OR sheep:ti,tt
453 OR lambs:ti,tt OR pigs:ti,tt OR piglets:ti,tt OR rabbit:ti,tt OR rabbits:ti,tt OR cat:ti,tt OR cats:ti,tt OR dog:ti,tt 1291057
OR dogs:ti,tt OR cattle:ti,tt OR bovine:ti,tt OR monkey:ti,tt OR monkeys:ti,tt OR trout:ti,tt OR marmoset*:titt) | = !
AND 'animal experiment'/de
#54 |'animal experiment'/de NOT ("human experiment'/de OR 'human'/de) 2,719,635
#55 | #42 OR #43 OR #44 OR #45 OR #46 OR #47 OR #48 OR #49 OR #50 OR #51 OR #52 OR #53 OR #54 4,776,557
#56 | #41 NOT #55 6,118,996
#57 | #21 AND #56 531
458 #21 AND #56 AND ([conference abstract]/lim OR [conference paper]/lim OR [conference review]/lim OR 312
[data papers]/lim OR [erratum]/lim OR [review]/lim OR [short survey]/lim)
#59 | #57 NOT #58 219
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#2-1-5-3 CENTRALICX L THW-&ER

5 A: 2025360
BE E =" TERE
#1 MeSH descriptor: [Stomach Neoplasms] explode all trees 4,128
#2 | MeSH descriptor: [Esophagogastric Junction] this term only 625
#3 (gastric NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* OR adenocarci- 9.781
noma)):ti,ab,kw ’
41 (stomach NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* OR adenocarci- 7830
noma)):ti,ab,kw ,
gastro oesophageal junction 7 (cancer carcin malig tumor tumour neoplas
45 (" h | "NEAR/7 ( *OR * OR malig* OR *OR *OR las* 136
OR adenocarcinoma)):ti,ab,kw
gastro esophageal junction 7 (cancer carcin malig tumor tumour neoplas
6 (" h I " NEAR/7 ( *OR * OR malig* OR *OR * OR las* 136
OR adenocarcinoma)):ti,ab,kw
oesophago gastric junction 7 (cancer carcin malig tumor tumour neoplas
47 (" h " NEAR/7 ( * OR * OR malig* OR *OR * OR las* 18
OR adenocarcinoma)):ti,ab,kw
48 ("esophagogastric junction" NEAR/7 (cancer* OR carcin* OR malig* OR tumor* OR tumour* OR neoplas* 271
OR adenocarcinoma)):ti,ab,kw
#9 ("ge junction" NEAR/7 (cancer* OR carcin® OR malig* OR tumor* OR tumour* OR neoplas* OR adenocarci- 0
noma)):ti,ab,kw
#10 |#1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 12,112
#11 | MeSH descriptor: [Neoplasm Metastasis] explode all trees 7,602
#12 | (metastatic or metastasis or metastases):ti,ab,kw 56,714
#13 | MeSH descriptor: [Neoplasm Recurrence, Local] explode all trees 7,437
(untreated or capecitabine or unresectable or advanced or inoperable or unopera* or nonresect* or (non
#14 100,958
NEXT/2 resect*)):ti,ab,kw ’
#15 |#11 OR#12 OR #13 OR #14 139,219
#16 | #10 AND #15 5,676
#17 | (VYLOY or zolbetuximab) OR (claudiximab or IMAB362 or "IMAB-362" OR "IMAB 362"):ti,ab,kw 57
#18 | #16 AND #17 51
#19 | Nivolumab OR ("BMS-936558" or "BMS 936558" OR BMS936558 or Opdivo):ti,ab,kw 3,464
#20 | #16 AND #19 191
#21 | #18 OR #20 in Trials 240
#22 | Journal article:pt 1,643,038
#23 | #21 AND #22 168
#24 | Conference proceeding:pt 255,516
#25 | #23 NOT #24 in Trials 55
%2 1-5-4 E:qu‘-iqL—CmL\f:mﬁit
1%FH: 2025FE386H
BE [ TERE
#1 |"BES"/TH 209,505
# BIES/TA or BEE/TA or EHA/TA or B4~ /TA or BH4EW/TA or "Stomach Cancer"/TA or "Gastric Can- 165.994
cer"/TA or "Stomach Neoplasm"/TA or "Stomach Tumor"/TA ’
#3 | "BEBESES"/TH 7,017
41 BEBEAE/TA or EREBEAE/TAor "8 - BEBEAE"/TA or "B BHEEE"/TA and BRE D BHEEHE/TA 873
or BEENEH/TA or "RE - BEAHEL"/TA
#5 | #1lor#2or#3 or #4 245,342
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#6 | "fEBEF"/TH 86,188

#7 | BBF/TA or BEY/TA or HEA1E/TA or #4T/TA or JAEEIEHUIE/TA or 3EHL/TA or TIBRTEE/TA 584,170

#8 | #6 or #7 599,957

#9 | #5and #8 36,614

#10 | Zolbetuximab/TH 36

#11 VYLOY/TA or zolpetuximab/TA or claudiximab/TA or IMAB362/TA or "IMAB-362"/TA or "IMAB 362"/TA or ”
YRy £ /TAor EQA/TA

#12 | #10 or #11 44

#13 |#9 and #12 21

#14 | Nivolumab/TH 11,288

#15 | Nivolumab/TA or "BMS-936558"/TA or BMS936558/TA or Opdivo/TA or =<7 /TAor # 7Y —HK/TA | 7,117

#16 | #14 or #15 11,697

#17 |#9 and #16 984

#18 | #13 or #17 995
(RD=7 v & L{b b e ER or T > & Lk EbEEtER/TH or RCT/TA or random/TA or E{E%A/TA or 5 > & L/TA

#19 |or 771K /TA or 77> —iR/TA or placebo/TA or E#%/TA or blind/TA or 3$88/TA or I:4TEERI/TA or Z1148 | 175,414
B/ TH or ZBIIMEEER/TH or FEIVAEERER/TH) not (E1#3/TH not CK=k )

#20 |#18 and #19 40

#21 | (PT=H#5t K0 ERIR S, B0), 2 5%, Q/A BR EH A FEFIRF R, 3 X~ b —K) 10,496,658

#22 | #20 not #21 27

2.1.6 WRFEHR

SROFERIE, PRISMAZ7 O —F v — b2 SE(CM2-1-608 Y E SN,

g F— R — METE L TR
g TF—& iiﬁj?;)ﬁ%m L 7= .
g [MEDLINE (n=90). Embase(n=219). - [;%{i?%
§' CENTRAL(n=55). EFzEWeb(n=27)]
o !
BEBRANEDHEK
(S) (n=257)
& !
R R — =2 I ~ PR AR
L] (n=257) (n=245)
- !
o BRAMEEL
= . e y & (n:5)
E @*%[i“fﬁgj%w - [7 % b LFE(n=3)
3 - MET VA >Rl (n=1)
| AR B (1=1)]
1 _ [y rv—Fic s pemxmes
(n=3)
3 A & n ST
= (n=10)
g [ERAREER & L Tn=4]

E2-1-6 ZA—F v —F
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SRTIEVILRY F < 7+FFEER(FOLFOX, CAPOX[XELOX], SOX)& =i~ 7+tFEE%

BEIBLZRCTIIFREINARL 57z, LA L, VARV RO THEEBERLAFEERZ IR /-
RCT%2(F(3XEA). =R~ 7T HLFEE PR ET B LT-RCTZ 24U RIE L 72 £ 7:0
HXCRHERTH D, TNODRCTORIERICOVWTOZEWFIGE2 /Y R —FIC LY EML 71,
REIDHTDSRTHE L 210D XBRIC DO W T FRISRT,

YRY X2 T L bEEEE LB L-RCT

1.

Shitara K, Lordick F, Bang YJ, Enzinger P, llson D, Shah MA, et al. Zolbetuximab plus mFOLF-
OX6 in patients with CLDN18.2-positive, HER2-negative, untreated, locally advanced unre-
sectable or metastatic gastric or gastro-oesophageal junction adenocarcinoma (SPOT-
LIGHT): a multicentre, randomised, double-blind, phase 3 trial. Lancet. 2023 May
20;401(10389):1655-1668.[3]

Shah MA, Shitara K, Ajani JA, Bang YJ, Enzinger P, llson D, et al. Zolbetuximab plus CAPOX in
CLDN18.2-positive gastric or gastroesophageal junction adenocarcinoma: the randomized,
phase 3 GLOW trial. Nat Med. 2023 Aug;29(8):2133-2141.[4]

Shitara K, Shah MA, Lordick F, Van Cutsem E, llson DH, Klempner SJ, et al. Zolbetuximab in
Gastric or Gastroesophageal Junction Adenocarcinoma. N Engl J Med. 2024 Sep
26;391(12):1159-1162.[5]

Shitara K, Van Cutsem E, Lordick F, Enzinger PC, llson DH, Shah MA, et al. Final overall sur-
vival results from phase 3 SPOTLIGHT study evaluating zolbetuximab + mFOLFOX6 as first-
line (1L) treatment for patients (pts) with claudin 18 isoform 2 (CLDN18.2)+, HER2 —, locally
advanced (LA) unresectable or metastatic gastric or gastroesophageal junction (mG/GEJ)

adenocarcinoma. J Clin Oncol 2024;42:4036-4036.[6]

RN T LLFEEEZ LB L =RCT

5.

Janjigian YY, Shitara K, Moehler M, Garrido M, Salman P, Shen L, et al. First-line nivolumab
plus chemotherapy versus chemotherapy alone for advanced gastric, gastro-oesophageal
junction, and oesophageal adenocarcinoma (CheckMate 649): a randomised, open-label,
phase 3 trial. Lancet. 2021 Jul 3:398(10294):27-40.[7]

Janjigian YY, Ajani JA, Moehler M, Shen L, Garrido M, Gallardo C, et al. First-Line Nivolumab
Plus Chemotherapy for Advanced Gastric, Gastroesophageal Junction, and Esophageal Ade-

nocarcinoma: 3-Year Follow-Up of the Phase Il CheckMate 649 Trial. J Clin Oncol. 2024 Jun
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10:42(17):2012-2020.[8]

7. Kang YK, Chen LT, Ryu MH, Oh DY, Oh SC, Chung HC, et al. Nivolumab plus chemotherapy
versus placebo plus chemotherapy in patients with HER2-negative, untreated, unresectable
advanced or recurrent gastric or gastro-oesophageal junction cancer (ATTRACTION-4): a

randomised, multicentre, double-blind, placebo-controlled, phase 3 trial. Lancet Oncol. 2022

Feb;23(2):234-247.[9]

8. Boku N, Omori T, Shitara K, Sakuramoto S, Yamaguchi K, Kato K, et al. Nivolumab plus che-
motherapy in patients with HER2-negative, previously untreated, unresectable, advanced, or
recurrent gastric/gastroesophageal junction cancer: 3-year follow-up of the ATTRACTION-4

randomized, double-blind, placebo-controlled, phase 3 trial. Gastric Cancer. 2024

Nov;27(6):1287-1301.[10]

9. Shitara K, Moehler MH, Ajani JA, Shen L, Garrido M, Gallardo C, et al. Nivolumab (NIVO) +
chemotherapy (chemo) vs chemo as first-line (1L) treatment for advanced gastric cancer/

gastroesophageal junction cancer/esophageal adenocarcinoma (GC/GEJC/EAC): 4 year (yr)

follow-up of CheckMate 649. J Clin Oncol 2024;42:306-306.[11]

10. Janjigian YY, Moehler MH, Ajani JA, Shen L, Garrido M, Gallardo C, et al. Nivolumab (NIVO) +
chemotherapy (chemo) vs chemo as first-line (1L) treatment for advanced gastric cancer/
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E b~
HE A& LBl BR—

L 88 CAPOX 11, 21-22, 76
GLOWERBRDIPDA L EH L7z/XT XA MY v 7 EFBEBO S BHRHHT
HEYORVWUTOAHEERA L,

PFS vy x2<27+CAPOX: IR, % 79, 87-93
carox: I, %
GLOWSRHEBOIPDA SEE L7=/85 X b U v 7 EFBEHD S bRbHT
HEY OBV TOAHEEA LT,

03 VILVEDESMIVINE = e 79, 94-101
CAPOX: #i v ~47
GLOWERBRDIPDA LEH L2/ T 4 MY v 7 EFBERO S BRI HT
HEYORWLUTONHEEA L7,

DoT vy 2 7+CAPOX(Y LRy o< 7)) I % 79, 101-104
v~y x 2w 7+CAPOX(CAPOX): [ IEGR> +
capox: I %
VLR 27 7+CAPOXIE ATt ER (a) £ B L1EZ A L 72,
CAPOXDIEERIERERE, HERERERE, KABERE, BE
B EFREBIE/ LRV ET T T+CAPOX LRI LEEER LTz, 20

ZH MOERICET 2/ X —2 %LU TFICRET, 79-80, 106-117
AcpgEz Il
RDI
x40 777 I
ey %
VLY F 2% 7+CAPOX, CAPOX&E %
Eaoike IR
wEg Rk Il

QOLf& 80. 104-106

AEHIRIC £ 2 QOLMEIET:
v~y xo<w7+CAPOX I

capox R

BERFTEEICL 2R RE D) ICH T 2ERDTOBERIE. UTDOXR3-1-2-208Y TH 5,

#3-1-2-2 BERFTEEFICL MM KRER (D) ICH I 2 EAHRSTOEXSHOBR

R (QALY) AR (QALY) E4G)) BAEMM) ICER(F/QALY)
VIR % 2= 7+CAPOX 151 0.47 13,076,485 6,959,571 14,679,657
CAPOX 1.03 6,116,913

3.1.3 SKRER(a)IcH1F 3 =K <27 +CAPOX L LB L - ERR/IML AT IS 3 R
NPT OL E 21— DR, BERTEENVAVWCET LOBECEME. BRI X -2 DRE
BEBLhREEEEIONT, —A T, UTomRINFEFoNT,

3.13.1 ®BEERICOWT
SR SRELAMT. BB O THER23 & O'CLDN18.2 DB A EME &

BLERITEE I,
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NBZExBEL, TNTNhOBREERZED T,

NN ORITOFER, BEETO IV XA ZHOBREERORY FLE LT, DHTRE
MelLTAav AV BHICL2BREBRIBEEL-BE. 2% Y AHCTIEHER2EED D
CLDN18.2B5 A HERE L 72 2. ITABENTONE E VLS HHIRO T T, UBRBREZEOHRWI L E
L7ze A, ATAICH VT, HER2B L UCLDNIS20BREBER A 2H A WA TH, MEHL D

REEOERANZ LGIANE7-H, VILRY X T OB BIEAMEICHT 2ICERICEE X RIT

S,

3.1.3.2 Effilc>WT

BUEIRGEEE X, BAE2024FOREBME L & ICHEFT L7H 2025F4A1BICHMTFEE
HSENRIEE NT[16]l, DA A FZ 42108 [ITNICEDE, BRFOEMEFERT 2 2 ENEY
Thd,

3.1.33 HEZXORBEICBIZIEHNERICOWVWT

BIEIRGTES L. WERAEEL LT, BEROBAEICH I 2RAERAEZEAL /T —4
(I - > 7 — 2 R — ) ERWTERNT L7z, BRI, —KAEES LKA
BLIRCTHABERNRE LILREEL DAV ERITRBETHD, /ALY F T T+CAPOXDHE
BEICOVWTIEFRART—REBOLNTULAEWI EA L, —RBETCAPOXAEHRSEINI-BED
F—REER Lz, £7-. BRAENA P74 TUBRTEEET - BREOBINADO—R{LEEEL
LTHBINTWAF XYY T I7FVHADL DA VIELERLEIET VY ADNEETERD -
o EEERIC, ZHRALTTICHAT 2FEE L L TCAPOX7Z S Tla % < FOLFOX & SOX% &
Bz, ZHBELIRIE, BEAEAA P74V ELVHAOEMIROBRNBRBICEIE, £3-1-
3-3NIRIIFEEL VAV ERE LTz, UEOD—REBES LV ZRBBELUROIFEEEZ (T
BEOT =D L, TNEFNDRENR—VOEIGEFEGY A 7 VEERD, 1HA4 787D
EHEEHITADEL T, BREAREBEZME L1z, BERTEEDRE L IBBEORER
BICHBITDBEN - DEIGEREY A 7V %&K3-1-3-3ICR7,
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#*3-1-3-3 HEEROBRRREICEITIZER N Z—VOFELBEREY M 7V ( HERTEEREOREHE)

:A% :A%
. R EU /AR y /A7 N
BEIDAE BEERAEDIER (%) YA 7L P AU
° (L) (L)
WPTX+RAM (2L) | A [ | 1
wPTX+RAM (2L) X
-> FTD/TPI (3L) L L L
o WPTX+RAM (2L) .
VLAY F 27 7+ CAPOX X IECAPOX AP h (Y [ A [ | [ ]
WPTX+RAM (2L) .
-> ZRIL<7(3L) LI u u
~RA70Y X% 7(2L) | A [ | [ |
WPTX+RAM (2L) | A [ | 1
WPTX+RAM (2L) .
-> FTD/TPI (3L) L L L
. s WPTX+RAM (2L) .
SR Y T HL S AU FHE) [ A [ | [ ]
WPTX+RAM (2L) .
-> ZHRIL<7(3L) L L L
~RLA70Y % 7(2L) | A [ | [ |

7E 2L ZRAE(Second-Line), 3L: =XAE(Third-Line), CAPOX: AR> R EV+FFH U TS ZF > FTID/TPE: U TZLU DY -

FEZ I RAM: T LIV T wPTX: /87 1) & £t L@ EKR 5%

LAL, BEAEBEAARNZIAVE2BBT 2L, ZRILTT7EIERL70Y) X 7HFAEEICE
AEnTunaHa, BBEICBEVWTZHRILYT, RATRYITT7OWINAZERT 2 &I3H#
BINTWAWIE], ZDi, SERFTEEDOHIICIE, ZRLTTHELPEED AR E L
TRATZAYRR T, ZREBEELTZRAITDNEBINTWIATEENH D,

ZD—AHT, ZHRLTTOBREBEREELTDODZRILY T, RLA7AYIY7OEREEIEZNFN
W% W% chY) ., BREAOEENNI W, DO IFELERFTEENRE L - BEBERBEE L
S ANATRE & HIMT L 72,

3.1.4 AHREE(b)ICH T BCAPOX L LB L -BRAMRS IS T 2 REF
REIDHFOL E 1 —DFER, T RER(a) Ak, BLERTEEN/AWVWLCET L OBECEIMN,
ZH. QOLIED /NI X —RBEREFTAHEEEZ ONTZ, —AT. UTOmRNZETF LN,

3.1.41 CLDNI18.2nt#&REEHICOWT
3.1.42 FEICOWT

AIREEF () ICHEVWTEIF oNHmRAD O bREEAKRVEMI. PITNRED)ICENT
LRAKDRETH >7ce ZD7ctd, AHIHREF (D) ICH W T H FHEISREAM. LB BRI DN
FICEBWTRAEERZEZERLEWI L, BFOEMZER T2 EAHETHD EERT,
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3.143 HERWERHDOSOHORIHKICOWT

BUEMRFTEE IFCPS SRMOEFICOWT, WERFTEENEFT 2GLOWHRDIPDZ S & (2
VLR &< 7 +CAPOXEL, CAPOXEEZ N ZF N THMIZ L TOS, PFS, DoTDATFHIRZHEE L.
AIC, BICICEDKBH LTI E W ORVEKERIR L 72, TR, CAPOXBEDOSIEH ¥ v/
AEA & Nz,

LA L., BUERFEEEMNBRRL 724 v o E. BSTEBREMIC O W TRAEGFERIE/NEST S
NTWEBENH D, WERFTEEOHNETLESRT 5 L. LWEHBEMEICH T 526085
EVEBFERIFLABTH D, TNIEFZRIL< T DCheckMate 649HER DL FEERE DS EETFE(6%)
[12]%°Chaub IC & U RE SN BEDZEEIZET 2RCTDpooled cohort d5E A7 (3.2%)
[19] L LT 2 LAEWMETH D, £-AFBLOBADOIR— MRRICK VRSN, LEEES
FF - BRBEDSELEGFERIF.5~8.7%(F%3-1-4-3, M3-1-4-3)[20-24] TH >7=, TFK— FIE
Db, BLEFEROEVHUL[21ICE T 2 LFEEDADEFDSFEFEIZLENTH 7= D
D, CEEE+FMEERTEREEDADSEEFERMEC A > TWLDE (LFEEEDH:1.5%, 1t
FEOE+FM:8.7%), GLOWHEBR TIEFMEDOH 2 EENIFBEVSL Z LA H, HULOXERICEH
TP EEDOHBFEDBEEZSET 2 2 &, WBNBREMFICE T 2EFERTB/NETT 52 LI
BOTENNBH D, L->T. ZOHOIAFT— FRROERESRT 5 L BEURESERFTEZEOH
FHMEL Y bRWSFEFEZRL TW 3,

#3-1-4-3 FPRGBADIAF— FAROBE

Nakao [20] Hu[21] Davidson 5 [22] Shankaran®[23]  SEER database[24]
HA =] ESES| KE KE
: e
MRy T4 0 HERINEHNAEF National registry Royﬁlog/llo?traslden Flg;'jf;_g‘:;'égfe% National database
M 1995-20184 2008-20154F 2009-20154F 2011-20184 2015-20214
$ TN X n=8,214 n=5,599 n=511 n=2,083 ARDAL9%%E /8
557 A 23.8%
N7 55-645%: 21.6%
70.8 (F¥51E) 65-745% 21.7% 66 (FhofE) 66 (HfE) 68 (Fhfd)
75 £ 32.9%
B (%) 69.8 61.2 75 66.9 WERL
B8 29%
JRFERAL = B 5:37% B. REEESS B

BEEEEAES: 34%
BREME: 31%

U > ENER: 24%
BRI 36%

e o, AT, B
w5, B EBE L 0% FOE

100% % 64.2%

ET. BB (Stage

IV): 100% M 100%

BH: 10%
L% 42.2% 1Lk 52.9%
FAl: 12.9% F1M7: 6.9%
HE (LS + 1T (L= -+ F1T: —RApFEE 100% —RILFE % 75.5% HERL
17.1% 18.2%

Z D 27.9%

ATAG. Rep. 2025:3(9)

BT 7:22.0%



F514%:14%

HER2 WELL RELL P2 4E:58% feE: 100% WELL
w7 L:28%
0/1: 13%/54% 0-1: 42.2%
ECOG PS LA L AL 2/3:17%/0.2% 2L F: 8.6% WEWL
WERL:16% WELL:49.2%
9
BT ol 1{5;%%%% 3.4% %ﬁ%@/%ﬁ'ﬁfé EBE 7.5%
Hud (Fif+HLZ2HEi%) 8.7%
SEER database 7.5%
HEYERS A 6.4%
HPASRT 4 v IR 6.2%
Nakao s (M&EF9{l) 6.1%
CheckMate 649 6.0%
Nakao (H4P948l) 5.3%
Shankaran 3.7%
Davidson 3.4%
Chau 3.2%
ekl 2.6%
2| S ¥ i) 1.5%
Hus (&) 1.5%
Ao (BERTEEERE) 1.4%
74 T 1.1% ERICHMET IV CRENT-HEESMICEIEE.
TJURLYSBHE 1.0% FICHEFEDIET YR TREN(EERLT,

0.0% 1.0% 2.0% 3.0% 4.0% 5.0% 6.0% 7.0% 8.0% 9.0% 10.0%

[3-1-4-3 BHEMRFTEEICL FLLBMBRTOBESH LBFOLE T Y A TRINALFREHOSFEFE

NPT TlE, BERFTEEN LB BRMBEFOOSHGRE L CEIRLAZA Y v omIsRBOE
BREBNHET 2 AEELHZ2 0D, BELZIFR— MARICE I 25FEFRICIEERNH

TE. BEU. INHDOIR— MRRICE T ZNKREMAOTNRER & FERICEF—HL AW
ERn, BLBEYABERICOVWTRNT AL IIRETH D EER T, £ T, LB BRITRE
DOSHEFHIRICONWT, BERFTEEVEARDE LAY YoM, BLU #FFEN/5F
(260B) B m DEFEN IR — FED HB ONIEELTRLE~8T%DHEICH D% (—MLH
RO, BEST. WBOYCRT 4 v 7 9Wm, NBERIMB ERVWTSF U AT EITo 7
ZORERIE, 4A3USRTEBY THD, WThOHRHERAWVLTHICERA1,5008M/QALYU ETH

272,
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32 LE1—RRICLIBHNMOLELEFROFE

O%FickhlL — AKEITKRT
vl ) - LUF <
O Z D fh( )

3.3 EEFDELBES/TOBE
331 HREVPBELOMFEECNTIA—2LE(FELR[BERADHEIKEV]DHD)
a) EMIcoWT

3.3.2 BRFAP’DELPMFEEPNFIA—2LEEGILIUADLD)
b) BMBEZERICOWT

3.4 FELRAMWRICEABIRENIREVR)ITOVTOBSONE
3.41 EfICOWT

£3-4-1-1 WEREHEC L ZBEBOBLBH

LERFEEDRE LIREZFICBITS

toav R—TH FIBITES (H 2 W IERERES)
423 106-113 61, %65
[HFEEF 0]

4.2.3 BR/NT X — KO
AETILTIR, BEIMARE. BBRRERE (RAE), FESREEE KBEEE. REE.
FYPEFREEZERB LT, IXTOEBRIIAARAND2024FERH[ND DL L, HBITG U THEEM

BERICL > THE L,

(EFHEBSROAE]

BERFTEEF2024FF[ORMICE D ERBIIRE, EBEREEZHI L, Lo L.
31328 L UB142THEBLABY . RERTEEEORESREEED2025F4F 1B ICHEEMA TH
N7,

R TIE, BFMORMEZFEALEAN T o7, HERFTEENEA L /22024FEEME TS
#rCfER L 722025 F SAME 7 &3-4-1-212R 9
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*3-4-1-2 BERFTEE O & QNPT THER L 725

HE(AE) 20245 AT 20255 EEAM =
BEIRERE
VLAY F 27 7(100 mg) 54,502 65,190 10,688
=HRIL=7(20 mg) 27,130 27,130 0
=RIL=7(100 mg) 131,811 131,811 0
=K< (120 mg) 157,660 157,660 0
=K< 7(240 mg) 311,444 311,444 0
H T & (300mg) 135.1 1243 -10.8
FEH U 7S5F (50 mg) 12,419 10,949 -1,470
F 4 Y7 5F (100 mg) 21,988 19,356 -2,632
F ¥4 Y75 F (200 mg) 38,693 34,182 -4,511
HEEEAEE
784U 2% 4)L(30 mg) 1,652 1,496 -156
/85 & F4)1(100 mg) 5,241 5,032 -209
~L7AY R 7(100mg) 214,498 214,498 0
5 L3 L= 7(100 mg) 76,659 76,659 0
5 L3 L= (500 mg) 362,032 362,032 0
FUZLYDY/FES T IL(5 mg) 2,511 2,511 0
FUZLUD Y /FETIL(20 mg) 3,369.2 3,369.2 0
AU/ 7540 mg) (%) 1,968 1,171 -797
4 /54100 mg) (%) 4,453 2,731 1,722

(%) WERFGTEENPEME L THEBLEZAY / THYORREERERH Y 7 FO(V 7L 1) IF2025FE3A KR TRGERT &R - 72728,
2025FEDEMELERERRDICHBEIND FRTFIVO(FLT7Ly Y77 —<)DEMEBEHD L 7=,
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3.5 3ALANICKRIFPBELSICEITZESTOAR
351 ®REEHRHICOWT

®3-5 HERTEHFICLIBWEZOZLIBS

BERFTEEDRI LILREEZICHIT D

R R—=IH FATTES (H 2 L ITRERES)

4.2.3 117 #73

[(FEEEDTA]

[VIBRTEEEST - BEBENAFIY—H—REBEDOFS|E] E LI RICEDE, IXRTOEHEISIEER
DEEARICEDH S, HER2ECLDNIS2DHMEZRET 2 Z L #BE L1z, (49) FTLOBEY .,
HER2 &£ CLDN18.2 018 E & & VMR AREHIl D =3 % 2 55,300 & L 7=, (40)

x1 BREE
B 7o ) B . -~
EHE (2024%. M) =2 51 AR
I NO05 HER2;E R FAZA 4

HER2E (R FAZA S 27,0003 || e mim an700.5 .
CLDNI8 % /2% BHes (S| o000 | EARIRAH: NO0S-3 PD-LL &> /87 el (R | AMBUE 1< L
BIAER) HEERIEAER ' FiE) BB RIRAER 2700 T (40)
RSP 1,300/ | NOO7 fEBHIHTR 1305
At 55,300

B&EE
CLDN : Claudin, HER2 : k& b EFERRATZAMA2 (Human epidermal growth factor receptor 2). MHLW : E4£5@%& (Ministry
of Health, Labour and Welfare). PD-L1 : Programmed cell Death ligand 1

BEANLBANOANER]

BUEARFEEE (LA BT, LB BEM 0N ICHER2 £ CLDN18. 20 E % £ 2 1RE % B
Wiz BB TIE. HHTERER & L THER2f2MEA DCLDNIB.2BR MM HEE L 7= BE ITRENTH
NzEWSFHREO T T, FHEX RN, B BT & HHER2, CLDNIS2REEAAEEH VI &
& L7,
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41 BEWICETZEFDHOBE

- MARRER (@) ICx L TEREL 72217

O BAMRAITOENBERNRZEHT 2)

VERRIMEOMGHIRIZAIE L L TERA% LEKT )

O LB BT IS LI RNL 5 2 & O BRMEDITIEERE L AL

0 % o fi( )

- MR RER (b) ICX L TERE L 712917

VB ERNRIITESERDRILZEHT )

O BRARMEAITNRIZAZF L L TEREZLES 2)

O LB BB IS LSRN L B 2 e O EBRMROMITERE L AL

0 % o )

4.1.1 BHRICEIZEXRSITOELSHR. HIER. BSBAMRL
PITNRER Z & DERDTOERETRT,

4.1.1.1 HHaxsk&ER(a) PD-L1 CPS5UEnEHE
BERGEE CEONOEEADTOFBRE % K4L-1-1-1-1, F4-1-1-1-2I2F7F, BOT OB E.
VLAY £ 7 7 +CAPOXIZ =R~ 7 +CAPOXELER L 6,371,780 D E R & 74 - 7=,

F4-1-1-1-1 HEWRFTFREFICL ZEXFITOKER

Z (M) &R (M)
VLR F < 7 +CAPOX 14,685,681 4,659,928
=R~ 7+CAPOX 10,025,753

£4-1-1-1-2 BHWMICH T 2ERZHOBER

Z2mF) BAEM(M)
VLY £ < 7+CAPOX 16,236,754 6,371,780
=R 7 +CAPOX 9,864,974

ATAG. Rep. 2025;3(9)

45



_H

4.1.1.2 SHrxg%ER(b) PD-L1 CPS 5KiEDEE
BLEIRFEEE &L BT OERD T OBRERL-1-1-2-1, R4-1-1-2-210RF, BOWORER,
Y F 23 7+CAPOXDICERIZ17,614,324F/QALY T Y. 150075 F/QALY % E[E] - 7=,

®4-1-1-2-1 RERTREFICL ZELFHOBR

E (QALY) EHFHE (QALY) ZH (M) #4552 (M) ICER(F/QALY)
VLAY ¥ 3w 7 +CAPOX 1.51 0.47 13,076,485 6,959,571 14,679,657
CAPOX 1.03 6,116,913

F4-1-1-2-2 BARICB T I2EESROBR

R (QALY) AR (QALY) E2mRM) g Em ) ICER(FI/QALY)
VIR ¥ 2~ 7+CAPOX 151 0.47 14,342,666 8,350,886 17,614,324
CAPOX 1.03 5,991,780

4.12 BAWICEITZEIUR. BIERA. HIBERAWRLO#ER
4.1.21 SHx%EHR () PD-L1 CPS 5 Lo EE

®4-1-2-1 BARICEITZESHR. BHER. HIBRAWRILOESE

BoOTONE BAEMAM)
BLEIRTEEE DEAD T ORER 4,659,928
a Eff D2 6,371,780
b REBEAODEE 4,659,928
a+b BOWICEIT 2 EEDTORR 6,371,780

4.1.2.2 #irxd%k&ER(b) PD-L1 CPS 5kiEDEE

®4-1-2-2 BAMICBITZESMR. BB, BIBRAMRILLOED

BATOAR TR (QALY) BaERM) ICER(F4/QALY)
SLERFEEE DEADITORKR 0.47 6,959,571 14,679,657
a EMOEE 0.47 8,350,886 17,614,324
b REEBROESE 0.47 6,959,571 14,679,657
a+b BOWMICB I 2ERDTOER 0.47 8,350,886 17,614,324

4.1.3 BAMICIIRERL TWHEWA, EENICEIBRAMRILICKEZE5X 5 5EH
ZEBL
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4.2 BARICEITIRESTOER
4.2.1 SixdgE&EE(a) PD-L1 CPS 5 EDEE
BOMOET L EAVWT, WERTEENRE LEDHEADODL &L T, —TREAMEERE L7,
BERFTEEDOREDMICEVWTHREDORE A > EUIVEED /T A =% BLUEIGIRICEAY
BiER % FRL-2-1ICTRT,

F®4-2-1 SHAERER (a) D—THRIIBRE ST OFER

NS A—& 8T A — R DEF . #H 2R (M) o#HE
(EARSH O{E) TR R RO TR =
% 0,
?*%Ejg)\ [ % -’ @ﬁﬁ;;f%c'%%ﬁi) 5,460,028.37 | 6,506,242.68
RDI:Y L~ 3= 7 +CAPOX 95% C|
VIR £33 7 (2 B L) | P | A s 5,415,811.83 | 6,371,780.23
() (BUEBRFEEHRTE)
PRt SRBRERRBERICE
23| % . . i B BRI BRI DS H
(2.0%) 0.0% 4.0% A Fod s 6,050,444.29 | 6,734,641.40
(BLEIRFEEEERT)
BBARR (IHR) 109
v~y xv<7+capox) | - - (A %’% 5 6,062,917.97 | 6,680,642.49
() e
OSOHR 95% Crl
(B8R LY %2 < 7+CAPOX) [ | [ | ; iy 6,074,144.01 | 6,481,126.86
(-) (BLEIRFEEERTE)
BB AR (AIR) 10%
(== 7+CAPOX) [ B [ (B3 %’% 2) 6,228,560.23 | 6,515,000.23
() e
ZRIL< 7+CAPOX(ZRIL= 7): 95% C|
DoT 0 F sl 23.42:8 24.4158 s i b 6,263,032.56 | 6,480,352.99
(23.9238) (RERFEEEHRT)
PFSOHR 95% C1|
(BEBEE LAY F 2% 7+CAPOX) [ ] [ ] @\igﬁﬁ;%%?n@ 6,402,529.81 | 6,556,190.62
(-) ERXIT ax
RDI : :7J_j}[/77*+CAPOX +10%
FEHUTTF 90.0% 100.0% e 6,371,780.23 | 6,505,601.24
(100%) (BUEBRFEEHRTE)
RDI @ VLY%< 7 +CAPOX 95% Cl
VIRY %22 7 (HERE) | A | A S 6,306,590.23 | 6,371,780.23
(-%) (§z &JL%%;:XIE)

4.2.2 Stx&EE(b) PD-L1 CPS 5RiFED BE

BOROETLERWT, RERTEENRE LLEZBEEDOD & T —TREDTE KL 7,
BERTEEDREMMICE VW THEORED > LUIVEBD/NT7 X -2, BLUEI5IEICET
LHRERERA-2-21TR T,
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®4-2-2 SHAMBER (b) D—TTROBES T ORER

185 A — % RS A — R DOEE — ICERD &5
(HAEHH O18E) TR IR - TR IR
OSOHR 95% Crl
(BIBEE Y LAY %< 7+CAPOX) [ | [ | ° 12,602,678.51| 116,259,626.82
<-) <§2 E&Ju%%uﬂi)
PRHERRBERBZERIC
BIRICHT BEI51%E B2 BRI RTED 7
2.0%) 0.0% 4.0% S A S A B 16,049,530.05| 19,208,352.10
(BLEIRFTEERT)
hEkmE 95% ClI
. [ ] [ ] (AR ) 15,796,571.08| 17,682,905.19
RDI:>/ )Ly % 3 % 7+ CAPOX 959 C|
VLY 2 7 (25 B UK | P | P i Bt 7 2 15,979,202.99| 17,614,324.32
() (BUIEBRFEEZRTE)
BB AR (IR 0%
(CAPOX) I e (R %’% sa) 16,844,443.44| 18,384,205.20
_Pa :
WERGRES (EHE) +10%
(/}l//\/:F/77+CAPOX) - (R %"% ) 16,959,963.63| 18,268,685.01
() e
PFSOHR 959% C1l
SIBEE LAY £ 4 e 3 2 ,240,383. A91, 151
(B /\/#;77+CAPOX) [ | [ | (B o 2 = ) 17,240,383.08| 18,491,131.04
PRTRRBEERRZERIC
BRICET 285K o o BT 2 EASHRTMDO S
2.0% 0.0% 4.0% ,WM gt 17,219,385.24| 18,043,894.21
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