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- 1H1[RAUCL.5mg * min/mLAH 4 & % sl L, 7% <

EH6H MRS 2, BAIMPEG A 3MEREL, Zhxlr —
Ve L, 47— VETHST S,

ChNREMEMES (MHE3FHE - BIEFE - FF3FE - iR
RirMREES. BRUSBEAMOI -1 JRET7 73—
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B HEATS B IR R, EERAE. W HIPE DN F ARG
WA ONEX AR SN0 b N E I dxS ik L.,
WY BB EITH) 2k,

11.1.14 BEMNENEEEREEE (DIC) CHEEAH)
MRS, MEFDPE. M4~ « 70 7 Vg o g
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R T min/mLAf %% 1H FICIBERIEES Ly 6~82 — ik

) EH =R LW, A= R, R -

HEAT = IETER
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K3 RN O A
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HANVKRTTF v+
Yo 5w | 190 43 23 233H

(niEE (REREPRS))
17.1.3 EFHAFERRHR (GOTIC-001/JGOG3019)

(b M OSBRI & 2 WA IR O 70 b B2 MBS |
R f O R SE M JE  E 365501 (H AR A60061 % &) %
RIZ, 237 ) & X2V T E VR T T TV REENR
5. opf e (dd-TCipht) OFRIMER MR, /X2
1) % % b )V SGEEE E VR T T F v SRR & OB
(dd-TCivH#) Z 38 & L7z M0k 2 LIRS M b i sk B o st
Mo FEFMEE H LR (PFS) & &, dd-
TCipHiddd-TCiviE & [l L TPFS# LR L 72 (F4 K U)o
dd-TCip# D EZFIER L. FHEREDRD (94.9%) . HIi
Bk (94.3%). &l (94.3%). BIBAE (89.2%). AAHME
B = 2 — 18 F— (85.5%) . IMU/MREGHED (80.1%). &
L (62.5%) ToH o720 72, dd-TCipHtTdd-TCivif & It
B L CHBEIEDB% LD o 22 BIERIZER (34.1%) .
B 7 — T IVEEEG: (9.5%) THh o7z,
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N L7z,

#2) 21HM %127 — V& LT, 7821 % £+ L80mg/m*%
1. 8. 15H BICHiEHE, # VKT T F » AUC6mg -
min/mLAA S &% 1H B SEEEES- L, 6~87 — )
MR L7,

B, AUCHEMER EREBICEDSSCAINVET T T v O

S20ENICHT--Tlx, Calvert DR H WSz,

Calvert®z, : # VR T 5 F > OF5-H[mg/body]=AUCH 1%

flimg-min/mL]x GhERAEMEE (GFR) [mL/min]+25) [7.1

ZHH ]

X1 PFS®»Kaplan-Meier Hii#

——— dd-TCiv
——— dd-TCip

SERGIEAE A7 (%)
IoN
S

.
AL D0y 0 )

20
10 4
0+ - - - - - - - - - - -
0 12 24 36 48 60 72 84 96 108 120 132
R EAEAEI (A ]
at risk%

dd-TCiv 328 246 133 85 74 64 49 31 15 5 0
dd-TCip 327 240 156 117 100 78 57 38 23 10 3 0

EFlE
17.1.4 EFEHEFEFE THEZER (KEYNOTE-522515%)

FVE VAR O HER2BEE TR S ) 2 7 o Jilfy
W oOFLHEEEL 17460 (HARANT6B 2 &) Zxf5RIC, i
WL L CoRATEY) AN T (GRIZ I Z) LALEE
EE PR RO BED L LToRaTa) X%
7 GEET-RERZ ) BAMEET oA R O tEhs, A
EWpRE L L CO T TR AL L o IRE. KO
BRI L LCO 7T R 25 L L EEHGR
BRChrit Shv/ze FEFFHMEEE O—23 81 X b AR
(EFS) L&, firfioRa7oy X<7 (EiEHiEz) &
bRk & O HFRE R Olith oL 70 ) X7 GEET
HRA) B SL, ATETO 75 R LA o ff R
EROHHO 75 L R 5 L I L CEFS# A IR L 72
(FE5ROTH2) o

B IRAT AT R 783BIFF 76961 (98.2%) (H AL A4561 45
Bl %&&t) ICRITER RO 5z, EEER (20%0L 1)
X, BEEAE4AS1IH] (57.6%) . FE039161 (49.9%). #1339
B (43.3%) AT BRI A RES24450 (41 .4%) 92 5727281 (34.7%)
THILO3BI (24.6%) . ALTHIMIS2HI (23.2%). 59516440
(20.9%)  #E739E162651 (20.7%) L FEAL160851 (20.4%) T - 720



#5 ARMERE (KEYNOTE-522:6%)

NLTHY) AT (H
T z) LML | 79 2R b
(ORI UL 3 JEE L OPRRRD | L OBERED:
IR LU0 e RLATOY AT (G&| 7T HARE
EF-ffez) ™ (390%1)
(78411)
EFS" |34EEFS#% (%) 84.5 76.8
(95% 15 HEIX ) (81.7, 86.9) (72.2, 80.7)
= RIEE 0.63
(95%1E HEIX ) (0.48, 0.82) -
Pfii® 0.00031

TR 7 — & 20214E3H23H A v M4 T

T BRICORIBINY — FEF WAL 2 7T 1R L bl & o
FE 7T 2R e OL#

§ EUa YTy e

113) ATRISEIREE BAGT A RS, BRI LTRSS
L) TNMZHETTIcAONI~2, LIZT2~4H2ON0~2I2
M AEBER A L2 WEENNRE SN B,
TNMAFEIZOW T, (AERFE M5 CTld American
Joint Committee on Cancer (AJCC) H7HIAY. HERSE
FiEt T ET E 2RI Z AJCCESIAT HV S L7,
MrEEyEE L LCRa7a ) Xv 7 GERIEFRIER)
200mg3A RS (Q3W) (Fa—AD1HHIZH#S)
VT O LEmEER G L. MisedimE s L TRa 7
0y A7 (HfETHIEZ) 200mg Q3W (Fa—AD1
HHEZHS) 293 —2#%5- L7z /¥ % ¥+ )180mg/
m’LAMM RS (QW) 1a—Z21HM. &a3—AD]1,
8. 15HEIC#S) KA VAT FF >~ AUCSmg - min/
mLHSEQIW (12— A21HH, &3 —ADIHHIZ#S)
1ZAUCL.5mg - min/mLAHMEQW (12— A21HM.
#a—Am1, 8, 15HHICH#Y) #4a3—A, ZOHRKF
VY Y EEE60mg/m® Q3W XIZ LYY Y VIR
90mg/m? Q3W (12— A21HMH., £a—ADIHHIZ
¥5) ROy zufrA77 3N (YR 600mg/
m? Q3W (12— A21HM. £I3—AD1IHHIHES) %4
TI— A5G, FEFUMEL YT ENE Y Vit E5
JH MR ARG & L BN L 72,

MIATEYERE L LT 7 RQIW (%2 — AD1HAIZ#%S:)
LiE4) L DfbERRE A BRI L. ARk e LC
7' ARQIW (%2 — ADIHHIZHES) 29— AH% 5 L7z,
%3, AUCHEAE M OEHREIC RS A VKT S5 F v ok
S58208HIcH 7o Tid, Calvertd e EAHV N7z,
Calvert®iX : #WVE TS5 F v 0¥ 5 =[mg]l=AUCHZH
[mg - min/mL]x CGhERENEE (GFR) [mL/min]+25) [7.3
Z7]

M2 EFS®OKaplan-Meierfi#t (KEYNOTE-52255#%)

114)

15)

ARATIATT (RIGFHIRL) LUEREE OGRS RA70)X7 GRIZFHRZ)

——— TIeRLALFEREEL O IRE, TR

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51

at risk%t A NN [H]

50784781 769 751 728 718 702 692 681 671 652 551 433303165 28 0 0

17.1.5 EEHEFAFE IHERAR (KEYNOTE-355:58%)

W - ST ISR 3 2 & B MO HHGEHE O 2R Wisks - F3E
L RITET D RV E v Z AR DHER2BE O LR R
H8ATHI (HARNSTH % &) ZXRIZ, RAa70) A7 (H
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el z) 200mg SMIMMEH S + bl (Fav sy
FROHNRTSF >, 2820 % 50l Lidnab-/37 1) ¥ ¥+ )L)
DRSO B IR N E&EMWA. 7I R+ bk (7
LY FE Y ROANKT ST, /37 1) % %)L Lidnab-/37
)& Ev)) Off RIS Lz EEREBR TR S
720 MEEEL, FAVIE U ROUHNVKRTSF o, 7)) 5%
)V idnab-/37 ) ¥ F v )uid, HHYERDSEE ZE IR
720 B MGEHECRAMEIT DO SN EAIC, BRAE
TR RTIERATFRD LN WEORRIICZE L T L EET
(. R LA O WS CREEI TSRO BN D FTRATH
VAYT (EETHIEZ) OG22 L5 MREL Sh
720 FEERFAMIE B I L BRI A IR (PFS) K OV (0S)
EEN, RATUYATT GEETHIRZ) +{biRso bt
JEPNE T T R HLEEEE OB & L L <. PD-L1B %
(CPS™=10) DHEE32361 (HARN286% &) 128V TPFS
PHEIER L2 (REKUHI) 2,
PD-L1KME (CPS=10) ®<a780) X~7 GEZFHIEZ)
LY I RN IVETTF DR G SN BEICE
VF B e VIR R BI1256B0 12260 (97.6%) (H A A 1440
1481 % &) WCRIEDS RO Hivize EREWER (20%2L1)
&, B7s6l (60.0%) . L6451 (51.2%) . BFHEREAMEES
Bl (50.4%) . WFrHEREA 4401 (35.2%) . 92574260 (33.6%)
MBI A 4161 (32.8%) . I/ IMRIKAME40B] (32.0%). H
MERIEAESSE (28.0%). ALTHEIN35H] (28.0%). MiH:30%1
(24.0%) « FAIMLEREK 30451 (24.0%) K OSASTHEHN27H61 (21.6%)
ThHo7z0
1#6) PD-L1% 583 L7-Mfad (EEME, ~v a7 77—
TN v o5sk) & SIEEIRE TR L, 100% 9 U726
#6  AWMEEE (KEYNOTE-355545%)
[PD-LIFHE (CPS=10) D #E#]

AT A
7 (EfET-HIRZ) 7R
200mg Q3W + LEERER
+ ALEEHR D (103f1)
(220%1)
PFSY  |hodefi [H] 9.7 5.6
(95%15 FEIX [H]) (7.6, 11.3) (5.3, 7.5)
N — R 0.65
(95% 13 HHIX ) (0.49, 0.86) -
P’ 0.0012

T :RECISTH A KA 1. 1UICHED BT A7 h g 58
I ERCoxIBING — RETIIZ LD 7T R+ b3k L oIt
§ Ela s vy lE

Q3W : 3 i ] B i -

7)) RAT70) AT GEEFIEZ) 200mg Q3W (453 —
ADO1IH B2 & U o bsf: GHYERAEE
TEICERN) 2 L7z [ A Y4 ¥ r1000me/mi
OB IWVARTFF 2 AUC2mg - min/mLARSE (12— 2
20HM. #%a3—A®1, SHBIZHKS), X7 ¥ L)
90mg/m® (12— A28HM. %I —AD1, 8, 15HHIZ
¥5.) Xidnab-/%27 Y # ¥+t )L100mg/m? (12— A28
HiE, #a—20nl1, 8, 15H Hiz#%45)]

75t RQIW (F£a—2AD1IHHBHIZHYS) LU To1k
SR HYEMASSEE S LIGER) 20 L, [F
LT ¥ r1000mg/mP i N VAR T T F 2 AUC2mg -
min/mLAYE (12— A21HHE., £2—AD1, SHH
W25, 2370 7 F2)090mg/m? (12— Z28H . %
a—2Am1, 8. 15HHIZ#E) Xidnab-/37 ) ¥ )b
100mg/m? (12— A28HMH., £a—AD1, &, 15HHIZ
5]

B, AUCHEE N EREBIZEDSC I VET I F v ok
Hao8HBI2H 72> Tld, Calvertd\ 7 EDSFH WS L7z,

1:8)



Calverto =, : #NVET 5 F » O¥5 8 [mg]=AUC H i
[mg - min/mL]x GRERAIEEE (GFR) [mL/min]+25) [7.3
ZH ]

X3 PFS®»Kaplan-Meier i (KEYNOTE-355:t%%)

[PD-L1F% (CPS=10) D& #H]
100
90
80
707 \
60 I’.
50 \
£ 40 e,

@ 30 L.

20 B WS

104 o T S
0

7 GfZ T4 2) 200mg Q3W

WAL (%)

-

0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# TS AR [ H ]

KRATO) AT (ffE ) 220 173 122 96 63 52 44 37 25 12 5 0 0
200mg Q3W +1bas#ik
77 R AL 103 80 41 30 18 15 12 8 8 7 3 1 0

18. ZExhEIE

18.1 fERA#RF
JEAIEP ODNASE & #E4E L. DNAGH N NZ 125 & i<
JEMPL OB ERETLLDEEZ LN TV AR,

18.2 HIESIEH
<7 ZDOLI1210H MK, P38 IR, B16A T / —=<. colon26
KR . MBOT6UREHE . Lewishfifgox L CHUESAEH AR
DNz VAT TF I EINEIEMERKEr X O"TYK-nu
(R) #MMIZRT LA NVE T T F L3RR L72h5, D
BEIZY AT 5T > D1/2NE1/4TdH - 7225730,

19. BB ICEET 2E{EFHME
— R FR © B VAR T 5 F >~ (Carboplatin)
b4 © (SP-4-2)-Diammine [cyclobutan-1, 1-dicarboxylato
(2-)-0,0Tplatinum
73 CeHiaN204Pt
Srf 0 371.25
bR

(0] NHs
Pt
(0] NHs

N S
7N\

)

PR A o#E R USRS IEOR R TH 5,
HKIZRREIFIZC L, T8 7 —)v (99.5) |2HRD T
FIz < vy

Al #9200T (53 f#)

20. MFVEDEE

20.1 AANX, SEROBUS LD BT 2O T, A H LR EIR
R, SV SRIER L TR S 2k,

20.2 WA T, #RAHTHT 2 2 DD 2,

22. @

(BIWKRTZF 2 ix5#50mg [NKID
5mL [1/%4 7)V]

(BIVRTZF 5% 150mg [NK])
15mL [1231 7 )V]

(BIVKRTZF x5 450mg [NK])
45mL [134 7))V ]
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