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1. IILBIZ

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
5D, 5T, IWEORHFHMOEANC LV | PUREIKSL 22 & OF 072 5T RE %
FFEIMPARINDLH T, 2N O DOEHKZEICHLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & OO FEARTTE 2016 CEAL 28 4F 6 H 2 H BRI E)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

HORE R ST SRR M T 0 7 7 A VDB RO EI S, & B S T
B ENDHD, ZDH, AMELOLZEMHEICET L ERSHERT 5 TOM,
WMELEHL O BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDNREEL U7 BRIC B et i & & D 2 & DS AREZR — 18 O B ZJiis 7= 3 A% BE CHE
THZENEETHD,

LTeBRoT, KAA RTA 2T, BIFREREC I E TIZE LN TV A EFIKER -
BHER LR EED & | LU O E IR O feii 708 FH 2 HEHE 3 2 8LA & B B B %
F RO EFHE R~T,

B, ARITA KT A 0%, MSIATEBOE NESE SRR S, A AR AR
BRI s . — M N B ARERIR N E 2 L AR AR A B ARls ABHIES 72 D
Whov EER LT,

MR ERDERN : NLaTn Y X~vT (B HHZ)
WERERDMEINE - AT XTI TR O 1= S
ST T = S
MBERDAERORE - <HET IR O 715 Sk >
L OPUEEMIEE A & OPFHICB VT, @, AT, NAT =
VRA<7 GEEHELZ) & LT, 1 200mg % 3 #HFRREX
1% 1181 400 mg % 6 FEFENE T 30 202 CRiiirE3 5,
< I P T S >
VAT T F o DT RIRE RGBS & OOFIZ W T, a8
W, RN, NaTr ) X~vT (BRI z) & LT, 1E
200 mg % 3 MEEIFE X 1 18] 400 mg % 6 F I F R T 30 750>
U CRTERET D, &G WIEIZ 24 » HE TET 5,
KG LI DIEIES - RAT R Y X7 (BEFHIEZ) - XTeTrn=4—F 7T
N7 7 GBI TR Z)
R ERDMENIHE - T UITFRO 1= S
JAPTHEA T S
REERDMEROHE « <HEATUIXFHFR O 1= S >
fh DO HUEMEIEEA] & OSFHICBW T, B, A, XA7 '
VA< 7 (BIEFHIZ) RORTeTre=4—E TL77
(ExTHHLz) & LT, 241 [E] 395 mg &N 4,800 HAL




Z 3 EMME I LA T e Y X~ (BE R z) RS e
Thrun=F—¥ TNLT7y (Blafz) LT, ZhEn1
[8] 790 mg KUY 9,600 HAAT % 6 M IR TR T #5795,

< JRy T EAT - S >

VAT T F o W T RIRE RS R E & OOFHIZEB W T,
WAL, XA T R X7 (EEHEZ) KORTe T
nr=F—8 TNLT7y (BrHEz) LT, At E
395 mg J () 4,800 BNz % 3 MR IR AT 0 ) X~7 GBI
TR Z) RORT e T ra=F—F¥ 777 (Eis-#fz)
E LT, ZNFI11E 790 mg K Or 9,600 HALZ 6 i [ fE CTHe
THRE5TS, HEMEIT24 » AlETL 95,




2. AFOKK, 1ERBERF

RAT7nl) Xv7 (B Z) CUF, TRREEERA) X, PD-1 (programmed
cell death-1) & Z DV > R THD PD-L1 LUPD-L2 & OfESZEH#AET S, & Mb
[gG4 &/ 7 a—FNAHURTHhHY, XaTvn ) Xv7 (Baf#z) XJe71re=
Z—¥ TNAT7y GBEETE#Z) (BUF, TRFERAD (LR, mAlE TRA] &
) RV E RS eTAan=X—F TAT7y GBETHILZ) 2587 5EAKIT
B 5D,

PD-1 #REIE T A 5028 B AR AEAE s WAL D 72 D12 28 AR A3 -4~ 5 272 e g il 40
AA w F T, PD-1 1%, EFEZRREBICI W TEER T HifuoMinLmIcBELL, B %
P2 SO % B e AR Tl 72 e OS2 %, 37ebBH, PD-1 13U T2 R EfH
ATHZ LKV PURZRRICL D v 7P Ve AICHIET 2% BIKTH S, PD-L1
DIEFFRIC BT 28BUT DTN TH LN, L OB AMBTIX T OB X %Mz 5
IEEBENCRBLL TV D, BAMIREICEIT D PD-L1 OERBIL, B, s,
JfAasE . SROLE ., FE/ INRRIE 7 & OB A Ze A TTRARK 7 TH Y | fRWALFE
& OFHBAMENHE STV D,

BEE DD DGR T & PD-L1 FELOFEEMED S PD-1 & PD-L1 OB ILNEE O
FFE AR B W CEERRE ZH ) Z L AVRBREINTEY B2 ARROER L L
THFRES TV D,

Ryernru=F—t TNLT7y (BETHAEEZ) X, —FREHSRFTICE 7ua
VEEGRET D R ) av X —BThDH, B Tva UERIIKE THEROMIaN~ R Y
o I ANAFET HEPETHY, "o Tin=F—F TiL77 (GBI z) OF
PEIZ X0 B2 TR D o3 Bt e ONRaB ME 0 L, 2 FICRIRER 5 & 25 B O 262D ME it
b,

RA7n ) X<7 G&af##z) L. PD-1 & PD-L1 X ONPD-L2 Ol U 4> KO#E
BEMET D Z L0 | B/ NEREE T O RS ARG EME T U v SBR &2 iEME L
S, PUES R 2 TEE(ET 5 2 & CHUER R 2 RIS 5,

AEN OB IS < E OGE SOSIZ L 2EIENER & b oi, B XIIETIZ
ELARMEND D, AFOEGH R OREG&IZIT, BEOBIEZ 512470, A5
O BTG EITIE, I L2 H RIS U7 MR 2 sk & SRR 2 Fr o pl & #E L Cl
B2 ERRZ I 2 ATV IR OSEROGIZ K D EIER S b 2 581213, BRI E RV
RO GFEDWY)IRALE 24T 9 MER D D,



3. BRERAE
AT T HR O 5= SEf K QR Tl T 1= SEfE 1
i 4T o 7= T 72 AR BR O ol & 7R 4,

m {ﬁﬁ H%ﬂi%%”@%wu E# \—uq:

[G2hE]

O [FEBLFRFENAERE (KEYNOTE-826 #klR)

FRIBHITRIE DI 72 < ACFIRIERE D 220y (LR & L C oG IZ% )
T UIHROFESEE 617 51 (AARN 57 HlaEle) k5T, sl FE b &
fOPUEMEESA (N7 U 2 XAV ENT TZF TP NN X7 (BinHEEZ)

CATF RN X7 En9,)) & OOFHRE GREFHERARE) " ORIMER D%
AR, T TR L MOGUEMEES & OOFRE (77 2R P AexiE L TE
BB CREt SN, FEERHMEE BT AAEAE (BLT T0S) &9 ) K OVERHE
AL (LU TPFS) &9 ) & S, il RAIRE L 7 7 2 AREE & g LT 0S
KOVPFS ZHEIER L7 (1, K1 AUK2),

*1 o SR ERLE] 200 mg 3 MR (LLF TQ3W EwH,) & (Fa2—2d 1 HEIZ
Behi) L LUF OPUEMEERA] (RBREYEREE Z LRI onF oz L
77
o N7 Y BEFEILIT5 mgm? KOT T FFRHA (A7 FF 2 50 mg/m? T NVRT
7 F > AUC 5 mg: min/mL ¥4 &) OJEIZ Q3W (%2—2AD 1 HEIZEE, v A7
TFFFa—AO 1 HAXIL2 HRIZES) TKE,
o N7 Y BEXEINIT5 mgm?, T TFFTRA (AT TF 50 mg/m? UTXANVKRT T
F-> AUC 5 mg: min/mL 24 &) KONy X~ 7 15 mg/kg DIEIZ Q3W (% 22— A
D1 HBWEE, YAFFF I/ a—20 1 HAXIE2 HRICHRE) °&FY5,
#2778 RQWEE (Fa—AD 1 HAICES) L*1 &R—OPEEELA] GRERIY
ERIAEE Z L8N oWV iunE i L,

#£1 FiIMRE (KEYNOTE-826 3{E)

ST e AR 77 v Rk
(308 1) (309 1)
R [H ] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
os™ AP R 0.67
(95%CI) (0.54, 0.84) —
P ™3 0.0003
i [H ] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4, 8.4)
PFS™ ™ AN — R 0.65
(95%CI) (0.53,0.79) —
P ™ <0.0001

Cl: {Z38EX[H. NE : #ERFE 2021 %5 A3 HT—H By A7, *2: &R Cox i~
— REF LI ot677‘IZ‘J‘E$}:0)H:$x *3: J@hle 7T v U RGE, *4  RECIST HA4 KT A4 1.1
Wiz HE2 < IRBRH Y EATHE



100 ‘-'-;\‘
90 .'“\\\
80 s
70 W, e ~
—_ ‘, ”\
* 60 .,
ﬁso \--:.‘“h-ouﬂ
9'40 -hnnq.l...
30 T
fo — AR
01 ___ Js5esm
0 . v v ’ . '
0 3 6 9 12 15 18 21 24 27 30
at risk2y EFNNE(B)
RIEREEHKIE 308 291 277 254 228 201 145 89 36 6 0
TS5 RE 309 295 268 234 191 160 116 60 28 4 0
B 1 OS @ Kaplan-Meier #i# (KEYNOTE-826 #5%)
100 r
90 R
5 G
80 - \ 1
£ 70 - Mk
60 1 \\
50 - X
LN \
!40 2 ~ o-—\,,~‘"
x30 y : \n -
N
00— mmmrnwm ey
107 F5u#m
() [ — S . ‘ . . .
0 3 6 9 12 15 18 21 24 27
at riskEy RINNEFIEM (B)
RIS EE AR 308 263 229 155 123 110 70 35 10 0
TS5t REE 309 259 195 113 89 71 39 13 1 0

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-826 3ABk)



(PD-L1 ZEEUR DA D A 1)

] BRI R 25 T AHRASR (KEYNOTE-826 #R) ([CHAAN DI BE DT —ZIZHED X
CPS" BN AT 24T o To A (BRI 22t 2 B le) M OVZEMEORERIZLL T O LB Y
ThoTl,

SEER R RIFIREO A MEICEI LT, CPS 28 1 R DHEIZ, PES LN 0S DL 2h 5%
T hSWEABRD b (FR2 KUK 3, &3 KUK 4),

2%, PD-L1 OFREILRPUC & 6 miliF Ao a7 n 7 7 A VTR TH -
776

* o JEESERR ISR D PD-L1 2% Lotk (M, ~7 e 77— KOV o /REk)
B imEgE A Chr L. 100 %2 3 U7 fE

# 2 PD-L1 FERIBID PFS O H T R (RREYERHE.2021E5H3 AT —% v b4 7)

. Bl A2 ML HPIE [95%CI] A~ — R REAERHO p i
AR BTE B %) ) [95%Cl] ()
oPS<1 MR REIEE 35 23 (65.7) 8.1 [6.1,12.6] 0.94
75 v R 34 28 (824) 82 [6.2,104] [0.52,1.70]

MR REIEE 115 70 (60.9) 11.2 [8.3,15.3] 0.68
S )
1=CPS<10 7T B R 116 82 (70.7) 82 [6.3,10.0] [0.49,0.94] 3 04269

o5 Vi 4. v | Y
CPSZ10 MR REIEE 158 87 (55.1)  10.4 [8.9,15.1] 0.58

7T R 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]
Cl: {FEXH. *1 : YIERZEEC BT 2=REEE (FIGO 2009 /73EICES<IVB #) (HV, 72L), <X
VA= TOHOERE (B Y, 7o L) KONPD-L1 OFBLRM (CPS 1 AKJi#i. CPS 1 LAk 10 A, CPS 10 B 1)
Z IR F- & L7z @R Cox Heffil¥— REF L, *2 : ORE5R., @PD-L1 BHRN KL VOOF 58 L PD-L1
FEHURIL E DA RAER 24258 L LI2IEBNI Cox (LI — RET L, *3 : RRAY ity




100 = 1 '-1_.}
T l|'~-|
: 5 S 23
= s 1 x =R Vo
= L \ = o] . o \
=z ' S R e LA R 0 LT e SR R
c | L \,
3 II. EXE Lob N /
o e » 4 == M
T A - Y L o40 A s L, |
:: 1 g2k I g 1 . H—,
z Y ~ % 4 g b
§ / t t ‘ e sy
£ 20 1 — L o i
& A i & ] TERAH h
: e R R N R
L " - . - - a9 i L 2 Z s 27
. < % 3 4 . u ]'. 4]' ._g 21 23 . =ik ul sk Tanme Iroan Barclonmealam (menlks)
Number at risk Time from Randomization {months) e st e ] e
e e o PR : ' g SREERARS e 81 43 s 43 31 13 3 I
SR RAIRE 35 25 21 12 1 9 4 | a g 75 KR g aa 73 4 14 4 In n 1 n
FoEABE M 0 25 I 8 8 1 0 0 0 8 . ' - ’
L] Py
- D
:'D et e 1
= 807 \ T,
7 "] i T L B
£ \ -
= ] =
P Hi W -
1 e
b
- X
Eoan / : .
=] 1 1
= 4
o
i = —_— “
o2 O TEREE L
=
1] T r - T T
a 3 ] £l 1z 15 18 Z1 24 27
Mumnbser al nsk Time fram Randomization (months)
TR 158 138 129 EO 62 55 s 21 7 0
75 B REE 158 131 95 0 47 i3 19 0 0

3 PD-L1 BEELREFI D PFS O HREEHTE: D Kaplan-Meier R
(RN ERHE. 202145387 %y b47)
(EER : CPS<1#£HM. ALK : 1=CPS<10£HMH. T : CPS=10 £H)

# 3 PD-L1 ZBLRIAID OS @ 1 [BlH OFRIEITHEERE Q021 %E5A3BTF—2hy A7)

PD-L1 J&R BeGHE

Bk

A R b HRfE [95%CI]

AP — RH" ZEAER O p i

(%) (H) [95%CI] (Wfal) ™2
STREREREIRE 35 20 (57.1)  19.0 [12.6,21.4] 1.00
CPS<1 e 0.53, 1.89
Jowap 34 20 (88)  1gg ryy7.0157 053189
SSTREREREIRE 115 52 (45.2) 244 [182, —] 0.67 03278
<CPS< e 46, 0. :
ISCPS<10 o pmme 116 00 (569 159 [13.4,235] [046*3097]
CPS=10 SRR RLAIRE 158 66 (41.8) — [19.1, —] 0.61
- TIRREE 159 88 (553) 164 [14.0,25.0] [0.44,0.84]

CI: {FHEXMH, — : #EEARRE, *1: #IE

EZN

SR 361 2 IRIERE (FIGO 2009 27 4EIC HS<IVB #) (H Y |

RL). _RN AT OHOFE (HY ., 72 L) ROPD-L1 OFHRM (CPS 1 K. CPS1 LLE 10 K.
CPS 10 LA b) ZJ@RIRT- & L7Z/@5 Cox LN — REF L, *2 : Q%G58 @PD-L1 FHEIRN K O@#

58t & PD-L1 REBUKIL & DR HAER %

& LT3R Cox Wil — FET L *3 0 PRERIN 7R fEHT
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Mumher at risk
SRR AR 2 2

77 B REE

X 4 PD-L1 ZZLREEAD OS @ 1 [B] B D F EfENTHR: D Kaplan-Meier B

Q021 4E5 A3 BT —4 v bF7)

(£ ER : CPS<1£H. £ EX : 1SCPS<10£M. T : CPS210 £H)

Ty — G T —
1 i s . 1 i
.1 ST S
i L BN - s - \
] i g o SR
T .-"'-' & 4 = =
1|'[ = L TS ’
A= 2 el ey Ny
L [ 1 g
[ T !
U:__ B ..'_'1_ L) |—
1 = and plaas SETE
" B
7 S ty=d EE
I'\_F"
':‘ » — TN
o FER AR R
- T - - - - - ] v v v v v v u
Ll L] i 9 12 15 I8 21 4 n Rl ] 3 [} £ 12 1= 18 21 24 7
lime from Pavdomization (wowils) Munrilier al Tisk Tirne from Randarmizaticn {nwantis)
2 15 it R 13 7 2 i 0 kR 119 11 [ aT A a3 11 I 15 1
14 M 15 18 P 20 It 5 3 0 0 75 wREE 115 110 10 an T 59 44 24 mn 3
100 g
.
4 R
- Y, N\ R T AR
1 \
— -~ e
ee 4 \ R \\{
o 3 -
— -
= 60 e :
g hesy \‘w—h,*, .
s
w2 NS St +
= 404 1
g \
5 ] :
= T s py B
= 7 7 REE *
a T T T v T T T
0 3 6 9 12 15 18 21 24 b 30
Number at nsk Tune from Randomization (months)
SRTERHERAIRE IS8 149 144 132 118 W06 76 46 21 3 0
77 R 159 151 135 116 95 81 6 Rl 15 | 0



@ [EHEELRS AR (KEYNOTE-A18 )

HRIEHE D FIGO2014 HEATHINMED 1 B2~ B # (U L HisEB kM) IM~IVA
(U RGBS RGTE SAXREME) O R PTHELT e S R 1,060 1 (HAN 90 #il % &
T9) ZXIGIT, AU EERA & RRHME 2R (A 77 F U RIFFIEH T ToOaME
M. KOFD%O/NRIEIERE) (LLF TCCRT) EW9,) OO Rl iRl +
CCRT #£) 2 O MR VLN, 7T AR E CCRT & DU (775 4R +CCRT £E)
ShExEE Lz THEMRRBR TS SN, FEFHMEIEE X OS X OVPES & i, S
FriE K|+ CCRT B~ 7 AR+ CCRT B & Ll L C OS L OVPFS #H EICHER L7 (3
4, X5 KK 6),

*1 o ESEEEICAT T DARIEHI TN, EHRIRIR X2 REE 2T TR LT, hofEik
B L DIREBED /oW EE

¥ A EERA 200 mg & Q3W (a2 —AD 1 HEICHEE) T5a3—RA, YATTF
40 mg/m? % 1 ARIFREE G- T 5 BIX 6 Bl 5 K O #ER QNS &2 oko
INERIFIEHE) 14, MR 400 mg % 6 WEFIME (LLF TQeW) w9 ,) &5 (%
a—AD 1 HEIZHEE) TI5S a—AFELH5 L,

3.7 T7ERE QAW (=2 —2AD 1 HEIZHEE) TS5 a—AKUV*2 &[H—0 CCRT HFH%.
7T RE QW (Fa—AD 1 HEWCES) TISa—A&EL L,

F£4 BB (KEYNOTE-A18 3#5R)

ST EHE LA + CCRT B 77 & AR +CCRT #
(529 #1) (531 B)
R (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
0s™! NP — R 0.67
(95%CI) (0.50, 0.90) —
P fE"3 0.0040
o (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ " AN — R ET2 0.70
(95%CI) (0.55, 0.89) —
P "3 0.0020

Cl: fEEXM. NE : #EERHE.

*1 o PREATIE DT — & 12024 E 1 H 8 HA v A7, *2 1 JBHI Cox L

BN — RET ML DT T/A+CCRT BEL OLLER, *3: @hla 7T 7 RE, *4 : PRI T —
2202341 H9B By hA 7, *#5: RECIST HA RT A > 1.1 BICES < 1BERE Y EAH) &

10




) P —
\'\‘
90 N
80 -\h_‘- .
70 2 N
£ 60
# 50
m40
30
20
1o | T ARMINAIFCCRT B
° - 75+ /KR+CCRT
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
EEM(8)

at risk 3%
RBRTIRA+CCRT B 529 527 522 509 500 463 412 374 326 273210136 63 11 1

77t R+CCRT # 531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

X5 OS ® Kaplan-Meier Bi#2 (KEYNOTE-A18 3AB%)

100 wus
90 \"\“
80 4 N\ e
—~ ) ‘*.0\
570 \.'"‘\‘ R I T .
*60.‘ \.‘.&"'_-.n
o
< 40 -
§E 30
20
1wl REFERAFI+CCRT 3
0 ———  FS54eR+CCRT #
0 3 6 9 12 15 18 21 24 27 30
fRINEETEM (A]

at risk%
REFEMA+CCRT# 529 462 400 331 282 222 171 100 26 3 0
75+ #HR+CCRT & 531 463 379 306 263 208 149 88 20 O 0

X 6 PFS @ Kaplan-Meier fi#f (KEYNOTE-A18 3ABk)
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[Zz42E]

O EREEFRF AR (KEYNOTE-82655#)

B EFG T A RAIRE305/3076] (99.3%) . 7T & AREE307/309%1 (99.4%) (ZFR
DOV, BB E OREBEBRNEE TERWEERGIL, £ E1298/3076] (97.1%)
K OR300/30961 (97.1%) IZRRBOH HAVZ, WT AU ORECHIVEIS 235%LL EORIVEMIT
TROLEBY THoT,

#£5 WDWFNIOBEETREEESD 5% FOBEWER (KEYNOTE-826 38  (ZRAMMEIT R SER)

B (%)

BRI
(

SOC: System Organ Class) SR T BRI 77 B AHE
JAGFE (PT: Preferred Term) 307 141 309 44
(MedDRA. ver.24.0) 4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

AREIEH 298 (97.1) 209 (68.1) 2  (0.7) 300 (97.1) 197 (63.8) 4  (13)
MR LY v SRpEE

1. 149 (485) 76 (24.8) 0 132 (42.7) 65 (21.0) 0

BN L Hh BRI 21 (6.8 21  (6.8) 0 13 42 13 (42 0

M ifn BRI iE 38 (124) 14 (4.6) 0 31 (10.0) 7 (2.3) 0

I R ERIBE 68 (22.1) 37 (12.D) 0 57 (184) 29  (9.4) 0

1N S 55 (17.9) 21 (6.8) 0 58 (188) 12 (3.9) 0
W WREE

FOPR IRAS RE TLAEE 19  (6.2) 0 0 7 2.3) 1 0.3) 0

R B RBAR T 52 (169) 3 (1.0 0 25 (8.1) 1 0.3) 0
B IS

RE 15 4.9) 0 0 19 (6.1) 1 (0.3) 0

{5 %% 49  (16.0) 1 0.3) 0 49  (15.9) 1 0.3) 0

T 76 (248) 5 (1.6) 0 58 (188) 5 (1.6) 0

BN 104 (339 3 (1.0) 0 120 (388 4  (1.3) 0

(ERAES 20 (6.5) 1 0.3) 0 15 (4.9) 0 0

A 63 (205) 5 (1.6) 0 66 (214) 3 (1.0) 0
—f - EHEER X OGO RE

) iE 51 (16.6) 5 (1.6) 0 56 (18.1) 4 (1.3) 0

57 70 (228) 8 (2.6) 0 77 (249) 13 (4.2) 0

A D SEAE 20 (6.5) 2 0.7) 0 9 (2.9) 1 0.3) 0

FE N 16 (5.2) 0 0 9 2.9) 0 0
JTRYSIE S & O A e

PR SEG 16 (52) 5 (1.6) 0 12 (3.9 6 (1.9) 0
555, PER L OWEADHE

HEAIZPE D SO 16  (5.2) 2 0.7) 0 13 (4.2 2 0.6) 0
T R AR A
i§;7:y7i SRTEATETTE G o 100 (3) 0 2B T4 5 (16 0
3i;;§ﬂ7ﬁ/@27 SRTIAT= gy s 26 0 6 (G2 1 (03) 0

7 L7 F =8 16 (5.2) 0 0 13 (42) 0 0

I R ERER 56 (182) 40  (13.0) 0 47  (152) 26  (8.4) 0

VAN ol 2 49 (16.0) 21  (6.8) 0 40 (129 14 (45) 0

12



B (%)

PRERIRHE
(SOC: System Organ Class) SR LA R 7T R
FEAGE (PT: Preferred Term) 307 {4 309 {4
(MedDRA. ver.24.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
IR 17 (5.5 6 (2.0) 0 15  (4.9) 2 (0.6) 0
1 BRH s 37 (121) 21 (6.8) 0 21 (68) 12 (3.9 0
R KOS E
AR 45 (147 4 (1.3) 0 33 107 1 (0.3) 0
B HE R & OV ARk
RAHivR 53 (173) 1 (0.3) 0 57 (184) 3 (1.0) 0
i P 53 (17.3) 2 (0.7) 0 53 (172) 3 (1.0) 0
4 1R 17 (5.5) 1 (0.3) 0 11 (3.6 0 0
RO SR P
TR AR A 12 (3.9 0 0 19  (6.1) 0 0
GE 15 4.9) 1 (0.3) 0 19  (6.1) 0 0
K= 2 —mRF— 75 (244) 8 (2.6) 0 76 (246) 9 (2.9) 0
BERLTL 26 (8.5) 0 0 24 (1.8) 2 (0.6) 0
KRR = 2 — "5 — 69 (225 3 (1.0 0 78 (252) 6 (1.9) 0
B L OYR KRR E
EHEV 38 (124) 6 (2.0) 0 22 (1.1) 3 (1.0) 0
MR SR, MOERds X OMithRIEE
S 26 (8.5) 1 (0.3) 0 36 (11L7) 1 (0.3) 0
B3 J O TR
=B 171 (55.7) 0 0 172 (55.7) 0 0
% O FEIE 29 (94) 2 0.7) 0 17 (5.5) 0 0
B 33 (107) 3 (1.0) 0 27 (8.7) 1 (0.3) 0
BEIR IBIRE 5 17 (5.5) 6 (2.0) 0 8 (2.6) 0 0
M
foiiEs 54 (17.6) 20  (6.5) 0 55 (178) 23 (7.4) 0
7. AIEFERAIRE SRV TR MR 36 (1.0%) . KBK - /% - BEOT

F2361 (7.5%) . EEORERESE (REERLESCMAE, RERRARE R, ZEAL
BE, FREIESE) 16 (03%). MREFESE (X7 2« SU—JEERES) 7561 (22.4%) .
BIEFZ% « A4 - HSREREE - IFR - bR 5661 (18.2%) . FUIRIREEREREE 70
B (22.8%) . FEEAREEREFEE 1] (0.3%). RIBHERERFREE4F (1.3%), BEHERE (R
AE VB MER AR, SRERIRERDE) 1161 (3.6%) . FESR261 (0.7%) . 2k « BT ElfifiE2
Bl (0.7%) . Mgk - BEEER 161 (0.3%) . LA (0.3%). BHEEDFR261 (0.7%) K&
Ulinfusion reaction 37681 (12.1%) RO bz, £7o, VHNERF, BEMEDE, 5&
I MR, B MIRRETE (oM R ESRBES . PR e L, JRIFERES, ek
BRIESS) . IMERE RIEGERE K ONERZILRO biLed o 7o, AREIWEASEBUR LT E S5
(FRRMEERTEZET) 23 0EFERZ T,
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© [EERIE[E

FHIFEAER (KEYNOTE-A18

alR)

B ERER TR RA + CCRTRES25/528%5 (99.4%) .
(99.2%) |Z588 B AL, JRBRIE & O K RBIR N
B (97.0%) K 8513/5305 (96.8%) |
DEWERIZTED ERBY ThoTz,

7 7 &R+ CCRTEES26/5301)
SETERWAERRIL, TNEN512/528
\—mu&b E.)j/l/f:—o b\‘@‘ﬂi))@ﬁif%ﬁfﬁ% AZI))S%oU\J:

#6 WTFNHLDOBETREALAN 5% EOBWEA (KEYNOTE-A18 3B (MM S4EH)
PR B (%)
(SOC: System Organ Class) S #ERGR + CCRT R 7°Z 7R +CCRT #f
JLARGE (PT: Preferred Term) 528 4 530
(MedDRA ver.26.1)
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

ARIEH 512 (97.0) 365 (69.1) 2 (0.4) 513 (96.8) 324 (61.1) 2  (0.4)
MR LR v GREE

2 if 317 (60.0) 101  (19.1) 0 296 (55.8) 85  (16.0) 0

[ . BRIB D SiE 125 (23.7) 67 (12.7) 0 92  (174) 57  (10.8) 0

U > SERE 49  (93) 45 (85) 0 47 (89 40 (7.5 0

I BRIV E 114 (21.6) 56  (10.6) 0 94 (17.7) 52 (9.8) 0

I MR 73 (138) 8 (1.5) 0 60 (113) 6 (1.1 0
B X OBk REE

Hig 28 (5.3) 1 0.2) 0 34 (6.4) 0
PN WA

R B BE T 56 (10.6) 2 0.4) 0 15 (2.8 0

FOR IR REAR R 112 (212) 3 (0.6) 0 30 (5.7) 0
H b

NI 32 (6.1) 0 0 37 (700 2 0.4) 0

i fu 72 (13.6) 1 0.2) 0 66  (12.5) 1 0.2) 0

T 268 (50.8) 24 (4.5) 0 271 (51.1) 22 (42) 0

HLD 304 (57.6) 7 (1.3) 0 317 (59.8) 10 (1.9) 0

A 135 (25.6) 3 (0.6) 0 150 (283) 7 (1.3) 0
—f - EHREER L OB G-I OKEE

e )95 77 (146) 2 0.4) 0 63 (1190 2 0.4) 0

9 57 84 (159 4  (0.8) 0 94  (177) 4 (0.8) 0

FEEL 35 (6.6) 3 (0.6) 0 2 (42) 2 0.4)
JRYSIE TS & O shUE

PR & R Y 38 (7.2) 7 (1.3) 0 37 (7.0) 2 0.4) 0
BE, Pk L OES OHE

TR MR E G 2% 28 (5.3) 3 (0.6) 0 28 (5.3) 4 (0.8)

TSR S R A5 32 (6.1) 0 0 31 (5.8)
B AR A
%;7:‘/7‘: SRTIAT=TE g 469) 10 (19) 0 58 (109) 5 (0.9 0
ii;;;;f‘/%T SORTEAT= e 4s2) s (09) 0 51 (96 2 (04) 0

M7 V7= 42 (8.0) 0 0 42 (719) 0

U 2 SERER D 70 (133) 65  (12.3) 0 83 (157 75 (142) 0

I BRI A 156 (29.5) 79  (15.0) 0 148  (279) 78 (14.7)
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% (%)

HEBRSHE

(SOC: System Organ Class) SRR FRAE9 + CCRT B 77 R +CCRT #f

FEAFE (PT: Preferred Term) 528 {3l 530 {3
(MedDRA ver.26.1)
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

ISR ER D 116  (220) 25 (47 0 109  (20.6) 13 (2.5) 0

IR R 55 (104) 6 (1.1) 0 54 (102) 3 (0.6) 0

M i sk Es 173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0
RS L O fRE

ABKRGE 83  (157) 3 (0.6) 0 88  (16.6) 2 0.4) 0

&AL A fLE 26 (49 6  (1.1) 0 29 (55 4 (0.8) 0

&A U v AlUfE 74 (140) 22 (42) 0 58 (109) 15  (2.8) 0

K~ 7 %> 7 ALE 91  (172) 13 (2.5 0 88 (166) 11  (2.1) 0

K9 R U v A 45 (8.5) 5 (0.9) 0 45 (85 7 1.3) 0
B #E Rk £ OV ARk E

RAEiR 39 (74) 2 (0.4) 0 34 (6.4) 0 0
R SRR

R A 22 (4.2) 0 0 28 (5.3) 0 0
B3 L ORI

BEIR IR 60 (11.4) 1 0.2) 0 47 (8.9) 0 0
AR R L OILEREE

=2 29 (5.5) 3 (0.6) 0 29 (5.5) 0 0
FER 3 KOV TRk E

& 9 FEAE 28 (5.3) 1 0.2) 0 17 (3.2

i 30 (5.7 2 (0.4) 0 21 (4.0

72, RTEEHERA + CCRTREC I W CRIVE MM ESE] (1.5%) . KABZK - /IME%K -
D THIA06] (7.6%) . B O RS (PR BEIERARIE , 5 & RE I ARE BERE
ZIALEE, FEHRIEIESE) 141 (0.2%)  FPfRFET (%7 >« N —EBERESE) 1641 (3.0%) .
BIENFS « A4 « FFRSRERE S - IFZ¢ - A LPERRAE K 13961 (26.3%) . FUIRAREERERS
147651 (27.8%) . EI'EHEREREE 451 (0.8%) . VRUBERIBI1H] (0.2%) . EHERERET (RN
BB, SRERIABRZE) 1061 (1.9%). FER3B (0.6%). M - filEsR - FHER
11 (0.2%) . 5 & I ER1H (0.2%) . infusion reaction 31 (0.6%) K OVEEJEE D 'F 75241

(0.4%) DO BITZ, £, TERBEREREDE, Hik - BHEUHRRIE, FRE M ) E,
O g, B MRS (G fEf MR PSRN . Wi MEE L, FREFERES . MR,
BRIESE) . MERERIEGERE R O ITRER O b ey o 72, REIWEREBIR UL EFH S

(FRRMREMERTE 2 51y) 2B U0HEHERE =T,
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(At - HE]

SRR OREMAEYBREET VEFIA Loy I 2 b— 3 X0 | ATiERE
HIFI1200 mgZ Q3W. 400 mgZQ6W X iL10 mg/kg () Z2MARMIE (LLF TQw) &
W ,) TEG LBEO SEE A O G P IRESRFT SN, TOMKE, SEERE
K400 mgZ QO6W TH G- L 7= BE D sl F i: A 0 & H R RE I 3 1T 2 P38 i i e

(LLF [Cavgss) EV9,) 1, AUMEERAI200 mga Q3W THE G- L 72BRD Cavgss & FEILL
THETHESNE (FHR), o, SIHEEHERAI400 mga QoW TR 5 L 7=BR 0 SilEkE
BFNOEFRBIZH T 2 MIETIRE (LLT [Chass) EVY90) 13, AT 200
mgZ Q3W CTHH: LTZBED Craxss & LI L TREEZ R T & FRISNIZ B OD, HARNESE
IZB W CHARMEDNHER ST D ik HETH 2 Sl EERA10 mg/kg (REH) 2Q2W
TG LTZBE D Crnaxss & IR U TR 2R3 & TRIS L2 (FR), 60, Al
B & et R SRR ERAI400 mg & Q6W T G- L7245 1 #HskBR (KEYNOTE-5557
BR) XN RIS S EPYBE T A —X (X, v Ialb—rva itk Tl
LT ENRE N T A —& CHI L7 (FR), AT, #EEOPN AT T 2 AR
PRI LD & | AL A A O R EE & & A I T A & o B 2 i 2 MR R SO
TV S, SREERERDE1200 mgZ Q3W X 1E400 mga QoW T 5 L 7-BRDOiRFE
& AIME TR ML O EIZ O W TRE SN fER. B HE - HEOM THA)
PR OVZ VIR R IT 2 & TRIS LT,

KT REHERAORYBIR F X —F

[ Crmax Cave Crin Crmaxss Cavess Coin.ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?.519.7) (27.27?.298.1) (17.18?.11 8.3) (91.97?.984.1) (49.?3(,)? 1.0) (30.35(,)‘39 1.4)
400 mg Q6W (a 23; 4) (32,30??2_7) (10.11(,).16 0.8) (145?49) (50.51(,).57 1.3) (19%?;0.9)
40(();‘2;%1%\)\] (1351.2,6.10 ;6.4) NA (14.1:?;4) NA NA NA
10 mg/kg Q2W* (21;2223) (14;?‘1145) (1 1;1 ?21) (422,2233) (272,7282) (19;,9;00)

+:1n=2993, 100 BIDT I = L— 3 1 & 0 EH SN & EHMEO P RE (2.5%4, 97.5%4) . Cmax : A
Fe5-1% Dl MIETIREE . Cavg @ MIEHR 5% OFMIEPIRE, Cuin @ MIERGH (VA 712 FEHD Ofifil
TEHEIE, Cmaxss 1 EFAIRTEICRT D @ MLiE FIEE . Caws : EFIRIEICE T 2 FHIMTFEF I, Cminss 1 EFIR
HEIZ 31T 2 Fe A i Hh i

156 BIORMEEIE (95%(EHIXH)

§ : 41 FIOBTEIIE (95%FH X M)

NA : #3472 L
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4. FERIZOWVT

IS Y A 7 EHEEE (RMP) (23D & ARHKI O B3 G 22 RTS8~ B ) (4
D DMk T o T, RANOF G722 BH 2 2W - FrE L, AKAIOFTEGICT LY EHEE
7RBEIMER ZRBL L 72BRISx T 5 Z E DB 7272 LLF OO~Q@ D3 T &3 7= 7
FRICBWTHEHATIRETH D,

O MEERIZOWVT

D-1 Fi2d (1) ~ (5) OVFNITHEYT IR THD Z &,

() EEZEBREDIRET D0 A2 HEEERLRRBT S (BEE RS A SR BE L ST
HiE 23 A RSB IR FRRE . MBS AR 72 &)

(2) FEEHEREIRRE

(3) FREIF R EEET 20 AR R (DS AIGEEERR ERbt, 23 AR
W 19mRE. 23 A EEHEE R R &)

(4) I RACFERIERE 2R E L, S RIERC LR 1, SRR bR IE2 IR 2
AT SRR SR 3 OfiRR SR HEI AR D M 21T > TV D itk

(5) BrEMERES AL E BINR OfE EAEITLR 2 | 21T - TV 2 Jitigk

DO-2 &S O FRE L ORIWER R BLRE O XHSIZ 57 7o ek & BB A Fe o= (F
ROWTIDITEZ YT HER) A, Y2 BB OARFNCET 51RO ETH & L CEE
EhTnnZ k&,
<
o [EAIGRFFEUSE 2 FOYMPHE ZAE T L7212 S FLLE O ATRE DERRIHE %
1THoTWBHZ L, 96, 2 RIT, BAEYREZ L LEBRIERFOHE
EiToTWbHZ L,
o [ERNSEFFEUSEZ 2 FEOMMIHEZE T L2 RIC4FLL LOBRRBRZ AL TV D
Zl, 9B 3L, e ARHEE D0 A SRMIRTE & G e h TR IR O ISR HE
EIToTWbH I L,

© BENDOEEMFREBRDOMAHICONT

R A I R BRI AEF 9 2 LA DS L E S v, BUERAZED D OIFHRE D, A - &
PRI AR OB P ONERISFE IR 5 et A FFRNEE LS E OWE
ET, FEDRESPIATON L EHIRE - T Z L,
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@ BIHEA~OIRIZDONT
®-1 AR BEY 5 E M

VR M AR R O B e BIVE A 233628 L 72BRIC, 24 BERIRSIRIAHI O T, Mi%iiak X
(FEE IR I T JEEL L2 RITERNIZIS U AR ELL OF CT O RIVER O BRI 24
AR ORERD Y B HICE DAL, EDICHS R RN TS L,

@2 ERUEEEIC L DA EERANICET 5 Bl

AT B B R i B O RE 2 T B R AE T E B RIERE =4 U > 7
EGOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
SN TWDZ &, 72, EBIRHIEHIZOWNT, z)\/‘/'%%k%@%ﬁﬁﬁ‘l“ﬁj\@l}%%ﬂéﬂf
WH Ik,

@-3 BIEAOBZErXIRICBEIL T

RIWER (FEMEMEBIZINZ . KIBK - NMEK - BEO TH, BUEM% - A4 - i
BERERE T - ¢ - BEALPENRE K, B E (RMEFIEMER &, REKEBERE) . N
orublEE (TEAPERERETE ., HURIRMEREREE . BIFHRREREE) . 1| BHERIE, 5& 9K
K. TR - BRBUTHRUEIE, R, BN WARREAN A2, HHEE O R @ e (Fhagith 3k e BEsr
FMRIE . B RS REIEIREMRRE, IR, FERIEIESE) . infusion reaction, JM72% « S -
FEES . TIERGEERE . MPRRFEE (T « N U—JEEREAE) | DA, B2 Mk
(G MR MR PESE BT TR L, JREFERES . MERERIERAES) . HEOH K,
M2, MERERIEGERE, S (T3 LT, Yikhiak U TEFEME OB MMt 2H
T HER & EEE U (RIEH OZWrOoxSICBE L TSR VSR AT 6N R HITH D
Z &), BEHICERLENTE HEHPESTND I &,
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5. REMBRLLRDBE
(AL B9 % FH]

@

RIBHIIEE DB N 72 < ALSFIRIERR O 720 (LR R & L C o5&
<) EEITITHROFESEREEZIZBW T, K&, X7 V2L KROT T T8
Kl (AT TZFXIIINRTZTF ) OFFRHBEEGLRITAA], X7 U Z &L,
TIFFHE (AT TFURINIINRTTF L)) O X< 7 OHt %S
DOHEMENTREN TS,

HEAT SUEHFE O 7= S B 123 L Cid, EEELFRSS MRS (KEYNOTE-826 it
BR) 12\ T, PD-L1 %8815 (CPS*) 1L 0 AZMEN B 72 DM AR X T
52 L (p6~8 %) 76 CPS HIDAKRFDH M DN T AT B R L7z F Tl
JRBEDFIRZITH) ZENLEE LW, CPS 8 1 RiiTh D Z & NMER SN HBEIC
BT, KHLAOEEEIRIE S ZET 5,

* o KFIOPZMIEK L LC, PD-L1IHC 22C3 pharmDx [ 4 =) (HR5E4) MNEAR SN TS,

FIBIE D FIGO2014 HEITHIANHE D I B2~1B #] (V o HEiEBHE) IM~IVA
B} (U o BB E OIENE) O JRPETHETT T E SRR ICB VT AKIE CCRT
(VAT T F RREGFA T TOINBIRST, KO O%O/INRRIEHR) & OPFRES
DENED RS TV D,

TREIZEZ Y T D ARAN O 5 K O FH T IEIZ DWW T, BAIDOF WS L ST
5 AFIOBGRRLIRBIRN,

o iR mBbIRIE

o OXIQTAHAIDAZMEIN R S L TWIRWOFUENEEE A & OO 5
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[ZzVEICBE 4 2 F1A]

O TFTRICEYTL2EFICOVTIEAFOEENER L SN TWD Z b, &5 51T
DNz by
o KAIDBS IR LIBEUE DBEEIED & 2 B3

@ VREATOFMICH N T TRICHE S T 2 BE IOV L, A OFEITHERE S e

D, ADOIRFIBIE D R WIGEICIRY | HEICAHIZFENT 52 L 2BETE D,

o MEMMZEEOAED IO H 5 EE

o FaEBEGR A CRIE R 2R 5 B K ONEBY I D Fl S i 2 o s g i 2%
FEOMMIZRIEMEZE N A BN D BE

o HOMERBOED, UTEMER 7 L < IFFERMED B R E OO
b5 B

o BB AIE (EMm@MaBEEL ST Ob b EE

o BB IIBHIEEAE T HERE

*  ECOG Performance Status 3-4 "V o4

(ED ECOG @ Performance Status (PS)

Score E#

0 |ESMERSIETE 5, FBWATE R C A EAERSHIRZ AT D,

PRREIZI LUEBNTHIR S 225, BATAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl - mOFE FEEE

TR CHGDOH DRI O Z LT T N THELEDERILTE W, HHO 50%LL Eid~y 4Tl 27,

RENTZHDOHOEY OZ L LNTERY, BFO 50%LL L&~y R+ Cila 29,

F G OS]

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l I4,
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6.
@
@
®

BEICERL THEETREFHE

AT SCERE TN 2, B IR B 3 D3RS 2 BB 1T 3D & K o etk K OV 1E i
DT OIZ LB HZ T L TR 5 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT=->TiE, PIHE
K CEEIFL, PEURIRIEE, M%) O O X S A 0 F s, 8l
32479 2 &, Fo. MBS UTRE CT, g~ — 0 —%0OMi# % Fi
T5Z &,

infusion reaction 23 & 5415 Z & 3% 5, infusion reaction 23728 H AL GAE T
(%, WEIRAE 2T O & &b, SRR EIE T D £ TREDOREBEL 0Bl
THZ L,

FOR IR RERRE . T R T R ORI HEREERN L b2 DH 5D
T, ARHIOFG-BAGRT R O G- I E I N s re s (TSH, l#8f
T3. EHE T4, ACTH, I =/LF > —VSORIE) % FEhid 52 &,

BIERT . A4, FiReRESE . IR, SEEIERP O b Z LB 5
DT, AFN O E-BAART & O G-I i3 e IR T RERR & (AST. ALT.
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

SE IR (MR ML BREREEZT) HFOEERIREEN S bbb D
ZEenHHOT, EMMICIROREOREZMET 52 &, £o, IROEFE N
RO BN G, EONCERENEZ2T 0 L) BELRET L2 L,
AFNOEGIZ XY BEORERISICERT 5 &5 2 bildikx IR B RE
DHLONDLZ ENb5D, REPRDO NG, BELZFZRIS LT
BEPHEY 7o etk & AR A B OB Al & s U CE bl 2 i B W 21 TV I D iE
BOSMZ £ 2 RIWER DB 2561213 AAIORIE T H IR K ORIE B R
IWEVRIOBRGEZZETHZ L, B, BIERERLVE L ORGIZEEIE
FHOUENFRD BV WA, B B A DA OEmiilA o
LEET DL,

BeGH TR BRI B8y ARE L COGREITERR BT 2213 H 5720,
KB OBEHE TR HRIWER OB SITHEET D2 &,

1 BUBEPRI (BIE 1 BUBER I 2 &) 23 bbiv, BERPMES h 7 v R—3v X
WZELZENRHLOT, A, b, RM-FOEIROREBL M ED F5- 12+
SEETDHZ &, 1 BBEREN DN G AICITEGEF L, AR 8
HlOF5EDOEY) R EEZITO 2 &,

S F A OER B IZ BV T, KEYNOTE-826 itk CIIMmE/EAEIIT G, 54
BEECIHOMME I & Z BRI 12 2 S ICHEMEOFMMEIT > T2 &,
K OYKEYNOTE-A18 5852 TlX CCRT 58 T #4775 2 H[MIE 12 R Z & 2/ MO RE
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%47 > T2 Z & BB, AAIFRG TILEHRC B g RS TR ROMR 21T
52 &,
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