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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
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PHI U AR OB R OREE 2+ IR L ETOEICEE
DERZ21TH 2 L. [17.1.351]
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(UIBRABETS FTHBRTEE)
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(BEEICHIT BifiaD - MiRmEE)
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OFEMEER & OHRICBVL T EBE AT 2NV T
(EfE T %) & L. 1[E1500mg % 33 & ¢ 40 . 604 2
P CEEEET 5. 0% T 2NV 7 (BIETHERL) &
LT\ 1H1500mg % 4@ HEE T6053 ML B T REEEd
507272 L KE30kg L F OB A O 1[5 8 1320mg/kg (1AH)
E9 5,

GEIMVERERNREICH T B lTaT - R EREES
MR L Tl O FEEEEA & OFHICB W T OB R
ANZIET 2N~ 7 GREFHEZ) & LT 1E1500mg % 338
FEfEI R T 4E % T 607 B ED I T EEEET 5. 2 D% iR
MHBEETR. T2 N LY 7T (BEFHRZ)E LTV 1E
1500mg# 4B MR T 120 % T.605 FLL L2 1 T siEisE T
% 07272 U AE3OkgL R OBE D 1 [E#581320mg/kg ((KH)
&9 5,

GEREY/)\RE2ATE)

HE&ERMBEMHEEA RO RS REOHFRAIZBWLWTOER RA
T 2NV~ 7 GRIZFHIZ) & LT, 1[E11500mg % 338/
fEfE T4lEl. 6073 B L2 T HBEET 5. € D% T2 LNV
<~ 7 GEETHE %) & LT, 1E1500mg % 438 R T60453 L
LAY CREMEET 5. 7272 L AE3kg L N OB 0 1 [mi 5.8
1$20mg/kg (fAH) &9 %,

REBEY)REIRHE C B 17 IR EH L EEHRE A& DIfHFEE)
BE BANCET 2NV 7 (EETHBREZ)ELT LA
1500mg % 48 R T60 L LA 1 T Eil#E T % . 5% 58
324 AME TE T 57272 L AE3OKkgL N OHE O 1 [a]#
5&81320mg/kg (&) £ T %,

(VIBRA BT BT AR
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1500mg % 4;E R T607 B L2 1 T RE#EET 2. 7272 L
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DHERBBEICBVT. T2 NV 7T GEBEFHERZ) & LT 1E
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AE30kgL R DG A EREIEICE T 5 15 81X.20mg/kg
(fAE) LT 5,
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9T 5. Z0OB MBMHEETIE. T 2NV T CRIG TR
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BO1E#R581E20mg/kg (AE) &3 %,
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FTARHIZARET 5,
Grade3X 34054 AROHEEHIET 5,
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5 E TARAZKRES
%o
- 30H LA I Gradel
DTRETERELZWL
35 A SV I G A RE AR
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L7258 FTHRANZKREST 5,
- Grade3D 5 &
- Grade4D 5 & AROHE2HIET 5,
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Necrolysis: TEN) 05
pas

=

Infusion reaction | Gradel 132054 AH ORE % i

e 538 % 50% HE 9
%o
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58 7 &Pt | 2Grade KE KN F F 80 7D
A5 ToECR B52HIET 5,
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7.8 KEIEHAT S AT SF o ORERVCHRIZ 17 BREE]
DEONEZ TR L7 FTBIRT 52 &, [17.1.98]
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O BREZER L. B SERNZE 2175 2 L BEDRERIGIC
K BENERS DN BIGEIIE FIBRERILEVAOKRESE%
BRI DL FAREERTRICERRBIERA S 5bN b
ZEBHLIOT ARRRERTHBBR 2 TS &,

8.2 MIE MR (BB A 2 &L H 6 bNE I ENHHD
T OEIER (YD AL I BRI 2K SR 208 ) DT AR K O 1 XhR
BEOEME BE2+2IC/TD & 72 BEIE U THER
CT.MEY— N —FOMEL2EHT A2 &.[1.2.9.1.2.11.1.1%
M1

8.3 HURIRME eI E  BIB M EERER O N RAKEREN S 5 b
% 2 ENH B O T ARE O GHIAFT K O S8 H I E BRI
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WVEDHIE) # TV BEDOREEZ BRI S L. ME
WG U THGRESOEROERT 52 & [11.1.3-11.1.58]
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8.6 BEENDH HLDLNB I ENDHBHD T AHORSFIEHT RO
EHE NI EREREZ TV BEOREZ T ICBR
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8.7 iR MEUGRIRIENS D 5 DNB I ENDHBHO T ET
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8.8 LRV HLDLNDZENDHAHD T HHE.CKEA W LDEREE
ZOBEEZH7UTH T EL[11.1.1028]

8.9 HIEHBENIEA D SDONB I ENHAHDT HITETIRET
HE, FFIR A EE W NRESOBZR 2 +712/75 2 L. [11.1.112E]
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ST AR IERER I BV TR S = & 4 LI HHRIR LR A 5 )
WoE TAM ARG L & %10 AUCHE CHIRRAIR (1,500mg %
BEMEIE d HER R TR 5) 125 1 5 BE R 03,4181 4
W 5 G IR TL R & W U CIEIR 1T B 1 B IRIE DB
RO R OFEE OBIAED 5. b MgGlLIZME s ER Y
%2 EBHIBN TV, F 72 PD-1/PD-L L 3 BHAR R %
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11. BHER
WROBWERAH 5bNb I ENHZDT HBEETFIITVBE
WROONTGHFICEHREGE2FIET 22 B2 UBEITHS
Eo
1.1 EXKEER
*11.1.1 BB MRS (REHRHEN 2= ) (4.9%) [1.2.8.2,9.1.2
28]
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Fiit 9 5 L B8R MEZEORERPRD 5 N 25 A ICd AKE 0
BE52FIET 2SO R UBEZTH 2 &,
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*11.1.6 18Y%ERR%
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*11.1.7 FFESEEREE  ITR . B L IERBEE 2
AST.\ALT. y-GTP.AI-P.Y ) VE VD LR % £ES A eEREE
(7.6%) JF4$(2.0%) EILHERRE 55 (0. 1% A0 BdH 5bh b2 &
BH5,[8.55]
11.1.8 BEE
FRAME R B 28 (0. 1% K1) RERIAE % (0.1 %K) B %
(0.3%)ZEDBERENH SDONDZ ENDH B, [8.62]
11.1.9 85K (0.4%)  EIERRRARAE (SHE AR (8.7 18]
11.1.10 DR (0.2%) [8.85 18]
11.1.11 EREEHESEE (0.2%)
BIEHEIEICLS 7)) =X D70 EEICFRARIHETT 5 S
ENDH 2O T IFRREDEILICHEET 5 2 & [8.98R]
11.1.1 2 S M/ RRIAME (0.1 %A di)
11.1.13 B3k (0. 1% Hi)
11.1.14Infusion reaction(1.6%)
Infusion reaction?’i8% 65 NGA T KA ORE 2 HIET %
EOWY)LABEITO & EBICFERAPEIET 5 TEEDOREE
ET3ICHERT 5 2 &, [8.103H]
*11.1. 15 EEDEERES
R R R AE (5 B (Stevens-JohnsonfE&RE) (0.1% i) &2 H
5bNBTENDD.E 1 FAREE (0.1%KRE BHobhs 2
EDBHBHDTIKE. S AENTD S NTIBEIIIEERIE S
I H L,
x11.1.16 HHRfEE
K= 2 —o%F—(1.3%)  ZH=—2—a/)8F—(0.1%). ¥ 7
Yo N U —IEERE (0. 1% KR EoMRERESH S bhbsZ &N
H5o
11.1.17 FREFERES (0.1 %K)
11.1.18;8MMHEM (1.6%)
AEFIEAS)0) TEOHRAICBW T BMEELAH S5bNh 52
ENHB,
*%11.1.19 MER (0.1%)
KB 2%, B 2%, /NBY I 2% [ BT o BRI A A
(ANCA) B & % IgAME R FEME R ZEL]IFHS5DbN
BHIENDHS,
) FIRSE L BB ESIERBR (DUO-ERER) 1B 1 5 K
AR O A 580 THABRSR» 585t L7z,

11.2 ZDfthDEIER

10%2L E 1~ 10%K 1% S A
2E |3 Z DFEIE 2 7%
Emk R | FEEREA TV
WERE: I, ERGEES.
fifizé
iiki;3 FEBME I BRI A E
QR > o E A | ORERG
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RIS
B Fxl TSHER TSHIKR | FRAE
B - R HRPR IR 2
LR AL R A NIl A=t==i
(L HiAE NP
ZOfth FEEAORIEIEIZIE | BT

14. BRELODEE

14.1 EFANFOFE

14.1.1 KR ONA 7VZ1EFEWYID TH O REGEREZEE B VA
AN VEERICHAIGRM 2175 2 &,

14.1.2 FABRHIABHEEYSLEAP VW E2BHICK D IEET
BT EAANTER~MECOBH~AANRZETHHTH 5.
B EaXIIRNEEEMDPED SNAGERFERALEN &,

1413 NA TR EE T B UL BHRLEZW &

14.1.4 REEZNA TV OREED AEEAERXIZ5% 7 K
FEFSTRO SN Y JICEAL BRKEES2]1~15mg/mLEd
BNy 7205 D RESETRNT % 2 & MR % His
NidR@ESERWT &,

14.1.5 FABBIGECPIHHT 5 2 EARE 2 T ICERAETR#
79 558.2~8CTIE30H DI EIRMRTE TIX 1 2B AIC
5EMRT 5T &,

14.1.6 RANX1EEHOBFITH O FHHERAL RN &,

14.1.7 XA 7 VHORRIIFERET 5 2 &,

14.2 ZRIGSEFOER

14.2.1 RENFZEBEHOEAZEAEOEN0.2X130.22um A > T A
VT AN —(RY I —FIVAIA VB 2 (HH LT EEEEd
BT &,

1422 Fl—DEET A > 2 L CiE 2 HERRS LEwa
Eo

15. ZOfthDER

15.1 BRAREERICE D &R
EPS OERRFERIC B W T AFNTN T 2 HfFOBEP#RE SN
TV5,

16. ZYENRE
16.1 MRE
16.1.1 BERS
HIHEER (D4190C000023#5%) THA N DMEITIEE B R E ISR H =
10mg/kgD FHBTHEE U7z & & O IMiE IR R & B/t
A—=5%RY,
1000

MERF L/ TRE (ug/mL)

14
n=3~4, Bl FHHEHERE

7
BfE (B)

Crnax( ug/mL) AUC 4days (day- ug/mL) Tmax (day)

145(51.2) 826(51.4) 0.047(0.044, 0.073)

n=3 B FHE (EBRE%) %R T o Tmaxld FHIRAE (F/IME RAME) 2777,

_4_



SBIHFER (D4880C0001 073 ER) T H A A D HEAT M [ TR M8 8 & 1A

1,500mge b LAY LY T75mg %t 5 Ui & & ORF QBB S
A—H %R,

Cmax(pg/mL) AUC28days (day-ug/mL) Tmax(day)

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

=6 &M FHE (ZHEE%) %R T o TmaxlE HHME (B/IMERAME) 277,
16.1.2 RiERS

B AR BB TTIAE AR (PACIFICHER) TYIRRARE 2 R FTETT O FE/ Ml fif
FEBE T ARAI10mg/kg % 23R EIE ¢ REBIRN R EE Liz s &0

MmEMRE 2R (HEAZED).

- I E (ug/mL

AP 1 BT (o 20
DE 5 191 (n=385, 72.4%)
8 H (# 5 120(n=289, 62.2%)
243 H (#2571 177(n=225, 47.9%)
248 E (254 TH) 373(n=207, 43.6%)
48E B (% 5Hi) 186(n=213, 67.4%)

E BRI F S TR AU (CASPIANGER) ¢ R B/ Ao fiti 78 R85 12 L Al
1,500mg % 3R HFE C REFIRAFRGHY S (FFRBEE LTT MR PR

UHERA Z#5) Lz & ORFIOMETRE 2RI (HAAZET),

- TEHIEE (ug/mL

FH? S (VB SRR

el 5.4% 502.9(n=227, 30.46%)
3 E (H5Hi) 109.9(n=236, 64.41%)
12;88 (#:54i) 240.9(n=199, 49.70%)

[ W R S TTTHR 3B (HIMALAY ARRER) TUIRR R HE 7 PRI 5 1 &
#11,500mg % 0 k L A U 4% 7300mg# L HEIC. & 512 B85 5 AH]
1,500mg % 4:@FIRIIE T REBIRNE RIS Ui & & R OAA BT
1,500mg % 438 R © ARG U 7 & & OAAO Mg s

2Ry (HARANZ &),
I R (ug/mL)
AT R RSP ME (L 15 50)
b LAY L= TR AR
4EHE (HE5HT) 59.9(n=314, 101.6%) | 74.7(n=340, 86.7%)
128 H ($530) 77.5(n=253, 280.1%) [113.9(n=252, 116.2%)
12;8H8 (54 TH) |539.3(n=248, 38.6%) | 556.9(n=255, 32.7%)

E)AFIOAR S M- IR G O REROCHBEER RAICIET 2 L300
~ 7 GEIETFH2) & LT 1[E1,500mg % 438 Rk 6053 i bl L2 1)
TREEHET 507272 U AE30kgH T OHEO 1B 5813 20mg/kg

(AE) £T 2./ TH %,

17. BRPRREAR
17.1 FERUREMICRT 25k

(UIRRARETR BFMEIT DIE/ HBIAHRE I 35 13 2 IREH LR AR AR D

L)
17.1.1 EFEHESIMEER (PACIFICEHER) (jJRCT2080222682)

D LB 29 A 70 HE R BB % W 7 RIA L B AR
BB IE BT AR 6 N3 5 7o UIRANRE 22 SR AT O FE/IN e fii g 2
# (WHO Performance Status 0X131) 7136l (AFIEE47661. 75 &R

BE237H1) (HARNLL 260 [ARFIBE 7201, 7 £ RE406]] 2 5 T0) ZRRIC,

(L REHRREA T 5428 DINICARI L 0mg/kg & 7213 7T £ R D% 5ED
ZHME LU 2EMMERCREEIE Lz 2R ROL 2t 2 BE L

702,
ZODEEFMEE O —>Tdh 54 EAFHIM (hRE[95%EEIXM])

299D A XY M) OFERIZAFIBETNEE) [34.7~NEI WA TR
BT28.7[229~NEIH HTH 0 AHNE T T 2RI LFEHENICER
EEZRLUI (N — FHH[95%EFEXME] : 0.68[0.53~0.87].p=

0.00251 [JEBllog-rank##iE . A& /KHE (Wif]) 0.00274] . 201843 H22H
FT=5HY X T)e

1) VIR HE 22 R ANELT O/ MARLATIE 1 B 1 2RI R LSRR R O MR IC
B BRAOER S Nz AR ORI DER RAICIET 2 WAL 7 GBET
i 2) & LT 1E1,500mg & 4B C60 53 BLL LA U C Sk T 5.5
IR 120 AME TE T 50772 L AE30kgl RO | [ 5-81320mg/kg

(1AE) T 2. 1TH 5.
HE2) HEEAEE (BT [FI4R)

OSHRAE[95% Cl]

— AHB NE [34.7~NE]
07 — TSR 28.7 [22.9~NE]
09 1 KL (95% CI)  0.68 [0.53~0.87]
08
07
4 06
ES
# 05
2
2 04
03
02 A
0.1 A
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# EEREIG NSO (A)
AHRE 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0
Pawis:3 237 220 198 178 170 155 141 130 117 78 42 21 9 3 1 0

72085 =D OFEEIMAEIEE T 5 HHRHEIC K 5 BEHEEAF M (bR
EI95%EEXME]) 371D A X b)) OFERIE AFBFT16.8[13.0~
18117 A7t REET5.6[4.6~78IHATH U KA T T RITH L
MRATERICER R ER 2R Uiz OV — R [95%E /X ] : 0.52[0.42~
0.65].p<0.0001 [J&}ilog-rank# € . A =K #E (i) 0.01104] . 201 742
AI3HAT—=% %y b4+ 7).,

PFS fhskf# [95% CI]

10 — B 168 HA [130~18.1]
! — TourE 5658 [46~ 78]
09 IR (95%C) 052 [042 ~ 065]
08
07
=
i 06
=
£ 05
=
2l 04
&
03
02
0.1
00 T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27
atrisk & EEBUDSOMA (B)
FHEB 476 377 301 264 159 86 44 21 4 1
TotRE 237 163 106 87 52 28 15 4 3 0

BBREPBRE SNIBED S & AKHIBOA756 (HANT261% & t0) 460
#1(96.8%) ICHEHFRNRD S NI AHFTHLO N ELHEFRIZIL
Wik168%1(35.4%) %55 11341 (23.8%) \ M RERI % 10661 (22.3%) K U ist
FRIEAE 2 9661 (20.2%) TH - 7z,

CEIBRTSBETREST - FESEDIE/ =)
17.1.2 EFHESEN1E5E5% (POSEIDON:HER) (JRCT2080223617)

{LZBETE O 72 WYIBRRRE 22 81T - ¥ O JE/ NIl Rt SR & 3 (WHO/

ECOG Performance Status 0XI&1)675% (KFED + R L XY L~

T + (& RTUB IS A % & O LBEES) [RAIOHEE338M61] . Bd:%

FUBEIEE A % & LR ES) B [t B 337411 ) (HA A 4961 [AHI 5

FABE2 16, MR 2861 2 & Te) ZXRITAF b LAY AT TROHASR

EWEEH = &L PEE 2 ARG LG a0 BWER R 2%

FLid,

AR (P RE [95%EEXE]) (536D 1 R ) OFERIL A G

F#T14.0[11.7~16.11 7 H NMEET11.7[10.5~13.1] 7 ATH O &K

RO FA BRI BB OO0 LIRETEICER B IER 278 L7 (N — FH[95%

{E#EX ] - 0.77[0.650~0.916].p=0.00304 [[EHllog-rankifiE . & &K

# (W) 0.007971. 20213 12HT =% 1w b4 7).

E3)AEH30kgH# TH 0\ EGFRBIZTFERBEM» D ALK B EEETFRIEDO BE PR
L &N 127 LR B E T KRAS BIZ T A BIGHED BE X EGFR &(%
FERKRUALK MEBETFEROBBELZER L 2 ENPFBFSNT,

E4) AHI1,500mg R O b L X ) A< 775mg 2 550.3.6. 9B ICF 1 EH G L. 2 D%
1238 H 7> 5 ARAI1,500mg % BRI G Lz £ 72 H16EBIC h LAY A2
775mg# 1E#5 Uiz,

WS)3MWRIZ 1T A 7L E LT D7) ZFE)L (7T I VEER) (1.8 15HEIC
100mg/m2%#:5) + h VR 7S5 F > (FE1HEICAUCS X6 2 #:5) Q7 LY
v (%1.8HEIC1,000mg/m2Xi31,250mg/m2%#5)+> 2 75 F > (#1H
HI275mg/m2%#5) & LS BA LK TS F > (H1HBEICAUCS X362 #%5)
(RPLEED#) XE@RA L FE F(ELIHEIC500mg/m2A2#5) + 2 27
SF > (HEIHEIC75mg/m22#%5) & LAV ATSF > (B1HBICAUCSX
F6%#5) GERFELEEOA) DV NP ZAY A 7 IUEE Ul BT %
BEHISNIBESSI2T A VNV TEMATE L72.0RA M LFt R+H&
FHEEES AR S8 I ORE ST L TR LEFEIZ. A N LFE F(500mg/
m?2) MERFFEE (AR FI O BE C X 4B R B FR %5 rt B B 1 35 ] S 1 43 s e %
L) Ic#iT L7z,



OsHhRf{E(R)[95%CI]
— FHIGREE 14.0[11.7~16.1]

e — xR 11.7[10.5~13.1]
I\ —REE(95% CI) 0.77[0.650~0.916]
0.8
ES
i 0.6
=
£ 04
a
0.2
0.0 T T T T T T T T T T T 1

o 3 6 8 12 15 18 21 24 2 m B % % 42 45 a8
Atriski EERBINDSOHR(A)

AAIGHARE 338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0 0
@B 337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0 0

AHI G B TR S SN /23306 (HAAN2061 % &) 3214l
(97.3%) ICHEFERMVED b NIz AFHABTH SN ELHEEERIL,
B 1164451 (49.7%) B 13741 (41.5%) AFHERBAEIIHI (30.0%) « AR

B 93M1 (28.2%) IE 5814 (24.5%) R "N 7141 (21.5%) TH > 7z,

[5.2.7.3%8]
GE/vHRBRRTEE C B (T B iiTal - Wi mEEE)
17.1.3 EEHRESENIMEE5% (AEGEANEKER) (JRCT2080224587)

i PRIR B TLA ~ T11B o J& 1 # o> FE /1N B fili 1 18 5 6) (WHO/ECOG

Performance Status 03X 1) 802 (AHIH FEEET 4004t BEEFET)

40241) (HAN79BI (A OF L3761 3t BRBEA2M5] % & de) % 0HRIC TR

MBEE S L TOASRIEREER %2 &L HEEOMHA T T RHl &

752 ROMTHT - FRMHIEEE L TOEDERORLEZBE LY %

B.EGFR BIZFERGH T ALK BB rEES RSN BE XA

SRS R A SRR N7z (BRI R UEIEIT TSR] © ARFI OB

36641 THEEE37401)

FEFHMIEE O—>Td 2 B ML IHIEIC K 2 /A X2 AR

@ 18] B O H R FENT O 3R (R UE [95%EFEX ) (2364FD 1 X b)) iE.

ARAPFFBECNESE2) [31.9~NE] A H 8B T25.9[18.9~NEI W AT

D ARG BB ULRETEICER R EREZ R LIz (N — ik
[95% 58X ] : 0.68[0.53~0.88]1%8), p=0.003902 [J&Allog-rankik

TE A KU (i) 0.009899] . 2022411 H10HT—% 1y b4 7).,

#6) American Joint Committee on Cancer(AJCC)/Union for International
Cancer Control(UICC) #1541 (558h) 12 5 < ITAIIB. IITA XX I1IB
(T3N2.T4N2) DYIBRFIRER BE DR E SNz 2B . T4AOHE R FEE O
REES(7TcmB@) DHICEDVTTAL KT S N7 HEICR O EK & SNz kR Y
ORI DO W TR PET R UCTEEA OB & UIPET X O'CTEHR A RS
DR FEMES O K E S A 3cmill, FHEIEE# U < IEPET R O'CTE{§ TN & ¥ &
NG EITREEN R EZK SR S Nz,

FE7) KO B 1 AT AT REBIROE I I A SR PUEEIES A 2 ST LBRE O R TR
#11,500mg % 33 R R bR < SR AR BRI 5 U T Bh i 10 AR 1,500mg
A AJAR R TR 1 2B IR S oo JREE AT AR B RS I A SR iU E M E
B % &L EEE L OBAT T T AR % 3B R TRKAEEIRNE S L i
BRBRELIC T T LA 2 AR R TR L 2EEIRNE S 5 2 & & S
AIHBIEE S U R ERBICN LTI 3B Z 1A 27 v LT @87 ) %
FEU(BE1HHEIC200mg/m2) + VR TS5 F > (E1HHEICAUC 6mg - min/
mLAAYE). @7 LY 7 ey (8E1.8HEIC1,250mg/m2(HATIX1,000mg/m?2))
+Y 27 5F > (EIHBIZ75mg/m2) DWW hp JERF LRI LT 38
fZ1Y A 7 LELT.@RA MLFE FEELHEICS00mg/m2) + ¥ A TS5 F >
(BB1HHBEIC75mg/m2) @~ X b L¥t K (E1HBIC500mg/m2) + HLA TS F
Y (B1HHEICAUC 5mg * min/mLIEYS&E) OWIFhr 5 LI 2B .Y ATT
FUNHT BB LV EHMSNEBAICZ VA TIF 2 IVRTTF >
1EIAUC 5mg * min/mLIAYBICEERfEE Shiz.

1E8) A EKHEITHIE L7299.0101 %S HEX [ : 0.48~0.96

1.0 EFSHRIRAE (B) [95% CI]
AEIGHERE  NE[31.9~NE]
— — — — wfm 259 [18.9~NE]
J\H—REE [95%C1] 0.68 [0.53~0.88]
0.8 (20221181087 =4 b47)
=
1 N
. 0.6
~N +H+
> i,
~ Yoy
£ M — i+ — —
7% 0.4
2
&
0.2
0.0
T T T T T T T T T
0 6 12 18 24 30 36 42 48
FEAEBBISHSDOHIRI (B)
At risk#
FHEGHREE 366 271 140 78 49 30 11 1 0
*fERBE 374 257 136 74 50 25 13 1 0

HRESREESNTBED S 5 AAINHABO401F] (HARAN37H 2 &T)
th387H1(96.5%) ICHEHERFRD SN AHHFRBCALN-EREE
HRIZEIM 14061 (34.9%) EFR10441(25.9%) E.L 10361 (25.7%) &
WIBB 741 (18.5%) HERE6IH (17.2%)  HFHERBAFE6SHI (17.0%) &
O ERBUR D664 (16.5%) TH - 72 (2024F5H10HTF =% h v b4
7)0[5.3.7.4518]

GEREY | VHBIATEE)

17.1.4 EEERESENIMEER (CASPIANERER) (JRCT2080223579)
{LZEFERE D 25 W ER MRz R & E) (WHO/ECOG Performance

_6_

Status 013 1) 53761 (KA & AR IBHEEER (DVA T T F o Xidy
AT5F )+ bRV R IAFIGRBEEL 268611 A& RTUBHEEBA (7
WRTIF UGV ATTF )+ MR R IREEEEEID26961]) (HAA

3461 [ARFOF FEE L8 W HRBE L6f] % & de) 23 RIS AA A& RITENE

BEA(DNVNATSF O XETATTF V) RO bRY REMAKRE L

BEOEMER R EZBET U725,

R AT DA SR FEFHAIEE T 2 247 HA M (R E [95%E X H])

(B36HDA XY M) AFIGFHBET13.0[11.5~14.8]1 47 A 3@ T10.3

[9.3~11.21 W ATH O ARAIGE BT IEEE T LREHZNICERRIER

ER UV — FH[95%EHEXME] : 0.73[0.591~0.909].p=0.0047

[Bfllog-rank#fiiE . A B /K¥E (fif]) 0.01781. 2019FE3H11HT =% h v
FE7).

79) {AE30kg#B 2 D DAJCC (BE7HR) DIV XU QIR < b 72 2 W DG i 5 5
L BIEEFEHRAAE VT &I & O AT RE 2 ST AR AR E T B — A
BFRINED E620WT3~40BEPHAANS NI,

HE10) A#1,500mg RO H VAT S5 F > (AUC5~6) k¥ 275 F > (75~80mg/
m2)OVIFNLEEY A ZLDOIHEIZ. S 5ICT F R F(80~100mg/m?) %
&4 701,230 BIC3BREBERE CRA4Y A 7 LEE5#,AKH1,500mg % B
I AERM R RS L.

E1D) ALK FFF > (AUCS~6) Xy 275 F > (75~80mg/m2) DL Fhr %%
A7 LOIHBEI E5ICT M AT F(80~100mg/m?) &4 1 7 )LD1.2.3
HEIC3EBBR CRA6Y A 7 L5 L.

1.0 OsHik({E (A)[95% Cl]
—— AHIGMAE 130[115~148]
0.8 — M@ 103[9.3~112]
’ /\B—KLE (95% Cl) 073 [0591~0.909]
% 06
ES
=
1
& 044
0.2
0.0 T T T T T T T 1
0 3 6 9 12 15 18 21 24
at riskEy EAERBNNSOM (A)
AEIGHRRE 268 244 214 177 116 57 25 5 0
{EEEE 269 242 209 153 82 44 17 1 0

REBRESRE S NIBED DS 5 FAIFRARO2650 (HAAN18H 2 & Tr)
26061 (98.1%) ICEEBERN RO SNl AHINHBECAH O N HE
BRI FHERBMAIELLLH(41.9%) & 1110241 (38.5%) B89
(33.6%) K UHERES3MHI (31.3%) Td - 720 [5.45 1]

BRIFEY)HRRRRHTE(C 65 17 SR BH LA IEHRE AR DTS
17.1.5 EFFHEFEISENIEEER (ADRIATICEER) (JRCT2080224104)

MR LSRR TEI D 1% (TR BT AV 3R 0 & 7z 2 - 72 IRB RVl

JififE & (WHO/ECOG Performance Status 03i&1)530%1 (A7l &

2644, 7 & REF26641) (HARASOH [ARIBELF]. 75 REE3 14 %2 &

Tp) 2 XHRIC AL BEHREER TR 42 DIRICAAI1,500mgE D ik 75

T REEG LG EOBENER R %2R L7209,

PRI ORBR OO EEFHMIEE O — > TH 5 247 MM (hRE

[95%EMEXE]) (261D A4 N> M) OFERIZ AHEET55.9[37.3~

NEED1 A H. 75 ABET33.4[25.5~39.91 7 ATH D KA T T T+

AEICH LR EMICERBRERE 2R Lz (Y — RH[95%FHEXE] :

0.73[0.569~0.928].p=0.01042 [J@Hllog-ranki% & . f = /K ¥ (W fil)

0.01679]1.2024%1H15HF—% v b4+ 7).

1#12) fAE30kgi@ A DAJCC (BE8R) D1~ (XD BE S FR S A HETH 5
H)OBEPAAANS Nz ALEEELE LT HSRNBHEER (VA T5F >
REANETSF V) ETMRY REDHRBEEZA4T A 7 VIRV BELES LTz,
REHREE L LT 6B TRREBO0~66Gy 259 % 1 H 1[0l 0@ H 53 &| 4
HXUF3MEE TRERASGy 25T 5 1 H2E 0 A ERFEO W Thr 2
BN U 72 TR RSB EE (54 BRI TEMBERTRE & S h Ll
SRR TR IO M L BRI R VRO FIEI Rl ~42HBNICE T
FT5HZEELT.

H13) AA|1,500mg % 438 B R TREETE L 3R EGHIEERICHY T 2 T
BAR24H AR (26Y 1 7)) 5.2 {5t L7z

10 OS5 (A) [95% CI]
— AFE 55.9 [37.3~ NE]
094 TR e IS5k 33.4 [25.5~39.9]
08 N — KL [95%CI] 0.73 [0.569~0.928]
£ o7
ES
# o6
El
% o5
04 -y
L e S T ee
03
0.2
01
00
o 6 12 18 24 30 36 42 48 54 60
at risk3 BIERZF A LOHM (A)

KEB 264 248 223 189 72 141 %0 51 27 1 1
Itk 266 247 214 175 151 123 80 a4 2 8 1

723 b S —DOEHEFHEIEE TH 5 hIHIEIC & 2 BIEAL IR (R
E[95%EHXE]) (308D A N> M) DGR IT A CT16.6[10.2~
2821 M AT RETI.2[7.4~ 1291 WA TH D ARIBI T T L AR
W0 ULIEEHAMICE R G IER 2R L7z OV — R [95%EHX ] : 0.76



[0.606~0.950].p=0.01608 [J&llog-rank#E . A &K% (W)
0.02805].2024%F1H15HT =% H v b+ 7).

10 PFSHRE (A) [95% Cl)
— AHE 16.6 [10.2~28.2]
oo d Ve PR 9.2[ 7.4~12.9)]
08 \HF— FH [95%Cl] 0.76 [0.606~0.950]
& o7
#
& o6
k3
# o5
&
&
5 04
03
02
0.1
0.0
o 6 12 18 24 30 36 42 48 54 60
at risk# BAEBEHLOMM (F)
ES 264 181 "3 101 84 51 33 19 10 4 0
IStk 266 146 100 9 7 47 34 22 14 5 0

BB ESNIZBED S B AREIBEDO 26201 (HARA 1961 % &) 1247
B1(94.3%) ICHEHEKFRD SN AKBETHAL N ELHEHERIT N
SHR 26001 (22.9%) « BAKBEE 445 (16.8%) « IR IR EEE TAE4201
(16.0%) \ 14041 (15.3%) « Z 5 FERE344 (13.0%) D334 (12.6%)
FENED F V3261 (12.2%) EH 3241 (12.2%)  FHI2961 (11.1%)  Fii 4629
BI(11.1%) g2 2841 (10.7%) « FZ 2801 (10.7%) ER 2761 (10.3%) «
BRI A REFUEEAE2 71 (10.3%) T - 720
(EIRRTRE R BT 4R )
17.1.6 EFEHREISENIEHEER (HIMALAYAER) (JRCT2080223793)
LB BRI O 2 WYIRRREE 2 R & 14 (ECOG Performance
Status O3UZ1) 1,17 1B (AHA + b L X L= THELS) [AHIGFHEE39361]
ARF B GEL) RFBAMBEI8IFI] .V T 7 = = 7 [KHEREE38941]) (HA
A LOSMBI [AHI G FBE3AH1 . AHI BLARBEAS i) W HBEE2001] 2 & E0) 2 MR
IAFIE M LAY L T 2RSS LG E R OARH % B s L7z
BOREMEROREEEBE L7,
FEFHAEIEE T b 5 2EFARM (P IRE[95%EEXM]) (836401 X
M IZ ARG R T16.4[14.2~19.6] 7 A KA HmEET16.6[14.1 ~
19.11 7 A o REET13.8[12.3~16.11 7 ATd 0 AAIPE B IRER I
UM ERICERREREZR LU (N — FHI95%EMHXAM] : 0.78
[0.66~0.92].p=0.0035 [/@Hlllog-rank /& . A EKLE (i fl) 0.0398]) » &
T ARFIBIREEIC D W T N Y — FHOBEEKEISHIE U EEXE O LR
PHEANCHE LS~ —Y 0 TH51.08%2 FEH» 72 &0 56 AHB
HMBOX BB ICNT 2IELHEASHR S N7z (N — FH[95.67%EHIX
fE] : 0.86[0.73~1.02]1) (20214E8A27THT =% K1y v 4+ 7).,
H14) BFHEEOMIS & 72 5 %5\, Child-Pugh A HAD BESHAAN S Nz,
H15) AH1,500mg KT b L A Y L~ 7300mg % 118l Z D43 O IR % 221 TARA
1,500mg % 4@ & TG L 7zo
H#16) AF11,500mg % A E R TR 5 L7z,

OSHRYE(H)[95%Cl]
— AFIHAEE 16.4[14.2~19.6]
08 — KFRRE 13.8[12.3~16.1]
J\*F—RE(95% C1)0.78[0.66~0.92]

0.9

0.7

0.6

0.5

04

o) B Jf HF Hp

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

EERENDSOMER)
At risk¥
FAHIGHFARE 393 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1 0 0
5{883% 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0
1
OSHR{E(R)[95% CI]
oe — AFEIREE 16.6014.1~19.1]
08 — xR 13.8[12.3~16.1]
s 07 I\tF—E(95.67% C1) 0.86[ 0.73~1.02]
£ o
= 05
&
o 04
a
03
02
01
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
BIEREH SDHR(B)
At risk#
AFISIRES 389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20 16 6 2 0O
SERE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0

TREEP G S NIZBE DS B AR RO 388%1 (HA N34 % &)
13781 (97.4%) S AR HI B AR BE D 3881 (H A A4S % & tr) Hh 3454
(88.9%) ICHEHERNRD b N7z ARIHABRTASO NI ELRFEHRIL.
TRRI10341(26.5%) « 7 5 FERESIHI (22.9%)  FIZ 87 (22.4% ) B HKIHE
6641 (17.0%) IEF66H1(17.0%) FEEAS 141 (13.1%) . 7 AT F VBT 2
I NIV RT x5 —CHNNASH](12.4%)  FRIFHEHEM THRE47H1 (12.1%)
HLATHI(12.1%) EREA6H4 (11.9%)  AERAE40H (10.3%) « HSIRE394

(10.1%) TH o Iz AHIBIHBETAHA SN ERAEHRIZ, FHI58H]
(14.9%) % > EEES6H (14.4%) 7 ASSFF VBT I ) VSV AT 25—
CHANS6H (14.4%)  BARBERS3M (13.7%) B SFEAB (12.6%) . 7 5 =
VT3 NI URT 25 —ERM44H1(11.3%) JEMA2H5](10.8%) F&&
40f1(10.3%) TH > 72, [5.8.7.63H]

GO HERIRERE)

17.1.7 EEHRESENIMEEER (TOPAZ-155%) (JRCT2080224730)
LR ERE O % WIRR IR AR RE 2 HEEBE LD (WHO/ECOG
Performance Status 0X11)68561 (AKX LYY+ AT 5 F >
[AEIGERBE34LHI] . SR EF LI E Y+ A TS5 F » (W BE344

Bi1) (HAN786 [AHI O FEE37 1 T HEREA 1611 % & L) 2R RICARAFL 7

LYY EYROY AT T TV & HAHBRE LGaE 0/ R R 2

ERRET L 728),

RS AT O FE SR FEFHEIE E T S 247 (ol [95%E X [E])

(4241 DA X W)X ARGFHEET12.8[11.1~14.0] H A BB TL1.5

[10.1~12.51 7 AT 0 AAIGHEI BRI UREHERICER R E

B2R U (N — FH[95%F#XE] : 0.80[0.66~0.97]1.p=0.021 /&

Bllog-rank i A& /KHE (W {i]) 0.03] . 2021 4E8H11IHAFT =% v b F

7)s

EL7) BRI G 6 ABEZRB L ZICHR LZBEIRRESN
7o o & 7o R RN LR TR M BT BEHRRE S TO M - /813 R TR
A% iR L RICERE LI BEINRES N,

#18) 3B Z 191 7L & LT ARAN,500mg iz 7 I RE2HEIHEHIC. S LAYy
1,000mg/m2& ¥ 275 F > 25mg/m?% § 1.8 H HICRASY 1 7 W54 Ak
#1,500mgXid 7T R % B chHAMEE TR E LTz,

OosHhaE(A) [95%CI]
« AFIRE 12.8011.1~14.0]

- XERE 11.5[10.1~12.5]
J\YF—RLE(95%CI) 0.80[0.66~0.97]

op B 3t HF H
°

T T
0 3 9 12 15 18 21 24 27 30
EEREN DS DHAR(R)
at risk#
AHIFRE 341 309 268 208 135 79 49 24 9 1
HEREE 344 317 261 183 125 65 29 10 4 0

HRESRESNIBFHEO D 5 KAIHABO338 (HARAN37H 2 E&T)
133601(99.4%) ICHEERDPAD SNz ARIABTAS N L EE
HRZAIM163M41(48.2%) D 1384 (40.8%)  FHK 10941 (32.2%)  if
FRERIRARE L0761 (31.7%) IEH 9161 (26.9%) \ bF R ERELR A 9 1
(26.9%)  BERRBIR7H (25.7%) « M/ MREHA 7041 (20.7%) K ' FE470
$1(20.7%) TdH > 7z
GE(T - BREOFEIHE
17.1.8 EEHREZENIMEE5% (DUO-EEER) (JRCT2080225349)

{LEERIR O 75 WELDEFT - FFEE0) O FE AREREE2D 71861 (DAH] +
F 578 T+ LR EEE22) 2306 QAK] + (LA EEE22) 2384 DL
ERRREE22) 24161 (H A A8 [ 2 @264, @306, ®3241] % &
i) 2RI ERORVQ L L DEMER UL EER K LY,
FEMEIEE T HRECIST ver.1.1123D < BBH Y EM O FHEIC & 5
ST A E AR (PR (95 % BRI ) OAERIE A+ 4 T80 7 +1k
FREHTL5.1[12.6~20.71 771 H KA +H{L#EER €10.2[9.7~14.7]
7 A LR TI.6[9.0~9.9] HATH D KA +F 5% 7 +H{LFHE
BN OARA H BB EEER IO U TREHANICER S ER %
R U7z (DIEEBER ISR 2 ARF+ 4 5%3) 7 HEEBERONT — K
H[95%E X ] : 0.55[0.43~0.69].p<0.0001 [JEHllog-ranktfiE. &
EKHE (A1) 0.025] . O b 3BERE IS 9 A AH HEBEEBHONT — K
H[95%E#EX ] : 0.71[0.57~0.89].p=0.003 [[EHllog-ranki&E . H &
7KHE (i f)) 0.0251.2023F4H12HT =% 1y b4 7).,
1E19) RIS ORBIFE & U THBEES A ARG S N 7B &1 FUBE RS

HORMEEH D 5 HRE OB 120 AR EOBESHRE SN,
F20) L FOWTNPICHE T 2 BEI R E SN,

- International Federation of Gynecology and Obstetrics(FIGO)43%i

(20094A) LD > 5\ Fifi AR ICRECIST ver.1. 1135 < fl7E A
RREN RO b= B#H
- FIGO 3% (2009420 IV H 0 835 (Fili UL AR D FRAFR A O F BIE R b 7
W)

- B A STHRIC L DIRAT S REESMEVEROBE
HE21) MAELE R D REAE I BT ERE SIS N BESHRES K

7o EWNIEISHEANTTRE E SN FERMIHEANRIT E Shiz),
H22) % - AR T LB L anlz,

Eitdsy s (b2 E RO MERPEEH
KH+F 580 7| CBDCARUPTX 12| « £#[1,500mg % Q4W T
R 5 o Bt T.ARA| BIRARS
1,120mg#%Q3WT# | - 5,81 7300mg#BID
RS T3 BO®S

A +HL2EER | CBDCARUPTX 12| - A#[1,500mg% Q4W T
Lo ftHT..AA| BIIRNRE
1,120mgzQ3WTH# | - 58 7D S5t K%
IR 5 T3 BID&I# 5
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FRHTHERTH 5.

. 1‘&‘—:7-% (LRt fﬁﬁﬁ#ﬁ&iﬁ? TE26) B REKEICHE L7295.877%FHEX M : 0.554~0.824
{e2pmkn CBDCAKUPTX 12| « KHID 75 €K %Q4W
EDOBHAT RHIO TS | TEIRNERS 107 e El
LAREQIWTHIRN| - 45,5V 7D I LK% - = Fo 058 03580817
#5113 BID#ZO# 5 0.8 i)
BID : 1H2[E.CBDCA : #LETS5F > PTX : 787U ¥ F L. Q3W : 3 %
JARIRIRE . QAW : 4@RIRIFE. T1 : CBDCA AUC5Xi26mg - min/mLAg ~ 067
YEFKOPTX 175mg/m2% Q3W THlRM#E 5. T2 : CBDCA/PTX#&5 I ;
X 2 BBUE RGP L -5 4% 1213, OCBDCAKR UQPTX 2 2 h Z2h@ % 04
YATSFURODINT ) FFEI(TLT I VBB L R s F Lk 2
N EET 52 L AL SN/ T3 0 KOS 0 -
1.04 PFStha i (A) R RERITHTD
0.9 [95%CI] IV — R [954C1] 0.0 1
— AFH AT TR EEE 15.1(12.6~20.7]  0.55[0.43~0.69] T T T T T T T T T T T T
R S — AFHERRER 10.2[9.7~14.7] 0.71[0.57~0.89] 0 6 12 18 24 30 36 42 48 54 60 66
#;® 074 9.6[9.0~9.9] =
% 0.6 ACRiskEL AR DS DA (B)
£ 054 .-
N S MmN M BB R BEEY
& o034 - == 3 N =
Ny — BN S SN BED D 5 ARIGHEOS306 (HAA6 L% &ts)
oy s y H527/1(99.4%) ICEEHRHRD 5Nz ABIPHBECH S WX EE
B S S S T S e e HEULED 28401 (53.6%) B 20541 (38.7%) EM 20561 (38.7%) I
. T BB DDA (F) F 1914 (36.0%) « FREGEL 15941 (30.0%) « BEARKEGE 14141 (26.6%) i H
prsesEEE M o4 o M m m s ;6 1 30 BRIBARE 13761 (25.8%) « FeE4 1 1041 (20.8%) « FHI10941 (20.6%) | NEMH:

AP RAR 208 211 188 138 105 69 45 26 13 5 0 0
fepfiss 241 213 184 125 86 45 2 10 3 1 0 0

BREPBREGSINLBEDD B RKF+ 4 T80 7 +H{LEBEERED 2380
(HARN26f% &) 123741 (99.6%) K OARAI + L2 LR D 23561 (H A
N30fi% &Te) H123241(98.7%) ICH EBR RO SNz ARH+ 4 T8
THERERERTAHA LN ELAEEERIL AMLI4741(61.8%) EL130
11 (54.6%) B OBREARE1 214 (50.8%) T - 7z AK| HLEBERETH O N
X EEHERIIHEEE]LL8H(50.2%) EIM1 114 (47.2%) K OEDI6
#1(40.9%) TH -7 (2023F4H12HF = H v b F 7).,
PD-L1FFRIT (TAP) [(OMIfEfE I et KIS A FR 0 & N 5 [EE i & 0@
SRR SR I R RIS AERD 5N 5 IEE RE S MR A EE T 5 48
HoOHEMEZ  EEEEAAOEB TR L TI00%E U7z E] ICBT 25558
FlICHD & TAPHNC RN 21T > 72 (20234E4A12HF =¥ v % 7)o
[5.11.5.12%]

PD-L1DOFFRVLAI O PFS O it #5 5 (BB Y ERAfHE . 20234 H12H

F—FHy NET)

10241(19.2%) It 27 L 7 = > #0984 (18.5%) « E SIKEI 34
(17.5%) AF R EREUR A 8141 (15.3%) KON 5 FERESOf (15.1%) TH - 7=,
[5.13.7.8%H]

(BEICBIF BifiR0 - HEHEED

*17.1.10 EFHESENI48545% (MATTERHORNERSR) (JRCT2031210307)

B R~ IV A T 0 B R S 2058 B #2 4 SRRoe %527 (WHO
/ECOG Performance Status 0X131)948fl (4| +FLOT [A#H FH B
474011 528) 75 £ R +FLOT [RERRE4746511E28)) (A A A86M] [AHIHH
BEAOMI IR EEA6H] 2 & L) 2 MG TR - MR MBIEEE LTARAIE
FLOT %R 5% it & U TR 2 Bk E Lz & 20T
RUREERHE Lz,

FEFHMBIEE TdH 5 81 N> b ATE R O R T 0 5 R E29) (rh el
[95% EHX 1) (385D X ) id AFIOFFA B CNE®2) [40.7 ~NE]
S A HIBEET32.8[27.9~NEI WA TH o 72 (N F— FEH[ISBEHEX
B] :0.71[0.58~0.86].p<0.001 [/E#llog-rank & . A& K2 (i)

KAl+458)7 - . 0.02391,20244E12A20HF =% H v b4 7).,
ey | P ICHRER | (LERRAR 127) AJCOTRHIA R (B815) 15 < [~ IV ABIO BRI T B2 BB A& & &
Teo e B REBBEAMEERE L. Siewert 7 Type IR IO BE. X
1AP pi% 150 170 163 Siewerts3#HType [TType IR OO A B # A & [ CHETHERET 5
21| e 20.8 11.3 9.5 FETH - BRI E SN,
[95% X1 (HA) | [15.1, FKiE] [9.7, 15.4] [7.9, 9.9] FE28) it - FBELITOEY & ahtz.
NP Kl 0.42 0.63 ] LE i
B
[95% = #EX ] [0.31, 057) | (048, 083] | #HEL HSH FLOT AR 511 B 5 R
TAP | f1% 82 61 75 A #l + |FLOTTLE P | #%% L |[FLOT T L& Bt | A#11,500mg %
<1 | rthofg 10.1 9.7 9.9 FLO T|TA#/1,500mg H T & #l|Q4WTI0% A
[95%(E8EXE] (nA) | [9.5, 15.0] [7.0, 14.7] | [7.6, 12.5] )(ﬁg)ﬁu BrI(E1HAB) % 1,5())0mg(%ﬁ1 ;wif«%ﬂﬁew
S QAW T2% A ¥ HE)2Q4WT | &5
NF— R 0.80 0.89 .
47 U THEIRA & 2 A IVET
[95%EmERE] | [0.55, 1.16] |[0.59, 1.34]| &A=&l ol Aty
(EBBEREIC 17 DRl - iEHEIERE) 75t AR |FLOTT & ORI | #&47% L |FLOTTLEDft | 7 5 & & %
17.1.9 ERFHERISENIEER (NIAGARAZRER) (JRCT2080224149) +FLOT | 75t R(EIH HT7 5+t 4£ QAWTI0Y 1
BE BRI T 2- T4aNOMO X & T2-T4aN 1 MO O & 11 0 55 18 12 1 R e g (HERE) | H) 2 Q4WT2Y (#1HB) % | 7 L& THIRM
(MIBC) B#£%23) (WHO/ECOG Performance Status 0131) 1,063 A 7 E TEIRN Q4W T2 1 | #5572
(A Bf P BEE24) 533451, 0t B BEE24) 53061) (H A N1 2141 [AH Hf FBE62 #5512 7V E TEIRN
Bl SRR BESORI] % & L) 2 RIS RTRBIELE S LTORF S L5 e #5512

VROV AT S F Y OMRBREL O R RBIEE L LT ORK B S

ENHIRHBIREE LTOTF LYYV EV AT TF 2 EOMRBGOH

S R OV Aotk & iEt L 72100,

FEFHHIEE O—> Tdh 2 Ei NRIL A5 E d R B AR 2L B ¥ E

IZ & BEA N AT O 200 B O FR T O 5 R E25) (FhE [95%(F

FERXH]) (433FF D1 X 1) I3 AFI G AR CNE®2) [NE~NE] 77 A

BT46.1[32.2~NEIBWATH o7 (NP — REH[ISWEFEXE] : 0.68

[0.558~0.817]1#26) p<0.0001 [JEHllog-rankiE . A =K ()

0.04123].20245F4H29HT =% h v "4 7)o

1123) B ORI ATJCOR A 73 41 (B880R) 1Ic &5 < 6

E24) ARFIOEFE R RTRBREIC S AV Y E Y ROV AT 5 F ¥ E OB TARA
1,500mg % 38 R CARIFEIRAE S L i f B ROAR A 1,500mg 2 438
FEIFEI P C R R S EIBRAR N #2 5  BRBR 1 AT RTRRBI B IC S A 2 Y E U RO A
75 F & JAMERCARFIRNRES T2 L SN BB FLAYIE UK
CYRATS5FORBERVCHEBIE.Z LT F=> 279752 260mL/minbl D
BEICEEE LY 7 LE LCEIHRIRTS LY % ¥ 2 1,000mg/m2 K
275 F »70mg/m2 HEIHHIZH 4 ¥ ¥ ¥ 1,000mg/m2% HlR N 5. 7 L
7F =277 Ty A40mL/minbl_E60mL/minAlio BE 1T I1& @M & 1 1
INE LT EL8HBIRT LAY E1,000mg/m2Kk Uy A ST F > 35mg/m?
EWIRAFREG & Shi,

125) A R NETFAR O 18 H O T %10 IET S MR ERERHEE ICE O <

QAW : 4EFEMRE. T1: 8% 1A 7 1LeLT.O7 Mty T (5]
KU15HHIZ2,600mg/m?) . @+F Y F—+bF UYL (EIRCISHEI
200mg/m2(HATIE, LARAY F— F100mg/m2)) @A F 5 75 F > (5
1RO ISHHEIC85mg/m?) @ Kt 4 F L (551K 15HBIC50mg/m?) . T
2 ¢ R ST B A7 B A IR R AT )OS R LIS 0 B TFLOT O

G EHIELL

A RREE (53E) B ORI E S S ARFIIE T TR

PRITHREMETE S EE LTV T3 RO AB OKRSESIT A
1229147 VvETE LT,
H29) BIREHIliEE O —> T d 2 HWHEMTEL 24 (DCR) 0 L ERHT (2 3% AT R
KBOWT BRIICHE SN TL AR LWEAS XY MEFHR R O2EFHAB ORI S

b iz)BICHET S WG ERETEH ICE D < BITERTH 5.
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1.0
EFSHRERE (H) [95% CI)
—— AAIGHAB NE[407~NE]
———————— FYEEEY 32.8(27.9~NE]
& 0.8 I\ =KL [95%C1) 0.71[0.58~0.86]
e
~
> —
L 06
&
= EHHEHH— - - - -
& 04
&
a
0.2
0.0
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 48 51
At risk# HEIEARITH SO (B)

88 33 20 2 1
65 26 21 2 1

A 474 436 404 381 351 334 320 307 288 234 187 107
pokad 474 429 392 360 329 302 278 264 249 202 160 89

REEP G SNIZBE DS B AR OA756] (HARAN406 % &)
47 161(99.2%) ICEEHERARD SN AHIHHBECAS N EREE
HRILRHI296H1(62.3%) ED24161(50.7%)  iF BRI A FE 15361
(32.2%) BHEAE 14541 (30.5%) « AR BE 14541 (30.5%) 3E 55 1 371
(28.8%) MEM: 12441 (26.1%) E M1 1961 (25.1%)  BFhERELEA 1 1961
(25.1%) KA MRS = 2 — 1/ $F —96/ (20.2%)  FESIEEISHI (20.0%) «
T U495 (20.0%) TH > 720

AR B 5 B SR D & RRAICHRNT 21T - 72 (20244E12H
20057 —=%Hhv b4 7). [5.15308]

EEHFRIAR DA X b AETEHAR O R RTE SR (20244122087 —%
H1v A7)

it PRI AFIGRIRE ot B
B 37 25
HhRfE NE 32.20
ITAH | [95%(EHXR] (77 A) [27.20, NE] [23.79, NE]
NF—FH
(95% (S X [E] 0.75[0.32, 1.811]
(ks 109 108
Rl 39.98 NE
1B | [95%fE#X] (A H) [39.98, NE] [NE, NE]
NY—FH
(959 (2 HEX ] 0.97[0.61, 1.56]
(s 287 298
R NE 33.22
1§ | [95%EREXE] (7 H) [NE, NE] [26.38, NE]
NF—RH
[95% (ST 4] 0.74[0.57, 0.95]
Bl 41 42
R 40.74 11.99
IVAH1 | [95%(E#XH] (77 7) [21.88, NE] [9.26, 15.08]
NY—RH
[95% (ST ] 0.30[0.16, 0.56]
18. FEHFIE
18.1 {ERItER

TNV 7id e FPD-LLICH T S MIGZEI O TY Y GY TV T
AL kBI7 AV 54 F(1gGl k)€ 7 u—FUHifsTH D . PD-LIEZD
ZHEETHHPD-1EOFEEZEET 5 2 EFICK D FUBSRZISE = 1
BUEEEEE T 2 & EX 51512,

19. BRS ICBET BEEEMAR

—HRHIBTR
T 2N LT 7 GEIE T 2 ) (Durvalumab (Genetical
Recombination)) (JAN)

&
T 2NV 7k e b s g AMfESEY) 4 R1(PD-L1)icxtd %81z
FHHaz b MgGlE ) 7 u—FVFUETH 5. T 2 WL TIE F ¥ A
Z=ANLAY =PRI KV EE SN ST 2NNV T 451 HO
7 X BERED SR HHHE (v 1) 28K O215ED 7 I ) BEE, 525
LIS (k B4) 2R THER S N 288 78 (& : £149,000) TH 5,

20. BNfRV EDER
20.1 GBI TRET 2 &
20.2 HMERIEH R IEE L TIRET B 2 &,

21. RERRMY
211 EHESRY A7 R E2REO _LEICERT 5 L.
(UIRRTRER BT HHRRSE)

*21.2 ENTOBRBEFABO TIRO N TWVS Z Eh 5 BUEIRFER . —EH
DREGNAR S T — % PEBE NS T TORIE . RREF 2 05118 F ki
BEEHT 2 EICLD FAOERBEOERERELET 2L b,
AR ORE2EROCEMEICET 57— % BHICIE U AR o @ EE A
IO ELRHEBELAH#ECDZ &

22. @&

(A =7 4 VIEEHE120mg)
2.4mL[1NA 7 V]

(M =7 1 VIEREES00mE)
10mL[1/84 7)L]

*23. EENHk

1)Antonia S, et al. N Engl ] Med. 2017;377:1919-29.
2)Antonia S, et al. N Engl ] Med. 2018;379:2342-50.
3)Johnson ML, et al. J Clin Oncol. 2023;41(6):1213-27.
4)Heymach JV, et al. N Engl ] Med. 2023;389:1672-84.
5)Paz-Ares L, et al. Lancet. 2019;394:1929-39.
6)Cheng Y, et al. N Engl ] Med. 2024;391(14):1313-27.
7)Abou-Alfa GK, et al. NEJM Evid. 2022;1(8):1-12.
8)Oh DY, et al. NEJM Evid. 2022;1(8):1-11.
9)Westin SN, et al. J Clin Oncol. 2024;42(3):283-299.
10)Powles T, et al. N Engl ] Med. 2024;391(19):1773-86.
11)Janjigian YY, et al. N Engl J] Med. 2025;393(3):217-230
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TAPTERIMREE ATAINA VT4 A=V a vy y—
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https://www.astrazeneca.co.jp
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26.1 BHEERFETT
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