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1. IXLHIic

ESESHOGNE « ZRVEDOMRDTDITIE, BMHSEEFEIEASWSEIER AR Hivd,
DT, IHEORFHANOEANT LV | GURERESL /2 & ORI ERIR T ) G
NHHFT, ZNOOERE A BN LE BRI TR 2 2 LW OIME L 70> T 0 | RREVEL
T L SOEORATTEE 2016 CFRK 28 45 6 A 2 HEREINE) [CB W TH, FEiEERL%ED
A OREHEEZ XD Z & & EnTnd,

BOEFRFESRSL L, SRR R 1 7 7 A A DBEAEDESR S, LB BN E 2D 2
DD, ZOTD, FIMER LSBT HIHERA &R 5 £ TOM, YiXEHEMO
BEAMRZIT 5 Z LR SN HRE IS L THAT A & & bic, BWERNREEL L 2B
VE I3t & D 2 LB AIRER — B OB A - T RSB CHEM T 5 Z R EET
H5,

LI2ino> T, BKAA FTA4 o Tid, BABEESLZNE TR TV D ESF SR - §
FHIRMUZ IS X LU T OEESLOFa#E /e H 2 HEET 28500 BB, &2 5 KO
EREAZTRT,

B, RIA RTA %, INATEGENEIR L ERRS AR AT, AWSHEREA B AEARE
B, —HEREN B AEARNEHES K OISR N B AR ABHEE 20D b & VB
L7,

SR &R DEIRG - A F—F Y 100 mg (—%4 e T e ) XvT7 (&
favfaHL %) )

XL RDREUIE « AT XTI O E S
JRPTELT 1 S

HELRHMEROAE « <17 UIFHRE O = s >
i OHUEMEIEEF & OFEHICB T, BE. KA., LA
ol X~v7 (B z) & LT, 1[0 200 mg % 3 AR
X 1191400 mg % 6 #H [ FE T 30 432N CTRIEEET 5,
< JRI TS T T S >
VAT T F Uk OV RIRHME RO R L OPEHIZEB VT
WEL. RAICIE., AT r U X~T GEFz) LT, 1
[5] 200 mg % 3 JEFFRE X% 1 1] 400 mg % 6 1 [ IR T 30 73 fH
T CRTERRET 5, BEWIRIZ24 WA ETET S,

3 e 52 ¥ A& - MSD Bkt




2. AADOFHE, ERBF

FA FL— X AT 100 mg (—4 a7 e Y X~ (BIE L) L UTF
[AHFI] &9, ) 1%, PD-1 (programmed cell death-1) & %D VU A K TéH5 PD-L1
KO PD-L2 & Ofi B ZE#EAEFET S, & MEI1gG4 £/ 7 v —FT AHKTH %,

PD-1 FRB&IE T HIBLSE B RS 2> DKL 5 72 DI 2 AR 2SR 3 5 572 S g il 8
AA v F T, PD-1 1%, fEEEZRIREEICRWCESE T MilaoMinEmicgI L, B oK
P2 B 2 3 o AR ST R 72 e SO 2 Hl 5, T 7B, PD-1 1LY T FEfE
ATDHZ LI VHIRZRERICL D 7P vinEE AICHIET 22/ K CTH D, PD-
L1 OEFEHMICE T 2RI OT N TH L. Z< OBNAMITIE T MO X 240
ZDIZFEWMBENFEBLL TN D, DAFIBICEIT S PD-L1 OEFEBIE, B, e
FE. NTARRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
LR E OMBIMER RS STV D,

B OB A DRI T% & PD-L1 3 BLOMBENE S PD-1 & PD-L1 ORI ITIER O
TR RSB W CTEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGEOEN &
LTHIff ST 5,

AFHNE, PD-1 & PD-L1 X ONPD-L2 O U Hv ROFEGZET S Z &gk v, EE
W N Th D S SIS ENE T U LS ERATEME (L S8, FUEIE S 2 BIS ML
T 52 L THEG R AT 5,

RN ORISR 5 < B DRI RS & 2RSS & bbb, B XIS
IS RN B B, AFIOE G RO BRI, BE OB L +2IiT, R
INFD BT AT, B USRI U7 SR A ik & R % o [ AT b e
L Cilio AR m I i A 47\, BEORIERISIC L SBIERARbN S BAICIE, BIE
BB VR A O $ B O MO LB 21T D LB B B,



3. BRERAREE

HEAT S EFTFE OO -5 S M OV Ry PITHEEAT - 2 S0 D 7B SRR 24T > 72 7 B IRERBR

DFEZE ~T,

[(A2hfE]

O EELFEZF AR (KEYNOTE-826 #lk)

*E(AE’J(“%O)J@FE#?ZC <\

m#ﬁ%ﬁmﬁw(m%%%%ﬁﬁébf®&5@m%

ﬁ@'iﬂi%ﬁ
(LA TR X=T ] Envd,

(A?)&%ﬁw&077%+@ﬁiNﬂyfvf(ﬁ@%ﬁ@i)
) ) EOOFHEE ORARE) T OB LR OVEZRMED,

77 v AR L MOGUEMEREGA L OPFRE (77 /AR 7 2xRE L TEE R

TG Sz, EEFGE E xe4 G 1M
il (LLF TPFS) w9,
BIHERE L (F 1,

(LAF TOS) &9, ) R OVEERE A 77 1
) L&, AFBHTI T T B REEL LT OS X UNPFS & F
1RO 2) ,

*1 1 A1 200mg 3 HWEMK (LLF TQ3W) &w9),) #&Y (F=a—A0 1 HEICEE) LT

DHUENERE I A

(BRI EMARE Z L IGRIR) onTnnz A L,

« X7 ) B XEIL1T5 mg/m? KT T FF RG] (AT T F 50 mg/m? KUTHNVRT T

F > AUC 5 mg-min/mL FHY% &) O

Vidga—2A0 1 HAXIZ2 B HIZES) C&E,
- \7 Y ZF BN 175 mgim?, 7T FFRE (AT T F 50 mg/m? T ART T F
N AUC 5mg-min/mL FHY &) KON AY X< 15 mgkg ONEIZ QAW (K2 —AD 1

DIEIZ QAW (% =2—=2AD 1 ARICEE, VATTF

BB, VAT SF K a—2A0 1 HEXIZ2 HBICEE) °RE,

*2 7°"7‘Jm°( QW h. (Fa—2AD 1 HRBICERYE) L*1 L E—OPUEMERER A (TRERH Y E
FASERE 2 LI vz dtf L,

#F1 BAHEE (KEYNOTE-826 35%)

ARFITE 7SR
(308 1) (309 1)
el [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 " 0.0003
el [H] 10.4 8.2
(95%CI) (9.1,12.1) (6.4, 8.4)
PFS™. ™ ANHP— R 0.65
(95%CI) (0.53, 0.79) —
P fi <0.0001

Cl: 18X M. NE : HEER~EE (2021 4ES A3 HT—X v b4 7, *2: B Cox el N4
—}%Twcié77tfﬁ&®m& *3 . @Rl 7T 7 E. *4 1 RECIST A K74
1.1 BRI S < BB Y = ATHE E



at risk2
ARHIHE
7T RNEE

at risk#
AHIEE

100 ‘\;\_
90 o

80 - '
70 —
2 60 o,

50 - \--:.‘h“‘-uo "

_— "o -
m40 e l‘
30 T
20 AFRE
101 ___ 7s5vxm
0 3 6 9 12 15 18 21 24 27 30
EFNE (8]

308 291 277 254 228 201 145 89 36 6 O
309 295 268 234 191 160 116 60 28 4 O

X 1 OS ® Kaplan-Meier iR (KEYNOTE-826 3)

60 - | \\

50 - '
\ ’ \7‘

o LT
gso y : e \0»~-.
N

20— Soam s W

107 o 7T v ARRE

0 3 6 9 12 15 18 21 24 27
RN (R)

308 263 229 155 123 110 70 35 10

77 AR 309 259 195 113 89 71 39 13 1 0

2 PFS @ Kaplan-Meier gi#R (KEYNOTE-826 3ABk)



(PD-L1 FEBLIRBLRI DA 2h1E)

[E BRI [F R AR (KEYNOTE-826 i) ITHAANLNTBE DT —ZITHED
X, CPS'BNZHRAT AT o T 20ME (BRBEM it 2 5 Tr) R OZEMEORIIZLLT
DEBY THoT,

AHFIFEDOARPEICB LT, CPS 28 1 R DHAEIT, PFS KT 0S DIEERF I3/ &
VMR SRS Bz (2 KO 3, £ 3 KU 4) |

728, PD-L1 OFBURBUIZ L 6T, KAlOZEMET 2 7 7 A4 VIERETH - 7=,

* o JEEAHRRIC 1T S PD-LL 2B LM (BRI, ~7 v 77— KOV R
) HaislEpmmiati R L, 100 2% U7-fE

F 2 PD-L1 RBIURIHID PES O EIENTHER (BBRENEMBIE, 202145387 —F Iy b3 7)
R WERE A2 M PIE [95%Cl] NP— R ZHERAO p A

(%) (H) [95%Cl] (Wjfa)) ™2
CPS<1 ZIKﬁIJﬁ% 35 23 (65.7) 8.1 [6.1,12.6] 0.94 )
77 vREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] *3
AFHFE 115 70 (60.9)  11.2 [8.3,15.3] 0.68
1=CPS<10 77 AREE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] 3 0.4269
CPS=10 AHIFE 158 87 (55.1)  10.4 [8.9,15.1] 0.58
- 7B ARBE 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77]

Cl : {ZHEX[E, *1 : FIEIZEIRC B 2EEEERE (FIGO 2009 HEICHKSSIVB ) (B, 2L) | ~Av X
~7HHAOFE (HV, /L) KOPD-L1 ORILRGL (CPS 1 K, CPS 1 LI E 10 K35, CPS 10 LA L) % @5
R®1-& L7z @il Cox HefinF— RET v *2 . OFGH., @PD-L1 BRI K OO GHE L PD-L1 FEELRI &
DIFHAE & 258 & L7=FRE R Cox el — RET L, *3 @ YRR RHT



100

1007
%:: 80 o; 20 -
g . é 4
B 607 Z 60
L; 40 LE 40
£ 1 7ouXRE i & 7R L
b=
0 T T T T T T T T T | . ! ! . ! ! ! : !
3 6 9 12 15 18 21 24 27 0 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
ARFIRE 35 25 21 12 11 9 4 1 0 0 ARFIE 115 100 84 63 50 43 31 13 3 0
75 R 34 30 25 10 8 8 1 0 0 0 75w REE 116 98 75 43 34 28 19 10 1 0
100 Iy
et
= ] ol
& My T
7 ") L AR
é E ENRW
& 60 VoM
o —, \
2 ] A -
T a0- T
5 1 , L e s “
gu 204 7 7Rk T My
£ ]
0 + - - - - . - - -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
I 18 138 124 80 6 58 35 21 7 0
75 R R 159 131 95 a0 47 35 19 3 0 0
3 PD-L1 HIARHFI D PFS D HE##ENT D Kaplan-Meier i
(EBREYERHEE, 2021 FES5A38T—% 0y b4 7)
(ZEH : CPS<1#£H. £EX : 1=CPS<10£#£M. T : CPS=10£H)
# 3 PD-L1ZBURHAID OS @ 1 [EIE OHEIITRER Q0214ES5A3AF—4y b 47)
. v ANV NI Y [95%Cl] ANP— R RHAEHO p fiE
PD-L1 J&¥ 5i .
b Besi IR (%) (H) [95%Cl] (j{al) 2
CPS<1 ARKIFE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
7T B AREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] ™3
ANFIFE 115 52 (45.2) 24.4 [18.2, —] 0.67
1=CPS<10 o . " )
FSwRBE 116 66 (56.9) 159 [134,235] [0.46,097] & 03278
CPS210 ANFIFE 158 66 (41.8) — [19.1, —] 0.61
= 7% REE 159 88 (55.3) 16.4 [14.0, 25.0] [0.44,0.84]

Cl: fFHHIX[A, — : HEEARE,
L)

*1 : WIRIZWIREIC I T 2iEREERE (FIGO 2009 /24AICH-S< VB #])
L OINRNU X THEHOAEE (HY., 72 L) ROPD-L1 OB (CPS1 K. CPS1LLE 10 K. CPS10

(Y., 7

PLE) ZERIKT-& LR Cox ey — RET I, *2: O 58, @PD-L1 BELRIL L 0@ 5.8 & PD-L1
FEHRIL L O HAER 22858 L U2 Cox el — RET v, *3  YRRA 2R



100 1 100
: AFIRE - \
80 - 80 2&% Uﬁi
2 &
< <
S 60 £ 601
g g
g 1 2 -
v w i b™
— iy 410
= 407 F 407 L SFTTS
=
o — 3 e o J
2 7T BN 8
~ J =~ a4 o — 4 e
0 7 TR EE
0 v . . r . . . : - : . 0 T r T T - - - - : -
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
AFHIRE 35 31 27 25 24 20 13 7 2 0 0 AKyme 115 111 106 97 86 75 56 36 13 3
5 RRE 34 34 33 28 23 20 16 5 3 0 0 rswxRp 116 110 100 90 73 59 44 24 10 3
100
. = \l
. AFIHE
807 1Y _\
—_ .
= kS
< T \W‘ H*‘H__'\ﬂ/
5 0] I
2 v
g Y ot bt
= 1 L
2 W s
= 401 :
= !
5 e
~ —_— X B AL |+ —_
-~ 204 7 7R -ﬁ.f
0 T T r T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
[ 158 149 144 132 118 106 76 46 21 3 0
AR HE
FSexge 159 151 135 116 95 81 56 31 15 1 0

X 4 PD-L1ZZLREAID OS @ 1 [B] B D F EIFENTHR: D Kaplan-Meier gz
(202155 H3 AT —& vy +2Z7)
(ZEH : CPS<1#£H. £EX : 1=CPS<10£#£M. TH : CPS=10£H)



@ [EEELFFETAHEFER (KEYNOTE-AL8 #ER)

RIGHL D FIGO2014 HEATHASHEDIB2~NIB # (VU > _Eifinfhtt) SUIMI~IVA #
(U R HRB M ST M) O Tl T 1 SR AR 1,060 61 (H AN 90 il 2 &)
ERIGIT, AHF & RIE L BRE (275 F R T COMIRE ., KO
Z D% O/NRIRIEHR)  (LLF TCCRTY &9, ) OO (KAI+CCRT ) 2 0f
WER D, 77 'AR L CCRT & DFH (77 EAR+CCRT #f) B Zxfeé Lz
T HERRBR COHREI SN, EERHMEEE X OS R UNPFS & X, AKI+CCRT x>

Z®AR+CCRT BEL LEE: LT OS M UNPFS # A BIZHER L7z (5R 4, 5 KT 6) .

*1 o B SGEIC KT T DRI TN, BURRIR X T2 HRIEEZZ T TR LT, D OmE ik
2 L DIBHIED 72 B

*2 1 AH1200 mg % Q3W (% =—RZM 1 HHAICHESE) T5a—A, VA7 FF 2 40 mg/m? %
1 EMEREET 5 BT 6 BIFG R OHRBAE NS & 2 0% o/ NMERIEH)
#%. AK| 400 mg % 6 BEME (LT TQeW] 9, ) #h5 (Fa—2A0n 1 HHEICE
H) T15 a—AfEE 171,

*3: 7R E QW (Fa—AD 1 HHEICHKSE) T53—XKU*2 L[F—0 CCRT M.
7TT7'ARE QW (F=2—RAD 1 HHBEICHEE) T15 a—2xFEh L,

#= 4 BHMHRE (KEYNOTE-A18 RER)

AF| 4+ CCRT Bt 7' Z & R +CCRT
(529 #1) (531 %)
o (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
0Ss™ AN — R 0.67
(95%CI) (0.50, 0.90) —
P fE"™ 0.0040
o (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ NP — K™ 0.70
(95%CI) (0.55, 0.89) —
P "3 0.0020

Cl: {Z#EX[H. NE : HEEREE,

*1 o PREEATRE DT — & (20244 E 1 A8 Ay bAT, *2: &

B Cox LNV — REFT AL D7 T ®AR+CCRT REL DOLER, *3 : J@Rla 77 v 7 RE. *4:
AT RO T — % 202341 H 9 HA v R4 7, *5 : RECIST H A4 K74 > 1.1 iUz < iR
BRAE Y = A E



100 T~—r=<

80
70

-

-

50
# 40
30 -
20
10

— KF|+CCRTHE

at risk3®

0 A — - S
0 3 6 9 1215 18 21 24 27 30 33 36 39 42

e 7T R+CCRTHE

EmmA)

A+ CCRTHE 529 527 522 509 500 463 412 374 326 273 210136 63 11 1

77 &R +CCRTHE 531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

B 5 OS ® Kaplan-Meier #i#f (KEYNOTE-A18 #Bk)

100 o
90 - e O
80 - b e,
o~ \'-T‘.-~"~.
570 \.'"\‘ W M
60 "] \. - Wil v 10
50 -
40 -
& 30
30- ——  KHI+CCRTEE
g' ——— 7R +CCRTEE
0 3 6 9 12 15 18 21 24 27 30
at risk2% FRINEETFINM (B)
AKHA+CCRTHE 529 462 400 331 282 222 171 100 26 3 0

77K +CCRTH 531 463 379 306 263 208 149 88 20 0 O

X 6 PFS ® Kaplan-Meier it (KEYNOTE-A18 #BR)

10



[Z4xtt]

O EEH:FEFIHERE (KEYNOTE-826 i&ER)

B EFGIIAAIRE305/307 5] (99.3%) . 77 &AREE307/309 5 (99.4%) IZFE & B AL,

BB ORBEBEBEAEE CTERWHEERRIL, T 298/307 # (97.1%) KO
300/309 5] (97.1%) 238 HiTze W DORETREE S 5% FORIWERIL T

DEEBHTHoT,
£5 WTNHOBETREESS 5% LORIEA (KEYNOTE-826 3RER) (Z&MAT xS EM)
BEH o oy
(SOC: System Organ Class) AFIRE 77 B AHE
JAFE (PT: Preferred Term) 307 1 309 44
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH 298 (97.1) 209 (68.1) 2  (0.7) 300 (97.1) 197 (638) 4  (L.3)
MEB LY R bEE
2 1M 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
BN L Hh BRI 21 (6.8) 21  (6.8) 0 13 (42 13 (42 0
i BRI S 38 (124) 14  (4.6) 0 31 (100) 7 2.3) 0
I R ERIBE 68 (22.1) 37 (12.1) 0 57  (184) 29  (9.4) 0
1 SRR S 55  (179) 21  (6.8) 0 58 (188) 12  (3.9) 0
PG
FFDR IR RE TT T 19 (6.2 0 0 7 (2.3) 1 (03) 0
FOR IR RE IR TR 52 (169) 3 (1.0) 0 25  (8.1) 1 0.3) 0
H S
JE 15 (4.9 0 0 19  (6.1) 1 (03) 0
{5 %% 49  (160) 1 (0.3) 0 49 (159) 1 (0.3) 0
T 76 (248) 5  (16) 0 58 (188) 5  (1.6) 0
BN 104 (339) 3 (L0) 0 120 (388) 4  (1.3) 0
N 20 (6.5) 1 (03) 0 15 (4.9) 0 0
M i 63 (205) 5  (16) 0 66 (214) 3 (10) 0
— % - REREER OGN O RE
S 9E 51 (166) 5 (1.6) 0 56 (18.1) 4 (1.3) 0
9 97 70  (228) 8 (2.6) 0 77 (249) 13 (4.2 0
HERE D JAE 20 (6.5) 2 (07 0 9 (2.9) 1 (03) 0
FEEN 16  (5.2) 0 0 9 (2.9) 0 0
TRYSIE S K O A e
R B I 16 (52) 5  (1.6) 0 12 (3.9 6 (19) 0
B, PER L OWEAPHE
HEAIZPE D SO 16 (5.2) 2 0.7) 0 13 (4.2 2 0.6) 0
R PR AR A
i%;[] TEYT RS NTeAT =Ty (101) 10 (33) 0 23 (7.4) 5  (16) 0
ﬁi;%j?ua”gﬁ SORTEAT= G 8 @) 0 16 (52 1 (03) 0
7 vy F =8 16 (5.2 0 0 13 (4.2 0 0
I r R AR 56  (182) 40 (13.0) 0 47  (152) 26  (8.4) 0
BN & e 49  (160) 21  (6.8) 0 40 (129) 14  (45) 0

11



% (%)

PN
(SOC: System Organ Class) AHIHE 75 R EE
JLAGE (PT: Preferred Term) 307 14 309 {3
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

RE D 17 (5.5) 6 (2.0) 0 15  (4.9) 2 (0.6) 0

A i R A 37 (121) 21 (6.8) 0 21 (68 12 (39 0
PR L Ok EE

AR 45  (147) 4 1.3) 0 33 (107) 1 0.3) 0
BB R E L OV ARk

P EfivR 53  (173) 1 0.3) 0 57  (184) 3 (1.0 0

i P 53 (173) 2 (0.7) 0 53 (172) 3  (1.0) 0

9 17 (5.5) 1 (03) 0 1 (3.6) 0 0
RO SR P

TR R4 12 (39 0 0 19  (6.1) 0 0

GE 15 (4.9 1 (03) 0 19  (6.1) 0 0

K= 2 — S F— 75 (244) 8 (2.6) 0 76 (246) 9 (2.9) 0

PR 26 (85) 0 0 24 (1.8) 2 (06) 0

EHERR =2 —n " — 69 (225) 3 (1.0 0 78  (252) 6 (1.9) 0
B L ORI RS

EHEPR 38 (124) 6 (2.0) 0 22 (1.1) 3 (1.0) 0
MR SR, MOEREs X OMiEhRIEE

S 26 (8.5) 1 (0.3) 0 3 (11.7) 1 (0.3) 0
B3 L OV TR

=B 171 (55.7) 0 0 172 (55.7) 0 0

O FEIE 29 (9.4) 2 0.7) 0 17 (5.5) 0 0

% 33 (107) 3 (1.0) 0 27 (8.7) 1 (0.3) 0

R VNITRZ SIN 4 S 17 (5.5) 6 (2.0) 0 8 (2.6) 0 0
M

e I JE 54 (176) 20  (6.5) 0 55  (17.8) 23  (7.4) 0

E. ABIRECE WD CRIEMEMZEEB 3 F] (1.0%) . KB - /DNIESK - BEO T 23 41
(7.5%) . BEOKLERE (PEMERESRMARE, RIEHEEIRIEGEE, 2, B
FHIESE) 1 B (0.3%) . thEFESE (FT7 2 « N —JEERESE) 75 6] (22.4%) . BIE
FF4e « FFAR4E - FFRERERESE « iFJ¢ - RELMERR/E 25 56 ] (18.2%) . FIRARFEAERESE 70 {51
(22.8%) . FIE{ABHEREREE 1 ] (0.3%) . EIFEHERERESE 4 ] (1.3%) . BHEREMEE
(PRADE VEVER . SRERIRERSE) 1141 (3.6%) . HEZK 261 (0.7%) . sk - BEEUH
RAME 2 61 (0.7%) . Bk - BEREA 1451 (0.3%) . Ok 141 (0.3%) . EEDHRK 2
% (0.7%) K TN infusion reaction 37 {3 (12.1%) 23538 b=, F£7=. 1 BUPERIE, BHIE
REEE, 5 & MRk, B RMiRiES (i Mas D PESETER . iLrEE ., 7R
TFERES, MRERIERAESS) | MERERIEMEEE LK ORI bivie oo, REIWERZEEL
WolIBESRES (RRAEMEER 2 3T) 2508 RETT,

12



© [EEELFRFEIFERE (KEYNOTE-AL8 #5R)
B EFEGIIAK 4+ CCRT #f 525/528 ] (99.4%) . 77 &R +CCRT #f 526/530 f
(99.2%) ITRO B, WHRIE L OREBARPEETERWVWAEFERERIT. TLEN
512/528 {5l (97.0%) JUN513/530 15 (96.8%) T H AL/, WT N DOFETHELEIS N

5%LL EDORENWEIITERDO LB TH o7,

F£6 WTNLOBTREABEH 5% LOBWEA (KEYNOTE-A18 3BR)

(BT REM)

%% (%)

PRERIRHE -
(SOC: System Organ Class) ANFl+CCRT ¥ 77 +CCRT B
JAFE (PT: Preferred Term) 528 {3l 530 4
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

2FIEH 512 (970) 365 (69.1) 2  (0.4) 513 (96.8) 324 (61.1) 2 (0.4)
MiRIs LV >R bEE

2 1fiL 317 (60.0) 101 (19.1) 0 296 (55.8) 85 (16.0) 0

i BRI 125 (237) 67 (12.7) 0 92 (174) 57 (10.8) 0

U L SERIBiE 49  (93) 45 (85) 0 47  (89) 40 (7.5) 0

I BRI E 114 (216) 56  (10.6) 0 94 (17.7) 52 (9.8) 0

/NI A 73 (138) 8 (1.5) 0 60 (11.3) 6 (1.1) 0
i L ORkBKEREE

Hig 28 (5.3) 1 (0.2) 0 34 (6.4) 0 0
PG

FEDR MR RE T T 56 (106) 2 (0.4) 0 15  (2.8) 0 0

FOPR IRFSRER T E 112 (212) 3 (0.6) 0 30 (5.7 0 0
H ke

i85 32 (6.1) 0 0 37 (7.0 2 (0.4) 0

{5 %% 72 (136) 1 0.2) 0 66 (125 1 0.2) 0

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

BN 304 (576) 7 (1.3) 0 317 (59.8) 10 (L9) 0

Mg i 135 (256) 3 (0.6) 0 150 (283) 7 (1.3) 0
— % - REREER OGN O RE

1) 77 (146) 2 (0.4) 0 63 (119 2 (0.4) 0

9 97 84 (159 4 (0.8) 0 94 (17.7) 4 (0.8) 0

FEEL 35 (6.6) 3 (0.6) 0 2 (4.2 2 (0.4) 0
JRYSE 5 L OV A e

PRI IR G 38 (7.2 7 (2.3) 0 37 (7.0 2 (0.4) 0
555, PER L OWEADHE

TSR R R 2% 28 (5.3) 3 (0.6) 28 (5.3) 4 (0.8) 0

TSR RS 32 (6.1) 0 31 (5.8) 0 0
R PR AR A
%;3;\/7 1/ RTYAT =T 89 (169) 10 (19) 0 58  (109) 5 (0.9) 0
ﬁi;%j?ua”gﬁ S/RTIAT= ey ws2) 5 (09) 0 51 (96) 2 (0.4) 0

L7 L7 F = H 42 (8.0) 0 0 42  (1.9) 0 0

U BB 70 (133) 65 (12.3) 0 83 (15.7) 75 (142 0

I v R AR 156  (295) 79 (15.0) 0 148 (279) 78 (14.7) 0
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%% (%)
FEBIRSH

(SOC: System Organ Class) AF +CCRT 77 R +CCRT #E
JAFE (PT: Preferred Term) 528 {3l 530 1
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

1/ N 116  (220) 25 (4.7) 0 109 (206) 13  (2.5) 0

RS 55  (104) 6 1) 0 54 (102) 3 (0.6) 0

A i BR A 173 (328) 104 (19.7) 0 183 (345) 111 (20.9) 0
RS X OSeREREE

BAHIR 83 (157) 3 (0.6) 0 88  (166) 2 (0.4) 0

A2 I i 26 (4.9) 6 (1.1) 0 29 (55 4  (0.8) 0

KAV 7 A fiE 74 (140) 22 (42) 0 58  (109) 15  (2.8) 0

K~ 7R 7 A fUE 91  (172) 13  (25) 0 88 (166) 11  (2.1) 0

i DR WNE 45  (8.5) 5 (0.9) 0 45  (85) 7 (1.3) 0
B #E R d £ OV ARk

EaEipra 39 (7.4) 2 (0.4) 0 34 (6.4) 0 0
RO SR P

BRTEA A 22 (42) 0 0 28 (5.3) 0 0
B L ORI RS

PR IR 60 (114) 1 (0.2) 0 47 (8.9) 0 0
AFEHR R L OSLERE

BRI 29 (5.5) 3 (0.6) 0 29  (5.5) 0 0
FEIE$ KO TRk E

& D FEE 28  (5.3) 1 0.2) 0 17 (3.2) 0 0

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

7%, AHI+CCRT BEIZIHBWTHEMENZE 8 il (1.5%) . KM%k - /MG - HEED
T 40 5] (7.6%) . BEEOREESE (hEMEREEE, REHEIREEEE, £
ZALBE, FARMIESE) 1 B (0.2%) . MfkkEE (F7 2 - N —IEGERES) 16 4
(3.0%) . BMEFEK « A4 - IFEgReREE - F2¢ - s bMENBE & 139 f (26.3%) . H
RIS RERE S 147 (5] (27.8%) . EIBFERERES 4 451 (0.8%) . 1AUBESRY 161 (0.2%) .
ERRREFE T (RMIE VMR 8. ARERIRR 255 1061 (1.9%) . BEX 34 (0.6%) . i
K- B - FRER 1 B (0.2%) . SEIMEL 1 1] (0.2%) . infusion reaction 3 {3
(0.6%) KOHEEDOHK 20 (04%) N@RD LIz, Tz, FEAEHRERE, 5% - M
SO RMRIE . EER I EE, DR, EER MRS (SRt MRS PSR Y
mAVEE L, AREFERSS, MEERIERAES) | MERE REMERE R ORI b h o7,

RIVERZBBURIU LB E RS (AR REMERT 2 5T) 25 0EHBRETT,
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(A - A&

KB OREFAEYBEE T LV AFIH LY I 2L — a2k, AHl 200 mg %
Q3W, 400mg & Q6W XX 10mg/kg (KHE) A 2 @RI (LLF TQaw) &wH, ) T
B b LB OARK O MG FIRE SRR Sz, T ORE, AKI 400 mg 2 QW TH L L
T2 BRDOARFN O EFH R T 2 MEFIRE (BLTF [Cags) &9, ) 1E, KA
200 mg & Q3W THEG L7BED Cagss EFLIT D L PHlISLIZ (FR) . o, KA
400mg % Q6W TH G- L7ZBRDOARK O EFIRREIZ I T D @ Mg IR (BLT T Craxss.
EWVD, ) I, AKI 200 mg & Q3W THEEH L72BED Craxss & LEEE L CEfE &2 7R3 & T
SN7ebOD, BARNBFIZEBEWTHARMDHERINLTWDL HIE - HETH 5 KA
10mg/kg ({KEE) % Q2W TH# 5 L72BRD Craxss & HlE L TIRMEZ R T & PRS2 (F
) . I, EERAEEE ZRSITAH 400 mg 2 QW TH G L 7= s 1 HHFRER

(KEYNOTE-555 &) X 015672 EHEIZE S S EMBRENT A —F X, v I
—3 a2 AL PRI LR EIRE T A — 2 LB L. (F&) . T, BHEONA
FEIZ 31T 2 REIREABRARAR I D & | AHI DR & & A 20 T2t & OB 2 a9
LB ROGE T VIMEE X, KA 200mg & Q3W T 400mg % Q6W T 5 L7=FE D
BRE R & AN UL et L OBEIZ OV TR SN RER, B - AREOMT
M R VLRI 2RI &Pl S Tz,

KT FHRORYEERNT A—F

R - R Crax Cavg Chmin Crnax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?-519.7) (27.277-38.1) (17.%3?-118.3) (91.%?'984.1) (49.?3(,)':1.0) (30.?3??1.4)
400 mg Q6WT (12;’?2 4) (32,%?;,12,7) (10;??0.8) (14(1;?49) (50.??15?1.3) (19.?3?50.9)
S| ase. e NA (144,354 NA A -
10 mg/kg Q2WT (212,2223) (14?11145) (11%,1221) (421,2?133) (27(23,7282) (19%,9200)

+:n=2993, 100 EIDY I = L— 3 NZE Y EHIN-KAEIEO T IAE (2.5%48, 97.5%45) . Crax : FIEIEES-
B OB MIETIRE, Cavg : PR GH%OFEMIEFIRE, Crin @ PIEHG% (VA 70 2 581 OFARMIE iR
E\ Crax,ss : Eﬁ%ﬁﬁ&:%ﬁé%%‘[ﬁl{%qﬂﬂ%fﬁ\ Cavg,ss : Eﬁ#}:ﬁ?ﬁ:}sﬁé?i@m{%@%fi\ Chin,ss : Hﬂiﬂﬁ%-ﬁgﬁ:%”
2 B AR L7 i

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl D LAEEIE  (95%(ETHIX[H)

NA : %7 L
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4, MEFRIZOWT
RS Y 27 EEGHE (RMP) (ZED & RFIOEEL L VSIS~ W 1k
HilA3 8 2 Migk Td o T, ARFNIOLG Y72 BT Z2HT - FrE L, AFIOEEIC LY EE
7REWER 2 F8BL LT BRI d 5 2 L B fo ) LLF OO~@DF T &7z 3 Hiak
IZBWTHEAT 5 XEThH D,

D HEZRIZHOWVWT

D1 Tio (1) ~ 6) OWVTIMNICHYETHEETHDL Z &,

(1) BEAEFBARRENEET DA BHEEE LIRS (BRERT RS A SRR LR,
HES A RS RGHEERLRRIRE,  HES ASIRRRE 7R &)

(2) FrEREREIRRT

(3) HMEAFIRAFENIEET DA IR (2 AURIREHEIE EIRbT, M Aol
JIFbE, DS A SRGEEEHEERRL R &)

(4) ISRFREEARRE L, SSRIEE ikl L, ARIER LR ikt 2 X
SIS LR 3 DOk IEHEIAR D JmH 21T > T D fitiak

(5) HUBMEREE AL & BANE ORI AR D i H 24T - T D fitik

@-2 BSOS HIE L ORIWERIZEE R OIS A0 7250k & R AR OERT (R
DUWFIINNTFE G T D ERD) 725, SE2EROAFN BT DIREOEESE L L TRESIT
WH Ik,

*

o [ERMCFFEUSHE 2 FEOPIHIHE ZE T L 721412 5 LA EO ) AR DEEIRMHE 21T -
TWAHZ L, 96, 24D RIT, BAREMELEZ L LIRSS OMHE 21T - T
WahZ L,

o [ERIRFFHUSR 2FEOHWHWHE ZE T LIRIZAFELU LORRRRZA L T\ DH 2 L,
7B 3 LRI, I AFHEL O ASWIRTE 2 G TS ATRIRDERRIHE 21T > T
HZ L,

@ BEHOERMEREBOERIZONT

S BRI e 2 LSO S, BUEGED ONWRE D . A - Ll
SO RO PR OVERTSSI A H RS, AR B LI A O 5T, %
DERINATON B - TG = &,
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® BUEHA~DOXRRRIZONT

@-1  MERRAEHICEE S 5B
MEMEMEEEOEE Z2RIER N EA LIZBRIC, 24 REEZIREHI O T, Yakhiik X

TR BT, FEELLTZEIERICI U CABTEEL N CT ZORIWER ORI S5 7

FRADOFEFRD Y HHICHE LI, B OIS ATRBRAH N > TN D Z &,

@2 ERUEFFICLII2EFESAMNIGICET2ER

N AT 2B 2 R . OB 2 BT 2 EREEEPRIERE=41Y > 7
EEOIERDA Y UV —= T ZITWEIRE LR LA TE 5 F — AEREH]
SN TWDZ &, Teds, BYRIAHNCHOWT, DABE & EDOFIRIA A ST D Z
&

®-3 BHEROZErPxHGIZEL T

BIER (RIEMEMZEARICIN X . KIBK - /NS - BEO TH, BFEME « FFR42 - T
PREREE - PR - ALMERRAE 28, BEkRERE S RS MEMER R, RERIRB R |
N WkEE  (FERAMKERE, FRIEEERES, RIBEERES) | LRRE, 589
WA, e - BRBURRRMEAE . EJE. WESM I RE AR &, HIEO K ERE (PEERK
HEFERIRIE . RS RERARIEERE, ZIRLBE, BURUEIESE) | infusion reaction, M7 - #f
e - Fhfik, BIEMBEE, MiRlEE (7 0 - SU—EERS) | D%, E5E
7RI (SRR R PR SR B . WS i, PR IFERES . BERERIERIES) |
HEOHR, MERK, MEREBIEGERE., %) [T L T, Hakhusx I bE R
OHEMAMEET HEMEEE L (BIERORZE-OxNCE L TEE R SR 22T b
LERMICHD L) | EDITHEYIRLENTE HIEMHPESTND Z &,
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5. REXBRLRDIBE

(G2 B3 % 9]

O RIRHEFR OGS 72 < | ALFFIEREO 720y (LR RIE & L Co& G ITRR
<) T IIHRO FEERBEBEEITBN T, A&HI, ~7 ) 2FBVRNT T FFH1A
(AT TFUXIIANRT T F ) OB AR, <7 ) E2xEL TT7F
FEE] (AT TFUNIINRT TF ) ) KON X< T OfF G OF
DRENTND,

C>%ﬁ11ﬁ%®%*@ﬁ$% IHRPLCIE, EEEERE MRS (KEYNOTE-826 i
BR) 1238\ T, PD-LLEBLZE (CPSY) 2L 0 AN R DA BRI TN D
;k(%NSi%)#6\C%BWﬂHWWﬁw :omf+“’ﬁﬁbkivﬁﬁ
BEDEREZITI ZENEE LV, CPSH 1R THD Z ENHERSNIZEBEIC

WL, ARANLIAN DR ERE LB ET 5,
* KA OBWEK L LT, PD-L1IHC 22C3 pharmDx & =] (BR5E4) AR ESNTWD,

@ RIFHED FIGO2014 HEITHA/PMEDIB2~IIB H] (U > ~HilsB i) XIZIM~IVA
(U 2/ EHERREIE SUTEaNE) O RPTET T E S AE ICBV T, RFlE CCRT (v~
AT T F R T COMNTIRE, K OZFO%O/NNRRIEHR) L OFRAEREOA%)
PRSI TN D,

@ TFRISZU T 2 AR OEE LA TTHEZOWTE, AFIDOFIENTHELSNTED
T AFNOFGRR LB,
o fiTERAH BRI

DT TAFNDAZNED R S A TWZRUMILOHUENEEEEA & D fF 5

[ZatEiZfE9 2 FH]

O TRICEYTHEEICOWVWTIAF OB ENED L SN TWAZ s, 5%
1T\ b

o AHNORIIK LISEUE DREERED & % B3

@ BEBRATOFHICBWT FRRICHY T 2EBEICOVW L, ARG IR I
WS, L OIEREERINE N 2 WIGEICIRY . EEICAKIZFEHT L L 2B ETX
%

o HEMIEBOAM I EDO S D BE
o EREE R CTRIE R & 386 5 BE M ONE BN O il SR i 28 <ot i 25 4%
18



I RIEVEZAL DN DIV D B

« HEREREOEH, SUTEBMERZRFE L IIHFREIEO B SRR EORERD &
oA

o s AE GRS ) Db DB
© ORI AT L 8E

«  ECOG Performance Status 3-4 Y o B3

(ED ECOG @ Performance Status (PS)

Score | EF

0 | &<MEREBTE 5, Fnl L [ U A AENHIRZR AT 5,

PIREICI LUWTEEN SRR S5 28, SITARE T, BAEERH > TOEEIFTH 2 LN TE D,

Vol mogs, s

2 HATHRECH A OH DEIY O Z & (3T X TREEEBEEIT TE /ey, HHO 50%LL Bt~y RALTIRZJ,
3 ROENTZEHGOEDEY DZ L LnTE7R, HHFO 0%, EE2Xy Rl 2,

4 | 2<BTRY, BODHDED D LITEL TERY, BRIy R+ TEId,
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o

BEICERL THEETNETFHE

AT SCES TN 2, BOERTE SR D RS 2 BBV T 5D & ARH D Rtk K OV EE

RO B ERE o ICB R L T OEHT5 2 &,

TRIREBAAR I D . BE X2 OFEIEITA MR ERMEEZ +oa L. FEES

ThrboEET5Z L8,

FREWEH O~ A MZOWT

MEMEER D 5N Z LR H DD T, KFOBEGIZHT--> Tix, PIHPER
(BOldv, PEVLIREE, k) ORER&L O X #iRA DI Mm%, Bt 471
17952 &, Fo, BEITS U THES CT, I~ — W —%0MmEZ £+ 52 &,
infusion reaction 23 &% 515 Z L3 d %, infusion reaction 23786 B L2 AT,
WEREZIT D & L b2, JERDEIET 2 £ TEEORELZ H2IC8I5T 5 2
&

FUR RS RERE S . T HEAEEREE S R ORIBHREIEE N H oD 2 ENRHH DT,
ARFN OB G-BRAART R OB G- I I E I N re 4 (TSH, 8 T3, ifF
HE T4, ACTH, IH = vF Y — VEORE) #FEuT 52 &,

BIENTR . P, ITReREE . PR, BEMEIRERNZH oD Z & 03H 5D T,
AHKN O 5B baET K OG- M e eI i e (AST, ALT, y-GTP, Al-
P. BV EEORE) ZFMT 5L,

SEIFER (MCERM I ERERE GT) FOEERIREENH Hbild 2 &
DHLHDOT, EHMICIRORFEORELZMERT S22, £/o, IROBRENFED L
NG EITIE, BN ERER 22 T2 X ) BBELRET L2 &,

AR OEEIZLY | WEOHREESONTRRT D & B2 DDA REBHREDN H
LD ENDH D, BENRDONTHEIIE, BE L-ERIZS U HEM
TR & R A RO R AN & EEE U CE U R BRI A TV W O RPEROGIT K
DEIWER DGO D56 12IE, AFIORFE T 1L, R ORIE RE AR VE FH D
BEFEEZZRET LI L, ok, BIBKRERNVEORGIZEDRWEHOSGEENTR
D HIRWGEITIR, B BERVE LS OREIRIFIOBMGEET L Z L,
B T%, BN O AR L COLRIERANRRET L2 0835720, &K
HOBEHETRICORIEN OB HFITEETDHZ &,

1 AUBERRI (BIE 1 BBERP 2 5 de) 3 b, PERWEMES R T v R—v R (2E
L2 ERHDOT, OvE, Bl EEZEOERORECMPEE O R +H0EE
THZ L, 1 AERED DN GAICIIERGERIE L, A R RO 5%
OGN REZAT O Z &,

@ AFIOEKRZABRIZIBW T, KEYNOTE-826 #Ex CIZEIELZIfTIT 26, 54 HEHF T

X9 HMZ L. FNLEIX 12 BHE S IO A To TV . KDY
KEYNOTE-A18 #XB2 Tl CCRT 52 T2 5 2 £ 12 MM = & I D 34N 21T
STW=Z & E2SEIT, RARGETIXEHANCHGRESE CHROMEEREITHI Z &,
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