IMF-17.0

*%2026FE8 HILET (55 14hR)
*20265E8 HElET (5513 R REA T FTIEA )

ff 3 2~8CTRF
RO : 35

AR B | BUEE LT RS

FE-EMEOLLRICEIVHERT LI &

—PrEMEEE A —
© MK FPD-L1EJ 7 0 —F Uik
T 2NV T GEIE TR 2 ) 84A

A =74 25 w52 120mg
A =74 25 sm: 500mg

IMFINZI® Injection 120mg - 500mg

HAEER MY HES
874291

RIE(ERHEET 1 R Z 1 O RmE

FURENE120mg | SURERESO0mg
23000AMX00485 | 23000AMX00486
2018%8H

RRET
HL7ERAse

1,
=0

1.1 AR BB CTHORWBTEBERBRICSWVT A AL
PEECTHIRAE - BRZFOEMDD & T AR DERAH
BYEHIBENBEGICOVTOHMES T B EFe BB
FHBICHREIL S BEXREZORKICHEMEN URIREZ 458
BHU.ARZETHSES5TBT &,

1.2 S MSHRS (BEHRERZZ0) FE S hN.ETICES
FEFIBH|ESNT VS DT YIHRER (BUIN . IFIRE . %
. FEEAE) DTSR UHIERX IR B O RIESF . BIRZ 21T
ST LFBENRD SNIBSIC AR DRSZPIEL.
BIBRERILEVHORSEFOENGNEZITS T &.[8.2.
9.1.2.11.1.188]

2. B2 (ROFBECIFBRE LBV E)
RADEA 3 VBBIEDBEEED 5 B

3. #8m - IR
3.1 #8AL

JRFEH | A 37« v VREEELI20mg | 1 37 1 v Y MEEES00mg

I3 7)1 (2.4mL) H 134 71 (10mL) Fh
T 2NV T GRIZFERZ) | T 2 VNV~ 7 GRIZ AR Z)
120mg 500mg

BRI

1N 7L (2.4mL) H 1N 7L (10mL) H
L-XFT > 48mg.L-t 2F |L-t AF Y > 20mg.L-t X F
D UIEBEKHIY 6.5mg. b L |V VIEEEEKFIY 27mg. b L
Na— 2K 250mg. RV |2 Na— 2K 1040mg. A
VILR—F80 0.5mg VILR—H80 2mg

NI

AENFGREFHBIERICEIDF v A = —ANL 2T —IIRMkZ AW T
Bshz,

3.2 HFIDHHIR

RFER | A 374 ¥ VEEEEI20mE | 1 27 ¢ Y EERES00mg

2N A~ MEOOBY~ILEEZET SR
FBEAZAEOMK T 2ROB ZENDH S

pH 55~6.5

RIBEH #91.3 (EH AN 5 1)

4. FHRES (F5h5R
OYIRRTEER RFmE T DR/ VBRRAHE IC B [T S IRBH L2 IEAHRE
R OMFRA
OYIFRTEETNEST - FREDIE/ kRt
OFR/IVBRRRE [C B 1 Bil7aD - T mEIEDE
OB/ vilRRfmE
ORFEEUIVBIRAEC S 17 2R B 2 IEGHRE AR OMIFEE
OYIRRARETR AT HHAaE
OiamyIFRTRERAEER
O#fT - BROFERE
OBSBERE(C S 1 20 - TR
ORY R 7 hE R Rt EbE
OBECHIT BiliaT - iR MmBEE

5. MBENIFHRICEET BFE

(YIBRAEETS RPEIT DI/ HRASAHEE IC 5 (T B IRE I L EREHRE

EROMFEL)

5.1 RIBHLEBUSHEER IORBETSRO 6N TV ARVWEER
WRETHZ &,

(BIBRANHEIREST - BSFEDIE/)HlRAbE)

5.2 BRHEE ICHAANS N/ EBFH D EGFR BIEFERNITALK
MEBETFOREEICOWT 7. HRKE] OEO WA 2 A
U EBI OB R OR et 2+ ICHAE U7z ETUBISEE OF
R&fT5 2 &L [17.1.288]

G/ BRERHTEIC S 13 BifTaED - fiRmEaEE)

5.3 BRREICHAAN S N BE OB, EGFR B TR
ALK e BETOREZ I OVWT 1 7.BKBE] 0OHONE %
PR U HA OEMER R e+ B L ECCESRE
DFEREITH &L [17.1.35H]

GEREY)\HHRAHE)

5.4 HRRBICEHAANO N BZOERBOEEZIZONVT,
17 FRBEE] DOHONE 2B U ARF DA R L 22+
SHCIRRE L7 ETGHEISBREOBNEITS 2 & [17.1.48H1]

(BRIEY/HRERATHRE [C 3517 DI EM L R REHRET L& DML

5.5 AFIOMRMHEBRIEICH T AR OREMIIHEL L Tk
2

5.6 AR LA BEHRER IRBETPRO SN TV RVWEEZ
HREFT DI &L

(UIRRANRER BT HBRaRE)

5.7 BFEE (BRI TY ) — VEARE T 2T RGBS < A
7 O PR ERE . A AR EARRE AT B AR L 2 AR IR IS
EE) OMIL & 7 2 I EE IO 2 KB OBRER UK 4
PEIIHEL L TR,

5.8 HRFBRICHAAN S N7z BEOIFKERET OEEEFII OV
T 17 R ARAE ] DIHO WA 2 35 U AF ORI R R etk
2o ICHAE L7z ETOBEISEE ORIRZITS 2 &L [17.1.63]

BRI EE IR ABESE)

5.9 AHI O MEREIC B T AWM R ORI L Tk
28

(&1T - BROFEND

5.10 KA O MEIFEIEIC B T 2B R OREEIZHELL TV
AT

5.11 BRERBICHAAN S M7= BE ORI OV T [17. BRK
BIOHONBZRAM L ECEIEEEOBRZITS 2 &,
[17.1.8%]

5.12 RFI OB Z PD-LIFEFUIRILIC & U 57 B B[R AR S
N TV 2. PD-LIFBLRIBI OB EIC DWW T [ 17 BREAE] D
HOWE 2P U AR OBEMNER TR e +0IcE#E L L
TUHEISEEDORIRZITS 2 &L [17.1.85 ]

(BEBLEIC ST DfiE] - ML

5.13 BRRBRIHAAN S N7 BE ORI OV T [17. KRR
I DHDOWE % B U AR OGN L et 2+ IS B L
7e ECGESEFOBEIRNZITO 2 & [17.1.92 1]

(BY R 7 EhEIESEEEbE)

*5.14 R ICHAANS NIZBEOFTI AT OERFICOVT,
[17.ERAE ] DIHONE B L AR OB KR OR 22+
GHCEE L ETUHEISBREOBIREITS 2 & [17.1.102 1]

*5.15 BB OBERT A N T A &2 3E 10 Bk
AR BB IR AR 2 S T ABE O MR IC D W TEEICH
Wigsle,

(BREICHIT BiliAT - iIHEHEEE)

5.16 A BEEATBEERSE IAFOBRENRELZDES,

517 KR OFZMEIZ RIS & D Bk 2HEADPTRRE N TS0
IRFERICHAAN 5 N BE ORI OV T 17 BRIREHE ] O
HOWNE 2P U AR OEMER L eE2+0ICEF Lz b
TUEISEEOBIRZITS 2 &L [17.1.1128]]



*6. FiERURHE

(UIRRABETS BFMET DIEINRESRTIE (C B 1T B ARBH L EREHRE

BB DMHFEE)

BEBRAGET 2NV 7 (BB )& LT 1A
1500mg % 4;E R & T602 L A 1 T EilsiE s 5 . 5% 50
MUZ12H AR E TET %7275 LARE3OkgLL F OB A D 1 [E1#%
581320mg/kg (A&E) &9 %,

(UIBRTBETNEST - BBRDIE/) HREREHE)

MU XY LT BEFHRRZ) RCASRTUEE SR % & tofth
OHBEHIEEH & OHRAICBVLTBE RAICIZT 2 UL T
CEETHEH %) & LT, 1[E1500mg % 338 FRfE T 4[E. 6053 fE L
P CEEEET 5. 0% T 2NV 7 (BIETHERZ) &
L. 1[1500mg % 438 R 603 M A T rfgFEd
%7272 U AE30kgL N O5A O 1 El1#: 5813 20mg/kg ({5 )
&9 5,

GEVEREENREICH T B ilTET - R EmEES
ATRTREBDEE Tl O FUEEIEEA & OIS B W T B R
N T 20N 7 GEEET B Z) & LT 1E1500mg % 38
FRIRE T4E % T 607l L2 T ElEEET 5. T D% 1T
MHBEETR. T2 N LY 7T (BEFHEBEZ)ELTV 1A
1500mg# 4B EEFE T 120 % T.605 FLL LA 1 € siEidE T
507272 U AE30kg L R OH/A O 1[5 8 1&20mg/kg (1R H)
&9 5,

GEREY/)\RBaATE)

HE&ERMEREEA RO RS REOHFRIZBWLTOER RA
KT 2 NV~ 7GR Z) & LT, 1E11500mg 2 33 [
kg T4l 607 LA TEBEEET 5. 20K T 2 LN
<~ 7 GEETHEZ) & LT, 1E1500mg % 438 R T60453
LT TEEEET 5,772 L RE30Kg R OB A0 1 [Hi 58
1&20mg/kg (A=) &9 5.

PRBEYIREIAHE C B 17 IR B L EREHRE AR OfHFEE)
BEBRACGET 2NV 7 (BIETFHEBZ)E LT LA
1500mg % 4;E8 R & T60 L A 1 T st 3 5 . 5% 50
324 AME TET 5,727 L AEIOkgL N OBZAE D 1 [E#:
5&1320mg/kg({AH) &9 %,

(UIBRTEETR BT AR
BE BANCRERT 2NV 7 (EETFHEBREZ)ELT LA
1500mg % 438 R FE T60 AL L2 CrliifiEd 5. 7272 L
{AE30kgL FOHZA D 1 B G R1320mg/kg ((KE) &9 5,

GCEEYIFRTEEIRABE )
FLTICUEBER Y AT 5 F 2 EOHBICB LT OB R
ANZIET 2NV~ 7 GREFEfZ) & U 3 BB T, 1E
1500mg % 6053 FIDL_E A C st 9 5 . 3B R TO® D
BUEE%. T 2 NV~ 7 GREE 2 ) & LT 1E1500mg
ZARBRBRETO00BL LA THEB#IET 5,727 L EE
30kgl FOBZE O 1 % 5.81%20mg/kg (A=) &3 5.

GE1T - BROFEHE)

HWNVKRTSF VRO FH 2 RPBEEEER & OMHICB N T,
BHEORACET 2NV 7 (B FHEBZ) & LT 1A
1120mg% 3@k T 6073 UL L2 1) TEE#ET 5. 2 D%
OMERBEEICB VT T2 N 7T CEEFHEEZ) & LT 1E
1500mg % 4:A Rk T603 MM L2 T MidEsET 5. 7272 L.
{AE30kg L T DA EREEICBE T 5 1 AR 5813, 20mg/kg
(fAHE) &9 5,

(BERRTEIC BT B liaT - MRFEEE
WRTHEEE CII LAY Y VIERER Y XTI F » Ot
FIZBLWT BE RAICIZT 2 UL~ 7 GRETFHBZ) & L
T, 1[E1500mg % 3B R T4E % T 603 B EL_EA 1 T ik
g 5. Z20% MBMBEETIE. T2 NIV 7 CBIE
Z) & LT\ 1E1500mg % 438 [ k@ T8[ul & T 6057 ML LA
THEMEIET 5.7272 L AE30kgL FTOBAD I EE5RIX
20mg/kg (AH) &9 %,

(BY R I hEIES MR E)

WAy k-5 VE(BCG) EDHRAICBWTEE RAICIX
F 2N 7 GRETHIEZ) & LT 1E1500mg % 438 E i kE
T13[EE T 6057 ML L2 T RRE#EET 507272 L (AE30kg
IFRoBAD %5 81520mg/kg (AE) &3 5.

(BEICHIT SRl - MikmEE
INFAT T LRKRY) F—= b I FHYSSFUROP RS

FLILEDHRHIZBOTGEBE RAICIET 2 UL 7 GERIET
Mz ) & LT 1 1500mg# 48 TR 2 E T %Y
I 2[E £ T 60D R EA T THEMETET 5. 2 D% T 2L
INL7 7 GBETFHHLZ) & LT, 11E1500mg % 438 R < 10[E]
F T 607N EA ) TEMERET 507272 UAKE30kg L D15
AD1EHS5EIE20mg/kg ((AE) &9 %,

7. BiERUREICEET 3R

(hBEHLE)

7.0 REFREGIC & O EERPRI L 258103 TRESE I AFHA|
DRFEELZERBT 5T &,

HIVEM TR g
P B it Grade2 D& Gradel IR iC[EfE 9 %
F TR ZKRET 5,
Grade3X 34D AR OEEEHIET 5,
JFRS RE R AST# UL IZALTHHE#EME | Gradel DI RICEIET %
EBRDO3~10f5. B Y | £ THRAIZAKET 5,
ey pEEEE ERRD 1.5
~3fEF MG
- ASTH#E UL IZALTHEE | KFIOK S %2H1ET 5,
i LFR > 106588 i3 #a
Y ILE v A EEE FIR
DO3EBE THEML 7285
PN
=
- ASTH UL IZALT A2k
EERO3MEB, oY
VLY SEEME RO
2158 & THM L AL
SHCIRR D 22 WSS
JFBS RE R cASTELL FALTHR— | R—=2 51 > D2.5f%%

(R=25 4>

A5A 2 D2.5~T7.

WCEE S 5 & TAHA

ASTHULIZALT | DHE¥EEERO20(5LT | #K%ET 5,
PEEMEER2E| ICHENLLSE
ZATWBIFEM.E | - ASTE L IZALTHR—

BEAET 5EHE) A4 Y D2.5~5.
DEMEE FRDO20ELTR
ICHEMLU A THRE YL
U SEHEE FRD 1.5~
2RI L ARHI LI IS
RR A 725
- ASTH L IZALTHR— | KFlOBEE2H1ET 5.
ATA Y OTEHE XILE
HEfE IR 2058812 80
Lizie
CREVILE R
[Ro3fEHEE THEmL
b
+ AST# LK IZALT AR —
ATA D255 D
BEV LY v REEE
Ro2fEEE THEML. A
RIS RE A 22 WIS
KI5 - THI Grade2Dig& Gradel I NIC[EIET 2
F TR ZKRET 5,
Grade3Di5& - Gradel DI RicE{E S
5 F TARH %= KEET
%o
s LR LT T GEE
THBEZ) EOMHO
BET AHO®RE %
Hiikd 5,
Grade4Di5 & AFOEEEHIET 5,
e =22 4Grade AR OB S 2HIET S,
FRRIRBSBETUEE L | Grade2~ 4055 ERPLET HETA
BB #EER S, RE Hl &2 KT 5,
B REIK TTE
B REREE MmiE7 L7 F = HHE¥EE | Grade I RICEETYS 2

ERXER—=2514 D15 | ETHAAIZIKET %,
~3f%E THEM L2 5E

Mg 7 vy 5= pEEME | REORS 2T 2,
ERXER=-2514>03

Bl % THEINLIZ5E
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EIfEM g B
(i Grade2XII30i5E - Gradel DI RicE{Ed
% F TARAZKRES
%o
- 30H LA IZGradel
DFRETRELZVL
15 A S0 P IR B RE R
EOBBENH DN
Vas FadF W N=[0F i 3=A
kg 5,
Graded4Dif& AEOEEZHIET 5,
DR Grade2~4DHE AR OBSEEHIET S,
EER T Grade2~4DHE AROB S 2HIET 5,
i %% Grade2~4D54& KEIOEGE2HIET 5.
kR Grade2Dig& - Gradel DI RicmE{Ed
% F CARAl = KRES
%o
- 30H LI I Gradel
DFRECRELZVL
15 A S P IR B RE R
E2OMBENH S5 DN
Vs FadF e N=[0F i 3=A
ZHikd 5,
- Grade3Xi34DHE KElOHEEZHIET 5.
- Grade2~40F¥ 5> - N\
L —EEE OS5 S
R - Grade2 T 1AM DL ERKSE | Gradel AR ICIET %
Li-5e F TR ZARET 5,
- Grade3Dig &
- Grade4D 5 & KElOEEE2HIET 5.
< B OREORS B AR RE 1% B¥
(Stevens-JohnsonfEf#
BE) SIS R R AE R
fif#iE (Toxic Epidermal
Necrolysis: TEN) ® 5
&
Infusion reaction | Gradel X1&205 & AF DS % il
5% E 2 50% % 9
%o
Grade3X 34054 KElOEEZFIET 5.
FRIEBRIS £Grade AENOHEZHIET 5,
580 7 & DB | &Grade EN: (D30 R PAR AvA))
A5 ToHECR BE5azHhikd 5,
pageRrditca=qil
RS OFIER | Grade2XIZ3058 Gradel I NIC[EIET 2
(FFCIR BR B BB KR FTARAIZ KT 5,
1B R
S VIR G radean s FAOREEPIET 5.

% ! GradeldNCI-CTCAE(Common Terminology Criteria for
Adverse Events)v4.03IC# U %,

(UIBRASBE R RFMEIT DIE/NVRAIRHIE (C 3313 B AREH LF IR GHHRE

EEDHERER)

7.2 fOFUBEEEER & ORI O LT AR ORI
LTV,

CIRRABETREST - BROIE/ iRz

7.3 DFR9 B th O FUBAE RS AE L [ 17 B RS | O THD N % B
LERT 52 & [17.1.22H]

GE/HRERmTEIC 13 BifTaE] - i mHEES)

7.4 HFR9 Bt OFUBAEIEEANE [17 R REAE | OTHD WA 2 #A
LEIRYT 5 2 &, [17.1.35H]

(BRIFEL/ VFRRRAHE [C 35 17 SR G L2 IEHRETE R DML

7.5 fOFUBEEEH & OGO W T AR ER R 2 I3
LTWwazly,

(UIRRARETR AT HEARE)

7.6 KHIOREKROCHRIITL7. BRG] OHONE 2 B L. HEH
BEROBMB S OAMER L et 2 +oIcHE L7z ETOR
g5 & 17.1.6281]

(1T - BROTERE

7.7 ANVKTSF VRO ZF LN EOHRICBLTHE %R
mIHI L.

(EERREIC BT B liaT - RFEEE

7.8 REIEHAT S ATSF L ORERVCHEIZ 17 HKREE]
DIEOWEZH3ICHE L ETRIRT 52 L. [17.1.9518]

(BY R I EIES MR

*7.9 BCGEOHRICEE L T BZRBCGREM N A (HAR) 80mg %

HARIEE U GELREL6EBBEENEA L% Mgk e LT,
EASEEOER54£3.6.12,18. K 1244 B ciE 1[0, 358
RIBEMENEAT % 2 & BCGOIEA DB O 5 HFEIZDONT
IIBCGORMNXEZBIRT 52 &, 2B .BCGOABRUEIRIE
BEOREBICKVEHEBE L. X /- BRE5EBELMREISCERET
EBHTEETH.(17.1.108H]

(BEICHIT Bifial - MikmEE

710 704075V LARKRY) F =M A FH Y FSFUROR
tyFELEDOHRICEEL T GEREE R AR T, 7
VAT T2E1E2600mg/m2% 24 21 T L ARKY
F— M 1E100mg/m2% 603 M M2 T R F il
50mg/m?2% 60537 1 T TR 4[8] & T g I 418 & T
BHTAZE LB EBEOREBICIVEERET S E[17.1.11
28]

8. EEREXRNFE

8.1 AH O THREHEILERICK D GBEORERIGICERT % &
EBZONDHEA BHEBORENHODNDHZENH L. 882+
FIATOBEPRD SN HA IR GBEORERISIC L 5 BIF
HOFRBEEZEE L EU BB 21T 2 L BEORBERITIC
K HENERAAERDN BT BIBREFRILE VHlORE%E%
ERT DL E L ARBREGKTRICEEREIERA DN
ZEDDHBDT AR EKRTHROBEZTITHZ L,

8.2 MEMMIEE (R 2 &) D6 DbNE I ENHHD
T HIHAEEIR (B L)AL R IR R | Ik, FE 20 ) O FERR M UM ER XA
MEOEME BE2 57O 2L F /2 BEITE U THE
CT.MEY— N —FOMEL2EHT 22 &.[1.2.9.1.2.11.1.1%
1]

8.3 HURIRM R E BIBREERER O T EEBEREFH 5D
% Z ENBH B DT AR O S FlAF & O 551 M I3 E NI
NI EEREE (TSH EEET 3 B T4 ACTH AR I )L F V —
VEDRE) 2TV BEOREZ HHICBET A L F o E
B U CHSMEZDEO BRI 52 L. [11.1.3-11.1.58]

8.4 1BERIRA H 5OND I EHNDH 5O T G EDL IEHZFEDFH
B MEED ERICHAERT 52 & [11.1.620]

8.5 IFHREREE F R ELHEEBERSH 5bNE I EDHEHD T,
AEI O 5 BAEHT M O G HA R 38 B I S BERE 2 1T
BEOREZ T HICBIRT ST & [11.1.75H]

8.6 BEENDH HLDLNB T LN DH 5D T AHORSFAERT RO
SRR E NI ERERE R TV BEOREZ 5 ICBE
THZEL[11.1.88MH]

8.7 MR MEUNRIRIENS D 5 DNB I ENDHBHDO T HHNET
AE.CKER . MPERCRPIF /oy FREOBR L2751
75 2&.(11.1.98E]

8.8 DR HODLNEZENDH SO T R .CK LA DEKEY
ZOBEZTHIITH T EL11.1.10518]

8.9 HIEHENIEN D SDLNB I ENDH DT HITETIRET
;R R R EESOBE 2 01T 2 &L [11.1.1131#]

8.10 Infusion reaction®» 5bh s Z &EHH D . 2[EHBEDOA
Al 5812 ¥ Infusion reactionBd» 5bNB I ENHHDTA
Al 58I I ERBEZEOREZ BRI 2 & [11.1.14%
i)

811 REIBERDBHHDONBZ ENHBDTIROBEEDEESLE

HARICTEER T A L. E 1 IROEBENTD 5 NI HEITIE ER
PICEBREZ 229585 BEZEET L& [11.1.2130]

9. HENERZHIIEFEICHT IR

9.1 GHHE - IEBESDHZEE

9.1.1 BEREREDGHX FEMIE L < FBEREDOBECRER
BOREEDNS B EE
HORBREPHEET 28N H 5.

9.1.2 FAEMMRE (MEHRITIRN 2 2 T) D5 3 BEXNIFZ DEEE
BEDH2EE
AR PR B (TR 2% 2 & &) W RBIIIEE T 2 B2 n
$%.(1.2.82.11.1.13H]
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9.4 &IEREEE T 2E
1R B A RENE D & % 12 I3 KBRS K O Riki% 54437 A
RSBV TORE T 2 BB R OEY) 2B IC DLW THAT 5 2
&, [9.5511]

9.5 iR
IR SULIEIR L T W A ATREME D & % Aot ic ik A Lo Bk
falgtE % L2 SN BBEICOARTEET 5 L AR DE
FHFAE BB ICB W CVEIR A = 7 A PIVITHERRAIE A 5 5
WhE TARAZRE L7z & I AUCHE CHRME (1,500mg%
33 M B S 4 R R B T 5 I B A BB R O 3.4512H
YIHIRBE T OB E U CORRBIIICB T ABIEOETE
KOFHAEROFETOEMPRD 5l b MgGLIdEEZEE T
BT EDPHISENT WS, £ 72 . PD-1/PD-L1 &8 13 RHARE R 5
BERICKXAIEHEFICEETH Y RAEEREEY Y RIZBW
TPD-LIEEOHEEIC LD IRERISEINT 2 EPRESNT
W3, [9.45 ]

9.6 =ALR
BB EOBEREROCBIFBEOE R ZEE L. RO
ik 23T 5 2 L AFlO FRAHRAOBITICET ST —%
FawA e FMgGRBARICBITTAZLPHONTWVSF
TR =7 4 P Z RO EBRICB W THBIREN Z A O
HIHNOBITHRDENT VS,

9.7 INR
INBEE R IR E U ERRBIIFER L TV,

9.8 SHE
BEORELZ T DICBHELRPSEBICREGT S E.—fRICE
HEENMERL T W5,

11. BHER
ROBWERAH 5bNDHZ ENHZDTHEERTFITVL.BE
BRO O NGRS E2PIET 52 CHET A LEBEZITH 2
Es
11.1 EXIGEEA
*11.1.1 BEMMRE (REHRHREN 22 0) (4.7%) [1.2.8.2,9.1.2
i)
11.1.2 KR (1.2%) . EEDTHI(0.8%)
Fit 95 L IR MESORERPRD 5 Nz A/ ICE ARF D
52 HIET 2 EOMY R UBEITH 2 &
*11.1.3 FIRIRIEREEE
FROR AR A BEAR TE (9.7%) « FUIRBR A BETUERE (6.4%) %5 0 BUR IR
BERENDH S5DOND I ENDH 5,[8.32M]
11.1.4 BIEHRERE=E
BIBHAELR2(0.8%) F0RIBHRERENHODLNEZEND 5,
[8.3%MH]
11.1.5 TEIFKEREEE
TEAAHEEER NIE (0.4%) ZE DO FEFKEREIH S DN BT &
BH5,[8.35M]
11.1.6 12Y¥ER
1 BORE FR7 (BIEE 1 BB PRI 2 & ) (0.3%) 753 & b iERw A
FP YV R=YRIZEDZBENDD . 1 BIERIEVGEDNIZIGEIC
A R VBRI R RS T 5O S ABEITO 2 & [8.45
M ]
*11.1.7 FFEEEEREE . FFR. B L EREE
AST.ALT.y-GTP.Al-P.¥ Y LE v &0 L7 2 0ES FFHREREE
(7.7%) P55 (2.1%) EALMEREEE 25 (0.1%K8) b S5 bh b 2 &
BdH5,[8.55]
x11.1.8 BE=E
FRATE R B 2% (0. 1% R0 )  SRBRIR B 25 (0.1 %K 0) B %
(04AR)EDBRENH S5 ONDBZ ENDH B, [8.62]
11.1.9 85K (0.4%)  AEIERRLARAE (SHE A [8.72 1]
11.1.10 DK (0.2%) [8.85 18]
11.1.11 EREFHEEIIEE (0.2%)
BEREGHEEICL S 7 ) — P D702 I ERARIHETT S S
ENDH 5O T IRRREDBEILICHIEET 5 2 &, [8.981H]
11.1.1 2 S M RRIAME (0. 1% A1)
11.1.13 Bk (0.1%K )
**11.1.14Infusion reaction
Infusion reaction(1.6%) 2S82® 6 NIZHA ICIZ AKF DK 5 %

IS 2%0@Y S ABEITS EEBICIERPEET 3£ THE
FZOWREEZ T DICHERT B EoE 701 b AA VHRERRE
(0.1%KiE) B obNEZ ENDH 5, [8.1021]
*11.1. 15 EEDHEEE
B2 KRG ERAE 2B (Stevens-JohnsonfEMREEE) (0.1% K1) 2 H B
EbNBIENDDH.EFHREE0.1%)FdHbobhbdI &N
HAHDTIKE. OB ALENTD 6 NTHEIIIEERIE S HET
BT &,
*11.1.16 {HHEEE
K= 2 —a8F—(1.3%)  ZH =2 —1/¥F—(0.2%). ¥ 5
Vo N —IEREE (0. 1% AR SOMRRENLH S bNH I &N
H5o
11.1.17 FREFERES (0.1% K1)
11.1.18B3MmHEMm (1.6%)®
AHEFF0) TEOHRICBWT BITENH S5bhs 2
ENH B
11.1.19MERX(0.1%)
KB IE 2% L v B I B 2% L NEY I B 2% [T AT o B B HL Ak
(ANCA) B & % IgAME R FENERZEL]IFH S5 DN
AHIENDHS,
*11.1.20 &R (0.6%)
*x11.1.21 3RE SER (0.1%A7H) [8.11218]
*x11.1.22 MEREEMEYD >/ HERERAE GEEEARH)
) FEIRSAE 1 ERFESIHERBE (DUO-ERER) 1B 1) 5 K
AR OF 580 TH RS » 585t L7z,
*11.2 ZDHhDFHER

10%2L 1~ 10%A1 1% A3 SEREANEA
*| i | FZ DR LB %
11720 R TA 1A HERE. A>T
IFIR 2 I, ERGEREYE,
fifi %
ki3 FEEMELF AP BRIBAE
CfeHh > Y5 R | DR
REA ACGIEENG SRS
BREG)
W53 TSH LR TSHIET | FRAE
B OBRS PR R
* | THILER N L (a=e==1R
HEHR A RAff A
Z DAty FEGKMETE | BT

14. BRALOFE

14.1 ZRAMFOER

14.1.1 KEONA T LRIEFENTID TH O RERI 2 &R VA
AL EEN AR LTS 2 &,

14.1.2 FABFNICABEEY R EA» VW E2BEICK VERT
BT EARNTVER~MECOEBH~AANZET AR TH 5.
B EELEINEEEMARD SN GHIIFERA LN &,

1413 N TLIFEEBE T M ULBR LAV &,

14.1.4 REEZNA TV SREED AEHEERIE5% 7 K
PSR O SN Y ZJICEA L RKEER] ~15mg/mLE T
BN Y 72 - D RESETRNT % 2 & HRik 2 Bk
MIFRESE W &,

14.1.5 FABBIIHEPPIHERAT A I L AREZ T ICERE TR
79 51582~ 8CTIE30H DN, BRMAE TIX1 28 LI #%
5xFBT s L,

14.1.6 RFNX1EEHOBFITH O FHHERALZNI &,

14.1.7 XA T LHOBKRIIEET 5 &,

14.2 ZRIRSHFOER

14.2.1 KFNEEHOEHEAHEOEN0.2X130.22um A > 5 A
VT4 —(RY I —F IR 8IS 2 LT e
BT &,

1422 Fl—DEBT A > 2 AL CF 2 AR RS Lanwa
&,

_4_



15. ZOfthDF=
15.1 ERARBEAICE D < 15k

E A OERABICB W T KA I 2 FEOEEPTRE SN

Tl/‘éo

16. ZENRE
16.1 MARE
16.1.1 BERS

({AE) T 5.1 TH 5,

17. BRIRRAR

17.1 BHERUREEICET BHR

(UIRRARETR BFMEIT DIF/ HBRAHRE IC 3 13 2 RGN LR REHRE AR O
L)
17.1.1 EEHESEMEER (PACIFICEER) (jJRCT2080222682)

D L 29 A 7NV OAERTUBEEEA 2 7 ARIR R L2 R
FERISEEEIT RO 5 ki - - YIBRANRE &2 B FTEST O /Nl R fifii 2

EIHFEE (D4190C000023 5% ) T HA AN T E IR B E ICAH %
10mg/kgD FIE THEGE Uz & & O IiE i B R & s 85
A= ZRT,

1000

MiFRT 2L/ NV T HE (ug/mL)

0 7 14
Bl (B)
n=3~4, HilT R HERE
Cmax(ug/mL) AUCMdays(daY'Hg/mL) Tmax(day)
145(51.2) 826(51.4) 0.047(0.044, 0.073)

n=3. H{T-FHE (ZER5%) 2R o Tmax |3 HHRAE (B ME RAE) 7R,

SR (D4880C000 1 07k ER) T HA A O HETT M B FEH & 1T AR A
1,500mg& ML XY AT T75mgE G Lic & & ORAOENEHRE S
A= %RT o

Cmax(ug/mL) AUC28days(daY'|.lg/mL) Tmax(day)

439(15.8) 4,680(15.7) 0.048(0.044, 0.076)

n=6. &M FHHE (ZBHHE%) 2R T o TmaxtE HIRAE (F/IME RAE) 2717,

16.1.2 RiEK”RS

[ B3t R S TR BR (P ACIFICTER) TYIBRANRE 2 B A EAT D JR/ N e fif
FEEBE I ARA10mg/kg % 23R IR ¢ REBIRN RS Lz 0
MmEFREZRT (HEAZED).

- BEHEE /mL
LU w1t gy
e 5% 191 (n=385, 72.4%)
SHHE (¥ 5Hi) 120(n=289, 62.2%)
2438 H (5 51i) 177 (n=225, 47.9%)
248 H (%54 T 1) 373(n=207, 43.6%)
ARAE ($57i) 186(n=213, 67.4%)

# (WHO Performance Status 0X1x1) 7136l (AAIB4766]. 75 R
BE23741) (BARNLL26] [(ARFIBE7261. 75 £ RE40H1] %2 &) ZXTRIC,
(L HSHRRRER T 42 H LIRS AH 1 Omg/kg £ 7213 75 £ RO 5D
R U2ERBMEEBE CEMEEE LTI ROR2ME 2 AT L
7=0.2),
ZOOFEFMEEO—DTh 22 EFHAM (hIE[95%F HEIXHE])
(299ED A X b) OFER T AFIBECNEE?) [34.7~NEI 7 A. 75K
BET28.7[229~NEIHATH D AKANE T T LRI LKEHERICER %
EEEZRLUIZ(NY— RH[95%EFEHEXM] : 0.68[0.53~0.87].p=
0.00251 [J@#llog-rank% 7€ . AR /K HE (i) 0.00274] . 2018FE3H22H
T—=Fhv bA7T)e
1) VIR RE 22 R ATEST O/ MARa AT I 5 1 2 ARG H L2 SRR % O MERHEEIC
B HARFNOEARS Nz FEROCHEIZ ER KA T 2 U807 7 GG T
fZ) & LT 1E1,500mg % 48R T6057 ML L2 1) TRt 3 5 . %5
HIRNZ12H AR E CET 507272 L AKE3Okg L FOBA D 158 1320mg/kg
(fAE)ET2.1TH 5.
12) HEEAHE (DR FIRR)

OSHR{E[95% Cl]

— AHE NE [34.7~NE]
07 i 28.7 [22.9~NE]
09 1 KL (95% CI)  0.68 [0.53~0.87]
08
07
4+ 06
S
% 05 -
2
2 o4 A
03
02
o1
0 T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
at risk# EERBIGHOORR (B)
Kﬁ”# 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0
jft?kﬁ 237 220 198 178 170 155 141 130 117 78 42 21 9 3 1 0

72085 =D OFEEIMBEIEE T3 5 HHoRHIEIC K 2 BHEEAF A (bR
EI95%EEXME]) 371D A X b)) OFERIZ AHBT16.8[13.0~
18117 A 7Tt REET5.6[4.6~781HATH U AKAE T T L RITH L
MRATERNICER R ER 2R Uiz (VY — R [95%FE /X ] : 0.52[0.42~
0.65].p<0.0001 [J&llog-rank# € . A =K #E (i) 0.01104] . 201 742
HAI3HT—=% %y b4+ 7).,

PFS shaRf# [95% Cil
168 A [130~181]
56 18 [46~ 78]
052 [042 ~ 065]

— FHIE
— It
INF—REE (95% CN)

| B 3L [F) S TTTAH 3B (CASPIANGRER) €3 J B/ et i g F8 3 12 L A A
1,500mg % 3EF IR T RIE IR AR S (FRABEE LTT bR Y PR
UHERAIZ#E) L & EORFOMEFRELRT (HRAAZET),

; R (ug/mL)
FRII 4 T (1%, 2B 50
wE 5% 502.9(n=227, 30.46%)
3 E (B 5H) 109.9(n=236, 64.41%)
12;:8H (#%57i) 240.9(n=199, 49.70%)

[ B RSB TIAH AR (HIMALAY ARRER) TUIBRANGE 2 FF Ml g 1o R
#11,500mgR U b L X U 4% 7300mg% 1 HEIC, & 510450 5 AH
1,500mg % 438 i bg T RAEBIRN AR S Uz & & ROARAIRERT
1,500mg % 43E [E 1 bR ¢ RAE B AR R 5 U 7 & & OARF O I
2R (HRAZETD),.

ML AR (ug/mL)
A e £ (TP (15 B 1R 5%)
ML A A THEBE ANHIEE
4EHE (H5H) 59.9(n=314, 101.6%) | 74.7(n=340, 86.7%)
12;8H ($:5.51) 77.5(n=253, 280.1%) [113.9(n=252, 116.2%)
12:8H (58 TH) | 539.3(n=248, 38.6%) | 556.9(n=255, 32.7%)

E)AF O AR S M- BRGSO AERVOCHREGER RAICET 2 1300
< 7 (GRIZ IR Z) & LT 11E1,500mg % 48R R T602 L B2
THEEHET 507272 L AE30kgU R OHE& O 1 EH# 5813 20mg/kg

_5_

DB Cf e
<)
o

00 T T T T T T
0 3 6 9 12 15 18 21 24 27

atrisk & EEBRADSOMA (B)
FHEIE 476 377 301 264 159 86 44 21 4 1
TotARE 237 163 106 87 52 28 15 4 3 0

BB E SNIZBED S B REIBEOAT5H (HARANT261% & 1) 460
B1(96.8%) ICHEHERNRD SN AKIBTHO N ELHEERIL. Y
16841 (35.4%) 55 11361 (23.8%)  FEIR K 10661 (22.3%) K Oitst
KR 259661 (20.2%) Td - 72,

CUIRRTEEIREST - BROIE/)VREIAHE)

17.1.2 EEHREISENIEER (POSEIDONERER) (JRCT2080223617)
{LZERE O 72 WY BRARRE 22 81T - ¥ O JE/INIl Rt BB 3 (WHO/
ECOG Performance Status 0XI&1)675% (KRFED + F L XY L~
T + (& RTUB B A 2 & O LBEES) [RAI0HEE33861] . Bd%
FUEME G % & G L2RRES) B [N ERRE33761]) (H AR A4961 [A#Hf
FABE2 16, MEBEE 2861 2 &) ZXRICAF b LAY AT T ROASR
PUEREBA % & O(LERE2 MRS L8 0B EROR 2% 2 1%
gL,

AAETFHAR (FFRE [95%EHEXE]) (536D 1 X2 ) OFER I AAFIO
FHEET14.0[11.7~16.11 7 H 88 T11.7[10.5~13.1] 7 HTH D . K
HIGt B IER o0 LR EMICE R R ERE 2R Lc (VY — FE[95%



{E#X ] : 0.77[0.650~0.916].p=0.00304 [/E#lllog-rankifiE . A &K

# (W{f1)0.007971. 2021 F3H12HT =% 1w v+ 7).

¥3) R E30kg TH VD EGFREIZTFERBED» D ALK & BIZ TR O BE IR
L ENTz 7272 Ui LR XIS KRAS BIZ T A RGO B# L EGFR #(z
FERKVALK BEBETFEROBEEZER LW EPFES NI,

E4) AHI1,500mg K O b L X ) A7 775mg %550, 3.6, EICF 1 EIS L, T DH%E
12;8H» 54FI1,500mg & 4B TRE Lz £ 72 16 EEIC N LAY A%
775mg# 1 [E#5 Uiz,

53R 1T A 7L E LT D87 Y ZFE)L(TLT I EER) (1.8 15HEIC
100mg/m2%#5) + VAR TS5 F > (H1HBEICAUCS 6 2% 5) Q7 Ly %
v (%1.8HHEI21,000mg/m2Xi31,250mg/m2%#%5)+> 275 F > (1 H
HIC75mg/m2%#5) B L EANVR TS5 F > (H1HBEICAUCS X362 #5)
(RFLEEEDH) @A L ¥t F(E1HRIZ500mg/m2 %2 #5) + ¥ A7
SF v (HEIHBIC75mg/m2%2#%5) & L ZALR TS F > (BE1HEICAUCSX
1362 #5) GERF LEBDO &) DWT N ZAT A 7S Ul SHREETIE 24
FEEHWSNIBAESSI2Y A ZVETEMATE Lz.ORA ML FE F+HSE
ROEEIES A 55 I ORE ST L TR LERHFIL A b LFE R (500mg/
m?) HERFEEE AR OF F B C V40 e P o 5 5 o BB " 0 3308 TS24 450 P it
)BT Lz,

OSHR{E(R) [95%Cl]

0 4 — XAIAEE 14.0[11.7~16.1]
' — SR 11.7[10.5~13.1]
J\H—REE(95% CI) 0.77[0.650~0.916]
0.8
ES
E 0.6 7
=
£ 04
PS
A
0.2
0.0 T T T T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
Atriski EAEAESH S DERI(B)
AFIGHARE 338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0 0
ifER¥ 337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0 0

AEIGERRE CHRBESHS S N23306 (HAAN2006 % &) 3214

(97.3%) ICHEBERMVED b NI AFMAHTH SN ELHEEBERIE.

Al 164%1(49.7%) B 3761 (41.5%) HFFRERTBAMEI I (30.0%) « &K

PR3] (28.2%) \IEFF8 LI (24.5%) e " RHI7 145 (21.5%) TH > 7z

[5.2.7.3%1]

GE/IVERIAHRE [C 33 (3 B il - e mEBErE)
17.1.3 EEHRESEINIMEHER (AEGEANEKER) (JRCT2080224587)

HE PR 7 TLA ~ T11B o> &4t o0 FE /)Nl i i 18 % 0 (WHO/ECOG

Performance Status 03X 1) 802l (IOt FEEET 4004t iR EEET)

40261) (HAN7BI AR O BEI7 ] W EREEA201] % & t) 2 /50 AT

BRI & Lo RS RMBEEEA = & TLHREONHAT T A A &

75 RO - kgL S L TOEMER R 2B LY. %

B.EGFR IR ARG IALK B BE SRS W BEITE

IR R D S B N7z CEREAAT SR UEIEIT TSR] @ AH O R

366M xTHREE37461) o

FEFHEEE O—DTdh 2 G NI FIHEIC & 2/ X+ AETER

D 1B H O HRE T O R (HRE [95%EEXE]) (23644801 X2 M) &,

AAFIPHFHBECNEE2 [31.9~NE] 4 A M BEF¢25.9[18.9~NEI#ATH

O AREIOF B IEB IO LB EMICE R R ER 2R L (NP — R

[95%(E#EX ] : 0.68[0.53~0.88]1%8) ,p=0.003902 [J&Hllog-rankik

TE A EKHE (fE) 0.009899] . 202241 1 H1I0HT—% 1y b4 7).,

#£6) American Joint Committee on Cancer(AJCC)/Union for International
Cancer Control (UICC) #1438 (58 1 5 < ITAIIB. IITA I ITIB
(T3N2.T4N2) OYIRTTREZ BE DR E Sh iz e B T4 B A RFNES O
KRES(Tcmil) DHITHE DV TTAL KM S N B E IR O G & S N7z Atk Y
YREIC DO W TIX PET XU CTEHE D BB D5 & USPET X O CTEHR A R E»
DIRFEEE DK E SH3cmil PRIEE# LU IZPET XU CTER TN &K S
N5 E IREER L FEE ST iR S h i,

TE7) AREI OB T RTRE BRI I B SR PUEEIEE A & ST {LERE L O TR
AI1,500mg % 33 e I P ¢ B R AR ER AR IR 5 U A e e BB I AR 1,500mg
% A R T RoK 1 2B IR S onf BRBE 3 T Al B RS 0 1 B Rt e
A% & LERE & OMR T 7T 1 AR % W R T RK4EERIR NS Ui
HREREIC T T £ R 2 SRR TRAL2EEIRNE ST 5 2 & & Shiiff
HIB L & U CORTE EEBICH LTk 32 1A 7 e LT O 7 ) %
FIL(E1HEIC200mg/m2) + ALK FZF > (E1HHEICAUC 6mg + min/
mLAESE) Q@7 4% ¢y (581.8HEIC1,250mg/m2(HA T 1,000mg/m?2))
+3 275 F Y (EIHBIC75mg/m2) O W hh JERF LR IO LT 33
fz1Y 127 LELT.@RAMLFE F(EELHEICS00mg/m2) + 3 275 F
(BE1HHEIC75mg/m?) @~ X b L ¥t F(E1HEBIC500mg/m?) + hL AT F 5
Y (B1HHEICAUC 5mg - min/mLIEYE) OWIFhr 25 LI 2B .Y AT
F LIS BREMED LV WS N BEIE AT TF U EANKRTTF
1[EIAUC 5mg * min/mLIASRICEERREE Shiz,

TE8) A RI/KHE IS L7299.0101 % EHHX M : 0.48~0.96

1.0 EFSERIRAE (A) [95% Cl]
AFIGEARE NE[31.9~NE]
————— it 25.9[18.9~NE]
J\Y—REE[95%C1] 0.68 [0.53~0.88]
0.8 (20221181087 —42Hhv b 47)
7 N
~ 067 H e,
> —h vy,
N B HH
&£ M — - 4+ — —+
% 0.4
gl
&
0.2
0.0
T T T T T T T T T
0 6 12 18 24 30 36 42 48
SEERREH SO (B)
At risk#x
AFAIGEEE 366 27 140 78 49 30 1 1 0
XfEEEE 374 257 136 74 50 25 13 1 0

HREIRESNIZBEDOS B ARAPHBEO401LH (HARA37H % &)

F13874(96.5%) ICEEHRIRD S NI AFIHBETHAONELEE

HRUZAIM 14061 (34.9%) (ERE 1044 (25.9%) « EiD 10341 (25.7%) &

BARIBR 7441 (18.5%) BEEFE6IH (17.2%) i FRER I A RE68H1 (17.0%) K

O R BRI A 661 (16.5%) TH - 72 (2024E5H10H T =9 H v b A

7).[5.3.7.4%8]

GEREY\VHRRIAHEE)

17.1.4 EEERESENIMEEER (CASPIANERSR) (JRCT2080223579)
{L2EFRERE O 72 W EEL MR fiRE B T (WHO/ECOG Performance
Status 0X1&1) 5376 (ARHI & B RIBEEREH (DL AT T F v iz
AT TF V) + I bRY R RFIGREREL 268611 A& RTUBHEER A (7
LVARTFSF VR AT TF )+ bR R BB 2696]) (HAA
3451 [AFIOFFABE L8 xHIREE 1 6f1] 2 & L) 2 6t RICAHA] HeRyUEME
BEEA(OVRTSF U RIETATSF V) RTT MRy R2HAKRE L
Ba OBMER R ZMET L7,

RS AT DRSS F R E T 5 247 (o E [95%E X [H])

(B36fFD A R M) IZ ARIGFHRET13.0[11.5~14.8] 7 A W H8ET10.3

[9.3~11.2]1 7 ATH O AHIGHBEOT BN LIREHENICER L ER

R L7z (N — RH[95%E#EX ]  0.73[0.591~0.909].p=0.0047

[@Hllog-rank i€ . A =K (Mifl]) 0.01781. 201943 A1 IHTF =% A1 v
A7)

119) A E30kg#8 A DDAJCC (BE7HR) DIVIAIZQIEHEF 1< b7z 2RO IS 5
FHLLIZEEFEHBEASAE VI &I XD AR R 2 RGHRA R E T B — 4T
FRICNE D £ 55 WT3~4DBEDHAANS Nz,

H10) AHI1,500mg R H LR F T F > (AUC5~6) ik ¥ 27T F > (75~80mg/
m2)OVTIAPZ2EY A ZLOIHEIZ. S 51T hARY F(80~100mg/m?2) 2
#HYA 7V D1.2. 30 BICBERBERTRALY 1 7 L 54 AH#1,500mg % B
cAERRERCRE Lz,

FE1) ALK FFF 2 (AUCS~6) Xy 27T F >~ (75~80mg/m?) DL hhi%
HFAZLOIHEIC &SI A F(80~100mg/m2) 2 &+ 1 7 )L1D1.2.3
HEIC3EBMRTRAROY A 7 V5 L.

1.0

Osehskfs (A)[95% Cll
—— AHIGARE 130[115~148]
0.8 4 — 103[9.3~112]
’ INY—REE(95% C) 073 [0591~0909]
% 067
ES
=
2
& 044
0.2 -
0.0 T T T T T T T 1
0 3 6 9 12 15 18 21 24
at riskit EAEATIRDPLOMME (B)
AEIGHEARE 268 244 214 177 116 57 25 5 0
*@EE 269 242 209 153 82 44 17 1 0

REEP G INIZBED D B AFIMHABEO2656] (HARAN18f% &)

26001 (98.1%) ICHEEHERFRD SN ARIHHB CAO N EREE

HRT IFPRERBADIELLLF(41.9%) EIM1024] (38.5%) « 894l

(33.6%) R UREAE’3MHI (31.3%) T - 7z, [5.428]

PREEYVRBIAHERC 3517 ZAREH L EIETHRES A& DHHFEE)
17.1.5 EEHRESENIMEE5R (ADRIATICEHER) (JRCT2080224104)

IR L RETRRERATELD 3% (TR BHEFT AV3R 0 & 7z 2 - 72 IR EV Ml E

fifiE % (WHO/ECOG Performance Status 0X1%1)530% (A Al#E

26461, 75 & REE26661) (HARANSOR [AFIF196], 75t AE3141] 2 &

Tp) Z R GUT AL HEHEEL T 42 B DI AHI,500mgE13) ik 75

T REEEG LG OBEMER R 25 L7209,

PRI ORER. Z DO X EFMIEE O — D Th 5 2417 (F R fE

[95%EHEXME]) (261D A X M) OFERIFAF B T55.9[37.3~

NEED]HH. 75t REET33.4[25.5~39.9] HATH O . AHBIT S5

RSN UREIENICER R ERE 2R Uiz (N — FH[95%EHEX ] -

0.73[0.569~0.928].p=0.01042 [J&#llog-rank i . f 27k ¥ (i )

0.01679].2024%1HI5HT =% h v b+ 7).

112) K E30kg A D AJCC (558KR) D1~ IIH (I D E#H I FHARARETSH 2
H)OBEDPAAANS N ALEEELE LT HSRABEEER (S AT F >~
NEANKTFF V)T hAY REDOPRERAY A 7 UERDE LIRS L.



R & U L6 TRARE60~ 066Gy 2159 % 1 H 12 038 % 53 EI 4T
B3 THRREASGy 2 H ST 5 LH2E ONEB S E IO W Thr %
AR U 7o PRI AT IR BRE E (48) R ORI TEIR EEE & N (L#
SHRBEARATIR 1 KM U BRI (E R OB O W) B 5RT1 ~42HBINICSE T
$HIEELT

TE13) AH1,500mg 2 43 I FE TRBHETHE L < 3G REICH YT 2 F T
BR247 AR (269 1 7 V) B 5 2kt L7z,

10 OsHsE (B) [95% CI]
— A 55.9 [37.3~ NE]
[ A ISR 33.4[25.5~39.9]
o N KL [95%C] 0.73 [0.569~0.928]
2 o7
ES
g 06
1
% o5 '”.'"'”\m,“
Nl‘“
"y,
R S Yo
03
02
0.1
00
0 6 12 18 24 30 36 42 48 54 60
at risk# ARG HOOHM(A)
AFIE 264 248 223 189 172 141 20 51 27 " 1
TruRE 266 27 214 175 151 123 8 a 2 s 1

F72.b S —DOOTEFEIEE T 5 HIHIEIC & 2 B E AL (R
TE[95%ERXE]) (308D A N> M) DGR IE A T16.6[10.2~
2821 MA T T REETI.2[7.4~ 1291 W HTH O AAFIE T T L REE
W0 LR 2RI R IER 2 7R U7z OV — RH[95%/F X ] © 0.76
[0.606~0.950].p=0.01608 [[&}llog-rank & . A /K% (Wi i)
0.02805].2024%1H15HT =% 71y b+ 7).

1o PFSHR{E (B) [95% CI]
— AR 16.6[10.2~28.2)
o9 d L e T5RE 9.2[ 7.4~12.9]
o \H— KL [95%C] 0.76 [0.606~0.950]
&/ 07
i
& o6
3
# o5
Ell
2
= 04
"""" bty
—
03 L U U ——
0.2
01
0.0
[ 6 12 18 24 30 36 42 48 54 60
at risk# RAEREH DO (A)
AFE 264 161 13 101 84 51 33 19 10 4 0
IoukB 266 146 100 7 7 a7 3 2 14 5 0

GHESRESNTZBHED D B AFIBO2626] (HAR AN % &) 247
B1(94.3%) ICEEHERBRD SN AFBTHON L EREEHRIZK
SHE 260051 (22.9%)  EARBER 4451 (16.8%) « R AR HE BEAR S REA 25
(16.0%)  EZHEA041 (15.3%) « Z 5 EERE34H (13.0%) D336 (12.6%) -
TFEIPED F V324 (12.2%) JEFT 32411 (12.2%)  RHI2961 (11.1%) Ali 529
BI(11.1%) .\ Fififi 2281 (10.7%) . F2 2851 (10.7%) fER 2741 (10.3%)
FRIR AR RE FUEE 2741 (10.3%) TdH - 726
(UIRRTRER BT HHRTSE)
17.1.6 EEHRESENIMESEER (HIMALAYAER) (JRCT2080223793)

2 E(LERER O 2 WUIRREE X AR B & 14 (ECOG Performance
Status 0IZ1) 1, 17160 (A + + L X ) 4= 7HELS) [AAIOGHHEE39361]
ARFI B 5 E16) AR BAMEE389fI] .V 5 7 = = 7 [RHB#E389M1]) (HA
N 10861 [AHIf FBE S4B AH| B BEAS I BEBE200] %2 & L) 2 R
ICABIE N LAY LA TZHRERE L GE RO % B s L5
BOEMER R EW ZBRE LD,

FEFHAEIEE Td 5 2L (P RIE[9SBEFEXME]) (836D 1 R
M AFIGEHBET16.4[14.2~19.6] 1 H. KA BMBETL6.6[14.1 ~
19117 H 88T 13.8[12.3~16.11 1 ATdH U AR BT HEEIC
R UM ZRICEBRREEZR LUz (VY — FH[95%E#EX ] : 0.78
[0.66~0.92].p=0.0035 [J&Hlllog-ranki#7E . & =K (Hifl]) 0.0398]) .
7o ARH BRI O W T N — FHOABEKEICHE L EHEKE O LR
PHEANCHE LS —Y 0 TH51.08% FE> 72 &0 56 AHB
MO BRI T 2L EI RSN (N — FH[95.67%EHEX
] : 0.86[0.73~1.02]) (20214E8H27THT =% /1y v 4+ 7).,

1 14) RFEEOMIG & 7% 5 72\, Child-Pugh 3 HAD BHEPHAAN S Wiz,

HE15) AHI1,500mg RO b L A Y 4 7300mg % 1], Z D% 438 o B % 22 TARA

1,500mg % 4:E R T 5 L 7.
#16) ARAI1,500mg % LA ERE TR 5 L7z,

1

OSHR{E(R) [95%CI]
— AHIGHABE 16.4[14.2~19.6]

0.9

08 — WfERRY 13.8[12.3~16.1]
2 07 I\t —REE(95% C1)0.78[0.66~0.92]
; 0.6
=
%U 0.5
é 0.4

0.3

0.2

0.1

0
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

BERZUTH S DEARI(A)
At risk#
AHIGHRAEF 303 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1 0 0
SHHREE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0
! OsehgE(A)[95% Cl]
09 — AHIEREE 16.6[14.1~19.1]
08 — xiEREF 13.8[12.3~16.1]
2 o J\tF—REL(95.67% C1)0.86[ 0.73~1.02]
; 06
ﬁ 05
Bl
o 0.4
&

03

0.2

0.1

0
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

BAERARUGHSOHIR(A)
At riskE

FHISIRES 389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20 16 6 2 0
XIEAEF 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0

WBHEIBREG I NIZBED S B ARFIN AR O38841 (HAA346 % & )
F37801(97.4%) « T O A Fll B 0 388l (H AR N 4561 % & L) 3454
(83.9%) ICHERLNPRD SN AFIHBTHAO N ERBEEERIE.

RHI10341(26.5%) « 7 5 FERESI (22.9%)  F&Z 871 (22.4%) « BAKIFHE

6661 (17.0%) 7576661 (17.0%) FEES161(13.1%) . 7 AT F U EET I

J NI U RT 25— EHMA8HI(12.4%)  FUIRIFHEREAR TREA7H1 (12.1%)

HDAT7H](12.1%) BEE464] (11.9%) AHREEA0H] (10.3%) « HESIRE3941

(10.1%) THo e AR BEMBTAHAON XL FEEERIE. FHIS8H

(14.9%) \ % 5 EERESOH (14.4%) T AT F VBT I ) NIV AT 25—

YHENNS6H4(14.4%) « BEARBHES3M (13.7%) B FIRE49H (12.6%) . 7T =

VT3 NI URAT 25— EHEM44H(11.3%) SERA261(10.8%) FE

4041 (10.3%) TH > 72, [5.8.7.63 1]

CEEYIBRTRERAEERE)

17.1.7 EEERESEINIEER (TOPAZ-1588) (JRCT2080224730)
{LZEBERED 2 WIHR YRR 2 HEEEEED (WHO/ECOG
Performance Status 03Ii&1)68561 (K&l &S LYY+ AT F5F >
[KRFIGHBE3ALE ST REF LT E L+ AT T F o [RRREE344
BIT) (A N7 86 [AHIOF B 375 W HEEEA 1 61] %2 & L) 2GS &AL 7
LYY ROV AT T F v & HAHRE LT 0GR OR LM
EREET L7298,

R RRAT OFE 5 EEFHMEEE T 5 24 F LR (I E [95%F X 1)

(4241 DA X M) IZARIGHHRET12.8[11.1~14.0] # A BB TL1.5

[10.1~12.5]1 7 A Td 0 AAIGF B EBHON LREHERICER QT

FBAERUL (N — RH[95%FHEX ] : 0.80[0.66~0.97]1.p=0.021 /&

Bllog-rank €. A B K% (HH)0.031. 2021 FE8HIIHT =% H v b A

7)o

L7 BB ST b BA R 6 ABEZRB L RICHRE LZBEIIRESN
7o E 1o BB ERRE ST B MBI A R M T O N 5 &1 T o
A8 AR U7 BICHRE LD BE PR E SN,

E18) 3R % 191 7 )L & LT AHILS00mg i 7I R EZEIHBIC. S LAY FEY
1,000mg/m2& ¥ 275 F > 25mg/m2% 1. 8HHICHRASY 1 7 Wik 5% A&
#11,500mg X 1d 75 R % B ¢4 AR R R T 5 L7z,

OSHHE(R) [95%Cl]

10 - FFIGAEE 12.8011.1~14.0]
ot o xEE  115010.1~125]
£ INF—RLEE(95%C1) 0.80[0.66~0.97]
% o6
7 05
2 04
o 03
=02
01
0.0 T T T T T T T T T T 1
0 3 9 12 15 18 21 24 27 30
EEARATASOMRE(E)
at risk#
ARIGHFAEE 341 309 268 208 135 79 49 24 9 1
si@@BE 344 817 261 183 125 65 29 10 4 0

RS RE S NIBEDS 5 FAIGRAR D338 (HAAN37HI 2 & Tr)
133611 (99.4%) ICHEERERN RO SNz AFINHEECAH LN 0 FE
HRUT A IM163)(48.2%) ED 138 (40.8%) EFR L0961 (32.2%)  iF
IR AEEL1O7HI (31.7%) IEFH 11 (26.9%)  #F R ER BB A 9 1 451
(26.9%)  BEARIFGES 7K (25.7%) « M/ MR #7061 (20.7%) e FFEEAT0
#1(20.7%) TdH > 720

(&1T - BROTFEHE)

17.1.8 EFFHEREEIIMEEER (DUO-EEER) (JRCT2080225349)
{L2ERREE D 2 W EIEST - FFEE20 0 FE AR B EED 71861 (DAH +

_7_



7 F8) T HLEREREE22) 23941 | QAH] + (L RERE22 2384 . Gk
SEIREREE22) 2416 (HA A8 [ 2 h 2 D264, @304, ®3261] % &
) 2 XRIC, LROR QL@ L DA R UR LM 2 ME L7z,
ETFFMIEE T SRECIST ver. 111255 < RIS EM ORI X 5
S T A E AR (PP R AE (95 % B HEX 1) OSSR IE ARA+ 4 589 7 +1k
FREBET15.1[12.6~20.71 7 B VARA H{LS LR €10.2[9.7~14.7]
H ALERERETI.6[9.0~9.9] HATH D KA +F T8 7 +H{LFEHE
BB OARA LR L ER O U TG ENICE R R ER %
R U7 (DL2EHRER IO T 2 AH] + 4 F70) 7 HLBRERONY — F
H[95%E#X ] : 0.55[0.43~0.69].p<0.0001 [JEHllog-ranktfE . &
EKHE (W) 0.025]  QfLZEBERE I 9 2 AF| HLEREHONT —
H[95% X ] : 0.71[0.57~0.89].p=0.003 [JE#llog-rankiE . A &
7KHE (7 {]) 0.025]1 . 2023F4H12HT =% 1y b4 7).,
TE19) iRl S it O RBIFE & U CHRBEIEEH A H 5SS n 256103 B

RlORHMEEHD» SFFE TOMBEA 127 A EOBEINFE SN,
H20) U ROWTNPICHET 2 BEI R E SN,

- International Federation of Gynecology and Obstetrics (FIGO) 53

(20094EHR) T 5 5\ Fif X LM ICRECIST ver.1.11cED < JIER
RERE A0 6 iz B
+ FIGO 3% (200945 IV 0 3% (Pl UL MR O IRAFRE DO F ISR D 7
V)

- Filix GBI L DIRIGET SRRV EROBE
H21) AMEN R D T OREA N I LR T EREE S hcBE SRR ESh

7o EAERHEANTREE Sh FERBIEANRTE SN,
W22)HE - AR ToEBY Land,

BER L2 Ot HMeRERREI
KEI+AF%9 7| CBDCAKRUPTX 12| - A#A1,500mgx Q4W T
+ bR Lo PR T AR BIRNRE
1,120mg#%Q3WT# | - % 5,%1) 7300mg%BID
IRPAHES T3 EO#KS

AKAE+HLEREER | CBDCARUPTX 12| - A#I1,500mg 2 Q4W T
Lo pftHT.AA| BIRARS
1,120mgzQ3WTH# | - 58 7075t X%
IR 5 T3 BIDRE 5

bkt CBDCARUPTX 12| - KFIO 7T X% Q4W
EOWHT AR DT | TEIRKES
tREQIWTHEHIRA| - 580 7O 7Tt K%
#5113 BID#E[1#%5

BID : 1H2E.CBDCA : AVASFF » PTX 1 )87 ) ¥ F ). Q3W : 3
AR, Q4W & 4R, T1: CBDCA AUC5Xi36mg - min/mLAH
HEKUPTX 175mg/m?% Q3W THIRMN 5. T2 : CBDCA/PTX#% 512
L 5BPIERICHPHI L 725 6%F 1213 . OCBDCAKRUVQPTXZ Zh 2hO®
VAT IF ROV I FRI(TUT I VBRIER) XE K F LK
APNCEET 52 EMAREE Shiz, T3 1 R6EIRS

KE+AF8) 7 . ;
2 AHIHUEER | (LRRRRRE
TAP | i 82 61 75
<l | g 10.1 9.7 9.9
[95% (=X (nAH) | [9.5, 15.0] [7.0, 14.7] | [7.6, 12.5]
NF— R 0.80 0.89 .
[95% (S X E] (055, 1.16] | [0.59, 1.34] | #H=%L

10+ PESHARN(R)  ILEAURBISHTS
00 ro5HC1] =R [95501]
——— RRHASAUTHCEMEE  15.1(12.6~20.7)  0.55(0.43~0.60]
I . S —— AR 10209.7~147]  0.71[0.57~0.89]
&/ 074 - 9.6(9.0~9.9]
% 06
£ 05 -
g’ 0.4+ + [ SO
1 R e
& 034 \r f AT
L,
oad T e A mmem e -+
0.0 T T T T T T T T T T T T
0 3 6 9 12 15 i8 21 % 7 30 %
EEBBIFITHSOHM ()
At riski
AREESOTHEMER 220 214 198 169 139 o 51 £ 1 7 3 0

AP RAR 208 211 188 138 105 69 45 2 13 5 0 0
fepaiss 241 213 184 125 86 45 2 10 3 1 0 0

BREPBREGESNIBEDD B RKF+ 4 580 7 +H{LEBEERD 2380
(HARN26f% &) 2371 (99.6%) K AR + L2 LR 0 23561 (H A
N30fi% &Te) 1232451 (98.7%) ICH EBR IR SNz AH+ 4 T8
THEEBEER CAHA LN ELAEEERIL AM14741(61.8%) . EL130
11 (54.6%) B OBRERE1 2141 (50.8%) T - 7z AK| HLEBERETH O N
T ELGAERRIERBELL8H](50.2%) EIM1 1141 (47.2%) K UHEIDL96
#1(40.9%) TH -7 (2023F4H12HF = H v b E 7).
PD-L1HFRIE (TAP) [(OMIfEfE I e KIS A R0 & N 5 [EE i & 0@
MRS SIS AR E I QRIS A ER 0 6 N 5 IEIE B E SR A E § 5 58
HWOHEMZ  EEHEEAAOEBE TR L TLI00% % U7z E] ICBT 255558
FlICHED & TAPHNC RN 21T > 72 (202354 A 12HF =¥ v b % 7).
[5.11.5.12%0]

PD-L1DOFIARVLAI O PFS O it #5 5 (GBS B AfHIE 20234 H12H

F—=FHy A7)

KAl+A 7807 - :
e | PAHUERER | (Lot
TAP | fI¥ 150 170 5
2l | duf 208 e os
[95%fE@xM] (v A) | [15.1, K&l | [9.7, 15.4] | [7.9, 9.9]
N R 0.42 0.63 o
[95% B X ] [0.31, 0.57] | [0.48, 0.83]| %A=L

(EERATEIC BT B1fTA0 - MikmBEL)
17.1.9 EFHESIIMEEER (NIAGARAER) (JRCT2080224149)

SRR AT 2-T4aNOMO UL T2-T4aN 1 MO JE i {1 o 7 Ja = 1 s e
(MIBC) ##1%23) (WHO/ECOG Performance Status 0Xi%1)1,0634
(AHI B FABEE24 5331 o R EEE24) 53041) (HA A L2141 [AHIHFFIEE62
Bl HEEESOB] % & L) 2 RIS THTRBIRE S LTCORAL FLAV 5 E
VROV AT T F Y OPFRBRSA IR HEEE S LT ORFI MRS
EMRITRBEE L LTOF LYYV EV AT SF Vv EOMAREOH
R O R e 2 A L7210,
FEFHMIEE O—> Td 2 B M7 A JHE 3 H i AR B E
IC KB A N S AFHIE O 200 B o FIEET O FE R E2S) (i [95%1F
FAX M) (433D A R b)) ARFI G BETNEE2 [NE~NE] 4 A xHHg
BT46.1[32.2~NEIHHTH > 7 (N — FH[I5%EFHXH] : 0.68
[0.558~0.817]1%26)  p<0.0001 [J&Hllog-ranki& /& . A &K ¥ (F )
0.04123].2024F4H29HT =% v b4+ 7).
1H23) i R AJCCRRIA Y (B8R 1o D <
24) AHIBHABE R RTHBIEELIC S LY Y Y RO Y A S5 F > L OB TAHA
1,500mg % 33 [ 8 TAEE IR 5 U i fBaE I AHI 1,500mg % 438
FEIFEI R C R ARSI ERIRN 32 5 W BRI AT AT B FEIIIC S A 2 Y E U RO A
TS5 F 2% JBEME CAEFERARE TS L SN BB FLAYIEV R
CYATSF U ORERCHEBIR.Z L7 F=> 7Y 75> 260mL/minbl LD
BFITJEEE LY A 7 LELCEIHBICY LAY HE 2 1,000mg/m2K T
275 F > 70mg/m2 E8HEICT A % € > 1,000mg/m2 % RN S, 7 L
7F =227 Ty A40mL/minkl_E60mL/minAiii o BE 12 1E. 3@ M & 1A
ZNELTHELBHBIT LAY E1,000mg/m2 Kk A7 5 F > 35mg/m?

AWIRARG & Shiz,
TE25) A > AR O L] H o s # 1C ET & MBS AT D <
FEITIER T %0
1H26) B REIKEITHIS L 7-95.877%EHX M : 0.554~0.824
1.0 1 EFSHIRAE () [95%Cl]
AAGHABE NE NE~NE]
- — — - fyEE 461 322~NE]
J\H— K (95% C1) 0.68 (0.558~0.817)
0.8
3 *+.
:{\ 067 WMWMWH -~
i Ww7
i —HiH+
% 0.4
2
0.2
0.0

T T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66

EAEARSH SO (B)
At Risk#

AHEIGHABE 533 454 386 348 330 312 255 180 115 32 1
XfEREE 530 416 343 300 281 259 214 159 94 24 2

REBRESRE S NIBED S 5 FAIFRARO5308 (HAAN6 152 &)
H52741(99.4%) ICEEBERN RO SN AHINHBECH O N FEuHE
HRIZED28401(53.6%) & 120561 (38.7%)  fER 205641 (38.7%) \JE
F 19141 (36.0%)  FREEEEZ: 15961 (30.0%)  BAKHGR 1414 (26.6%) \ iF
BRIFAE13751(25.8%) Fe 2411061 (20.8%)  FH#I 10941 (20.6%) Mg
10241(19.2%) i 7 L7 F = 2 HEM984HI (18.5%) « & JIRE9 34l
(17.5%) < SF FpERELR A8 1451 (15.3%) Ko U2 S BEESOHI (15.1%) T - 7z
[5.13.7.82 ]

(BY R T HEFFZRMEEE)
*17.1.10 EIFHEISEIME:5 (POTOMACERER) (jRCT2080223911)

BCGHEBENTE AR IR O 2 WE2DE Y 2 27 E28) i 8§ I 18 14 1 15 Bt 3
(NMIBC) 829 (WHO/ECOG Performance Status 0X131)6791
(ARHIE0) & BCGHE3D o ff F [AAIOF FEE339411 . Je O'BCG R #% 5:H31)
[rP R 340611) (HAS A L1661 ARG LSS T IRBES8H1] % & L) 2%t
R AKANZBCGENH LB ORMER R LN %2 HET L1,
FEFAIE E T d VR ERE S EE AT 0 3 12 & 5 MR 477 HA R HE32) (g fid
[95%(EHEX M) (165D 1 R ’) 1k AFIHFEE TNE®2 [NE~NE]. it
M TNE[74.01 H ~NE] T 0 A OF FH B30 BRBF 10 LIRET 221
BRERERZMR UL (VY — FH[95%EMEXM] : 0.68[0.50~0.93]1#33),
p=0.0154[Jg5llog-rankifiE . /A E/K¥E (W) 0.0317].2025F4H3H
T—=Fhy bE7T)e
H27)EBEICBCGHERMNIEAFREZZ TR VWILBRICBCGHRE 22T W ih
#HERIED 5 RRBRAOHANFE TIC3FBIRE L BE L ER L.
1#28)DT1.@high grade#i L < 1324 AR A Grade3. @ LR P#E (CIS) B
L < BFEIZ@ZFD» O BREOBAIEEEN3cml EOEE &Y 27 L5E
#Llo



H29)AE30kgE TH V) AR S N 7-E ) A VNMIBCOEE 25 & Lz,

¥30) 48 % 191 70L& LTELHBICAKH,500mg 2 K134 1 7 L5 L.

E31)BCG(HATIZ#MEBCGEEM A [HAMK]80mg 2 {#H) 2 HAFHE L L THEL
[E], 63 FEIBEHEPITEA U 7o 88 HERFRTE & L CEABRE O W 543.6.12.18,
B U247 A s CHE LE]L SEBBEMEPFIEA U7,

W32) MERLSN-HY» 5.\ A7 NMIBC (high grade Ta.T1XIZCIS) DIREEN
IR SRR 6 7 H B 5T o CISERAE. Hi B2 B B (MIBC) X
EROHE, IO LT NSRS S - HE TOHRH

E33) HRIKHEITHIE U 7296.83% E X : 0.48~0.96

Ll
S
g
|
‘éj o4 U mHEE MM RIE (R) (95% CI]
—_— R NE [NE~NE]
X NE [74.0~NE]
02 A= R [95%Cl] 0.68 [0.50~0.93]
(20254 B3B8 F—2h v b4 7)
0 -
T T T T T T T T T T T T T T T T T T T T T
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80
F:::3 |44 =
e WAEATH S OBR ()

AEIGHRERE 339 312 297 289 282 274 262 252 248 235229 226 220 199 166 145 103 64 26 9 0

PoEict=a 340 316 298 283 275 266 258 252 246 237 233 230 225 204 166 150 92 53 20 8 O

WRHEPBREG I NIZBED S B AFIN AR O3366] (HAANS861% &)

32501 (96.7%) ICHEEFRIRO SNz ARIHBETAON - ERAE

HRUL HERINEE 12501 (37.2%) « MR 10741 (31.8%) « SHFR864H1 (25.6%)

PREGIEGT2M1 (21.4%) ERE 266301 (18.8%) Tk U'F6EA5441 (16.1%) TH -

72, [5.14.7.9%08]

(BEEICHIT B ilE] - iMEmHEETE)

17.1.11 EFEHERESENN11E5K5 (MATTERHORNERS®) (JRCT2031210307)
AR~ IV A D R 0 8 50 & Bl B B2 4 3R i 139 (WHO
/ECOG Performance Status 0Xi&1) 9481 (A&#l+FLOT [A&#IfHHEE
ATABITESS) 75 2 R +FLOT DR HABEAT 40511135)) (H A A8641 [AHI B
FEAOBI IR BEA6MH] 2 & te) 2 R RIS HTRT - M MBEEE UTARIE
FLOT % (R 5% gL & U TAR 2 B s U & 2 oaxk
RUReM2HE Lz12),

FEFMMIEE TdH 5 81 N> AT O R T O 5 SR HE36) (p Jefi

[95%BHEX []) (385D 1 N> 1) IE AKIGH B TNEE2) [40.7 ~NE]

71 A KB T32.8[27.9~NEI WA TH - 7z (N — R [95%FHEX

fE] : 0.71[0.58~0.86].p<0.001 [J@HIlog-rankt57E . A Z /K (Wi fl)

0.02391.2024%12H20HT =% Ay b+ 7).

1#34) AJCCREI A H (B8R ICE DL I~ IVAIOIBE IR AT HE 2 BE AR E S h
Teo e B REEEATREEEE . Slewert 3 H Type IRV EE, Xid
Siewert73#HType [TType IIRUTIIO A B # ARG & F CHETIERET 5
FETH>THEICROERE SN,

35) fi - ARILIROM@D & shiz,

1.0
EFSHRIR{E () [95% CI]
—— AAGAB NE[40.7~NE]
———————— ot 32.8[27.9~NE]
0.8 J\Y— R [95%Cl) 071 [0.58~0.86]
a4
~
> -
L o6
3
= B - -
2 044
PN
=)
0.2
0.0
T T T T T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
At risk#t HEIEARITH SO (B)

AFHIGHAEBE 474 436 404 381 351 334 320 307 288 234 187 107 88 33 20 2 1
SHEREE 474 429 392 360 329 302 278 264 249 202 160 89 65 26 21 2 1

WBEESBRE SN BED S 5 ARHIFRABE 047561 (HARAN4061 % &)
H47161(99.2%) ICHEBZ N RO 6N AFIPHBETAS N EREE
HRILRHI296H1(62.3%) ED24161(50.7%)  iF BRI A FE 15361
(32.2%) BHFEAE 14541 (30.5%) « AR KR 14541 (30.5%) JE 55 1 3741
(28.8%) MEM: 12441 (26.1%) E M1 1961 (25.1%) \BFhER BRI 1 1961
(25.1%) KA HEERHE = 2 — 1/ $F —96/ (20.2%)  FESIEEISH (20.0%) «
R U495 (20.0%) TH > 720

AR B 5 B SEEIC D & RRMICHENT 21T - 72 (20244E12H
20HF =% 51y bF7).[5.17508]

i TAE
. W | Fl it
FLOT O #5117 BRI 5 1R
A Al + |[FLOTT & 0ftR | #%%L |[FLOTTL& o ff | A#A11,500mg %
LOT|TAHAI1,500mg A T K Al|Q4WTION A
(KA (E1HB) % 1,500mg (81| 7 V& THIRKN
FIEE) QAW T29 A ¥ HE)ZQ4WT |52
U THERIR A& 2 AV IVET
512 RIS T2
75X |FLOTT I E MR | #4%L |FLOTT I DBt |7 5 & & %
+FLOT | TFS &R (#1H HT77tA|QAWTIOV A
i) | B) #Q4WT24 (H1HHE) 2| 7 VETBIRAN
1 7V TEIRMW QAW T2H A | #1512
BET2 7V E THIRA
#5512

QAW : 4R, T1: 48Z19 A 7L LT O7 04075 (E]
EU15HHIC2,600mg/m2) @&V F—rF b AELIRTISHEIKR
200mg/m2(HATIE, LAAY F— F100mg/m?)) @F F 41 75 F > (5
1% U15HEI285mg/m2) @ Rt % &+ )L (H1 &RV 15HHI250mg/m?2). T
2 ¢ TR SO Al B R A R R I R BT U B R DL O B TFLOT O
B &L UG E RBREE (58 B ORI ED ERFIE T T 2R
Y THEGMHETE S L E LTV, T3 fiROAKI OB EEEIL&F
1294 7 VETE LT,
E36) BRI 0 —> T % 2R INTZ 254 (DCR) RO T ERAT (4% MRS
EBLTHHICBE SN TORWEES R AR O E IO b
TN e) BICIET & M7 BRI IS HE D TR R TH 5.

HERIRIA DA N> TR O PR R (20244 12H20H 7 — %
Hy vAT)
Wt PRI AHIGFIRE xR
ks 37 25
HhRAE NE 32.20
IIA# | [95%( EHEXR] (77 A) [27.20, NE] [23.79, NE]
AVl =
(95% (S X ] 0.75[0.32, 1.811]
ks 109 108
PR 39.98 NE
1B | [95% E#EXM] (B H) [39.98, NE] [NE, NE]
NF— R
[95% (S #IX ] 0.97[0.61, 1.56]
Bl%L 287 298
FRRE NE 33.22
| [95%EHXE] (71 7) [NE, NE] [26.38, NE]
NY—RH
[95% (ST ] 0.74[0.57, 0.95]
Bl 41 42
R 40.74 11.99
VA | [95%(E#XH] (77 7) [21.88, NE] [9.26, 15.08]
NY—RH
[95% (X 4] 0.30[0.16, 0.56]
18. ZEEIE
18.1 {ERItER

TNV Tk e FPD-L1ICxd 2 MUGEI O TY VG T 5
AL kBT AV 74T (1gGlk)E /) 7 u—FLHETH D . PD-LIEZD
RBEETHHPD-1EOFEEZEET 5 2 EFICK D FUBSRZINE =1
BUVEESEEE T 2 £ EX 51519,

19. B ICBT BE(EEMFR

—HREIBTR
F 2N LT 7 GBIE T 2 ) (Durvalumab (Genetical
Recombination)) (JAN)

E: 3=
TNV 7k e b s T AMfESEY) #2 R1(PD-L1)icxtd %81z
TRz e MgGlE/ Z7u—F Ik TH 2. T 2 NI < TIEFr A
= ANLAY =PRI KV EESN ST NNV T 451 EHO
73 BFERED S R HHE (v 18H) 2R KR U215l 7 I ) BEE,» 525
L34 (K 5 2R TR S MBI Y SV B (578 © £9149,000) TH %,

20. BRV LDER

20.1 BB TR 52 &

20.2 SMEBIE IR L TIRET 5 2 &

21. RERRMH

21.1 SR A 0 R & EO kGBI ERT 5T L,
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(EIBRANRETR A AT RE)

21.2 BN TORBIEFSED TR ON TS Z &0 5 BEIRTER . —EH
DIEBNAZ S T — BEBE N5 £ TORN . REF 2 051 8 RS R
BEEMT S EICED FHOEABZEOERERZIEET 2L 81,
KE DGR R OCENEICET 57— % FHICINE U ARH 0 EE A
ICHELBEZHELL L.

22. @&

(M Z2T14 VIZEEHE120mg)
2.4mLI1NA 7]

(=7 4V IBEHES00mg)
10mL[13A1 7 L]
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24, YEREERENRUEVEDESE

TANTEXHIMREHE ATAINA VT r A=V a vy y—
T530-0011 KRAALXAFET3E]LS
TEL 0120-189-115
https://www.astrazeneca.co.jp
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26.1 8IEHR5ETT

PASCLANHASH

AIRFILRARIISE S

PlI600@I
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