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BOEMODS & T, FEEPET EHW SO BERICD
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NEOHALZEER ST - BBREHFOEMOD
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1 BEEZEHEIH OS2 85 [EHIHIZHERRIKT T
Y BEGUEX A P BT 2RSS D 5]
2.2 RFIMO 4% & HIANHR L, EE 2B EAED

AR S 5 HBE
2.3 WFSUSHER L C W Al etk & 5 &t [9.551]

*%6. FERURAE

(GESESRE. R vllaRE. EAEE. TEEE.
EIN ok
JHE. RAIE A VETFF L LT, 1H1E300~400me/
m? ((RFEIAE) % MiEiE L. 2% L DARMRIEST 5,
INELZ =)V L, E5 2R, 2B, 51, Fi#
gl EIRIC X ) BB 5o

(DN &)

(1) @, TAZEH VRS I F L LT, 1H1E300~400mg/
m? ((RREAE) % el 2oL bLGAMKRES 5, =
NE17 =L, F5EEVRY, BB, FSEIT. FH.
L ERIC & D B ERR T .

(2) 8277 F RV EDIMIZBOT, EH., KA VR
75F > LT, 1HIMAUC6mg - min/mLA 24 & % JEIHE A
WZHEAL, 2 03BlMARET 2, chxlr—nvE L,
PG EMEV RS, 2B, HESEIE. BEOIRREIC X 0 HEER
T4

Gl

(1) FIAVA<T (EETHILZ) ROY 4 2 R PUErEE
B L OBFHIZBW T, @B, BALIEAINVETIF &L
T, 1H1M300~400mg/m? (ki) % SmmiEL. 4
R ER3EMKRIEST L, Thzxlr—vE L, #hxi0) R
o B, HHEIF, BEOREBIZIVEENT 5.

(2) PD-L1BMED v E ¥ AR EME A O HER2BE O Tl A
RESE BRI A Ra 70 X7 (GHEfaTHERZ)
BT Ly CURRRIE E OBFHIZBW T, @5, A
ANKRTFF & LT, 1HIAAUCZ2mg + min/mLAH 4= %
FEEET Ao BN G- % 208 L, 33 HIid k3§ 5.
INELIZ— Ve L, HHEBRYET, 2B, E5RE A
FHOIRFEIZ L ) EHIKT 5.
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3. #HR% - MR
3.1 #mk
NWVKRTZF2 | WVRTITF 2 | WIVKRTTF
ise s FEFHE50mg HEFHE150mg HESHE450mg
[NK | [NK [NK]
i 5mL 15mL 45mL
NA T )L 1N 7 v 134 7 v
B | WIVRTSF o | AIVKTSF | hVERTITF o
50mg 150mg 450mg
3.2 RAF DMK
HIWVKTTF 2 | WVKRTITF 2 | BNVKRTTF >
Fe s FHHE50mg HEFHE150mg ESH450mg
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LE2N {0 75 B~ f 8 (0 75 B O3
pH 5.5~6.5
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NRATO) AYT B FHREZ) RORAMLFE SR
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RTHIRZ) OBRTRLEASRT LI L,

(3) FIVE v ZHEMEEN»OHER2BEME THIEE Y A 7 O3LE
WP AR YRR L LT, RAa 70 AT (GEETH
Hez) RUSZ7 ) ZEFRVEDFRIZBVT, @H. BAIL
WEHNRTTF LT, LFOWSFhpoE: - JHa T
59%, B, HHaEiE, BEOREBIZIYEEMHT S,

- 1H 1 AUCSmg - min/mLA1S&E % MiEiE L. 2k
LMY B, ChEIr—VE L., 47 — VT THE
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- 1H1MAUCL.5mg - min/mLA 4 % St L, 274 <
EH6HMIRIET 2, HAIMPG- A 3MEHE L. ZNhxlr —
Ve L, 47— VFETHE5T 5,

ChREMERIES (FE3FE - \IEFE - fFFE - dReg
RicRES. BRUSHEAMOI -1 JRET7 73—
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(1) #4EZFRE - FT3FIE - PRERREMERER. BRXIIHE
M- TAET7 73 —EE - BFEICHT 505
EMEES & OBt REE
ARAT 7 I RETNRY FEDOPIREICBWT, VR
TIFrORGEROCEGTEE. ANVKTITF LT



635mg/m? (FFRIEFE) % 1H M EHE13400meg/m? (F
FmiRE) Z2AMAEFEL. P b3~LERKRET %,
INEIZ—NE L, HGEEDIET,
B, FHEROHRG HEIIEE, ER. TS 5 ot
BEPEREESANC X D EERT 5. T2, IECRm D L IdRE
10kg KA O/NBIZHS LT, G-I THIRESTH 2 L,

(2) MEFEICKHT 2MOREMESH & OB HEE
Vo) AF UREEE E = MR Y R EDBHFEEICB VT,
HNKRTTF v OFGEROEG B, AVKTIF &
L C560mg/m?® (AR #1HMAMEEL, Lk
L3I~4HMARIET B, ThEL1Z—VE L, 52T,
72721, 367 BEGLLT O EIEIZIZA VAR T T F » %18.6mg/
kgt ¥ %,
LB, BHEROHRS OHIESR, IR, OFHT 2 hofiE
PERESSHIC £ 0 BERT 50

(FERE)
M DPUEMEIEES & OPFHICB VT, @F, AR IVER
7S5 F & LT, 1H1AAUCS~6mg - min/mLAHY & % &
WHEL, P Eb3EMREST 2, chEklr—vE L,
G EMEVET, 2B, HE5EIE. BEOIREIC X 0 HEERK
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AR IR L. 309 DL ) TR E Y o
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HOWNEZHM L, ENNORGFOITA N7 4 52T EI|C
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% %7.2 AR A 1,000~1,500mL & HZ I IEREPNICIEA L 72

B, AR EPIERICIEAT 2 2 & KA OG5 725 Tl
FFI0mLEE 2 FEA L. @HEIERSEE L 2w 2 & 2R
LThoY)0eEtEAT AT ENEE LY,

GlE. FE&E

7.3 AUC BAE K OB R RE 123D R FI 0P 5212 DV T,
B 55 EORFDOTA N4 v EEBEICHET LS
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GhBEE)

8.1 BRIHEOEELBEHASEZ 22 EWHHDOT, WH
BRRMAS (Miahets, BreSREtets. BHREnES) 2179 %
& BEOREETGICBIRT A L, o B RIN
IZh72b EEWERAR S b, BIEMEICHER T 5 2 LA
HHDOT, FHIFEEIZITH)> &, [9.1.1, 9.1.2, 11.1.1,
11.1.4, 11.1.5, 11.1.12%H8]

8.2 BB MEEREED D bbb Z EAHHDT, IMiFhEHR
HIREE K BB AT e & BREDIRREEZ T4 s
T5Z & [11.1.1828]

8.3 KHI DG D 72 > TIFEG-CSFHLFI & oo # 4] 22 i ] 12 B
LTHEETAHI L,

8.4 ol - WEH:, EFRAIREOHEIIHERIEZ 22 Lh0H 5
DT, BEOREE T/CBLE L, #YRLELIT) 2 &,

8.5 By, I OB B IS EET L 2 L,

ChREMEES (E3FE - EIEFE - F3FE - PReE
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B8 - BIFE) (ST 2 ORBEHEES & OHFREE

8.6 PIHCHL ([PIARIMEE - VKT TF > UNR) ] %)
ARG TH I b,
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8.7 BAMCHL ([ L oUTENED R RAKGRIE - IS/
HEH NHHEANOEYIRLIHEE ANVKTFF
(F) ] %) ##FmT L2 L,

(FaBE

8.8 Bk ([EHE OO R VAR - #Inyh st
ik NUHENOZLEIR LGS INVK TS F

(FEMEHE) | %) 28GTH2 L,
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©
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FHIHIC LY . BYUEEAE SIS L 2 LD L. [8.1.

11.1.1=#]

9.1.3 KEEZE
R EGBmENHS5bNLEBENDED 5,

9.2 BiEEERE
EREREAME T L T2 0T, FERAD S SHbis 2 LS
H5bs
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TW3EE
e G & i L MR T aEE T A 2 ks
BHIHAFR H S DNDLZ END D,

9.2.2 MREMEMIES (FEFHE - BEFE - FFFE - fiR
HRREMREE. BRIIEAMOI -1 THET 73
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ICHEWVT, BREIPETLTVWEESE
HREEIE], R E, BEEORIUFIEREL, el Y
WP GRS ET 22 EREORETBLE L 23O EEC
BE5T5HZ 8, B, BHEEOIEE L L CGFR (Glomerular
filtration rate : SRERIAA @) S5 EHE LT, x5 =%
WF 22 EZE L,

9.3 FFiREREERE
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9.4.1 /NI OHEIETTRE R ARk O BE 55 2 LE DD 535
Al BRI T 2 A B ET 5 L,

9.4.2 RS AW REMED & 5 ML, ARFIF G J O 544
TR EMIILEY) 2% 35 L) F8Ed 5 2 L. [9.55 0]

9.4.3 /8= b P —DMLIRT BRI D H B BEIIE. ARFIFEG-
R O 54T th—E RN E ) e L 2 4 5 X ) i8E Y 5
N R AVAR LSy A A ol s Bl e ) o
W e KBRS N A R I 7/ ER BRI BV T
BEEEIRE SN b,

9.5 1¥i%

TR OIITIR L T A RO & 2 LIZI3% S L w2
Eo BER (T v M) ICBWTHRAEEER. BIREEE
HAPHE SN TS, [2.3, 9.4.281]

9.6 ®BILIF
BHLBWZ ENFETE L, BFER (7 v ) TRITPA
DORITHE SN TV 5,
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MR IE RS . BRI LA L — 1 Y S AET 7 3
) =N - B (SRS B MO HUENEEE ] & o B FREE
2BV, BHiH, RS 7y v a s —EEFEEO
BEEOFBIHHIIEE L, ARt MRIcEET 5
e BHOREERZBE L AL MEIHEGT L2 L,



9.7.2 SHEIT, AH % m Hi T BEgRHE 2 H T 2 555 L Of
M L7256 WR EA BRI TAVNEEZ BT 5 &
DIRED D B o

9.8 EHE
AR NIRGMBICRET 2% 8 8%
B GT5 2 b, — ISR RE
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WEEANTH 5
AL EERER (v
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1. BER

KOBIWERD S S5bND Z EDDH 5D T HEZ T3 TV,
BEPRD SNHEIIHG 2R IET 5 7 S R ALiE &
192 &,
1.1 EXAEMER
1.1.1 S5

PLIMERA (0.1%K0) . i (NEZ O Y ViEd (40.1%) .
FRIMERIEA (36.1%). N b7 Uy MEHD (31.7%)) .
BRI (56.4%) . 0FFHERIEA (7.4%) . M/ %A
(42.7%) « 111 (0. 19%K:i5) ZE03d H b b 2 &b 5, (8.1,
9.1.1, 9.1.28H]
M2 avy, 7+r7147%>— (0.1%Ki)

F7 =, R, N, MR, AU SR
B HbNIHEIIEG 2R IE L B AR RLEE T 2k,
B, AR OKRENHEZERLE, Yav s, THF7414 9%
T OFRBMENE L RLEMLALND, [15.1.350H]
11.1.3 BEEMME (0.1%)

FEE, WGk, DPURORIME . B SRGR R R SR A O R MR 25
Hobdb I endrOT, BT 5TV BEFED
LNZHEIIETHG AL, RIBRE ARV E R OG5
DY) R MEAITH T L,

11.1.4 aMBEE (0.1%K). 77> 3= —fEEE (HE

ANHH)
AMEEE, 77 A —ERERERHSDONL I LDH D
DT, BEE 5147w, BUN, IiEZ L7 F=>, 7L
TF=r e 7)) T T AMESIZERFE DR SN GE I EK
Hagik L., @R 0ELT) 2L, [8.18H]

11.1.5 A2, FF#gEE. 8E (O3 HEHERH)
[8.15M]

11.1.6 HILELESE. HILEZFIL. HEBF LM, HEEESE (v
ERARY EN)

11.1.7 HIMEER. BEEXEX GEEARH)

PG g5, BRI RS0 H Hbh b Z L H 5 DT,
g A+ T, LW - THSD D S bNEIC
3Gk L, EYRERIT) 2 &,

11.1.8 FREMEA LI X (0. 1%AKi)

PR (CARORR, LG - MR, 35 LWERS, . JEE
DI VI CHBNED O ) -5 %k L.
AL I RRAITT A2 EDHHDT, BEMENS S DI
7B G ik U B SR oY) 7 LE A 1T
Z &,

11.1.9 BHEE (0.1%K0) . MEE CHEERH)

11.1.10 Mot - T|ARE CFHERH)

g - gEmdE (Migete, M. 2 oMo BRI EHIR M
HESE) DB bbNDE I DD D,

1.1 DEBEE. 5 -0 FRE GEEARD)

11.1.12 SRR ESEEGRE (FHEA)

MR EPEE L, B B8 L 3 2 B MR EE
SEMERED D HbNADH T EWH D, [8. 1]

11.1.13 2MEFPIRESEAEREE (BHIEAT)

S HEATS B MR R, EEESRE. W HIPEDS F AR
WA OB XSO LN A3 HkE 2k L,
B RAEEITH) 2 ko

11.1.14 BEHODENEEERE (DIC) (HEAH)
M/MRE . MEFDPE. %~ « 7 7 VRS o i
A SR DR SN A 33 S 2 il L, B 2 L
#1TH T ko

11.1.15 SHEEE GHEARH)

MiE7 35— B, MH) /S — PRSI REN T &b
G EPIET L2 &,

11.1.16 EEE (0. 1%K)

HEE, HIBSDRH5bNDL I DD D,

11.1.17 BERIE (% aEREEREEZ ST) GHEARH)
FBITHD LSO X, FoboN, K, B, 58, Sk
FEEDFD S NG AIIEPE T E ik L. Y 2R LE % 47
NP

11.1.18 [EEBIRIEMREE (HERH)
BRSNS ARG 2k L, SR E (R
FIRT SRR M AR S OG- BHTE) 2479 L & b,
SEIRASEIES 5 T CREOREL O IcBigTs 2L, [8.2
2]

11.1.19 5 ->IMZLEE. BRERERR. REE (HEAH)
9 o MFLE, KBRS, REEEOMRREDDH 5 b
BT ENH D

11.1.20 BIEEM GHERP)
7 — L AR EOBEMEE DS Hbivd Z Ehd b,
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109% LI | 19%~10% i 19 A B
ik MR, EER |ZR
S E 55 TR I =G
FE R B H . AR
(LUNE) . |F. #$ikEE,
lEEn) i, EEE
FERE R L8R5 NN
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SR/ aN
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ALT EHIAST k5.
(10.2%) |Al-PLH., ¥
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AR OV
JUAE . mE E
P—— A MR,
fasRa REIR CHIR.
R L A
ENIIN 225N
FETa Y 7)
miE s ) 7 [ PuFl IR kv E
AN BB VNNI S/ S
AT T 7‘3”—)‘/\ 7‘]1[5—5%5
E@@*E A N ,)
UL RT AV
N Ny
Jii £ B F kA, N
B2 F§ (18.3%) DB, K E
P
&g MR|FEEG FIE O R, WAL, [IEUE, R
B J& 3CThH. W\ LA. B
(18.6%) AP, WA, |FEL K.
T G RS (R E A
(B8R, JERE, |77 3 v
Z 0 LS TN 7 AL (v N 0
ML SE) . AR AR | R, 5
H I F—7 IV
TH ) |
Jezwy &
Hj&s)
D) ML & L CHillAI o ’“'SL%’“ 9

)
112) SO XD BIEIRD B b b NI
113) JEREAR G
[ERZEIEA] KO [ZOMORIVER ] OB, 5t
FE an ARGRIF £ C O [ AR PR BUER6 2091 L2 35 I 5E 2 0 B
FAAIALD, 59861 % Er i 7 #EAEBI6 , 2186112

13. BERE

13.1 fEIR
AF % SR THRG LB, 2 EUREEERS 5D
N7z OHERD 5,

14. BREDIE

14.1 EFFARBFOEE

U AHE, AF72EETI /B AFF ROV A
F V) B TORASE S B2, INHDT I RETT L
DORLEEMETAHZ &,

14.1.2 KFNE, TVI=Zo A RIS LTHREBEWEIZE L, iF
BPETT 20T, FHICHIZ->TET VI =T L E2GHE
BRAZ VW L, [14.2.1581]

14.1.3 A#HE, $LEWTH 5 DT, MOBUEMEEER & &
BIELZWTZ &,

14.1.4 KFNIMBgHEEEZ H T 5720, FHEEEC
TLIENLE Lo BRI L2

ZEOWKTLLHEVIRT I &,

14.1.5 RFENIEE L WAL 28, TEB20#Ee )|

HZk,

;t?x%—%:EPLtT% Eo

I TFEEER
Al BEHIC

R

14.2 EFIREEFOEE

5 FRLE)

14.2.1 FHIZH-oTIET IV
Wz k. [14.1.250]

(R EERE)

14.2.2 KRHFNL, ABHAEGSOERIES (NaCl. KCl, CaClz
%) AR T AWICEMT A & ik, SEFM LN %
MTTHI L,

14.2.3 FIRNFES-12
P RTAE -
IR WX 91

15. ZOMDEE

15.1 BRERERICE D 158

15.1.1 KHFNL, AT ITF VG THEPBED LN L h o7z
SEBNRT LCld. ARMEARRD ST,

15.1.2 AH| & o PUEMELF ORI & b 2PEEmE (B
HILEAEZ LY GG b H2) . BHREEERER (MDS) #°
L DHED D B

15.1.3 AF oG EKE2ERL L, Yav s, 7TH7414 5%
¥ — OFEBHEDE < 72 AEIADS A S AL, FRIZHEEA O
G e$Ah8nl a8 2 5 & OMHEENLEE & 72 5 L O®RED D
%o [11.1.22M1]

15.2 FEEREREAER (ICHE D 153k

— U reEUCEREE T AW

BL, EEASMBEINRNS & FESHR
BBLEZRI T2 DD 5O T, BEAIMBEIMNC
BEICHEST LI L,

15.2.1 KHNE, ML OV M) 7 SSERRAINE L L2 S5k
HEDOLNTHEY, £720 NARAY =120 5tk w5h
HEPEDFRD BTV 5,

15.2.2 7 v b O@EFEEE FIRNES) 12X ) FTFRK
OFLIR DI RIS IR ORIREIHEDIEE L 72 & DWED D % o

16. ZEAEIHE

16.1 MAEE
DWABEIZH VAR T 5 F »75~450mg/m? ™ % 18] i i
L7zk EolmdigE 0B IZSHEoRENREEZ R L, off
OFINE0.16~0. 32 pAHIZ1.29~1. 6915/, yAHIL
%~%ﬁ%ﬁ%b\k%ﬁ@ﬁw?ﬁ?%yu&%%ﬁ$#

L FEe BHoREE & HICREEICm & Yk LY,
) REN DR E 72 FHE13300~400mg/m* Td 5o

16.5 Bttt
NIRRT T F v DOPABENZBIT B IRPEEE, #5-% 1L
<. miEEE L7z & & 524 1257 ~82% A3 HEt
Ense,

17. ESERECIE
17.1 B3R ORLMICET 555k
GEMESRE. MvvEfamE. EAEE. HEE (=
HEE. B NE)
17.1.1 ERERREAEBRRIE
FRPRAS MAHEER (H VR T T F o~ HMHEE)
WM (ERE) 3RIOEBYTH L,
1 BEIZEE

HERE) . FE

12X B Az

s FRHTAS SR | 58 | ARy | A | AT | A%

- JEBI% | (CR) | (PR) | (NC) | (PD) | (CR+PR)
BRI 70 1 13 | 338 | 18 20.0
Jiti /IR 9626 51 0 13 | 21 | 17 25.5
Jiti /N AT 29 0 7 15 7 24.1
Jili /NS 18 1 4 13 27.8
Jiti /I e 9 18 0 6 10 | 2 33.3
SR 21 1 9 7 4 47.6
PE=Rra 50 5 14 22 9 38.0
T Y 31 2 4 16 9 19.4
k) Lo SEY 33 2 11 20 39.4

*) ER =AM, A=A
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F7o, BHSEMEKR ORI LZ R E LAV RT I F 0 25
GO LSRR & v AT 5 F 0 R et bt AL REE & DR
IR CTL A VR T T F v OF WD FRD ST
A 14,15) .

it R 5 T AH Bl OV PR 2 T AH BB 0 2 VR REAE 1 12 B8
W TR S 7z e BIVE T R O I R R A 1 R T - TR
M. BACORIR. SgEEEk. FEG MG, F sk
AL NEZTE VD, R N~ b2 )y MERA
ASTEH. ALTEH. BUNEH, 2L 7F=r - 27T
VAT, s LT F oy FRETH -2,
(GE/imBa R
17.1.2 BHERRHBRRR IR

WM BT 2 I NINE 2 R & Lz VR T 5T Bl
JRIA K DR R OAEAHIMIEER2O L B) TH S,
2 BRI OEALHIM

B ﬁiﬁfﬁff’%@ Z5N 151 RN | A

JEBI%EL | (CR+PR) (%) (HpJefit)

Kreisman et al.® 70 6 9 6.57 1
Kramer et al.!” 50 6 12 —

Bonomi et al.'® 88 8 9 31.7:8

F7o. MR R E LIch VR T I > 2 &40
(AR BT B BN ORI E3O E B ) TH 5.
#3 R OAEAFHH

NS AR S | 225 R | AAFHIE
PR | b |(CR+PR)| (0) | (Pl
PNETLT T 16 16 27
HNKT T F U+
o0 B | 190 43 23 233H

(ImEE (EERRS))

* %17.1.3 EREREBREKTFR (GOTIC-001/JGOG3019)

(LRI R M OSSR & 5 BB 00 722 b Bz PRI
PVAEJ b O JE S8 M B R B 655 (H AR A60061 % &rdr) %
HRIZ, X7 & F 2 )V EEFEE VR T T F BN
5. opfHEeE (dd-TCiphf) OFRIMER MR, /X7
) F bV SRR & VR T T T SR & OB R
(dd-TCiv#) Z xR & L7z M0k 2 AL IE S M kb e sl B o st
ENTzo FEFFME H MmN (PFS) & &, dd-
TCipHi3dd-TCivE & b L TPFS# LR L 72 (4K U)o
dd-TCipBE D LR IERIE. P BB (94.9%) . Fi
BRI (94.3%). £ (94.3%). BiEHE (89.2%). ARtk
JERE = 2 — 18 F— (85.5%). IMU/MREGED (80.1%). B
L (62.5%) THo720 F72. dd-TCipkETdd-TCivE &
B L CHBLEIEDB% R o 72 BIEHIZER (34.1%) .
17— T IVEBEIESE (9.5%) Thoiz,
4 ARG

dd-TCipf) dd-TCivi
(327%1) (32811)
PFS o [A] 23.5 20.7
(95% (5 HHEIX [H) (20.5, 26.9) (18.1, 22.8)
A= R 0.83 B
(95% (5 IX 1) (0.69, 0.99)

T CoxlefINY— FEFIWVIZ L 5dd-TCiv e DLz

D) 21HME %217 — v e LT, /8271 % £+ )0180mg/m?*%
1. 8, 15H HIZHMEEE, #IVA 75 F >~ AUC6mg -
min/mLA S &% 1H B IZJEERNES- L. 6~827 — Vi
DR L7z
20HM %127 =& LT, 782 % ¥+ )80mg/m?%
1. 8. 15H HIZMimEHE, 7 VKR 7TFF »AUC6mg -
min/mLA &% 1H H I SEEERE S L. 6~827 — )
MR L7,
B, AUCHEE K OVBERAEICED S A VR T I F v ok
HEOEMIZH72-> TiE, Calvert RN S 7z,

12)
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Calvert®z; : #IVEKT 5 F » 0¥ 5 [mg/body]= AUC H
flilmg-min/mL]x GhERANE#E (GFR) [mL/min]+25) [7.1
Z ]

M1 PFS®Kaplan-Meier i1

dd-TCiv
——— dd-TCip

SERATE A AT (%)

.
D 0 )

48 60 72 84

SEREEAAEI M [ ]

24 36

at risk#
dd-TCiv 328
dd-TCip 327
&)
17.1.4 EFEHEFESE TEFER (KEYNOTE-522515%)
FVE VO EARRE Y OHER2BEVE THIZE S ) 2 21 o i fy
WOFLREEEL 17460 (HARANT6B 2 &) ZxfRIC, AT
YR L L ToRATEY) AT GRIEFHIZ) LAk
EE PR RO ERED L LToRaTa) Az
7 GEfE TR ) HAERET DAY O EAs. Ml
EWpRE L L CO T TR AL L o RE. ROl
BRI E LTO 75 B R G 23 e L EEH
Brotat Sz BREFFMEEE O — 213 EA X2 N AR
(EFS) & &, Migio~Ra70) X<v7 GEETHIEL) &
LS L OB R OO~ 70) X~7 (BIZT
FAR 2 BRI SE, T T T R LA OBk %
EROHHBO TS R G L L CEFS# A EICIERE L /2
(FRERUH2) o
B IRAT AT RABITR3BI P 76961 (98.2%) (H A N45%61 145
Bl Et) ICRIER RO bz, EaEER (20%LL1)
&, BREAEASIHT (57.6%) . HEL39161 (49.9%). #1339
B (43.3%) I HR BRI AMES2451 (41.4%) 95 5727251 (34.7%)
THIL936I (24.6%) . ALTHMIS26I (23.2%). 589516440
(20.9%) « 77 9E16261 (20.7%) AEFL160£1 (20.4%) T > 720

246
240

133
156

85
117

74
100

64
78

49
57

31
38

#5 AMERGE (KEYNOTE-52238%)
~ATOY) AT (E
el z) 2fb5| 77 v R EfLER
RS FRL L ORI | o R
ReE S A3ES RATOY AT (#|  TTERE
{ETHRZ) (390f1)
(78441)
EFS™ |34EEFS¥% (%) 84.5 76.8
(95% 5 HAX [H]) (81.7, 86.9) (72.2, 80.7)
N — NI 0.63
(95% 12 #E X [i]) (0.48, 0.82) -
PfE*® 0.00031

T PN 7 — & 1 20214E3H23H A v b4 7
I BRICoxIBINY — FEFINIZ L B 7T bR EAbsgEE L off
RgE 7T £ R 0k

§ 1 R@Ra T e

13) ATRTSEYERE A BT A RN, IR EOU RIS
LD TNMAGFECTTleADONI~2, LIET2~40DON0~212
AT LEBIEE T A L WEEPRRE SN, B,
TNMAGFHIZDOWT, {GERFEHERT B E S I T ld American
Joint Committee on Cancer (AJCC) ZB7HIAS. iRERFE
FE T ET A 2M LRI X ATCCEESRRAT IV B 72
WHEEY L L L CRA 7)) Ax 7 GEEHEEZ)
200mg37A I MFEHE 5 (Q3W) (#a—AD1HHIHES)
EDT AL RE A PR L. el LCRAa T
0) A< 7 (EETHEEZ) 200mg Q3W (% a—AD1
HHIC#HES) #9a— A5 L7z 379 % %+ 180mg/

E4)



m’LAMEREES (QW) (12— Z21HM, &%2— 201, (24.0%)  FIMERE I A30180 (24.09%) e N ASTHEIN2711 (21.6%)

8, 15HEIZ#%S) RkUH VAR5 F > AUCSmg - min/ TH-7
mLAGEQIW (17— A21HM, %3 —AD1H HI2#%5) 1#6) PD-L1% %3 L 7-Mifask (EHEME. ~vu7 7y -2
YI1FZAUCL.5mg * min/mLAHYSEQW (13— Z21HHR. KON VoRER) ERBIESAE Cl L. 100% 3 U 7-fE
FI—AOL 8, BLHHAIET) &43-A, TOREFE %6 AMPEHE (KEYNOTE-355%48%)
VIVE Y U EETE60me/m? QIWILIE T YL T VIR [PD-L1BFHE (CPS=10) »HE#]
590mg/m? Q3W (12— A21HM., £a2—ADIHHIZ NATOY AT
#5) RO 7ukA 773N (WKW 600mg/ 7 GREZFHIRR) TIER
m? Q3W (19— A21HME. %I— 201 HICHES) %4 fofénf QW | AR
< ca s e e . T (10311)

I=2HH. FFUVEL Y LRTELEY Yk, B (220f51)
M AR R L7 PFST  [iefl [A] 9.7 5.6

FED) ARTEMeE LT v RQIW (42— AD1HBIZH ) (95% 15 T IX 1) (7.6, 11.3) (5.3, 7.5)
L) LE—OFEEE B L. MR LT A= FIEE 0.65
75 HQIW (%7 — AD1H HICHE5) 297 — AHe 5 L 7=, E%?Emg%) <0§®%%) )

B, AUCHRIRAURRIEIED A NAETTT 2 OB S RRCISTA 4 194 > 1 U165 < B Ml

BmofFcdhizo Tid, CalvertdR iz ESHW S 7z, T BRYICOKIBINF = FEF I L B 75 bR + LR L g
Calvert®x®X : INVEK T 55 v D5 E[mg]=AUCHEE § - R@ylu s g v s BE
[mg - min/mL]x CGREkAESE (GFR) [mL/min]+25) [7.3 Q3W : 33 ] R 5
BE] 7)) a7 AT BIETHIEZ) 200mg Q3W (£ 32—
M2 EFSOKaplan-Meierfii# (KEYNOTE-522350) xm HBIES) LUToems ERmRs
100 4 IR ZOEH L7z. [4 24 ¥ 2 1000me/m
90 s — U‘7‘J )I/‘]‘7 7 »AUC2mg - min/mLA%E (12— 2R
3 jg T — 21HM, %a—Aol, 8HBIZHKS), /87 1) ¥ F L
EW 90mg/m* (17 —A28H M, %3—2AD1, 8. 15HHIZ
i: 50 #5) Midnab-/%7 Y % ¥+ ) 100mg/m? (13— 228
i;‘E Hi. &3—2A®1, 8. 15HHIZ#%5)]
= 20 ] RATINACT (RIGTFRIRA) LA OB <4700 X7 (GIEFHLRE) (IS) 705 © h]:QSW <% S AD] El E - :IFQL?) (‘: U\‘F@,ﬂ:
09 s, e sk (HSE MBS IR 200 L7 [
’ 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 hVIE /looomg/mzﬁo\ﬁ}[/d—7 7-7-:/AUC2mg ’
AN METERIE D] min/mLAEYS & (13— A21HM. £2—AD1, 8HH

at risk%

#5237 1) 7 F 0 90mg/m? (17— A28H ., %
a—ZA01, 8, 15HHIZHS) Xidnab—¥271) ¥ ¥t
100mg/m? (12— A28HMH., £a—AMD1, &, 15HHIZ

390 386 382 368 358 342 328 319 310 304 297 250 195140 83 17 0 0

17.1.5 EFHFEFEMHEHSR (KEYNOTE-355:8%) 5]
W - AL 2 2 SO RGEIED 2 VIR - 55 BB, mmﬁ@ﬁ&@m&m_%o<ﬁ»f77%/®&
ALRAHETIED RV E  ZERE 2 D HER2E O FLEE HEOHERIZH 72> T, Calvertdize EATH WS 7z,
FRATHI (HARNSTHI % &) ZXRIZ, NATO) AT (i Calvert®x : # VKT FF >~ D5 &[mg]= AUC H =&
faFHffiz) 200mg SBEIRRE G-+ L@ (Fav e s [mg - min/mL]x GRERAEER (GFR) [mL/min]+25) [7.3
TOHANETFF >, 73705 Ft ) Lidnab-/37 1) ¥ ¥+ L) S ]

DU AFEDOEER LMD, 77 R +{ukd: (7

R 43 PFSOKaplan-Meier ii## (KEYNOTE-35575%)
LY FEYRONNARTFT . 78715 %) Lidnab-237

[PD-L1Bst (CPS=10) @]

)7 XLIV) OBFREERBY L S EERRBRCRE s -

Fro WBEE D, AV HEYRUNNETIF o, Ko1)o % %] L) Do
BV Lidnab-82 1) & F v, HUERiAEE L 10N BT

oo B, BHEEHITHREETARD N B a0, REHE Sl

Fi R RIRIRATER0 5 M W EE DRI 252 LTV %%f £ 50

& WA B CHREETHBOSNL ETRATT £ 0 by

VAT GRETARZ) ORGENET 22 LA iEE SN ] N

720 EEFFAGIE B (3 BT A AR (PFS) f ONax R (0S) 10 AR R
L&, RATOY XY GRETAIRE) +LFHEO b e eavesiesasessvsessveiad
WL T T AR HLERE OB & L €. PD-L1R 1% at riskE T AN L)

(CPS™=10) DHEH32361 (HARN28B% &) 12BWTPES %é‘mﬁé]\ﬂ?f;ﬁilw” 220 173 122 96 63 52 44 37 25 12 5 0 0

EFHEIERE L/ (F6KRUTH3) 2,
PD-L1EYE (CPS=10) oxA710) A< 7 (GEIEFHIRR)

77 &R LR 103 80 41 30 18 15 12 8 & 7 3 1 0

ALY RHIVET TF DRSS N BEICE 18. ZEhEEIP

VF B2 LRI R R B112561 12261 (97.6%) (H A A 1441 18.1 fERHFE

4Bl% &) \CEWERDSRRD Sz, FEAEWER (20%2L1) FEAILA ODNASE & fE4A L. DNAGB K Z il &<
X, BI7560 (60.0%). HEL6461 (51.2%). IFhERBAMES PO EZHET A LD EEZ LN TWAE,

Bl (50.4%) . WFHERERA 4461 (35.2%) . 574261 (33.6%)-. 18.2 HiEEIEA

MR EGRA4161 (32.8%) . /MBI EA0B] (32.0%) . F1 ~ w7 AOLI210F 1fiy%, P38SH ML, Bl6 A5 / —~. colon26
MERFASESSE (28.0%). ALTHEIHNSSH] (28.0%). Mi:-30%1 FEE . M5076INILIE . Lewishlifg 2% L CHUREEH 2 2

OHNTze VAT T F VI EMERKEr X " TYK-nu
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(R) MRV LA WA T T F B PE % 7~ L7245,
FREELY AT TF > D1/ 2L /AT - 7-25-3D

19. BRRSICEET 2E{EZHHEA
— R ZFR - VAR TS5 F >~ (Carboplatin)
1b2#44 © (SP-4-2)-Diammine [cyclobutan-1, 1-dicarboxylato
(2-)-0,0Tplatinum
3 F3 0 CeHiN204Pt
¥ - 371.25
b

2

NHs
Pt

N S
N\

NHs
0]

PEK - Ao A3 S EOBETH 5,
TKIZRREITL _< {, Iy =) (99.5)
F1z < vy

Bl #9200C  (401)

20. BBV EDEE

20.1 AFNE, BRCBIC L) T 20T, EAH G Hi
ZHELT, AMERIEZITEL L TR 5 2 Lo

20.2 WEH A TIE, M@V T 22 E0H 5,

22. ‘@&

(BIVKRTZF 2 ix5#50mg [NK])
5mL [1/34 7]

(DIVRTZF x5 150mg [NK])
15mL [1/34 7)V]

(BIWKRTZF 2 ix5#450mg [NK])
45mL [1784 7 V]
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