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AFN OG- N 22 BE LW - BE L, AFOBEIC L BEEARBIEAZEH L
BRIZKHET 2 Z ENMERTED, L TFOO~QD T R T a2 T I B W THERT 2
RETH D,

@ #EHRIZHOWT

D1 Fito (1) ~ (B5) OWVWTNNTENT I THDZ L,

(1) EAEFBREDEET D03 AR SR b (FRE TR 23 A RS RO L w B |
Mg 23 A BB B IL RURE . HUEAS A BB IIR R 7R &)

(2) FrEREREFRRT

(3) HBENFRAENIRE T D0 ABIEEEFRL (DS ABREEEIE R, 23 A SR
W 1IEBE. 2 AR R e &)

(4) HRACFERIERE 2R E L, S RIER L FFERRR 1, S RIER L FFRE2 R 2

AT AN SRR SRR 3 Ol K YE (AR B B 24T » TV D ik
(5) BrEEMERES AL E BUINR OfER FEAEITAR D | 21T - TV B Jitigk

D-2  FEHSEERE O T K ORIWE I FE B O SR 143 72 5055 & 888k 2 R =Rl
HRHER (FROWT LY T 2 ER SUIHEEHERM) 23, Y2 oOARFN B3
LIBEOEFE E LTRBEISN TS Z &,

#

o ERRFFIG®E 2 FOPIINHE ZE T L7212 5 FLL EO D3 ATERE O REIRIHE %
ToTWHZ &, 96, 2FLLEIZ, BAFEWREAL L UTEBRREERFOHE 2
ToTWHBZ &,

o [ERMRFFESE 2O MMINHE ZE T L7212 4 4-LL 1 B SuEMERL e e o Ff AR A
BEIT-TEY., 96, 294U EE, 2SAEYERE & & L IaSE MR 2R O
KHHEZ{T> T\ 5 Z &,

o [ERNGRFF TR E MR FFIGE O WIIWHE 2 & T L7221 54E 2L Eoo nESEL D
BRHEZIT>THB Y., 2 b, 2FEU kX, BDAERYRIEEZ ST OEARO R AR
BWOERIHEZIT> TS Z &,

&% AHNC L DIEBICB O CIIEWERS O G EBR B3 570, BEOIRE
24 7= D RHERNE EOROWT NIRRT Sl 2729 = (FASEE S O (b5
BN ORIVE RS BLEE O 4y 2 itk & FRBR & B o [ERT) & OBRBE D &
WZRIET 52 L,




Q@ BENOEERLFREBEDOMEHIZOWNT

PSR S A B ST 2 B N B E S, BRSO D OfF A D, Ak - %
PSSR RE RO S OERE ST 215 R, AEFSNRE LGS OWE
EH, HENHCNITAT DN D EHINE S TWE Z L,

® EBEUWERA~DOXRIRIZOWT
@-1 HERAHICEE 2 B

VEL At RS O B S R BIVE R 8 9845 L= BRI, 24 BRRIRSIRIAHI O F . Ya%has Ui
S I BT L LZFBITERNCIS U C AR BN O CT 28 0 BIVEH ORI LB
IR OFRER Y B ARG DI, BB ATRER AR N > T D 2 b,

@2 ERRFEECLIAFFRNINICETIEMS

IS WP 0 D I 2 i e O ie 2 A 3 D IERIEHE DEER =2 ) > 7 %
BOTEIFD AT V) — =2 T 2TV EIRE & fHlR & 37 TE 5 F — LRI D3 =
NTnDZ &, Ik, BEAHICOWT, BDARBHE ECOFBEIZ I AmESh TN D
Z&,

@3 BIEAOBELLITICHI LT
AFIOTE AL S A IR SIS TREEWE S T S AIEAIC R LT, ik
SRR R O B 2 45 2 BEAT & i L (RITEF ORI ORI B L CHEBE
USBEZT DNBRIFCDHS 2 L) | EHITHYIRMENR T E D RHI7 - T 5 =
Lo



3. BEXHB LR DAE

O FRACEYTHEEFICOVTHEHAROEEN LR E SN TWDHZ & n, F5%21T
brpnz &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ {RERTOFHMIZB W T FRRICEE Y T 2 BE I OW T, AFI O GI3HESE S

DS, MOTREERINE DN WG EIZIRY | HEICAKZEHT 52 L 2B ETE D,

o MEMMZEEROEI IIMTEOH 5 BHE

o IR AR CRIE R 258 0 2 B K OVEBIME O K R Atilisi e <ol Gt it J¢ 25
DI RIEMEZEAE R DI D B

o BACOREERBOADE BN L XSO B R R OB EED
b 5B

o JEEIEAEEE GHEmEMEBRELZ ET) Ob 5 EE

o FEMOBRYSUIMEEEAT DESE

»  ECOG Performance Status 3-4 "V i

(ED) ECOG @ Performance Status (PS)

Score TE#

0 | <ML IEBTE 5, MLl U HHEAEESHRZ AT D,

PR E LUEBNIHIR S 228, BATATRE T, B > TOEEITIT O LN TE D,
Bl VR, SR

BATABECH Y OH OEIY O Z L 3T X THEEENEEIFZTE 20, HHF D 50%LL EiZ~Xy R4 TR Td,

BONTZESOHOEY OZ L LHTERY, AFO 50%L L2~y R+ T,

W

2LET RV, BHOHOEID O LIFAETERY, BRIy )R- TEId,




HIHs 2

REFERHEET A KT A
RAa7nl) X<v7 (BEETHEZ)

~ B RAE~

ER2 92 A (fFn 848 2 AET)
BT B



Bk

1. IL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIKRGE P4
4. FEFRIZHOWT P18
5. BHxtGL e b P20
6. HEHEICELTHETRXHIRA P21



1. IXT®IC

=S5 DF I « B RMEOHEROT-OIZIL, IR SCEEIZE S W2 Ee AR D
Bid, 5T, IEORFAROMEARNC L0 | FUREIRS 22 & OB 72 Hidi/E %
FFEIMPARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
AR & 7o TR Y RFMBGER & SO FA T #2016 (FRk 28 A% 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z L LS TW5,

AR AR E SR S, KRR R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRNHD, ZOh, HMEROLZEVEICET A ERN oS T 5 E TOR,
WHEILORBEEZ R 2T D 2 ENHIRF SN BE IR L THERT S & L i, BIE
FDFEBL LTS LB ekt 2 & D 2 & DN AREZR — 8 O E & i 7= I A% B T A
THZENEETHD,

L7eRoT, KA T A4 Tid, BARBERELZNE TICHELN TV EFITH -
BHER LM EED & | LU O E IR O it 708 ) 2 HEHE 3 2 BLA b B2 g B %
FROEEFRREZRT,

I, ARITA KT A %, MSIATEOE NESE SRR S, A ANR AR
BRR RS s . — RN B ARERRNRHE S L OAS RN B AR &R 2 O )
Db EER LT,

RIG L IR B EINL A b L—F T 100mg (— %4 e T ) X~ T (Eis
THAHLZ))

KRG ERDMTR « Heth B

MNEERDAEROAE - BH., RAIZIE, Ra7n ) X~v7 (EBE#kz) LT 1
[8] 200 mg % 3 A [EHIFE 13 1 (5] 400 mg % 6 M [HfE kR T 30 53 fH
T TRIEFET D, 7272 L, IRMERIEOSE 1T, &5-HIH
L 12 WHEETET 5,

il 3& Ik 58 3¢ & - MSD RSt




2. AAIOKK, 1ERKERF

FA M—F RiEEE 100mg (—fi%4 - A7 e ) X~ 7 (BisHE#z), LUF TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KO PD-
L2 L OfEAEZEHERET S, b MblgGd £/ 7 v —FAHEKTH 5,

PD-1 & 1T T HiAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AUKIRE AN FI FH 9 2 T 7 s 2% il 4
AA »F T, PD-1 1%, fEFEZREBICEWCEER T MfdoMiaRmicgE L, 3%
P& SO % B e A X Tl 72 oS OS2 %, 705, PD-1 13U Y R EfE
ATHZ LKV PURZRRICL D v 7P Ve AICHIET 5% B/IKThH S, PD-L1
DIEFMHMEIZIB T 2HBUT DTN TH LD, Z<OBAMITIE T Mlao@s 2Mmz
DI EBENZHBLL TWD, BDARIIZI T 5 PD-L1 O & 388 %, B bR, .
FERMARE ., IRELE, FE/ NIRRT S O 2 A TTPRARRKR T TH Y | IRWAEFR L
OEBEMENRE I TWD,

B OB A DGR T% & PD-L1 BELOFHEEAMN S, PD-1 & PD-L1 O IFIEE
D PERREIC BV CHEERKREZE S Z LRI TR Y iz N ATEROER &
LTHIfF ST 5,

AHNZ, PD-1 & PD-L1 X OXPD-L2 Ofi V) A ROFEAZRET L Z Lick v, EE
W NBREE T OISR AR ENE T U v SERATEMA L &, HUEE S 4 FHE (b
T2 Z L THEGNRARET D,

AFN OVEFIRE AT IS < M8 O G5 FORIC & 2 BIERSE 2 & b, B XTI
B AN B D, AFIORG R OB GHIIE, BH OB E 0TV, B RE
W BV AITIE, FEBL L7z WIS U 7= B 72 itk & 0B % O AT & s L Col
BI85 B2 24T\ IR EE DR RS K D RITER DN b 256121, BIRKRE RV
L FI OB GE DY L AT S LR D B,



3. ERPRARE
FEME B O 7GR IR IR 21T o 72 B2 R IR B O il &2 o9,

(B 2]
OEWNE 1 b fHAER (KEYNOTE-041 #5%)

EFRERE DI UIA BV A~T RGBT CLF AV LA~T 1 E0nD,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4]

(B DERENT R 52 37 Bl) Z x5, K2 mgkg 3 B (LLF TQ3W) L1 9,)
B 5-OFIER NZRMEDNRET S 7z, 7B, G FEM CREBET RS D HEIT,
PREBHETT 2 R IR 3FR8 B AL 2 W DORFRINIZ R E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DD £ TAAIO B G225 2 LN ATRE & &z, HERT
MHIE B Td 5 ZNR[RECIST H A R A > 1.1 BUTHEES < dheflliE iz L 55242855 (CR)
SOTERS 2R (PR) ] X, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@EF4F 1 AHRER (KEYNOTE-002 #5#)

A VY AT X DI AT DRI AR B RAE RS 2 XU, RA 2
mg/kg Q3W # 5K TN 10 mg/kg Q3W 5D OV aMEN, fbFiiE (X Ny
Y. TEYOIR, ANVRTTTF XTI VAR NI INR T TF 3T ) H ¥
T, LT TICCRE] 29 ,) X E LTRSS Nz, 7238, MM CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEORRICZE L TWSHEE
TUE, WRIEI LA O WG FEAT TR BEIT B0 B D £ TAAIOB S ikt 425 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) M OMERE AR AR (L
T IPFS) & 9,) & &k, RANMMbLFRIE L R LT, PFS A A EITIER LT,

#£1 FiIMERE (KEYNOTE-002 3{E)

AHA| 2 mg/kg AH 10 mg/kg o230
Q3w Q3W
(180 1) (181 #1) (179 1)
hdeiE [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
0S | NHP— R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P fE"™ 0.1173 0.0106
e [A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | /N — K™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P "3 <0.0001 <0.0001

CI : [3#EX[#. *1 : RECIST HA KT A > 1.1 BRICHEES < FHRRRHE K OFEE 5P 12 X 5 R,

*2 ¢ JER] Cox Wl — RET M K D L5RE L Ok, *3 : @hlln 7'Z 7 e




100
90
80
70

& 60
ESD-_
# 40 7
30
20
10

—— 39 2mgrkg GBW
——— Z10mg/kg QGIW
(R

at risk#
## 2 mg/kg Q3W
##10mg/kg Q3W
{ES8GE

180
181
179

131
138
115

b LR LU R ety ELURLAL LU L L
9 12 15 18 21 2

33 36

27 30

77 (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

X 1 OS @ Kaplan-Meier fi# (KEYNOTE-002 35%)

—— 3 2 mg/kg Q3W
——— @ 10mg/kg Q3W
eC 3

at riskEs
ZF# 2 mg/kg Q3W
##10mg/kg Q3W
{LFERGE

180
181
179

153
158
128

4 6 8 10 12 14
SRR (A]

74 53 26 9 4 2

82 55 39 15 5 1

43 22 15 - 2 1

X2 PFS ® Kaplan-Meier if (KEYNOTE-002 3RE%)



@UFFMFHMAHRER (KEYNOTE-006 #X5#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
B 2 T DARTR UIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE - K&
OV 10 mg/kg 2 BREIRE (BAF QW) W95 ,) HEGOFEMER LR, A BV A
~ 7 aRRE LTS SN, ks, BEgAHE TRDEITARD b Ga I, Rl
T2 RIIER DT BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G 2k 5 Z L AHE & S v, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH#g LT, OS XO'PFS # HEICHERE L
76

#£2 FiIMHRE (KEYNOTE-006 3RE)

AF] 10 mg/kg AF] 10 mg/kg AE) b~
Q3w Q2W
(277 1) (279 1) (278 1)
HRoefiE (A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0s™ NP — K™ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P i3 0.00358 0.00052
rhoafr [H ] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | MHf— K72 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fi" <0.00001 <0.00001

CI: 24X, NE : #ERA[, *1 : PRI OT —% 1201543 A3 B v b4 7, *2: J@hl
Cox NP = RETNVICEBA Y A~ T L DO, *3: &Rl 7'Z o 7 e,
A KT A 2 1.1 RICEES < HSE U7 B R E R OISR EIC X D
Z (201449 H3 Ay b4 7)

*4 . RECIST &
R, *S  RRARNTEEO T —



B 50

——— FA10mg/kg QIW
F#10mg kg Q3W
— AEULTT

at risk#}

S (A]

##10mg/kg QQW 279 266 248 233 219 212
#%10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
117

K3 OS?D

Kaplan-Meier Biff (KEYNOTE-006 3%%)

= 3 10mg kg QIW
## 10mg/kg QIW
fPULTS

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

4 6 8 14
EREEFEMA)

98 49
95 53
42 18

231
235
186

147
133
a8

~

X 4 PFS @ Kaplan-Meier i (KEYNOTE-006 3X5%)



@E PRI FRFE RS (KEYNOTE-054 #5R)

SEARYIRE O AT =M W oEpRAEERE (BAN 15 fl2at) 23R, i
PRABIIETE & U TARAI 200mg Q3W # 5-OFMER OV ZEMEN, 7T 'R ExRE LT
Mat &7z, FEEIEE X EER AN (BT TRES) W9 ,) &S, AFNET

FERLHEE LT, RFS #HEIZHER LT,

#3 FiMHERE (KEYNOTE-054 3X8%)

AFI200 mg 77K

Q3W
(51441) (50541)
e [H ] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS™ NP R 0.57
(98%CI) (0.43,0.74)
P fi*3 <0.0001

Cl: M. NE: #ERT, *1 : FRETEOT —2 2017E 10230y F4 7, *2:

Je&

Bl Cox B NY— RET WL D27 TR E DI, *3: @hln 77 7 E, Q3W : 3 #fHfH

b 5-
100 -
90 |
80 hh""-\“-
& 70 - Tt
}# 60 - i N
i 50 A .'.-"-llﬂl-l-l—i
%R 40
g 30 7
20 | —— #FAI200mg Q3W
10 ] TStk
0 T T T T T
0 3 6 9 12 15 18 21 24
1 H
at risk% ERREFHE B8]
AF1200mg Q3W 514 438 413 392 313 182 73 15 0
TSt 505 415 363 323 264 157 60 15 0

5 RFS @ Kaplan-Meier Bi#R (KEYNOTE-054 3A5%)

(U AJCC (American Joint Committee on Cancer) M (55 7 i) (CHS<FHI, 27—V IMA TiXY »

PNEIN OB 1 mm BOSE DI,

8



GEERAFEFEMFEAS (KEYNOTE-716

Ak BR)

TRYBRE DO AT —VIB LN C "2 oEMEREAESRE (AN IHEET) %
KIGT ., INRABNETE & L TAK 200mg Q3W & 5-OF MR WZR2MR, 7T 'R
R E L TR S vz, FERMEEBIXRFS & S, AFNET T R LR LT,

RFS #H BIZIER LTz,

F4 AR (KEYNOTE-716 3ER)
AF1200 mg 77 R
Q3W
(48711) (4891431)
e [H ] NE NE
(95%CI) (22.6,NE) (NE, NE)
1 £ RFS % (%) 90.5 83.1
RFS™! (95% CI) (87.1,93.0) (79.0, 86.5)
W — R B2 0.65
(95%CI) (0.46, 0.92) —
P " 0.00658

Cl: EfEX[H. NE: HEEARA], *1: 1 [8HOFFEHFITREOT —4 1202012 H4 B v "4 7,
#2 ¢ JEHI Cox HffNY — REF ML 57 TR D, *3: @hla 75 7 BiE, Q3W : 3

S S T 452 5
100 F
90
80
& 70
B 60
5 50
% 40
& 30
20 | —— ##0omg Q3W
10 FStik
0
0O 3 6 9 12 15 18
at risk2% EEREEFHRB]
A#I200mg Q3W 487 465 401 340 249 149 71
FSth 489 475 400 336 229 149 77

21

24 27
21 1 0
27 1 0

6 RFS @ Kaplan-Meier gt (KEYNOTE-716 #E®)

(2 AJCC (American Joint Committee on Cancer) JHHI/FE (55 8 i) 12253 < #¥4fh,

9




[Zz421E]

OEWNE I b fERER (KEYNOTE-041 7U5k)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBBENEE TE WA
L, 34/42 5] (81.0%) IZFRW HALTZ, FEBLED 5%LL EOREWERIZT TERD LBY T
HoT-,

#£5 RHEEHN5%LL EORIEMA (KEYNOTE-041 3RE)  (RAeMMTXISER)
Bk (%)

2 mg/kg Q3WFHE
4231

SRERIRSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
PG AR 5

B B A REAK T i 4 (9.5) 0 0
B ke E

T 3 (7.1) 0 0
— % - EFEER X O G OMRRE

TR 5 (11.9) 0 0
AR AR A

AST #4n 3 (7.1) 0 0

LB EREHE N 3 (7.1) 0 0
B R KOV T AR

O PEIE 6 (14.3) 0 0

IR INTRZ3IN>- &2 6 (14.3) 0 0

M A B 3 (7.1) 0 0

. EVERIZRE 1B (2.4%) . Kz - EEO TR 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAHEERE 2 61 (4.8%) . FHRIERERTE 6 61 (14.3%) . infusion
reaction 1 5l (2.4%) KOS E D IER 161 (2.4%) 23580 bz, Eo, PREE (F7
o N LERERESE) | BIRRERRTE (RMAEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREES) | R, HiR - BUUm
e, EUEREEE, Mot - BEIRAR, GDAhZR. SRR PR MRS PESRBER ., YA IR I
K ORIFERBSHIRR D S e o 7o, ARWEMZEBURILIBNESR SR (RRMAMR T 25
) ZELEFRREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i)

HEFESRIT, 2mglkg Q3W #f 172/178 15| (96.6%) . 10 mg/kg Q3W ¥ 178/179 15| (99.4%)
JZ OV ICC B 167/171 7 (97.7%) (258D B, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 # (68.0%) . 133/179 fil (74.3%) M TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th o7,

10



6 WINOORETRERN 5% EOBIEA (KEYNOTE-002 3RBR) (2Nt REH)

% (%)

FRERIKyHE (SOC: System

2 mg/kg Q3WH 10 mg/kg Q3WH ICCH
Organ Class) 917%({3% i g17;J ?ﬁd i 1717;1
FAGE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Gr?:a\de Grade5 <4 Grade Grade Grade 5 4= Grade G;aje Grade 5
LRIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
Mg LY R fEE

#if 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (05 9 (53) 0
F 1 BRI E 0 0 0 0 (0.0) 0 0 14 (82 6 (35 0
I R ERI 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
ML NI i 2 (11) 0 0 1 (06) 1 (06) 0 16 (94) 4 (23) 0
PN 3 AR T

FR I R AR T RE 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B EREE

fE 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
i 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
Mg 2 (1.1) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f - A EERS L OGO RRE

HE)NE 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (58) 1 (06 O
9 55 40 (225) 2 (1.1) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06) ©
PR IR A

1R A 0 0 0 1 (0.6) 0 0 13 (76) 5 (290 O
Rtk L O EE

RARIBOE 8 (4.5) 0 0 17 (95 2 (1.1) 0 26 (152) O 0
AR & OV G i ik

RA i 13 (7.3) 1 (0.6) 0 12 (67) 1 (06) O 9 (53) 1 (06) O
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR TR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) O
BERLTE 1 (0.6) 2 (1.1) 0 0 11 (6.4) 0

B4 KO ARk

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 9 (5.1) 0 0 9 (5.0 0 0 2 (12 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
2 21 (11.8) 0 0 18 (10.1) 0 0 8 (47) 0 0
i RINITRZ SN2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
A BT 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

725, 2 mglkg Q3W B K TX 10 mg/kg Q3W BEICH W TENFh, BIEVENEE 1 41
(0.6%) KON46] (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 2 6] (1.1%) KO0 fi, AHHEEREE 13 41 (7.3%) M
V15 5] (8.4%) . BHEREEE (RANEMEMEELRE) 161 (0.6%) KU1 H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fiil (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 3, EEEAREE DHE O il Je OV 1 131 (0.6%) . Aide - BRSSO Il K O 1 5] (0.6%) .

11



WRCHE 55 0 BIRTH 2 B (119%) AR BITz, Eho, BITHE, 1R,
5% - BRECTHARSE, DAfJ6, SemebEiL MSRAPESRBER, T ILPER R AR 1
Wb B o T, ABWERITRBLI B S (AR 2 61) & aTkdt
AR

@A FMAHRER (KEYNOTE-006 #k5#k)

HEFESRIT, 10 mg/lkg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPL#E 239/256 151 (93.4%) (IZ388 B AL, TRBEE & ORIRBEMRNA G E TE WA EHESE
Ld. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K X 187/256 1 (73.0%) |
WO BTz, WTIUDORETIBLED 5%l EORIWERIZTED LB THo7-,

KT DTN TREED 5% EOBHWER (KEYNOTE-006 ) (LM REM)

B (%)

' EBIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2Wit IPI#E
O;ga”f'aSS) _ 27741 27845 2564

FEAGE (PT: PreferredTerm)

(MedDRAver.18.0) 4Grade  CP%  Grdes 4Grade %% Grades 4:Grade Géaje Grade 5
2RIEM 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
W Wk
B A RE T LA SE 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
HUR IR R A T 21 (7.6) 0 0 25 (90) 1 (04 © 2 (0.8) 0 0
B Ik
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
INIZES 8 (290 5 (1.8) 0 4 (1.4) 4 (1.4 0 19 (7.4) 16 (6.3) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
H A Hz A 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (11.2) 1 (04) 0 28 (101) O 0 22 (86) 1 (04) O
e 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G ORE
179 31 (11.2) 0 0 32 (115 1 (04 0 16 (6.3) 2 (0.8)
95 53 (19.4) 1 (04 0 58 (209) 0O 0 39 (152) 3 (1.2) ©
RRIR A
AST 0 6 (22) 1 (04 O 14 (5.0 0 0 6 (23) 2 (08) 0
R L OV REE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
BRSOV G ke
BA &R 32 (116) 1 (04) 0 26 (9.4) 0 0 13 (51) 2 (08 0
5 P 6 (2.2 0 0 19 (6.8) 1 (04 0 5 (0) 1 (04 0
B $ KON TRk
Z 9 FEE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) O
B 37 (13.4) 0 0 41 (147) O 0 37 (145 2 (0.8 O
=55 Mk A BT 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W EEM O 10 mg/kg Q2W BHIZRBWTCENEh., MR B 4 4
(1.4%) KON (0.4%) . KiFZ% « BHEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7 2« NU—IEERESE) 2 61 (0.7%) K ON0 B, ATHREREE 14 61 (5.1%)
J O 23 5 (8.3%) | EFREREREE (JRAE B RSE) 261 (0.7%) KOV 4 (0.4%) |
TEAEEEREE 1 6] (0.4%) KU1 61 (0.4%) . FUIRARAERE S 28 f31] (10.1%) KUY 33
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B (11.9%) . REIBkEESE 161 (0.4%) L2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | L HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (FERREARSE
e, ZTEALEBE, JEHRIEIESE) O 5] L O 1 51 (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
e - BB RARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O 5l Je Y 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) DB bivlz, £7-, EIEMEIGE, L
P, So I N PE SR BN . VAR I B OIRZFER GRS e 1=, AREIE
MFBLRDUIBIE RS (BAMAMERE 2 5T) 230EERE =T,

@EBE LR FH MRS (KEYNOTE-054 #5#k)

HEFERIIARAIRETIL 475/509 1] (93.3%) (2, 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIFETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL L=, WFNNORETRILE
M 5%LL EORIERIZTTFRDO LB THoTo,

K8 WIFNADEETREED 5% EOBHWER (KEYNOTE-054 3UgR) (LM REM)

& B OB K 4 B ( soc: B (%)
SystemOrganClass) ARFIEE WA i3
FEAGE (PT: PreferredTerm) 50945 50245
(MedDRAwver.20.1) 4>Grade Grade 3-4 Grade 5 “4Grade Grade 3-4 Grade 5

AFIER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
Rl s

IR IR HE T RE 49  (96) 1 (0.2 0 4  (0.8) 0 0

RO IR RE AR T E 73 (14.3) 0 0 13 (2.6) 0 0
B Bk

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0

AT 58 (11.4) 0 0 43 (8.6) 0 0
—% - &FEER X OB 50K

0 9 48  (9.4) 0 0 34 (6.8) 0 0

957 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
AR IR AT

ALT #40 26 (51) 3 (0.6) 0 16 (32) 1 (0.2 0
T E R R R L O A kS

RE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

PR 26 (5.1) 0 0 15 (3.0 0 0
PR TR P

GIE ) 37 (7.3) 0 0 33 (66) 1 (0.2 0
MR, HOESES & OVEhR

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0

FERE R KOV PR ARRE

O FEIE 85 (16.7) 0 0 49  (9.8) 0 0

W5 49  (9.6) 0 0 32 (6.4) 0 0

7p B AFIFEZ BV CRIE MEMIR A 15 61 (2.9%) . K - BE O T 23 6 (4.5%) |
FFFREREE 46 61 (9.0%) | BHEEREREE (RAEMEMEBRLE) 26 (0.4%) . FEAHE
REREE 11 4] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .
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1 HUBEIRYP 5 1 (1.0%) . 5 & D% 2 45 (0.4%) . % - BEACHHRLARAE 1 61 (0.2%) .
R 2 1] (0.4%) . ESEMEESGE 1 6] (0.2%) . Of2e 1 % (0.2%) TN infusion
reaction 2 f5il (0.4%) M3FRH LTz, F7z, fREREE (7 v - NU—EERESE) | HE
D FZ fEREE (FZERSIEARAEERE, SZIABE, FEREES) | Ik - Bk, oy tis)s
WM SR B . PR MR I N OVRIFERBH I TGR O DL 7e o 7o, AREIEHZSBLRILIEEE
HESR (BAMEMERET L) 230EHERE =T,

GEEE LR FH MRS (KEYNOTE-716 #5R)
B EREGIIARKIRETIL 461/483 #1 (95.4%) (2. 77 wAREETIE 444/486 5] (91.4%)
ICHBL LT, 1RBEE L OREBENPEE TERWEERZIL, AFIEETIX 400/483 fi
(82.8%) 2. 77 & AREETIL 316/486 i (65.0%) (ZHILL7Z, WIFNNORETRIER
D 5%LL EORIWERIZ TEDOLEEBY THoT,

£9 WO THREREN 5% EORIVER (KEYNOTE-716 3RBr)  (LEtEMITrREN)

S K43 (SOC: System fIEe (%)
Organ Class) AFRE 75 AR
HAEE (PT: Preferred Term) 4833 48611l
(MedDRA ver.24.0) 4:Grade Grade 3-4  Grade 5 4> Grade  Grade3-4 Grade5
EIEM 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9 0
bRl
FRR IR RE T NE 48 (99 1 (02 0 6 (1.2 0
FOR R RE A T E 75 (15.5) 0 0 14 (2.9) 0
B EREE
T 90 (186) 5 (1.0 0 55 (11.3) 1 (0.2
L 38 (7.9 0 0 33  (6.8) 0
—% - &EFEER OGN ORRE
0 9 45 (93) 1 (02 0 44 (9.1)
957 102 (211) 1 (0.2) 0 88 (18.1)
BRI AR
ALT 50 38 (799 4 (0.8) 0 23 @47 1 (02
AST #41 30 (62) 1 (0.2) 0 12 (25 2 (0.4)
AR L O ARk R
RE A 78 (16.1) 2  (0.4) 0 39 (8.0
5 R 32 (66) 2 (04 0 17 (3.5)
Rk K O TRk
O FEIE 117 (242) 3 (0.6) 0 51 (10.5) 0 0
W5 76 (157) 7 (1.4) 0 36 (74 1 (0.2 0
EIRINIRZ NG A 35 (72) 2 (0.4) 0 8  (1.6) 0 0

2. ARFIFEIZI O CRVEMEMZERE 8 6 (L.7%) . KIBK - /MBS - EED TH 22
B (4.6%) . FEEORZERE (TR EREESRARE, FERIRAE G, ZIRLEE,
FERIEIESE) 16 (0.2%) | MfREEE (F7 2 - NU—EERS) 4461 (0.8%) . BUE
fFde « AFAR4 - ATFRERERSE « AT4 « M LPERRAS 4 59 5] (12.2%) . HIRAEEAEREE 101
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Bl (20.9%) . FEAAHEHEREE 12 ] (25%) . RIEHREREE 12 6] (25%) . 1 BUFER
75 2 1 (0.4%) . BEERERETE (RAMEMEMER, REIEERE) 36 (0.6%) | X
1451 (0.2%) . 7% - RERUHRMIRIE 5 61 (1.0%) . EIEMESIE2 6] (04%) . SE 9
e 145 (0.2%) . infusion reaction2 i (0.4%) K OVEEEE 72 Miffess (o i/ ik
DVESRBE, TRIMAVER I, JRIFEREE, MEMERIERIESE) 141 (0.2%) Mo bil-, 7=,
e - BEMESE, DR ZE, EEOE R, MEKERIEMERER OREZILGRO bz o7, K
RIERRBURDLIXE I EE S (BRMREERT 2 581) 23 0EHERE =T,
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Uik - HE]

FRIGUIBRARE 2 M BB B 2 x5 & U2 MBs MRS (KEYNOTE-002 75k &
NKEYNOTE-006 #&52) D#E%. 2 mgkg Q3W. 10 mgkg Q2W K& TF 10 mg/kg Q3W
DWT D L - HEIZEB W T HARFIOF MR VL EMEIZZERITZRD b/ o
77
AH ORHEF S B REMEHT OFE R, M REANEES 2B 1T 5 200mg Q3W $E5RF D
AUCenc GEFIRBEBICISIT 2 6 WM O - b AR FEAE) Ol [10% 47, 90%
] mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T& Y. 2 mgkg Q3W FH-FFD
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) &F{EL L 10 mg/kg Q3W ¢ 5-HF D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % Flal-7=,
M RAMEEE 2R & U ARH OWRER ROSNT OFER et S ik & Q2
mg/kg Q3W £ 5-. 10 mg/kg Q2W #5-}2 O° 10 mg/kg Q3W #5-) D[ T AUCqs wk
A INE R OV & ORI R BIEIIEER O b o7z,
AHNORHEMEYBIETT LV EZRHA LY I 21— 3 2k AHKI 200 mg %
Q3W, 400mg % 6 H[HEkE (LLT TQeW] &\ 9H,) XX 10mgkg (KEH) % 218
R (LT TQ2Wl &9 ,) THE L7ZBRO AR O MLiE i B AN ST S a7z,
ZDOFEF., AHl 400 mg & Q6W THH: L 7RO ARAKI D EFIRBIZ I 1T 5K ik
HFIREE (BLT [Cavgss) &VM9,) 1. AHI200 mg & Q3W TH L LTZERD Cavgss &
T 5 L FEnTe (FR), £/, KAI400 mg 2 QoW T L L 7ZBROAHA|D
EFRRRBIZH T DR MG FIRE (AT TCmaxss) &V 90) 1E. AFH 200 mg 2 Q3W
TEG LT2BED Coanss E I L CEEZ T ETHIESNTZH 0D, BARANBEIZE
WCARMERHER I N T D AL - A&ETHHIAH 10 mgkg (KE) % QW T
B UTZBED Craxss & I L TIREZ R & Tl Sz (FR), S 6, BERANHE
BE 2 R ITARA 400mg & Q6W T L 7=/ S TAHFER (KEYNOTE-555 55%)
I 0EONTFEREICES S SEPENRE N T A —X (X, I ab—va itk 7l
L7cEWEhe 7 A —2 LHFEIL7. (TR), M T, HEOFEEIZHT 2 ERRR
BREGRE IS & | ARFIOMREE & &AM X T2 & OB A2 REH 2B SE
TIOVMEFE X, AH 200 mg 2 Q3W X 400 mg & Q6W THH: L 7= FEOIRFE &
AT N & OB OW TR S Lo )Ry EREOE - HEDORTH
SR R OV BRI 7 22 BT 7 & PRl E Tz,
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K10 FHORMBRN T A —F

R - R Cmax Cavg Crin Craxss Canss Crninss
(ng/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
20mg QW' | (sg507) | Grrobn) | (178189 | (017961 | 498510 | (305310
400 mg QEW! (12%??24) (32.%?';2.7) (10.%1(.).50.8) (14??49) (50.?%1.3) (19.33(,)';0.9)
40(032%%\/\/ (1351.2?'10;6.4) NA (14_1:: 'i§5.4) NA NA NA
OmghgOW!| g | (e | anion | (e | @iegs) | (s o0

+:n=2993, 100 MO I = L—3 g 2 k0 B SR EEEO P IE (2.5%4A%, 97.5%5) | Cmax : #IlH]
ey 1% O e MG L . Cavg © ANIEIHE G- OFEJMIE FHREE . Comin : MBI G- (Y1 7L 2 Bebpi) O idfi
THEPIREE, Cmaxss : EFIRBICI T DR IMIE TR, Cavgss : EHFIRIBICHEIT 2 FMIEPIEE, Crminss : E 7R
RBIZ 51T D Bt 17 i
I 1 56 BT EIE (95%(F X M)
§ @ 41 D e FHEME  (95%IE 4 X [H])

NA : 472 L

17




4, FERIZTOWVWT

VG EIBR AR RE 22 M E R B 1253 2 kGRS & U CTHRE G IIE (A1) 2355
BNTWNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M5 & AHI OB G 22 MR ARTE B~ {7 ) (R 238
B HMEE T > T, KRN OG- DEO) e BFELD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTRSS T 2 2 & BB el LT OO~@ DT & il 72 T ik
IZBWTHERTHIRETH D,

@ #EHRIZHOWT

®-1 T%@(nﬁv6)@w?Mﬁ_&éﬁém Y CThHI L,

(1) JEAEFZEBRKENEET 50 A HEEE ISR (BRIE IR 23 A s HE LR BT
ﬂﬁﬂ@%ﬁ@%mﬁ%ﬁ\ﬂﬁﬂmﬁﬁrﬁﬁk)

(2) FrEMSHENRRE

(3) BEIFRAE T ET 203 A HEEEHRRE (D AR B, 23 AR
W 19mE. 2 ARSI HEE R R &)

(4) AHRAbFRIEEZRE L, SAREF L FEIEZER 1. ARIES LRI R 2

SIS RIS LSRR 3 Ofiak B AR D 21T > TV D fitiak
(5) BrEEMERES AL E BN OfER FEUEITFR 2 | 21T - TV 2 Jitiek

®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%’”’ﬁﬂ%%\éfﬁﬁ%@iﬂi oy i RN & R BR A RO RN
(FROWFTNNITEEY T DER) 23, YEZEROAFICE T 2IGROBMEE & LT
BlESNTNDZ &,

£

o [ERIRFFISR 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIRDOERIRIHE 2
ToTWDHZ &, 96, 2FURIE, DAFMIREL T & UIZBRERG - ONHE %
ToTWHZ &,

o [EEMEFFEUS% 2 FOYMINHEZE T L72RIC 5 FELL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBEREEDOMEHNICONWT

R HFRE BRI 2 BT N EE S, BB END OFRED, A0 - &2
e ﬁ%ﬁ’ﬂﬁﬁi@”@fi&@\[:ﬁﬂiﬁ X AR, AEERDBAE LGS oS
RS, EDRHESODITON D IEH RS TWNWD Z L,
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@ EBIERA~DOXRIZOWT
@-1 BIERARBREO MR 32 B

R PEMR B D EE A BITEA N A LT-BRIC, 24 BRRI2IRIRHIO T, Mk X
VEEE R (23BN CL BB L 2 BIENCS U CABREHE L O CT &0 FIVER O BRI
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWND Z &,

@2 EERFHICLH>AEFFSNICET HEH

DN AR 2 B 2 sk B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
s TWbZ L, k. BHEKEIZCOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BEHERADZEr xRN LT

BIER (RVEMEMEEICI X2, KB - Mgk - BEO TH, BUEFX - R4 - I
BERERE T - TR - MEALMENR/E 28, RS URMEMEMER K, RERIEBERE) . N
mwbEE (FRAEERT, FRIREERE, BIEEEREE) | 1ABERE,. 5L 05
K. % - RROUTRMRIE, e, BESM D WRRER &, B O RERE (hatER s
RMEAE . P REREIEARIE R, SRR, JERMEIESE) | infusion reaction, fiX7¢ - #lifEES -
FRES . EIEMESIE, MREEE (T2 « NU—EGERES) | DK, EEARMmKNE
F (S ML R IR MR BENR . TR I, ARIFERS, MERERIERESS) | EEOEH K,
M2, MEREAREGERE, AEEEE) 1Ok LT, 2% a% T BREE R O B M & 47
T 5 ER EEE L (FIEROBZKHoXHCBE L CTHERER O EEZ T ORI H D
Z &) . BEHICHEERLENTE LR ES TS L,
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5. B#GxtB Lt BE
[B2h B3 % 1]
O TROBEIZBOTAROHEDEN RSN TN D,
o ALTFIERED 720 L OMEHEIERE O & D AR OISR ANRE 70 B A fE s
o ERYREOAT—VIB, IC ™2 3 Y oMt BRefEBg 1c BT D1
B AR
728, BRAF Bz AR ZHTHHEFICEB VL TIL, BRAF [LEANC L 216 L EE
T5HZ L,

@  TFRLCEEY T A ARKI OG- K OE T OWTCIE, AR OE RS S TEB
59, REOEGRZR L 725720,
o {HOPUEMEEA L O L TR SN EE

[“Zz 4l B3 % FH]

O TRICELET 2EFIZONVWTIEAF ORGP EG L INTWDHZ b, &5 %217
DI L,
o AKRHFNDRSTIKE LIBUE DBEERE D & % EE

@ IREATOFHIIZ IV T FRRUCEE Y T 2 BE T OV TR, AR OG- IFHERE I e 0n

D, OIRFERPFIE A 2 WG EICIRY | MEICAAIZHEHT 22 L 2BETE 5,

o [HEMEMEEOEIUIBED & 5 B

o HaEE R A CHE R 2580 D B K ONE B M O U Bt I <0 g M fiti 2
FEDOMIZRIEMEZEC N A BN D B

o HCMAERBOAD, UTEMHERZRAE L ITFERMED B R B OO
o5 BE

o JEEREE GEMSHIRBHEEL 5 T) Ob D EE

o MBOBEXIIBHEE AT HERE

e ECOG Performance Status 3-4 " D HH

(3 ECOG @ Performance Status (PS)

Score EFH

0

< R JEBTE 5, WAL [F U H A HIRZ <ATA 5,

PIRENZIE LWEENIHIR S 1525, BTHIRE T, B > TOERIITO 2N TE D,
RS N 2

ROENTZESOEDEY DZ L LTEXRY, BHRO 50%L EE2 Xy R+ TimId,

F VS I O]

ELET RV, BOOHFOEIY O Z L34 TERY, BRIy Rk THIT,
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6. BEIZEL THEETREFH

I SRR TIN 2, BEIREIER D3RI~ 2 BRI T 55 & ARH| O Fei I O 4
RO 7O B G H 2 B L T bR« 2 L,

IRIEBRAAIC SN D | BB LT OFRICA MR Otz +a L, AR5
ThoRETHZ L,

FREWEH O~ 2 A MZOWNWT

® ® ©

BVEMEERN S b 2 ENH DD T, AFOEKEGIZHT--> Tk, ¥IHE
W (B, R RIS, 0SS ORERE & OWIHE X S o £ s, Bz +
SIATH Z L, Fio, MBS UTHE CT, Mg~ —F —%FOKR& % FEiEd
HZ L,

infusion reaction 23 & 55 Z L35 5, infusionreaction N3FRD HALT-HEIZ
X, IR LEZT O &L IS, SEIRAEE T D £ TREDIRREE 5B 5
THZ L,

ORI RERE S . T ERAEREEE X ORIBEERENH LN DHZ DD HD
T, AHFIO B E-BIERT & O G-3RI E NSNS W RERR A (TSH, b
T3, bEHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 5 L,
BHERS., HFAE, FEEREE, Ik, @eEExNb b2 Enb D
DT, KFN O E-FAbERT M OF G- i3E e iTeéaerR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2EfT5Z &,

SEIER (AR R OMCE BRI R 2 ET) SORERERIREEND b D
ZERHDHOT, EMMICIRORE OFBEMRTH 2 &, o, IRORF R
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,
AHNOEFIZ LY | BEORERISICERRT % &5 2 Db ikx R BORRE
NHLONDZ MDD, BENROLNTZHAITIE, BB LZFRIIL L
BRI 70 055 & AR BR & RO AT & U Ci bl e s i W 217\ il o5k
FOSE £ B RWER D S 2355101%, AR ORIETH IR, K ORIE E A
NEVRIOERGERERTHZ L, B, BIBRERLVEYOFGIZL Y EIE
M OUEDTRD B2 WGAE T, FIFERE AR VE LSO 5E Bl Al o8 in
bERETHZ L,

PR T, BRI S8 y ARB L COLEWERRNEIRT 2R H 5720,
AR O EHETHIZHREWEAORBUC IR T2 2 &,

1 BROBEPRI  (BIE 1 BUBEIRIS 2 &de) 23 S, BRI F T v R—v R
IZEDZENRBHLHOT, O, B, EMHEOTEROFERCMAHED FAIZ+
IEBETHZ L, | RERBA DN IZGA IR G2 L L, A2 ) il
R OGO EY) 2B EZITH 2 L,

RIGEIBRARE 2 M R A B E I 3 2 BT, AFIOBRRBRICBW T, &5
BAAEND 3 B HUN, 2 LA, BEGBEEG 1 FRIX 6 HH I & \ZHMEDFE
MiZAT> T2 &L E2BEIC, AFEGEHITEMNCHROMREEITHI Z L.

SEARYIERE O M BANEERE ~OM S MBIEE & U CTEHT 2 BRI2IX, AR DERK
RERICB W T, BEBBNORBHEE T R2EB I T 6 M Z L ITHDM
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DMl AT > TWIZ Z & 2BBI, AR OHREG PIEMICHIROMEBZITI 2 &,
k., INERMIFIE L LTERT 25681213, AFoREHMIZ 12 VHMETL
THZ L,
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RBEEREET A KT A
Ra7nl) <7 (BoFiE#z)

~FE A~

SF34 12 A (5Ffn 84 2 ALET)
B A A

Hi¥s 3




B&

1. IZU®IC
2. RANIOKE. 1EHEF

3. FRIRAE

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEL THETNXFH

P2
P3
P4
P14
P16
P17



1. XC®IC

ESESOGRNE « RVEDOMRDT-DITIE, BMHSEEFEI AW EIERE DR Hivd,
S DT, IHEORFHANOEANT LV | GURERES /2 & ORI ERIR T ) EGE
NHHFT, ZNOOERE WA BN ZLE BRI TR 2 2 LW OME L 70> T 0 | REIVEL
T L SOEORAT R 2016 CFRK 28 45 6 A 2 HEREINE) [CBWTH, FEiERL%ED
A OREHEEZ XD Z & & EnTnd,

HRVE RS FFES L, KEMERSC 27 0 7 7 A WV ISEEFOESS, & B N2 5 2
ENBD, O, AIMER OB D IEWRA-H% R 5 £ TOM, YikEERmD
BEEBLS ZT D E PSS BEITH L THERAT S & & bic, BIERSREE L7ZBIC
B ISE & D 2 LN AR — B OB A TR CHERA T 5 N EETH
5o

L72iio> T, AKHA RTA4 TR, BAREESZNE TITE LN TV D EFHTH) - #
RIS & DUT OB O R e 2 HatE T 280 DB e B, B2 5 RO
EREHAZTRT,

¥, ARTA RTA AL, MSIATEGE NESES RS G, AR B AR
B, — M HEREN B AEARNEHES K OISR B AR ABHBEE 20D b & VB
L7,

RIG L IR B EIS XA M —F EEERE 100 mg (—ik4  Na T X~T (&
fnfHHz) )

KL RDMEISE « 1T - HROFEIRE

MNEERAMEROCRAE - hOHUEMEEAR & OB\ T, WHE . RAIKIZ, Ao 7
0l X~7 (&nf#Hz) & LT, 18200 mg % 3 @R
1% 1 [8] 400 mg % 6 3 [ [ERR C 30 sy TR iEET 5,

5 B 52 ¥ 0 MSD At




2. AADORHE, ERBF

FA F— XA 100 mg (—4 AT e Y X~ (BIE L) . UTF
[AHFI] w9, ) 1%, PD-1 (programmed cell death-1) &ZD VU A K TéH5 PD-L1
K OPD-L2 & Ofi B ZE#EAEFET S, & MEI1gG4 £/ 7 v — T AHKTH %,

PD-1 FRB&IE T HIBL S S B AR 2> DKL 5 72 DI 2 AFIIR 2SR 3 5 572 S g il 8
AA v F T, PD-1 1%, fEEEZIREEICRWCESE T MlaoMinEmicgI L, B ok
P2 B 22 3 o AR ST R 72 e SO &2 Hl 5, $7ebb, PD-1 1LY U FEfE
ATDHZ LI VHRZERICL D 7P vinEE AICHIET 22/ K TH D, PD-
L1 OEFEMHMICE T 2RI OT N TH L. Z< ORAMIETIE T MO X 240
ZDIZFEWMPENFHEBLL TS, DAFIBICEIT S PD-L1 OEFEBIE, B, e
FE. NTARRRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
LR E OMBIMERA RS STV D,

B OB DEEIRI)T% & PD-L1 3 BLOMBENEN S PD-1 & PD-L1 ORI ITIER O
TR RRREIC B W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGEOEN &
LTHIfF ST\ 5,

AHNE, PD-1 & PD-L1 X OPD-L2 OV Hv ROFESZET S Z Lok v, EE
W INBR B T D S SIS ENE T U L S ERATEME (L S 8. PUEIE S 2 BIS ML
T 5L THUEG R AT 5,

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



3. BRERAREE
HETT - FESEOD T R PRGN SRR 41T 7 7 PR ABR O Mo 471

[ 2hE]
O [FERIFEFIFEFE (KEYNOTE-775,E7080-309 #5H)
7' F F I & G FFRIERE O B 2 VIR A RE R AT - R OFE S 827 fi
(BARN 104 il & Ede) ZxI5IC, &K 200mg 3 HFMIE (BLF Q3w &wv9H, ) #
&L n"F=720mgl A 1EEGOHFMREE (LT TRA/ LR F=T] L), )
DN ONVLEVEDN, AbFRE (RE YA IR ) 2%k L) ZxtiRe LT
REt S e, FEFHEEE X RAEAHE (LU T0S) &9, ) KOS A (7 I
(LLF TPFS] w9, ) &N, AEI/ Lo nR_"F =71, LFEEL LT 0S L

PFS #HEIZHERE L7 (F1, K1 KUK 2) .

#£1 B (KEYNOTE-775,/E7080-309 3R ER)

KA/ Vo RF =T R (bR IERE
(411 7)) (416 1))
R [ A ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0s™ ANHF— RE™ 0.62
(95% CI) (0.51,0.75) -
P fiE"s <0.0001
hLfE [ H ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ AN R 0.56
(95% CI) (0.47, 0.66) -
P f*s <0.0001

CI: {ZHEXM. *1 : A#1200 mg 2 Q3W, Lo AR_"F=720mg (F&H) &1 H 1 [ETHRE L,
*2 0 REYILET Y 60mg/m? % Q3W, XiF/X7 U XX B/ 80mgm? &4 =2—A (1 =2—A28H
) 1, 8 kW15 HEIZHEE L1z, *3:20204-10 H 26 BT —% 5~ A7 *4 : JEHl Cox tt
FINYP— RETF T L DLFRE (RRYLES T2 ) Zxkr) Lok, *5: Bhlo
7T BE, *6 1 RECIST HA FT7A > 1.1 RBICES < B FImSL A9 E




100 1

90 N \\
80 1 \\\.1
70 i,

H£1ZER (%)
H 01 O
0 O O
/

|

30 1 S
20 - T ——
10 1= ZAHI200mg Q3W RULYNF=ZT
1 ——— {28E
O T T U T T T T T
0 3 6 9 12 15 18 21 24 27
&R A]

at risk#i

FH200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2EE 416 373 300 228 138 80 40 11 3

X 1 OS ® Kaplan-Meier gi#R (KEYNOTE-775,E7080-309 #5%)

100 -
90 1

— AHI200mg Q3W RULYNFZT
——— {LRE

O-IIIIII
o 3 6 9 12 15 18 21 24 27

at risk#g EIEEAFHRI [A]

FH200mg Q3W KU

LYNF=T 411 316 202 144 86 56 43 17 6 0

=253 416 214 95 42 18 10 4 1 1 0
2 PFS @ Kaplan-Meier Bi#R (KEYNOTE-775,”E7080-309 #k)



@ [EBILFEFHIFERER (NRG-GY018, KEYNOTE-868 #tf#)

LFRAERED IR AT - RO {RREE2810 # (AARN 7 flaate) ZXRIC,
BEDOI A< v TFEE (MMR) OIRFEIZE-SE MMR IE% (pMMR) (588 f5) X ix
MMR K (dMMR) (222 f5il) OEFIBNC, AH LLFHEE (N7 ) ZF 2 ROTD
NWRTTF ) L OOFIRIEKR OF D% ORFIEMEELES (LLF TRARE] & vo, )
DHENMER O BVED, 7T 'R LAbFRIE & OIFHIFRIER OZEO#%RO T 7 2 AR 5™

(LT TR EWo, ) ZxtieE L —EHERRABR CRE SNz, FERHnE
HIZ PFS & &4, pMMR X TN dMMR O W OEM THAFIREL T 7 B ARRE L b L
TPFSZ#HAREICIERE L7z (F£2, M3 KUK 4) ,

*1 o R AHENIRIE & U B BRERE N & 5 BB OLA . UikbFRIEKR T# 12 1A%
ZCHRE LEFEITHANRE L ST,
*2: L FOWT NI Y T 2 BENSRE Sz,
> RECIST ver.l.1 (S < JEMEEHR AL %2 A 9 25 International Federation of
Gynecology and Obstetrics (LA . [FIGOJ ) 43%E (2009 4EfR) T IZIVA i
PESEINTY
> RECIST ver.1.1 (255 < JIIE IR 2 O M4 [ 1572 FIGO 4348 (2009 4Rhi)
IVB #1 X IL 58 O 185 g B
*3 . AKI200 mg Q3W 5 (F=2—AD 1 HEICESE) L3727 U &2 X&)/ 175 mgim? [
JER IS D T2/ 7 ) 2 X LOMEN TERNWVEFICH LTI, FEXFXEL
75 mg/m? (H A% 60-70 mg/m?) XX 7 V7 I UREERL S U X X)L 175 mgim? O 5
NAa[EL Siz] RO AR T ZF > AUC 5 mg-min/mL #124 BOJEIC Q3W # 5 (%=
— 2D 1 HBRICEY) 26 a—2f&E5 L, 2Ok, HMERHRIEE L CTARK 400 mg 6 i [
fm (LLF TQeWI L5, ) THE L GRERBIAARE, MERPRIEMI O AT 200 mg
QAW &5 ThH - 7228, WEREF T 400 mg QW H HICEE S niz) |
* 77 ER QW L (Fa—AD 1 HREICEE) L*3 LA—DFEE 6 2—AHKE
L. TO%, #EREEL L TT 7R QBW TG L= GRERBALAR, #ERpRIE O 7
TERIT QW L TH o 7-h, RERIET T QoW H G ICAET i)

#2 PFSTOAMMEREE (NRG-GY018,/KEYNOTE-868 3Bk, MMR MDIREER])

Ll (] ANl
MMR DR HE B 5.8 il %k (95% CI) (95% CI)
° P S
. 13.1
|
AR 294 (10.6, 19.5) 0.57
pMMR ™ (0.44, 0.74)
- 8.7 <0.0001
7T v REE 294 (8.4, 11.0)
. NE
|
K%Jﬁi 110 (30.7, NE) 0.34
dMMR™ (0.22, 0.53)
0SB 8.3 <0.0001
77 A 12 (6.5, 12.3)




Cl: ZEXM. NE: #ERW, *1 : RECIST HA RFIA4 v 1.1 MUITE-S < TRBRTE Y Al & .
*)  PEMEATEE DT — % 12022 FF 12 H 6 B » bA 7, *3 : FRIITRFO T — & @ 2022 4 12
H 16 B v b4 7, *4: @R Cox N — RETNIZ L DT T BREEE DL, *5 : EHlo

7T U ROE

FEmElk

— FHIEILPE

EEDHBAEE
FREELOHBEE

at risk#%
FEEEEELE OHBEL

294
TR EEEEOHAEE 294

12 18
SIS 7 HAR (]

57 29
36 15

162

144 4

X 3 PFS o Kaplan-Meier % (NRG-GY018,”KEYNOTE-868 3Ek)

(pPMMR DEE)

100

90 | i
80 ‘u\ﬂ
R 70 1 \ o |
B 60 5. ——
& 50 _ ”'n~.
*H ] 3
i 40 T
%[.2307 R, “5,‘ 77777
20 ] —— Fmesmreonmsz 00 trod
10 ISR ElbmEas QRS
0 LA L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L L
0 6 12 18 24 30 36
fE e
KR EFELEOHBEE 110 85 45 24 10 9 2
TSuhetEEELORAEE 112 69 25 9 4 3 0
X 4 PFS @ Kaplan-Meier #i## (NRG-GY018, KEYNOTE-868 #8) (dMMR DH&¥#)



[Z4xtt]

O ERHLFESE M RS (KEYNOTE-775,E7080-309
HEERIIAR/ L "F =7 RE 405/406 ] (99.8%) . {LAHRIERE 386/388 f (99.5%)

alR)

ICRD b, BREL ORRBEENAGE TE RVAEFRIT, L 395406
(97.3%) [ T*364/388 f5il (93.8%) 2@ H LTz, W DBETHELEIG Y 5%LL Lo

BWERHIZTERDO LB ThoT,
#3 VTNLOHETREASE 5% EORBIER (KEYNOTE-775,/E7080-309 3RE8R) (MBS 4 M)
0 e 1 N KA .
g;simb(”)réznjzilﬁs) soc B (%)
T i (PT: Preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EIEH 395 97.3) 314  (77.3) 6 (1.5 364 (93.8) 230 (59.3) 9 (23)
MR LY v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
P BN E LT Bk i 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
i BRI 20 (4.9) 0 0 48 (12.4) 27 (7.0 0
U U SERIBUDE 15 3.7 2 0.5) 0 26 6.7) 11 (2.8) 0
I H BRI 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
M/ 33 8.1) 4 (1.0 0 22 (5.7) 4 (1.0 0
PaRA
FOR R RETTESE 42 (10.3) 4 (1.0) 0 1 (0.3) 0 0
FOR AR REAR T E 222 (54.7) 4 (1.0) 0 0 0 0
H b
HEr 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
- REE 29 (7.2) 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
Nz 34 (8.4) 0 0 10 (2.6) 0 0
B 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
1A% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
g 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER OGN ORE
e )95 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
W F 113 (27.8) 15 (3.7) 0 92 (23.7) 12 (3.1) 0
RN DS SE 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
FEEL 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AL
7753::@‘7;%;[1/ P7U2 0 a6 @63 12 (30) 0 14 (36) 2 (©0.5) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;fx/ \j:;/_@i%;u/ h 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_mg;;am VRAT TS ©7 4 (L0) 0 5 (1.3) 2 0.5) 0
1L o AR B L 2 42 (10.3) 0 0 1 (0.3) 0 0

Hn



& B K 4y B (SOC:
System Organ Class)

Bitx (%)

J& AR 55 (PT: Preferred

Term) KH Vo NF =T b PR IERE

(MedDRA ver.23.1) 406 51| 388 3l

4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

U o —BHIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

A ER B D 17 4.2) 7 @7 0 93 (24.0) 82 (21.1) 0

NN el 2 44 (10.8) 7 .7 0 20 (5.2) 3 (0.8) 0

IRERD 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

M BRSO 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS £ O fRE

RHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

&Y 7 Y'Y RifuiE 23 (5.7) 2 (0.5) 0 1 (0.3) 0 0

K~ 72 v 7 AfUiE 39 (9.6) 3 0.7) 12 (3.2) 0 0
B #E Rk £ O ARk E

RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0

ik 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

Y53 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
FR SRR

RFE R4 32 (7.9) 0 0 27 (7.0) 0 0

SR 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

K= 2 — /85— 9 (2.2) 0 0 22 (5.7) 1 (0.3) 0
B ¥ X ORI R

EHEPR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, MoERds K OViEhRRE &

F e B 77 (19.0) 0 0 2 (0.5) 0 0

= H 26 6.4) 0 0 7 (1.8) 0 0
R 3 KO TRk E

it B 17 4.2) 0 0 117 (30.2) 2 0.5) 0
g{sﬁi RERFREAE 00 o 11 @1 0 3 (0.8) 0 0

% D FERE 29 (7.1) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
I

1 1L 249 (613) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

B, BBV NRTF =T RITB W CRIBEMEMZERES B (1.2%) . KK - DMK - &

FEDTHI 50 1] (12.3%) | EEOREREE (PR AESCRAEIE, BRI ARE R
ZIALBE, FREIESE) 4 B (1.0%) . MREE (F7 2 - NU—JEBEFSE) 9 #
(2.2%) . BUEATS « P4 - ITHRRERESE - 1T - sk MEARE 2% 109 5] (26.8%) . HH
WIS RERRE & 237 1 (58.4%) . TEEMAHERERET 2 ] (0.5%) . FIBHREREE 4
(1.0%) . 1 ZBUBESRYP 3 B (0.7%) . BHRelEE (RAMEFEMEB R, REREBLE)
13 f5i (3.2%) . WEAK 441 (1.0%) . sk - BEEUHRARIE 2 1] (0.5%) . ESEMESIE 1
B (0.2%) . AN - BERESR 161 (0.2%) . SE K 3B (0.7%) . Lok 161 (0.2%)
J% OV infusion reaction 5 il (1.2%) 23i8& b7z, F7z, EEZRMEMESE oMk My
9



W TESRBEN, AL PER, ARIFERES . BERRRIERIESR) | M ERE BRI K OV %IR8
O BRI Te, ARWEMFEFRIUIEE SR (BAREERE 2ET) 23 ERH
RERT,

@ [EBILFEFHIFERER (NRG-GY018,”KEYNOTE-868 #thk)

B ERGIIAKIRE376/382151] (98.4%) . 77 BARREITS/377 4] (99.5%) (ZF8H B,
IR & DR RBEMR NG E TERWEEFEFRRIL, £ L 365382 ] (955%) K OF
358/377 il (95.0%) (258D BTz, WITINDORETIHREAE SN 5%l EORIERIT T
DEBY THoT,

AEFL, AER. ZEMERETFHEORBEBEIEGIL pMMR &Y dMMR O % &
LCTHEMHL,

#F4 DTN OBEETEREBESN 5% FOBWER (NRG-GY018,/KEYNOTE-868 3R8R)  (Ze2MEftrsl 24RH)

@ B Bl K4y 8 (SOC:

System Organ Class) P (%)
%e”f) 5% ( PT: Preferred e 5 R

(MedDRA ver.26.0) 382 {3 377 fl

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

EEH 365 (95.5) 171 (448 1 (03) 358 (95.0) 120 (31.8) 2 (0.5
MR LR v GREE

2 1M 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0

I R ERIBE 20 (5.2) 12 (3.2) 0 19 (5.0) 8 2.1 0
PN 3 AR

FFPR IR RE TT T 23 (6.0) 0 0 9 (2.4) 0 0

R BB RR IR T RE 41 (10.7) 0 0 11 (2.9) 0 0
H

15 i 112 (29.3) 2 (0.5) 0 90 (23.9) 1 0.3 0

i 110 (28.8) 5 (1.3) 0 103 (27.3) 4 1.1) 0

BN 146 (38.2) 4 (1.0) 0 129 (34.2) 4 1.1) 0

A% 31 (8.1) 2 (0.5) 0 15 (4.0) 0 0

Mg - 48 (12.6) 2 (0.5) 0 37 (9.8) 4 1.1) 0
—% - EHREER UGN ORE

%57 225 (58.9) 5 (1.3) 0 197 (52.3) 7 1.9) 0
JRYSE TS K O e

R B I e 19 (5.0) 7 (1.8) 0 3 (0.8) 0 0
B, TER L OWEAS PHE

HEATE D SOG 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
B AR A
;J;if;%;; b7 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
;/7; \77:;/_@%2%‘7]; M4 (o5 6 (L.6) 0 18 (4.8) 0 0
_mgg;gm VRATTZ s (92) 1 (0.3) 0 33 (88) 1 0.3) 0

M7 vy F =8 39 (10.2) 2 (0.5) 0 12 (3.2) 0 0

10



a5 B Bk oy 30 (SOC:

System Organ Class) Bigc (%)
T%emi; & (PT: Preferred T 75 bR
(MedDRA ver.26.0) 382 f3i 377 3
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
U 2 SERER R D 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
TR ER BRI 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
i/ N 93 (24.3) 14 (3.7) 0 77 (20.4) 7 (1.9) 0
RE D 25 (6.5) 1 (0.3) 0 16 4.2) 1 0.3) 0
A i BR A 97 (25.4) 26 (6.8) 0 107 (28.4) 23 (6.1) 0
RS L O fEE
FARGR 66 17.3) 1 (0.3) 0 65 17.2) 2 (0.5) 0
5 I 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
K7 A7 2 v e 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
i R Ry RN 1K 31 (8.1) 3 (0.8) 0 39 (10.3) 1 (2.9) 0
K~ 732> 7 AlffiE 41 (10.7) 2 (0.5) 0 34 (9.0) 0 0
i NURWN | E 32 (8.4) 4 (1.0) 0 14 (3.7 1 (0.3) 0
B #Rd & OV kRS
RAEH 80 (20.9) 3 (0.8) 0 97 (25.7) 1 (0.3) 0
B 25 (6.5) 1 (0.3) 0 26 (6.9) 0 0
IR T 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
PR 61 (16.0) 2 (0.5) 0 52 (13.8) 4 1.1) 0
9 159 37 9.7 2 (0.5) 0 26 (6.9) 0 0
FHIR SRR
EFEMED E N 30 (7.9) 1 (0.3) 0 28 (7.4) 0 0
TR R4 26 (6.8) 0 0 29 (7.7 0 0
BEp 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0
KRt = 2 — o R F— 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
BERLT 27 (7.1) 1 (0.3) 0 27 (7.2) 0 0
RRHEEN=2-025F 07 (q0g) 4 (L0) 0 13 (30.0) 2 (©5) 0
MRk g, MERds K OViEhRRE &
MK 21 (5.5) 0 0 5 .3) 0 0
I8 P 3 34 (8.9) 2 (0.5) 0 28 (7.4) 0 0
B J OB TR
WA 163 (42.7) 0 0 167 (44.3) 0 0
O FEE 47 (12.3) 1 (0.3) 0 34 (9.0) 2 (0.5) 0
% 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
BEIR B IR 2 43 (11.3) 6 (1.6) 0 17 (4.5) 2 0.5) 0

ek, AFIBEZRB W CREMEMZER 46 (1.0%) . KBk « MGk - EEO T #1146
(2.9%) . MRkbEE (X7 - NU—JERES) 98 # (25.7%) . BIEATR - A4 -
HFRkRemEE « T4 - REfLPEIRAE 25 91 f51] (23.8%) . HUIRMRMEAEFEE 54 5] (14.1%) . F
TAHEREREE 2 5] (0.5%) . RIEHEGREREE 361 (0.8%) . 1AUBERSS 141 (0.3%) . &
PRl E RAE B R, SREREBRE) 4 61 (1.0%) . FEX 1 # (0.3%) . i
7%« RERUTRLARAE 2 51 (0.5%) | EEMMEE 11 (0.3%) | fxde - Bl - FHER 1

11



B (0.3%) . S& MK 2 ] (05%) . Lz 141 (0.3%) KU infusion reaction 52 {5
(13.6%) a0 bz, Flo, BEEDOKMEE (FaEIERECMAIE, BASIEHR
SEWERE, ZIALEE, BOOEIESE) | EERMIRIEE (ot MR ESEBER . AL
PER ML, ARIFERE, MERERIERAES) | HEOH %, MERAREER L OEZIZRO b
minotc, REWERARBURIZEERS BAREMET 2E5T) 2 E30EHERE R
R

12



(A - A&

KB OREEFEYBEE T LV AFIH LY I 2 b— a2k, AHl 200 mg %
Q3W, 400mg % Q6W XI% 10mg/kg ({KHE) # 2 @M (UIF Q2w L5, ) T
B b LB OARK| O M FIRE SRR Shiz, T ORE, K 400 mg 2 QW TH L L
TeBRDARFN O EF KRBT 2 EHMIETFIRE (BLF TCags) &9, ) I, Al 200
mg % Q3W TG L7ZBED Cagss CHALIT 2 & TSIz (TFR) . F72. &Kl 400 mg
Z QBW TH G L7ZBOARA O EFEIREICE T DRmiiETEE (LLT [Chaxs) & W
o ) 1E, ARAI200 mg & Q3W TH G- L72BED Craxss & il L CTEIEZ R T & TS U
bDD, HRNBEFIZBW THFEMENHER I TWDHIE - HETH 5 AHA 10 mglkg
(IRE) % Q2W THEH LTZBED Chaxss & IR L TIRMEZ R T & THIS N (FR) .
E 5T, EMERAREBE 2 RTRICAH 400 mg & Q6W TH LG L7-EsE 1 HAER
(KEYNOTE-555 &) X 015672 EHNEIZE DS S EMBRENT A —F X, I
—3 a2 NS E D PRI LR EIRE R T A — 2 LB LT (F#) , AT, BHEOEE
(23T D EEIREABR AR 1T D & | AFIORTE & & A0 X322 et L OBFELZ KETT 5
BREE — BOUGTE T VDS S, A 200mg 2 Q3W XIE 400mg % Q6W TH5- L 7=FEd
R E R & AN UL e L OBEIZ OV TR SN AER. B - AEOMT
EEEoIL VN AON e X e AN N =L A T 21 | R gV

K5 FHORYMBBNT A—F

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 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-KBAEIEO T IAE (2.5%48, 97.5%4) . Crax : FIEIEES-
B OB MIEPIRE, Cag - MR GHOFEMIETIRE, 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 7 R B

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl DO LAEEIE  (95%(ETHIX )

NA : %7 L
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4, MEFRIZTHOWT

AF|OBE- Y B 22 W - FrE L, AAIOEGIZ L0 HEERREIEM 2588 L2
ICRHT 5 2 & NLER T2, L)TUD@N@@?&T%{%fJﬁm _iob\f{ﬁﬁﬁff%)“%
Thb,

O MERIZOWNT

@-1 Tied (1) ~ 6) OVWTNNTHEYTIMETHDL Z &,

(1) BEAGBREDEET 575 Vi FEBEILS RS (BRE IR DS AR s BE L AU P
ﬂﬁﬁﬁ%ﬁﬁf@#ﬂ&ﬁf Be, Hisk)s ARl &)

(2) HrEHEREIRLT

(3) HENFRINENIEE T D03 Vi BREERbE (DS ARSHREEEE T, 25 AR
b, 3 AR EEHEE R &)

(4) IREFPREEZBIE L, SRIEH CARESIREL 1, SRS Lot iekt 2 303
SIRIEGH LA HRIEZNREL 3 Dt s SR 5 i H 24T > T D fiiak

(5) PUEMEE AL & PN O R B4R D i H A2 1T > T D fitiak

D-2 FEEEOCFHRIEKR ORIERFBIRE OG5 7o ki & Bk & FroER (T3
DWW T DERN) 23, HeZ2FEROARFNC BT DI OEMTA & L ChlE
INTNDHZ L,

*

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

o [ERIRFFEUHE 2 SEOPHWHE ZE T LT-1%IC 4 FELLEORRRZ A L T\ D Z &,
96, 3 LT, WmABHER O 2 A SR E ST D AR ORAIHE 21T > T\ 5
ZL,

® BREANOEEMEREHOEHIZOWNT

EHERE PR T D EUTEDEUE S, BERBEN D OIFHREZ O, Ao - 22t
HHAIEROEI L NEMFIC T A EERRL, AEFRORAE LGS 0OWREER. &
DIBECNATOIDIEHIRHE S TND Z &y
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® EHER~DORRIZOWT
@-1  FEREHICET 5B

WV PENGR B O EEE R RIEFA N A LZBIC, 24 FERIEHRIAHIO T, Yakhisk X
IDEEERI BT, FEEL L ZRWERNCIS U CABREELN ) CT ZDRIVER OB M7
BRAOFERIYG B PICE S, BEHICHRARRREH N E S TnD Z L,

@®-2 EEREEFFICLI>AFFRNHICETIER

IS /SIS B B 72 sl e O e 2 B T D IR FE DRIEHE =4V v 7
HEOERDOAY ) —=0 T 2ATOEIRE L FWRZ LA TE D F — L ERKH 3
S TWDZ L, 7B, BRIEHICOWT, BABE L ZOFBRICHEMESTND
Z &,

@-3  BIfEAOZWHRIGIZE L T

BIWVER (RIEMEMZE BRI X . KIBK « /NS - BEO TH, BFEME « FFR42 - T
HRERE T - R - ALMERRAE 28, BREkRERE S (RS MR R, RERIRB RS |
NIRETE (P EARRREREE . FURIRMSIERE S, RIRHEREREE) | LABERIE, 5E 9
WA, gk - BRRURRRMEAE . EJE . WESM I RE AR &, BEIEOKEREE (PEERK
HEFERIRIE . RS REIRARIEERE, ZIRLBE, BURUEIES) | infusion reaction, fMZ% - #f
s - Fhfig, BIEMBEE, MiRlEE (7 0« SU—EERS) | D%, E5E
7R (SRR R PR SR B . WSt L, ARIFERES . BERERIERIES) |
HEOHR, MER, MEREBIEGRE., %) (LT, Hakhisx I biE R
OHEMAMEET HEMEEE L (BIERORZEOxH N L THEE R SR 22T b
LERMICHD L) | EDITEYIRLEN TE HIEMHNPESTWD Z &,
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5. BEXRLLRDBE
(B2 B3 5 F1E]
O 77 FF8AHNE G Te D AACFIRIEZ T U - UIBR AN AR 70 1T « OB KR
FIZBWT, AFNE Lo NRF =T 2 VEEE L OFHRG TEIMER REN TV S,

@ ALFRIERE DO WETT - RO FEREBEEEICBWNT, AJlE 72X K
WHIVRT T F 2 L ORFREES RO D% ORAEME 5 O/ ERRENTH
Do

@  TFREIZEZ YT 2 KT AR O G M O A TR W T, AR OF DD
ML SN TR LT, AAIOHTLGHR L RLR0,

e  FIGO 77 I ik O T EE
o OXITQTAAIOARMEI R S TV OHTEMIEER & OO 5

o ALFEIERE O I WETT - RO FERBEREICHTOARFE L ANTF =T AL
FetE & OO S

o IR

MBI 5 9]

TRUCERY T H2EBFTIC OV TIEAKOBRGENEZEINTWDLZ b, 5%
TN b,
o FRAIDORGITXT LisBUE DR FED & 25 B

(%
@

@ EBRETOFHIICEB W T FRICHEY T2 BEICHOWV T, AFloRGITHEE I
WS, M OTEFSRIE N 22 WGAICIR Y . HEICAKZGHT - 2B E T
50
o [HEMERTEE $®Aﬁ2iﬁﬁ®%é$%

o M EEg R A CRE R AR 6 D B M ONEEIE O R SR e O ek i 26 5 o
il SIEME 2 A 7S P %Mé%\%

o ACMEHRBOAIE XTEMHENRE L IEXHFEMEO B CEREBOBEREO &
LBE

o EERBRE GEMEHBREE &) Ob o EE

o FEEORBGISOIBHE A AT 5 B

«  ECOG Performance Status 3-4 ¥ o F#

(ED ECOG @ Performance Status (PS)

Score | &

0 | &<MEREBTE 5, Fil L[ U A AENHIRZ: AT 5,

PIERBNZIE LWEENIHIR S 1525, BTHRE T, BAFREH > TOERIITO 2N TE D,

Vol mezs, EEese

BATAIHETH O DEIY O Z LI X T~ TREEZDEEX TE 22, B O 50%LL g~y R4 Tild 29,

BONT-EADEDEY DL LT, AHO 50%L Ex2 Xy R+ Tl =1,

AN

2LET RV, BOOHORED OZ E3a TERY, BRIy FORFTRId,
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o

BEICERL THEETN&EFH

N SCEEITIN 2, BLEARTEER DRI 5 B RV 123D & ARHF O FRE K& OVl IE
RO DI B2 ERE I L T ORI 2 L,

TRIEBHAAIC e D BB XU T OFRITHERIE R OfEiE %2+ L, FE %2
BThoETHZ L,

FERFEWER O~ XY A MZOWT

MEMREER D 5N Z LR H DD T, KEDOBGIZHT-> Tk, WIHHER
(EE0du, PRI, uE) OmMER MO X SMRED %, Bl5Z% +471
17952 &, Fe, BEITS U THES CT, WG~ — W —%0MmEZ £+ 52 &,

infusion reaction 23&% H L5 Z L 3d %, infusion reaction 2358 H LA ITIL,

WEREZIT O & & bIZ, JERDBEIET 2 £ TEREORELZ +7I2B8ET 5 2
&

FOR IR RE R . T RS REfE T L ORI REESE RN H b oD Z N dH H DT,

ARFN OB G-BRAART L OB G- I I E I N re 4 (TSH, 8 T3, ifF
HE T4, ACTH, IH=avF Y — VEORE) #FEuT 52 &,

BIERT 2, A4, RIS, HFREKOEB{LMBRERNH 5o ERndH 5D
T, AHOFEBRAGET K O G- WM IR E MR IR A (AST, ALT. y-GTP,
Al-P, BV L E S EDORIE) ZERTDHZ L,

SEIER (MR ICEERER L ET) FOEERIEERHODND Z L
NHHDOT, EHMWICIROREOREZMERTHZ L, £/, IROEFENRDH
NG EITIE, BeNCERER 22 T2 X ) BELRET L2 &,

AR OEEIZLY | WEOHRESONTRRT D & B2 b DdHkc REBHRED H
LD ENDH D, BENROONTLEIIE, BB L-ERIZS UHEME
TR & R A RO R A & EEE U CE U R R IR A ATV W O RIE ORI K
DEWER RGO 256 121, AFRIORFE T 1L, K ORIE RE AR VE - F D
BEFEEZZRT LI L, B, BIBERERNVEOERGICEYEWEROSENR
D HIRWGEITIR, BB R VE LS OREIRIFIOBMGERET L Z L,
BT %, BN O ARGE L COLRIERNRET L2 835720, K
FOBEHETRICHRIEH ORI HFITEETDHZ &,

1 AUBERRI (BIE 1 BUHEIR 2 G de) 23 bbdr, BERWEMES N T v R—v R ZE
HZENRHHOT, O, FEl, EHEEOEROBBLCMBEMEO EFIC+0EE
T5HZ L, 1 ANERBED DN T-GAICIE RS ERIEL, 4 R Y VI OR 5%
DO RE AT O Z &,

@ AFNOEKRZERICB T, KEYNOTE-775, E7080-309 ik CIIME/ELETIT NG 8

W Z & (BRMICHLERGAIT L VER) ICGMEORMIZITo T2 &L K&
" NRG-GY018, KEYNOTE-868 iR Tl #ID 9 B AL 9 M Z &, FD#kix 12
W 2 ICHBMEOTM AT > TN 2 & 22310, ARG FI3E B s
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Hilis 4

REFERAHETA FTA4
_Ra7ul) <7 GBFE#Z)

~EWEFRLFERE (TMB-High) 287 25 EEE~

SAE 28 (FF84 2 ANET)
B4 B



ER/N

1. XLz P2
2. ARENOF. (FHKT P3
3. ERIRRGE P4
4, FEFRIZHOWT P8
5. ®hHxtGE LB P10
6. HEHEICELTHETRXHIRA P12



1. IIC®»IZ

=S5 DH I « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, IEORFEHNOEAIZ LY | FUREIKS 22 & OFHH 7o Frll/F A%
FFEIMPEKRBINLH T, 2O DOEEKLZFEICHLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERLEOMFHORKE(LHEEZXNL Z L &S TWn5,

FORE R E ST, SRR BT 0 7 7 A VDS EDEIK L LB S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN D BFICK L THERT 2 & &b, BIFE
PN U= B 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 R B < fdi
THZLENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 MR 2R 5 2
FROEEFRREZRT,

B ARITA BT A %, MNATEBUE NEE S EREE R G, A tHEANR AR
BRI s . — M AN B ARERIR N E & & OB N B A IR R 7= O )
Db EFER LT,

RO L IR DEIRAL L A ML —F SEERE 100mg (— %4 a7 e U X~ (Es
THAHLZ))
REERDMEXIHE « DAALFIFEZ B LB WS T4 % & (TMB-High)
AT HEAT - B OB EER 28R D N2 5512R )
MNEERDMERORE - @, AT, 2a7nl) X~7 (Earlfz) LT 1
(7] 200 mg % 3 MR IE 1 8] 400 mg % 6 B M T 30 75
2T T RIEERET 5,
% & . MSD R4t

5

;3
=
o




2. AF DK, 1ERBERF

XA M —F BIEEE 100mg (—f4 - XA 7 r ) XA~7 BIEFHR) DUT TR
Fll EvvH,) X, PD-1 (programmed cell death-1) &% ®D Y %> K Td 5 PD-L1 LT PD-
L2 L OfEZEEMEET S, & MbigGs £/ 7 a—F AHiKTH 5,

PD-1 #2813 T HifE S B (RS 2> D ki 2 72 DI 2 A A3 I 5 5 3 7 S 7 il 4
AA w F T, PD-1 1%, RISV TEER T MifuoMin L mIcBELL, B %
P I s % B o AR LB ST R 70 o RS & 35, 7B, PD-1 12U o REfE
ATHZ IRV PURZRRICL D v 7P Vs AICHIET 5% B/ KThH S5, PD-LI
DIEFFFEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFCEENIH L TWD, DAMBIZIIT D PD-L1 O &SI, BN . BENEE
JHHERE . IRBLRE ., FE/ BT & Ofix e N T TR ARRKR - CTH Y | IRWEER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EH OB S PD-1 & PD-L1 OFfRIKIINEE
DHPERREIC BV CHEERKREZE S Z LRI TR | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Olj U T2 ROFERELEST S Z Llck v, 5
W NBRBE TR O RS OGS SN T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVE I35 < E OSRE ROSC X 2RISR & b oh, BESUIELTIC
EDLAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & RO PR Al & @ L Tl
BN 8RR W 2 ATV B DSERISIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 MER D D,



3. BRERBUE

DAL B U - @ O S R A B (BLF [TMB-High &9 ,) =F
T HHEIT - BROBEHE GEERZ2IBRBREERIGEICIRD) OARRHIGHG % 1T - 7=
A IR R BR O Rk A R T,

[H2hE]
[E BRI [EZE M AHER (KEYNOTE-158 7R)

LFHERE O & 54T - R OBEREEE (DA D L2517 A~L OF TV —
TNTHBVTH 200~1,595 i) Z Gz, AAI 200 mg 3 ERIFR (LU TQ3W] &
9,) BHOFEMER NEZEMEPBE STz, AFIOA %ML, FoundationOne CDx [T &
Y TMB A =27 " % 10 mutations/megabase (mut/Mb) LL_E & HiH <7854 12 TMB-High
CHIETSH Z L L L, BITEHEICHE - T, Zv—7F A~T IR SN FEE R E I
WTRRBT ST DRI,

TMB-High 9% 102 ffil (HARAN 6 #lZETe) KU TMB-High & A L7220 689 #i

(HARN 71 flzETe) IS5, EEFMEEE TH D RECIST A4 K74 > 1.1 hRIC
HOSHIHEIZLDEZNEORR Q0196 HA2THT—X Iy "A7) FR1DL
BYThHoT,

* o —RIBFEE L TEERNIZERB SN T A{EFEERIET NI HEZECHOY LN TS T
IRF R OB S BRI 1 % 6 T IR R R BT SRR ZS O B DS LA AL B Tz,

#¥ KT N—TIZBWT, ENENLTOREDHAEAN LN,

AT R LR . B : JHEE (HEXONEEONE, 7272 L7 7 — % —ERMBIES

ZEr<)., C: i, |, /NG, R, EIGMA OV B S ORI g (o bR L

AL IR N WAESS) . D - FE IR (RIEXIXMEERESE 2#R<) . E: FE%E (R

SERRE) . F A R ERGE) . G /NiiialiiE, H: FRIE, 1 BURARE, T MR

P (RRESUIFZERMES 2R <), K: @E~A 7 a¥7 74 bARZEME (BLT TMSI-

High) &\ 9 ,) 24T 2 TEERE GE - B2 FR<) . L (FEOZA) : MSI-High %

B9 HETHEE S

#3 0 5% BT LOVERE TR S 7o RIFRZE S K OFERIFRZS S 6 AEREHIIE R S D25 5
T ORI RE B R 5 D L BEZ DN A LR AR EH A ELEHT- Y DB RO

(mut/Mb)
#1 AR (KEYNOTE-158 38k)
TMB-High Non TMB-High

102451 6894

CR 4 (3.9) 11 (1.6)

PR 26 (25.5) 32 (4.6)

%k SD 14 (13.7) 228 (33.1)

(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)

NE 10 (9.8) 66 (9.6)

Z5h# (CR+PR) (%)

(95%CD) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 528F%h, PR : 80 ZE%h,. SD : Z&. PD : #HEEIT, NE :

At ANRE. CI: {5 HE X

* o L E BRGNS CIRHIERZE 72 L & S, 1BBREEE 544 12 Non-CR/Non-PD & 31 X+

7o B3,




TMB-High A3 % 102 1§J (BEARAN 6 HlaETe)) KU TMB-High 24 L7\ 689 {3

(AAN 71 Bl ETe) 28T 5, RECIST A4 K74 > 1.1 U3 < @iz L 5
23 AT @%xﬂaﬁ—@ﬁ% (201956 H2T BT —X v "4 7) 13R2DEBY TH-
7=,

#2 DBAEROEERE (KEYNOTE-158 3ER)

TMB-High Non TMB-High
N TR B (%) 7% (CR+PR) B (%) 7£%) (CR+PR)
102 {3 (FhE (%)) 689 il (FEhE (%))
7N e g 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
1 S 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
+ ' N 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
T P93 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PANi=3 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
PR PN 0 WA B S 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
WE 7% e 3 (2.9) 1 (33.3) 9 (11.5) 3 (3.8)
RN 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
R R e 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER 0 — 63 (9.1) 2 (3.2)
—  HEEAT]



[Ze21k]
[EFRIC[EZE M AHRER (KEYNOTE-158 7tR)
HEFEGIT 103/105 B (98.1%) (2. BIWERIE 67/105 5] (63.8%) (2788 Liviz, HHL
TN 5%LL EORIWERIZITRED LB THoT2,

#£3 HEEN 5% EORIEA (KEYNOTE-158 3RER) (RAMAENT i)

ZeEBIKS¥E (SOC: System Organ Class) Bi% (%)
FAEE (PT: Preferred Term) 10547
(MedDRA ver.23.0) 4:Grade Grade 3-4 Grade 5
EEIEM 67 (63.8) 15 (14.3) 1 (1.0)
oW
FOIR BB RE TR 7 (6.7) 0 0
FOIR BB R T IE 13 (12.4) 0 0
Bl
T 8 (7.6) 0 0
L 6 (5.7) 0 0
—% - A REER L OGN OKEE
I 9 13 (12.9) 1 (1.0) 0
I 57 17 (16.2) 0 0
R s L OEREE
BN RIS 11 (10.5) 0 0
e S PSP ON ey ik e
5 P e 6 (5.7) 0 0
FZ &R X OV T AR E
= 5 e 12 (11.4) 0 0
JE 9 (8.6) 0 0

7ok, MVEVEMEE 461 (3.8%). KGR - /NEHR « BED TF 3 6 (2.9%) . BIE
R A4 IR BRI - T2 - AL ENRAE 2% 5 151 (4.8%) |, FUIR A REIE T 15 1511 (14.3%) |
B RERERETE 1 1 (1.0%). 1 BUHEIRIA 1 6 (1.0%) . BHeerEs (PRMIE RVE MR % .
HRERIREF ) 161 (1.0%) K O infusionreaction 1 1 (1.0%) 2i8& bz, F7-. &
FED RIS (haEfhR BRI ARIE , FRAEIRARIE R, ZIRALEE, BREES) |
MRS (F7 2 - NU—ERRESE) . FEEAREREREE . Bk, ik - BT RARE, =
JEADEIJIE, BNd% - BRI, S & DMK, Ok, EERIMERESE (Go M im Mxjd
PESRBER . WRIMER M, JRIFERES. MRRRIERIESE) . MEKE RIEMRE L O EZITR80 &
N holz, REIWERFBBURDUIREEFESR (RAREMERET A2 E5T) 280EER%E
Y,



(At - HE]

ARNOREREDERETT L EZFIH LIZV 32— a3 02k v AHF| 200 mg %
Q3W, 400mg % 6 BEFE (LT TQeW] & o5, ) XiX 10mgkg (AHE) % 2 B[
ke (LLF TQ2WJ &9, ) THRE LEBEOARF O MG T EENRF SN, Ok
Fe. AL 400 mg & QBW TH G- L7-BEOARF O E FIREEIZ IS 1T 2 I iE HiRE (B
T [Cagss) V9. ) 1E. AFAI200mg & Q3W THELE- L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . 72, AH400mg & QW TG L 7=BROARHKI D EHIRREIZ I 1T 5 %
EIEFIRE (LLF TChaxss) &EVM9, ) X, &Kl 200mg %2 Q3W THEE: L 72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR FHER I AT
AL - FHETHHAH 10 mglkg ((KE) % Q2W THEG L72BRD Chaxss & LLlE L TR
EERTETHEINT (FFR) . SOIC, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EiyHhhe
RIA=BFT v Ialb—ra Al PRI LICEMERE ST XA —X LHEEILT- (FR),
AT, BEOW AT D ERRBRARI IS & | RFIORE R & AWM TZ e
P & ORI A METd DIRELUSET L DMESE S, A 200 mg A2 Q3W (% 400 mg %
Q6W THH L7-BROMEGTE & & AME T L2 L OREIZ O W TIRFT S /R, b
LD - HEOM THEINE L OVREVEICAME R 2RI 0w & PRl Sz,

&6 FAOEMBRL T A —F

HiE - A& Crmax Cavg Crin Caxss Cavgss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200mg QW' | (o5 | 781 | (78183 | @170nD) | (essro) | (208 aLe
400 mg QEW! (12;,?24) (32.3(’)?';2.7) (10.1??0.8) (142,4?49) <5o.51?g1.3) (19.2(,)130.9)
40(055%%\/\/ (1351.2(,3.10;6.4) NA (14_1: '22.4) NA NA NA
10 mg/ky Q2! (21;222@ (14?41145) (11%,1221) (421,2?133) (272,7282) (19?;00)

+:n=2993, 100 EDO LI = b—3 3 N8 KD BEH S8 FHE O F Rl (2.5%5,97.5%40) . Cmax : FIEIEE
H# O @ MIEPIRE. Cavg @ PIEIF 55 O MG FIRE. Crin @ PIEIFR G (A 702 50 O&iRinig
IR, Cmaxss | EFIRRBICH T 2@ MTE TR, Cagss : EFIRIEIZERIT 2 EIMIFE IR, Crinss : EHIRAEIC
BT B IR iF e B

I @ 56 Bl DRATIELME (95%1EHE X [H])

§ : 41 Bl O KMEEIE  (95%(EHEIX D)

NA : 47 L




4. FERIZOWVT

A 2 G oh, EIEEL Y 2 7 EEHE (RMP) (33 < AHI 0 3K 5 22 VRS ARTE &)
ORI & D sk T > T, RF OG- DY) 72 B 220 - FrE L, RFlo#
HAZ XV EERBER AR LRSS T 5 2 EBARERTZD, LTOO~@D 3~
TERWEIRRITBOTHAT 52& Th 5.,

@D MWEHRIZTHOWT

D1 FiEo (1) ~ 5) OWTFINTEYTHMETHDZ L,

(1) EAEFBREDEET D05 A BEEERLS RS (BRE RS A SRR S 5T
HiE 23 ARSI RIS, HUES AR 7R &)

(2) FEEHEREIRRE

(3) FREIFIRANFENEET D03 A HEEEFRRT (DS AR EbT. 03 A
W 19mRE. 23 ARSI EEHEE R 2 &)

(4) HRACFERRIERE 2R E L, S RIER L FFERRER 1, S RIER L FRE2 R 2
AT SRS SRR 3 OfiRR SR HEI AR D M 21T > TV D itk

(5) HLEMEMEES AL BN O fER% HEHEL AR D S HE 21T - T 5 ek

O-2 B L 72D D ATE T OAZRRIE S O RIME S8 BLRE O S IG IS 47 70 Ak & ek &
FroBER (FROWTINITEEY T HER) 25, LB OAFNCET D8RO R
EHE L TRESN TS Z L,

£

o [EHihEFFEE 2 EDOPIHIHME ZME T L7212 5 ELL ED D ATRIED BFRIHE %
[THoTWBZ &, 9bh, 2L RIT. RARMIRELE T & LI BRBEEZOHHE 2
IToTWVWbHZ &,

o [ERGFFESE 2 EOPIMIAHEAE T LI2RIC 4 ELL LOBKRRREZA L T\ D
Z L, b, 3HELRIE. R LE D 0N AFETE T O AL e N ATEIER
DERRHEZITo TN D Z &,

@ BENOERLEREEDOEENIZOUVNT

PSR BB BT 2 B R DR E S, BRSO oA D, Aotk - &2
EMESEIEFAE RO B L ORI 2 IRt A FFRBBAE LG H oHE
¥, FERESDIATON LRGN ESTWND Z Lk,

® EWER~DOXRIZONT
@-1 HEFAEHICEE T 5Bl

B MERR B O EE R BITERA R AE LIZBRIC, 24 BERIEZIEIRHIO T, Y%k X
TEEE R IRV T, B L TZRWERICIG U CABEE B K O CT ZORIWVER ORI 24
ERREDORERN Y HHICE G, EHICRIGS TR RGN > TWnD Z &,




@2 EFREHICLDAEEERSICET 5 ES,

M AR HED 5 H I A L O e 2 B D ER RS NEWER T =42 ) v/
EEWIEROA Y ) —= 0 7 EATOEIRE LR % A TE 5 F — L ERKH )
S TWABZ L, B, BiHEHICOWT, DAUBE EFOFBEICHDICEmEINT
W5k,

@-3 BIERADZWCRINICE LT

BIVER (BUEMERRBICM 2, KGR « /G2 - EEO T/, BIERFE - FFR4E - BF
BERERETE - AF2% - A LMERAE 25, BHERERETE (R RIEMR R, REREBRE) . N
sk (T EAEEREREE  FUIRIRMSAEREE | BB HEREREE) | | BUREIRIA, 52 & 9 Rk,
9% « RERUTRMRIE . e, WEN D ISREAR 2, EE O fEREE (b etk L al iR
SE, BRRSIERRIE R, ZIALEE, BRI S) . infusion reaction, 7% - Rl - FFHE
. EIEM M, MRREE (XT v - NLU—EERS) . L%, EESMLIKEE (4
PEVEIM /B PESR BN . IR IR L, JREFERES . MEFERIERESS) . EEOHK, M
7%, MERERIEMERE, FERSE) 1Sk L ¢, Yskha SUTITBEE RSB OB MM 2 445
EA L EHE L (RIEAOZR RIS L THRER O EELZ T N5 H 5 =
&), EHITHEYRAENTE BEHERE-S TS Z L,



5. BEXB LR HRE
[B2h B3 % 1]
O TFTROBEIZBWTAROFHENREIN TN,
o DAALFHRIERICHEE L- TMB-High 264 21T - R OEFRE (EAER 7
TR R A 2R D)

7245, TMB-High \ZBIF 2 ARFI O = v "= v Blid% L LT, RES
FoundationOne CDx XA ) L5707 7 A LN AR I LTV 5D,

BAICHT > T, BEERON A FT 4 L EORHOMHRESEI, SITOL
PRUEIC L D TMB AR~ O R B R ORI O 2 IR OB >0 T
BT 52 L,

@ TREICEENE T 2 BE T 2 AR O G K O A ITIEC DWW T, AFIOAZED
MESLSNTELT, AFIDEREGIR LR BN,
o FiToOMBIRIE
o fOPUEMELGA L O L TRE SN D BH
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[‘Ze 4t B4 % 3]
O TRICEYTHIEFIZOVWTIEEAFIOR G N ERE SN TWD Z b, &5 21T
Oz &,
o ARHNDRATHR LIBBUEDORBEERED & 5 BE

@ IREATOFHIIZ IV T FRRICEE Y T 2 BE T OV TR, ARG IFHERE I e n

DS, MOTREERINE DN R WGEIZIRY | HEICAKIZEHT 52 L 2B ETE D,

o MEMMZEROED IIBTEDH 5 EH

o i E R A CHRIE R 2580 2 B K ONE B 0 KR Bt 2 <0 R gu M fiti ¢
FEOMMIZRIEMEZE LN HA BN D BHE

o HOMEERBOAD, UTEMHER A L IXFERMED B O g% B OB D
b5 B

o BB (EmSMaBEELET) Ob b EE

o MO IIBHEEZ AT HEE

s ECOG Performance Status 3-4 "V o4

(ED) ECOG @ Performance Status (PS)

Score | %

0 | &<MERIEFE TS5, BT LlFE U HEAERNHRZR AT D,

PIEBZIE LWEENIHIR S 525, BTHRE T, BAFREH > TOERIITO 2N TE D,
Bl O FEEE

BATHRECTHSOF DY O Z L3 < TAFELEAMEREIT TE R, A 50%A Eid~y R Tl 27,

RONTZESDOHEDEY DL LTERY, BHRO 50%LL EE2 Xy R+ TilmId,

AW

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

O  USAHSCEEIN %, MEIRGEER DRI 5 B RS TS & ARHI O ReM: K OVl 1E 6
DT OIZ B HZ I L TR 5 2 &

@ RIRBRMBICHENI G BE T T OFBRICAER OfEME 2 H58iH L, RE 215
ThoEETHZ L,

@ FERBEWEHO~RY AL MIOWNT

MEMEMERERH oD Z DR H LD T, KEOEGIZHT--> TiL, #IHE
W (BG0v, PREURIREE, BWRSE) ORERR & OME X fiis A o EhindsE, Bleix+
AT O T &, Flo. BELTS U THES CT. MiF~—F —F O/ 4 Fhi+
5k,

infusion reaction 23 & ©H 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & &b, JERDEIE T 2 £ THREDOREZ /01882
T5HI &,

FR I RER . N EAEERE LR ORIBEEREREER D bDLND LR H LD
T, AAF| OB G-BAERT M O G-I P IE NN W RER & (TSH., #H
T3, #EHf T4, ACTH, MH=a/LF Y —VEORE) ZEiET 5 L,

BIERF 2%, A4, IFeERES . IR, {EHRERD L OND Z E03H D
DT, AHNOEG-FAMERT R O 58 I3E I ITeaems & (AST, ALT,

y-GTP, Al-P, B U LVE EHOHE) ZEMTHZ &,

SEIEE (MR L T BHRAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFWICIROEFE OFBEMHHRT 52 L, £, IROEF N
RO OLNTHEEITIE, HONCERENZZ2T 2L )BEFELRET L L,
AHNOBEGIZLY | WEORIERINIERT 5 &5 2 bILbHEk A 7B E
DHOLONDHZ ENnbD, BENPROONTEHEEITIE, BB LEFRIIN LT
BEFHE 70 il & AR & B Rl & s U ClE bl 22 85 B Wr 247\ il o
FOSZ & D BWER R B 25581213 AFIORIESO I IR, K OREIE RE R
NWEVRIOBRGEZZRT DL, ok, BIERERLVE L OEREIZEDEIE
HOYGENFRD B2 WIGEIZIE, B R E AR VE LSO & 1 Fl o e hn
LERET DL,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 579,
AFNOFGHETRIZHEWEHOFBU A 2ITEET D 2 &,

1 BUBEPRIS  (BIE 1 BUBEIRS 2 & de) Db bbiv, BERFES 7V F—T &
IZELHZERHDHLOT, Aig, Bl EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EEREA OGS IR EERIEL, AR 8l
H O bE DO R LEZITH Z &,

@  AFIOEERRERIZIBUV T, KEYNOTE-158 3B TIZEG-BME D 1 ERMIZ 9 @M =

&

1AL 12 8 & & A EOFHE 21T > TWe Z &£ 25512, ARG

PHXEHRNC BB A TRIROMRE 21T O Z &,
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RBEEHEET A KT A
Ra7ul) Xv7 (EBoFHEBZ)

~FE SR~

SR4EI A (S84 2 AHET)
B A FrEE
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B&

1. IZU®IC
2. RANIOKE. 1EHEF

3. FRIRAE

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEL THETNXFH

P2
P3
P4
P16
P18
P20



1. IXLHIic

ESESOGRNE « RVEDOMRDT-DITIE, BMHSEEFEI AW EIERE DR Hivd,
S DT, IHEORFHANOEANT LV | GURERES /2 & ORI ERIR T ) EGE
NHHFT, ZNOOERE WA BN ZLE BRI TR 2 2 LW OME L 70> T 0 | REIVEL
T L SOEORAT R 2016 CFRK 28 45 6 A 2 HEREINE) [CBWTH, FEiERL%ED
A OREHEEZ XD Z & & EnTnd,

BRSPS L, SRRSO 1 7 7 A AV DBEAEDESRS, LB BN E 2 D 2
DD, ZOTD, FIMER LM BT HIHERA &R 5 TOM, Yi%EHEMD
BHEAMRL ZT 5 Z LR SN HRE IS L THAT A & & bic, BWERNREE L 2B
VE I3t & D T LB AIRER — B OB A - T RSB CHEM T 5 Z LN EET
H5,

LI2ino> T, BKAA FTA4 o Tid, BABEESLZNE TR TV D EFFSR - §
FHIRMUZ IS X LUF OEESOFa#E /el H 2 HEET 28500 BB, &2 5 LU
EREHAZTRT,

B, RIA RTA %, NATEGE N EIR L ERS AR AT, ASHEREA B AEARE
B, — M HEREN B AEARNEHES K OISR B AR ABHBEE 20D b & VB
L7,

SR ERDEI - A FL—FEEEE 100 mg (—%4 e T n ) X< (&
favfaH %) )

KL BRDREIE « AT T3 O+ E S
JRPTELT 1 S

HELRHMEROAE « <17 UIFHHRE O = g >
i OHUEMEIEEF & OFEHICB W T, BE. KA., LA
ol X~v7 (B z) & LT, 1[0 200 mg % 3 AHHRE
X 1181400 mg % 6 B [ RE T 30 432N CTRIEEET 5,
< JRI TS T T S >
VAT T F U E DT RIS R & OPEHIZEB VT
WEL. RAICIE, AT r U X~vT GEFEz) LT, 1
[5] 200 mg % 3 A FRE X% 1 1] 400 mg % 6 1 [ IR T 30 73 fH
T CRTERRET 5, BEWIRIZ24 WA ETET S,

5 e 52 ¥ A& - MSD KRt




2. AANDOFHK, ERBF

FA F— XA 100 mg (—4 AT e Y X~ (BIE L) . UTF
[AHFI] w9, ) 1%, PD-1 (programmed cell death-1) &ZD VU A K TéH5 PD-L1
K OPD-L2 & Ofi B ZE#EAEFET S, & MEI1gG4 £/ 7 v — T AHKTH %,

PD-1 FRB&IE T HIBL S S B AR 2> DKL 5 72 DI 2 AFIIR 2SR 3 5 572 S g il 8
AA v F T, PD-1 1%, fEEEZIREEICRWCESE T MlaoMinEmicgI L, B ok
P2 B 22 3 o AR ST R 72 e SO &2 Hl 5, $7ebb, PD-1 1LY U FEfE
ATDHZ LI VHRZERICL D 7P vinEE AICHIET 22/ K TH D, PD-
L1 OEFEMHMICE T 2RI OT N TH L. Z< ORAMIETIE T MO X 240
ZDIZFEWMPENFHEBLL TS, DAFIBICEIT S PD-L1 OEFEBIE, B, e
FE. NTARRRRE ., ONEE. FENRAE e E O A RBATTRARKFTHY . KW
LR E OMBIMERA RS STV D,

B OB DEEIRI)T% & PD-L1 3 BLOMBENEN S PD-1 & PD-L1 ORI ITIER O
TR RRREIC B W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGEOEN &
LTHIfF ST\ 5,

AHNE, PD-1 & PD-L1 X OPD-L2 OV Hv ROFESZET S Z Lok v, EE
W INBR B T D S SIS ENE T U L S ERATEME (L S 8. PUEIE S 2 BIS ML
T 5L THUEG R AT 5,

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



3. BRERAREE

HEAT S FTFE OO -5 S M OV Ry PITHEEAT - 2 S0 D ZEGB I SRR 24T > 72 e B ARERBR

DAEZE ~T,

[(A2fE]

O FEEFLFEZF AR (KEYNOTE-826 #lik)

*E(“E!"J(“%@ﬂ?ﬁﬁ&#@ <\

m#ﬁ%ﬁmﬁw(M?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 T EHE R

TG Sz, EEFGE B X4 F 1M
il (LLF TPFS) w9,
BIIERE L (F 1,

(LAF TOS) &9, ) R OVEERE A 77 1
) L E, ARBHI T T B REEL LT OS XN PFS & F
1RO 2)

*1 0 A 200mg 3 WM (LLF TQ3W) &w9o,) #&Y (F=a—=A0 1 HHEICEE) LT

DHUENERE I A

(JEBRHM EMARE Z L IGRIR) oWz ftH L,

« X7 Y B XRS5 mg/m? KOV T FF RG] (AT T F 50 mg/m? KUTHNVRT T

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

Vidga—20 1 HAXIZ2 B HIZES) C&E,
- N7 Y ZF BN 175 mgim?, 7T FFRE (AT T F 50 mg/m? T ART T F
N AUC 5mg-min/mL FHY &) KUY X< 15 mgkg ONEIZ QAW (K2 —AD 1

DIEIZ Q3W (% =2—=2AD 1 ARICEE, VATTF

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

*2 7°"7‘Jm°( QW h. (F=a—2AD 1 HRBICERE) &*1 LE—OPUEMERER A (GRERH Y E
FASERE 2 LI onFnnrzedti L,

#F1 BAoHEE (KEYNOTE-826 35%)

ARFITE 75w REE
(308 1) (309 1)
el [H] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
os™ AN R 0.67
(95%CI) (0.54, 0.84) —
p " 0.0003
el [H] 10.4 8.2
(95%C1) (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 H. NE : HEE~EE (2021 4ES A3 HT—X v b4 7, *2: B Cox Hufl N4
—}%Twcié77tfﬁ&®m& *3 . @Rl 7T 7 RE. *4 1 RECIST A K74
1.1 RIS < BB Y = A HE E



at risk2
ARFIHE
7T v 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 i#R (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 Bi#R (KEYNOTE-826 3ABk)



(PD-L1 FEBLIR BRI DA 2h1E)

[E BRI [F R AR (KEYNOTE-826 i) I[THAAN LN BEZEOT —XITHKD
X, CPS'BNZHRNT AT o 7oA 20ME (BRBEM it 2 5 1r) R OZEMEORIRIZLLT
DEBY THoT,

AFIFEDOARPEICBI LT, CPS 28 1 R DHAIT, PFS KT 0S DIERERF I3/ &
VMER SRS Bz (2 KO 3, £ 3 KU 4) |

723, PD-L1 OFBURBIZ L 6T, KAlOZEMET 27 7 A4 VIERETH - 7=,

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

F 2 PD-L1 BIURIHID PES O EIENT#ER (BBRENEMBIE, 202145387 —F Iy b3 7)
R WERE A2 M PIE [95%Cl] MNP— 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
A FE 115 70 (60.9)  11.2 [8.3,15.3] 0.68
1=CPS<10 77 v AR 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
- 7R 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77]

Cl : {ZHEX[E, *1 : FIEIZEIRCB ) 2EEEERE (FIGO 2009 /HEICHSSIVB ) (B, 2L) | ~Av X
~7OFHOB® (b, 7 L) KOPD-L1 OFBURPL (CPS 1 £¥#, CPS 1 LA LE 10 i, CPS 10 LI L) #J&hl
K7 & L7zf@hl Cox tufii ¥ — ReET /v, *2: OG-8, @PD-L1 BBURILL O@B 58 & PD-L1 FBURI &
DIEHAET & 258 & L7=FRE R Cox el — RET L, *3 @ YRR RHT



100

1007
%:: 80 o; 20 -
g . é 4
7 607 Z 60
L; 40 LE 40
£ 1 7oA 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)
R 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 BIRFFID PFS D HEf##ENTEE D Kaplan-Meier i
(EBREYERAEE, 2021 FES5A3 8T —% Iy b4 7)
(ZEH : CPS<1#£H. £EX : 1=SCPS<10£#£M. TH : CPS=10£H)
# 3 PD-L1ZBURHAID OS @ 1 [EIH OHEIITRER Q0214ES5A3ATF—4 by M47)
. v ANV NI e [95%Cl] ANP— R ZHAEHO p fiE
PD-L1 J&¥ 5i N
b BesE IR (%) (H) [95%Cl] (i{a]) 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
CPS=10 ANFHIFE 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 : WIRIZWIRIC I T 2iEREER (FIGO 2009 /24AICH-S< VB #)
L OINRNU X THEHOAEE (HY., 72 L) ROPD-L1 OB (CPS1 K. CPS1LLE 10 K. CPS10

(b, 7

PLE) ZERIKT-& LRl Cox ey — RET I, *2: O 58, @PD-L1 BELRIL L 0@ 5.8 & PD-L1
FEERIL L O HAER 2288 L U723 Cox el — KRBT 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 Kyme 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-L1ZZREAID OS @ 1 [B] B D F EIENTR: D Kaplan-Meier gz
(202155 H3 AT —& 1y v A7)
(ZEH : CPS<1#£H. £EX : 1=SCPS<10£#£M. TH : CPS=10£H)



© [EEELFFIHFER (KEYNOTE-AL8 #ER)

RIGHL D FIGO2014 HEATHASHEDIB2~1IB # (U > _Eifinfhtt) SUIIMI~IVA H#
(U o HiEB M S XEE M) O /Tl T 1 SR AR 1,060 61 (A AN 90 il 2 &)
ERIGIT, AHF & RE L BRE (275 F R T COMBIRE ., KO
Z D% O/NNRIRIAHR)  (LLF TCCRTY &9, ) OO (KAI+CCRT ) 2 0f
WER D, 77/ L CCRT & DOOFH (7FZ7EAR+CCRT #f) B Zxfe Lz
T HERRBR ORI SN, EERHMEEE X 0OS X UPFS & i, AK|+CCRT x>

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

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

*2 1 AH1200 mg % Q3W (% =—RZMD 1 HHAICHESL) T5a—A, VA7 FF 2 40 mg/m? %
1 ARG T 5 BT 6 BIFG R OHRBAE NS & 2 0% o/ NMERIEH)
#%. KK 400 mg % 6 BEME (LT TQeW] W9, ) #5 (F=a—=A0n 1 HHEICE
H) T15 a— A5 L7,

*3: 7R E QW (Fa—AD 1 HEICKSE) T5a—XKU*2 L[F—0 CCRT %,
7T ARE QW (a2 —AD 1 HHBEICHEE) T15 a—2xfEh L,

#= 4 BHMHRE (KEYNOTE-A18 RER)

AF|+ 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
ol (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ NP — K™ 0.70
(95%CI) (0.55, 0.89) —
P " 0.0020

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

*1 o PEMATEE 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 — 4% 202341 H 9 HAr v R4 7 *5 : RECIST H A4 K74 > 1.1 fUcH3< iR
BRAE Y = Al E



100 T——r=;

80
70

-

S

50
# 40
30 -
20
10

w— K|+ CCRTHE

at risk3®

0 e f— - S
0 3 6 9 121518 21 24 27 30 33 36 39 42

o 77K +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 #5k)

100 v
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 4+ 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 5l (99.4%) IZFE&H B AL,

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

DEEBHTHoT,
£5 WTNHOBETREESGS 5% LORIEA (KEYNOTE-826 3RER) (Z&MAEiT x5 EM)
BEH o oy
(SOC: System Organ Class) AFIRE 77 B AHE
JAFE (PT: Preferred Term) 307 4 309 44
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH 298 (97.1) 209 (681) 2  (0.7) 300 (97.1) 197 (638) 4  (L.3)
MEE 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 i 55  (179) 21 (6.8) 0 58 (188) 12  (3.9) 0
PG
FFDR IR RE T 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
JEz 15 (4.9 0 0 19  (6.1) 1 (03) 0
{5 %% 49  (16.0) 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
M1 63 (205) 5  (16) 0 66 (214) 3 (10) 0
—f% - REREER OGN O RE
S 9E 51 (166) 5 (1.6) 0 56 (18.1) 4 (1.3) 0
92 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
FEEA 16  (5.2) 0 0 9 (2.9) 0 0
JTRYSIE S & O A e
R B I e 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 RSN T AT =Ty (10.1) 10  (33) 0 23 (7.4) 5  (16) 0
ﬁi;%j?ua”gﬁ SORTIAT= G 8 @) 0 16 (52 1 (03) 0
7 Ly F =8 16 (5.2 0 0 13 (4.2 0 0
I T 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
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Bk (%)

PN
(SOC: System Organ Class) AHIHE 75 R
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 1 BRH s 37 (121) 21 (6.8) 0 21 (68 12 (39 0
PR L Ok fEE

BAHR 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

7 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 OMithRIE =

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

9 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 /N4 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. ABIRECH WD CRIEMEMZEEB3F] (1.0%) . K%K - /NIESK - BEO T 23 41
(7.5%) . BEOKLERE (PEMERESRMARE, KGRI, 2R,
FHIES) 1 B (0.3%) . tHEFESE (FT7 2 « N —JEERESE) 75 6] (22.4%) . BIE
FF4e « FFAR4E - FFRERERESE « iFJ¢ - RELMERR/E 2556 6] (18.2%) . FIRARFEAERESE 70 51
(22.8%) . FIE{ABEREREE 1 ] (0.3%) . EIFEHERERESE 4 ] (1.3%) . BHEREEE
(PRADE VEVER A, SRERIRERSE) 1141 (3.6%) . HEK 261 (0.7%) . Mhidk - BEEU
RMIE 2 61 (0.7%) . Ak - BEREA 1451 (0.3%) . Dok 141 (0.3%) . EEDHRK 2
%1 (0.7%) K TN infusion reaction 37 {3 (12.1%) 23538 b=, £7=. 1 BUPERYE, BHIE
REEE, 5 & MRk, B RMikiES (Gt Mas D PESETER . iLrEE ., 7R
TFERES . MRRRIERAESE) | MERERIEMEEE LK ORI v o 7o, REIWERZ B
WolIBESRES (RRAEMEET 2 3T) 2508 RETT,
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@ [EEELFRFIFERE (KEYNOTE-AL8 #ER)
B EFEGIIAK 4+ CCRT #f 525/528 i (99.4%) . 77 &R +CCRT Hf 526/530 f
(99.2%) ITRO B, I L OREBARPEETERVWAEFERERIT. TLEN

512/528 {5l (97.0%) J1N513/530 5 (96.8%) T H ALz, WT N DOFETHELEIS N

5%LL EDORENWEHIZTERD LB TH o7,

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

(BT REM)

%% (%)

PRERIRHE -
(SOC: System Organ Class) ARFl+CCRT ¥ 77t +CCRT B
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

2FIEH 512 (97.0) 365 (69.1) 2  (0.4) 513 (96.8) 324 (61.1) 2 (0.4)
MiEI 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 SERIBAiE 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 ORkBKREE

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

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

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

520 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 (4.2) 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

) 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
JRYSIE 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 R TR S 32 (6.1) 0 31 (5.8) 0 0
R PR AR A
%;3;\/7 1/ hTYAT =T 89 (169) 10 (19) 0 58 (109) 5 (0.9) 0
ﬁi;%j?ua”gﬁ S/RTIAT= ey 1s2) 5 (09) 0 51 (96) 2 (0.4) 0

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

U U NEREOR D 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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%% (%)
FE RIS

(SOC: System Organ Class) AF +CCRT 77 R +CCRT #F
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

1N 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 R A 173 (328) 104 (19.7) 0 183 (345) 111 (20.9) 0
R KOk E

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

A2 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 NURVWNE 45  (8.5) 5 (0.9) 0 45  (85) 7 (1.3) 0
B FE R d £ OV ARk

EaEipra 39 (7.4) 2 (0.4) 0 34 (6.4) 0 0
e 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$ L O TRk E

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

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

7%, AHI+CCRT BEIZIHB W THEMEMZE 8 il (1.5%) . KM%k - /MG - HEED
T 40 ] (7.6%) . HEEOREESE (hEMEREEMATE, REMEIREEEE, £
ZALBE, FARMIESE) 1 B (0.2%) . MfkbEE (F7 2 - N —IEGERES) 16 4
(3.0%) . BMEFEK « FFA4 - IFggReREE - T8 - s bMENBE % 139 i (26.3%) . H
IR RERE T 147 (5] (27.8%) . EIEFFERERES 4 451 (0.8%) . 1AUBESRY 161 (0.2%) .
EHEREFETE RMIE VMR 28, ARERIRRE 255 10641 (1.9%) . BEX 34 (0.6%) . i
K- B - FRER 1 B (0.2%) . SEIBEL 1 1] (0.2%) . infusion reaction 3 f
(0.6%) NMOHEEDOHR 20 (0.4%) N@RD LIz, Tz, FEAEHRERE, 5% - M
SRR, EER I EE, DA, EER MRS (St MRS PEEE B Y
mPEE L, AREFERSS, MEERIERAES) | MERE REMERE R ORI b h o7,

RIVERZEBURIU LB E RS (AR REMERT 2 5T) 25 0EHBRET~T,
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(A - A&

KB OREEFEYBEE T LV AFIH LY I 2 b— a2k, AHl 200 mg %
Q3W, 400mg & Q6W XX 10mg/kg (KHE) % 2 @M (LLF TQaw) &wH, ) T
B b LB OARK| O M FIRE SRR Shiz, T ORE, K 400 mg 2 QW TH L L
T2 BRDOARFN O EF IR T 2 MEFIRE (BLTF [Cags) &9, ) 1E, KA
200 mg & Q3W THEG L72BED Cagss EFALIT D L PHlISHLZ (FR) . Flo, KA
400mg Z Q6W TH G- L7ZBRDOARK O EFIRREIZ I T D A m Mg IR (BLT T Craxss.
EWVD, ) I, AKI 200 mg & Q3W THEEH L 72BED Craxss & HEEE L TR &2 7R3 & T
SNt OD, BARNBFIZEBEWTHAMDHERINLTWDL HIE - HETH 5 KAl
10mg/kg ({KEE) % Q2W TH# 5 L72BRD Craxss & HBE L TIRMEZ R T & PRI S L7z (F
#) . ST, EERAMEEE ZXSITAH 400 mg 2 QW TH G L7-sE 1 HHRER

(KEYNOTE-555 &) X 015672 EHNEIZE DS S EMBRENT A —F X, I
—3 a2 NS E D PRI LR EIRE R T A — 2 LB LT (FH) . T, BHEONA
FEIZ 31T 2 REIREABRARAR I D & | AHI DR & & A 20 T2 & OB 2 et
LB RUGE T VIMEE X, KA 200mg & Q3W T 400mg % Q6W T 5 L7=FE D
R E R & AN UL e L OBEIZ OV TR SN AER. B - AEOMT
B R VLRI 2RI &Pl S Tz,

KT FHRORYEERNT A—F

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 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-KBAEIEO T IAE (2.5%48, 97.5%4) . Crax : FIEIEES-
B OB MIEPIRE, Cag - MR GHOFEMIETIRE, 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 7 R B

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl DO LAEEIE  (95%(ETHIX )

NA : %7 L
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4, MEFRIZOWT
RS Y 27 EEGHE (RMP) (ZED & RFIOEEL L VSIS~ W 1k
HilA3d 2 Migk Td o T, ARFNIOLG Y72 BE Z2H - FrE L, AFIOEEIC LY EE
7REWER 2 388 LT BRI d 5 2 L B /o0 LLF OO~@DF T &l 72 3 Hiak
IZBWTHEAT 5 ETH D,

D HEZRIZHOWVWT

D1 Tio (1) ~ (6) OWVTIMNICHYET HEETHDL Z &,

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

(2) FrEREREIRRT

(3) HMEAFIRAFNIEET D3 A IR (2 ARIREHEIE TP, M Aol )
JIFlE, DS A SRGEEEHEERRRL 7 &)

(4) ISRHREEARRE L, SSIEE skt L, ARIER L bkt 2 X
KIS LR 3 Ok IEHEIAR D JmH 21T > T D fitiak

(5) HUBMEREE AL & BANE DRk SR AR D i 24T - T D fitik

@-2 B O HIE L ORIWERZER R OIS A0 7250k & R AR oERT (R
DUWFIINNTFEE T D ERD) 725, SE2FEROAFN BT DIREOEEE & L TRESIT
WH Ik,

*

o [ERMCFFEUSHE 2 FEOPIHIHE ZE T L721412 5 LA EO ) AR DEEIRMHE 21T -
TWAHZ L, 96, 24D RIT, BAEMELEZ L LIRSS OMHE 21T - T
WahZ L,

o [ERIRFFHEUSR 2FEOWHWHE ZE T LIRIZAFELU LORRRRZA L TN D 2 L,
7B 3 LR, I AFEL O ASWIRTE 2 G TS ATRIRDERRIHE 21T > T
HZ ks

@ BEHOERMEREBOERIZONT

S BRI R 2 BSOS, BRGSO ONRE D . A - Ll
SO RO PR OVERTSSI A SRS, AR B RE LA O 5T, %
DERINATON B A - TG &,
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® BUEHA~DOXRRRIZONT
@-1  MERRAEHICEE T 5B

M MEME RO EE LRIER N EA LIZBRIC, 24 REEZIREHI O T, Yekhiik X
TR BT, FEELLTZEIERICIS U CABTE R Y CT ZORIWER ORI LB 7
FRADOFEFRD Y HHICHE LIV, EHIZHIS ATRBRAH N > TN D Z &,

@2 ERUEFFICLII2EFESAMNIGICET2ER

N ARSI 2 B 2 i e OB 2 BT 2 EREEEPRIERE=41Y > 7
EEOIERD ATV —= T ZITWEIRE LR LA TE 5 F — AEREH]
S TWDZ &, Teds, BYRIAHNCHOWT, DABE & EDOFIRIAFITEAmES TN D Z
&

®-3 BHERAOZErPxHGIZEL T

BIWVER (RIEMEMZE BRI X . KIBK « /NS - BEO TH, BFEME « FFR42 - T
PRERE T - PR - ALMERRE 28, BRkRERE S R MEMER R, RERIRB R |
NIRETE (P EEARERERE S, FURIRMEERE S, RIRHEREREE) | LABEIRIE, 5E 9
WA, e - BRRUARRMEAE . EJE. WESM DI RE AR &, HIEO K ERE (PEERK
HEFERIARIE . RS REIRARIEERE, ZIRLBE, BURUEIES) | infusion reaction, AMZ% - #f
e - Fhfik, BIEMBEE, MiRlEE (7 0« SU—EERS) | D%k, E5E
7R (SRR R PR SR B . WS i, PR IFERES . BERERIERIES) |
HEOHR, MER, MEREEIEGRE., %) ([T L T, Hakhisx S IrbE R
OHEMAMEET HEMEEE L (BIERORZEOxH N L THEE R SR 22T b
LERMICHD L) | EDITEYIRLEN TE HIEMHNPESTWD Z &,
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5. REXBRLARDIBE

(G2 B3 % 9]

O RIRHEFR OGS 72 < . ALFFIEREO 720y (LR RIE & L oG ITRR
<) AT ITHRO FEEREEBEITB T, AHI, 7 U 2FBALRRT T FFH1A
(AT TFUXIIANRT ZF ) OB AR, <7 ) E2xEL TTF
FEE] (AT TFURNIINRT TF ) ) KON X< T OfF G OF
DRENTND,

C>%ﬁ11ﬁ%®%*@ﬁ$% IR LTI, EREEIERS MRS (KEYNOTE-826 it
BR) 123\ T, PD-LLEBIZE (CPSY) 2L 0 AN R DA BRI TN D
;k(%NSi%)#6\C%BWﬂHWWﬁw :omf+“’ﬁﬁbkivﬁﬁ
BEDEREZITI ZENEE LV, CPSH 1R THD Z ENHERISNIZEBEIC

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

@ RIFHED FIGO2014 HEITHA/PMEDIB2~IIB H] (U > ~HilsB i) IZIM~IVA
(U 2/ BRI U TEENE) O RPTET T E SR AE 1TV T, AFlE CCRT (v
ATTF R T COMNTIRE . K OZF D% O/NNERIEHR) L OFRAEREOA%)
PRSI TN D,

@ TFRISZU T 2AFN DG KL OFERTHEZOWTIE, AFIOFIENHELSNTED
T AFNOFERR LB,
o fiTERAHIIRIE

OXNTQ TAFNDAZNED R S TWZRU MO HUENEEEEA & D fF 45

[ZatEiZfE9 2 FH]

O TRICEYTHEEICOWVWTIAF OB EN LD L SN TWAZ G, 5%
1Thrnz b

o AHNORGIR LISEUE DBEERED & % 83

@ BEBRATOFHICB W T FRICHY T 2EBEICOVW L, ARG IR I
WS, L OTEREERINE N 2 WIGEICIRY | EEICAKIZFEH T L 2B E T
%,

o FEMIEBOAM I EDO S D BE
o IERHEE R CTRIE R & 386 5 B M ONVE BN O il SR Atifi 25 <ot i 45 4%
18



T RIEVEZAL DN 2 DIV D B

« HEREREBOEH, SUTEBMERZRFE L IIHFREIED B SRR EORERD &
%A

o s AE GRS L) Db 5B
© EEOBSRSUIBHEE AT L EE

«  ECOG Performance Status 3-4 "V o B3

(ED ECOG @ Performance Status (PS)

Score | EF

0 | &<MEREBTE 5, FnlL [ A AENHIRZR AT 5,

PIREICI LUWEENIHIR S5 28, SITARE T, BAEERH > TOEREIFTH 2 LN TE D,

Vol mogs, S

2 HATHRECH A OH DEIY O Z &[T X TREEEBEEIT TE ey, HHD 50%LL Eid~<y RALTIR 9§,
3 ROENTZEHGOEDEY DZ L LnTE7R, HHO 0%, EE2Xy R Tl 2,

4 | 2<EBTRY, BYDHDED D= LITEL TERY, BRIy R+ TEId,
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o

BEICERL THETNETFHE

AT SCES TN 2, BOERTE S D RS 2 BBV T 5D & ARH O Fetk & UG E

ROl E i E R E oI R L T OEHT5 2 &,

TRIEBAAR I D . BE X2 OFEIE AR ERMEZ o L. FEE S

ThrbEET5Z L8,

FREWEH O~ A MZOWT

MEMEER D 5N Z LR H DD T, AKFOBGIZHT--> Tix, PIHPER
(BOldv, PEVLIREE, k) ORERL O X #iRA0IM%E, Bt 471
17952 &, Fe, BEITS U THES CT, WG~ — W —%0MmEZ £+ 52 &,
infusion reaction 23 &% 515 Z L3 d %, infusion reaction 23788 B ILTZHA I,
WEREZIT D & L b2, JERDEIET 2 £ TEEORELZ H2IC8I5T 5 2
&

FUR RS REPE T . T HEAEEREFE S R ORIBHRREIEE N H oD 2 ENRHH DT,
ARFN OB G-BRIART R OB G- I I EIIC N srer4r (TSH, 8 T3, ifF
HE T4, ACTH, IH=avF Y — VEORE) #FEuT 52 &,

BIENTR . PR, ITReREE . PR, BEMEIE RN H LD Z & R3H 5D T,
AHKN O 5B baET K OG- I M e I iR (AST. ALT, y-GTP, Al-
P. BV EEORE) ZFMT 5L,

SEIFER (MR MK I ERERE GT) FOEERIREENH Hbid 2 &
DHLHDOT, EHMICIRORFEORBELZMERT S22, £/o, IROBRENFEDO L
NG EITIE, BeNCERER 22 T2 X ) BELRET L2 &,

AR OEEIZLY | WEOHRIESONTRRT D & B2 DDA REBREDN H
LD ENDH D, BENRDONTLEICIE, BE L-ERIZS UHEM
TR & R A RO R AN &EEE U CE U R BRI A TV W O RPEROGIT K
DEIWER DGO D56 12IE, AFIORFE T I, K ORIE RE AR VE H D
BEFEEZZBRET DL L, ok, BIBKRERNVEORGIZEDRWEROSGEEDNTR
D HIRWGEITIR, BB R VE LS OREIRIFIOBMGERET L Z L,
B T%, BN O AR L COLRIERANRRET L2 835720, &K
FOBEHETRICHRIEH ORI HFITEETDHZ &,

1 AUBERRI (BIE 1 BBERP 2 5 Te) 23 b, BERWEMES R T v R—v R (2E
HZERHDOT, OvE, Bl EEZEOERORECMPEE O LRI +H01EE
THZ L, 1ROV GAICII®RGERIE L, AR ) RO R 5%
DO RE AT O Z &,

@ AFIOEKRFABRIZIBW T, KEYNOTE-826 #Ex CIZMEIELZIfTIT 26, 54 HEHFE T

X9 HMZ L. FNLEIX 12 HE S IO A To T2 e, KDY
KEYNOTE-A18 #X52 Tl CCRT 52 T #4225 2 /£ 12 MM = & I D 34l 21T
STWZZ EE2SEIT, RARGETIXEHANCBGRESE CHROMEEREITHI Z &,
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REFERARHEETA FTA1
Roavnl) <7 (BEFHEERZ)

~ JRFEHERERR XN A 2B U oV~

S5 6 A (9Ff84 2 AHET)
JEA B hE

hi#s 6




B &

1. ZLdic
2. ARENOFE. 1ERER

3. [FRARREAE

4, FEEXIZOUWNT

5. BHXGERLEHE

6. WHIZEL THETNEFHIH

P2
P3
P4
P9
P11
P12



1. XL®ic

EHEGLOBFIE - BEMEOFHERO =D, U SCESICTE Wl E R AR S
Do IS, IEFEORFEMOMESRT LV | FURESL L2 & OFF0 72 Frdi /e = 3K 5
WAGREINDH T, 2D DERNZ B CMNE R BE RS 5 2 L RABRBOMEE 72> TH
. BFRTBOE R L OO A TT$12016 (FRE284E6 H 2 H BEEE) I2BWTH ., HHmEK
EOME A ORECHEEEZ XD Z & & EhTn b,

BrE BT EIR L, KEERSOL SN T 0 7 7 A VISEEEDESK L L B SN % 2
EMBH D, T, AIIMEROLEMICET A ERD ST 2 F TOR, YKERLO
BEZMZT D ENMFSNDBREICH L THERAT S & L bic, BIERANEH LRI
MBIkt E & D Z LN AEe — EOEM A TR THER T A I ENEETH D,

L7eRo T, RIFA RTA T, BARBEELZNE TITH LTV S EFHEFH) - %
W RN EES & LU O EIR G O i 72 2 T 280 D B e 20k 3 2 5 RO
BEREHEERT,

¥, RITA RTA 0%, MSATBOENEIE SRR O, AR ENEA B ARERR
JEEE, — AR B AREE R NEHE S K O fFEEE N B ARG S O 10 & VERR L
77

KGR D EIEM - A MA— X SR EHEL0 Mg (—#k4 AT e Y AT (B
fafHaHz))

J5ERDMETHR « T S TG M O R AR R f A BAf A U > N

MG LRAMEROCAE « B, AL, RA7r U Xv7 (Ear#fz) LT 1
[F1200 mg % 336 1 e 131151400 mg % 638 i s 3057 fE 227 T
RIEEET 2,

B & 78 ¥k # - MSDIRA £




2. AEIDORK, 1ERBF

FA b—F ETEEREIOMg (—i%4 - AT ) X~ T (B Z) . T TRE &
W9, ) I, PD-1 (programmed cell death-1) & ZdD VU 77> R ToH HPD-LLLUPD-L2 & DfEE %
EHELET S, b MEigGet /) 7 o —F AHRTH 5,

PD-1#% 3% 13 THE N 50 22 B LA 7> S KL 2 72 D12 28 AV 23 FI 4 % 3 22 S0 5 Il 481 &
v FC, PD-LIE, EFZREICEWOEHERTHEOMEEZmIZREL L, A OREGE &
AR TR R e B OS2 HlET 5, 3725, PD-UXY Y REFETHZ &I
DHURSZRRIC LD 7 T VnEre AICHH T 22K TH S, PD-LIOIEFMKRIZEBIT 5
BHITDOTNTH LN, 2L OBAHIETIITHROME 22 21FLEBREICEHR LTV D,
DS ARIZ 351 HPD-L1D m s B, BMAwE, el . A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | IRWEFE L OMBEMERHE S TWD,

FEELD 3 v DERIRA) T 1% & PD-LIREBLOFARINED & . PD-1 & PD-L1D#R B VL NEI5; D iz B
WECIBWCHEEARFE 2 Z LAVRIBESNTREY , it ARBOER & LTRSS
T3,

AAX, PD-1E£PD-LIKUPD-L20D0 U > ROFESELET S Z L1k v, EERK/ RS
T O JEIS R IS BT U VS ER A TR (L S8, PUES o 2 e (L35 2 & CTHiE
BN R A FIET D,

ARANDOVERBE A HA B DREFISIC X DEWERMENH o, HEXIIFETIZED
AREMED & Do AR DG T X O 5RIZIE, BEDOBIEZ o241, BREDPHEO LN
GrenlZid, FEBL L 7o RITIS U7 B 720 sk & RBR 2 R IR & s U Cuilibl e il 22 W 4
TV, BEORESISC X DEWEM NSO 5EI2IE. BT B R VE CFORGE DT
G2 AVE 21T 5 MR B D



3. ERIRBGE
B ST VR M 0 JRE MERERR ]I B AT U o /B D A GREF IR &2 17 o 72 B 72 IR
REBRORAEE T,

(B %hik]

OEWNE 1 B (KEYNOTE-A337E#)

FEFE ST EETE M O IS MERENE SR BHIIL U o BEAREED (TH]) Z %512, AHI200 mg

MMM (LLF TQ3WJ L9, ) HEEDOF MR ZRMERKRE S,
TEIAGEE T MR [LETIWG criteria (2007) (23 < ey E1c X % 5222850
(CR) XIFERmrZ%h (PR) OEIA] 1X. R1OEEBY ThoTe,

1) (1) BFELSMEBEEICHERENRD b BE, (i) BFREnHHMaBE%e0
HUPNIZCRAT L < IIPRAF LR o T2 B, 303 (i) B Z0E Ml AR (SR T
bHo%E. AU EORTRRE 25T, B L UREL ORI LB

#z1 FAMERE (KEYNOTE-A33ER)

7451

74278%) (CR) 1 (14.3)

Bk %ﬁa % (PR) 2 (28.6)
(%) & (SD) 1 (14.3)
ﬁﬁ (PD) 3 (42.9)

F5h=%= (CR+PR) (%) 429
(95%{5HE X ) (9.9, 81.6)




@/ AR (KEYNOTE-17073K5%)
B ST TR ME O RS PERERR SO BRI B AL U o S BEBE D (53f1]) Zxtgic, AAl
200 mg Q3WH 5- DA 0 Je V2 2 MEA R S Tz,
jz%éﬂ?ﬁﬁlﬁ HTh %Z%NR [BETIWG criteria (2007) (235 < Pl @1 & 5584884
(CR) XIEimn%Ezh (PR) OFIG] 1%, K20 LEBY ThoT,

H2) (i) AFREMBMRBREZICHEENRO b EE. (i) BFEmBmRBHEE
60 H ANIZCRE L < IZPRVEG LN o T &, Xk (m> EESEHIES V2 I NS

ThH%6 . 2N EORNREAZ I, B8 L <IXEEDOIREEZ IR LB

# 2 ABAMERE (KEYNOTE-17035R)

5345

5E48728%) (CR) 10 (18.9)

il %rsia:é’f*ﬁ (PR) 14 (26.4)

%) ZE (SD) 5 (9.4)

#1T (PD) 13 (24.5)

AN RE 11 (20.8)

=% (CR+PR) (%) 45.3
(95%fZ HE X fH]) (31.6, 59.6)




[z 2]
OEMNH 13 (KEYNOTE-A337ER)
HERFRGITHER ST (100.0%) (ZF8H HAL, BWERIISTH] (71.4%) 12788 Bz,
BIERIZFIDO LB ThoT-,
#3 EBIfEl (KEYNOTE-A33RER) (LM tsaE)

#+ B BIKS3%E (SOC: System Organ Class) FEAGE @jﬁ;/g’z}l
(PT: Preferred Term) " “7 5

(MedDRA/ ver.25.0) 4 Grade Grade 3-4 Grade 5
2RITEM 5 (71.4) 2 (28.6) 0
MEE LY 3R bEE

FEENEAT BRI iE 1 (14.3) 1 (14.3) 0

BRI I 2 (28.6) 2 (28.6) 0
PR

SHYR 1 (14.3) 0 0
RE g, HOERds K OERRRE

A8 1 (14.3) 0 0
B ¥ £ OV T Hk R

HIBE 1 (14.3) 0 0
—i% - REREER X ORI OREE

FEEN 2 (28.6) 0 0
AR A

TI=LT ) RTUAT = T— BN 2 (28.6) 0

TANRTGX T ) NI AT =T —EH#I 2 (28.6) 0 0

7285, HHEREREE X261 (28.6%) TR &D%hto Flo, FEMERMZEE, j(EE'”"/J HE%
HEO TH, BHRERESE (RS MEMER R, REREERE) . NowEE (FERAHKE

FR SRR . FIEHEREIE ) | 1*"”#“?)T'<f\ 293: Wl N /S -*ﬁrﬁiﬂﬁﬁﬂﬁstﬁ\ [N *EPfﬁi
e (X7 - /\I/v—fhﬁﬁifr)\ BEOREEE (HEMERRZBEERARIE., R EIRE
ERE, ZICALEE, JERRIES) . MK - Bl sc, FIEM I E, OfK, EE e Mg
(G ME i R PSR B p . WR MR i, AREFER;, MEERIERESE) . HEOH K, mEk
BRIEMERE, infusion reaction }z OFERZ IR SR o T2, ARIWEFA BRI EES
(FERRAMESE 25 1) 2B R RE R,



@/ AR (KEYNOTE-17073K5%)
HEFER TR 2R T50/5361 (94.3%) (2588 Hiv, BIVERIE30/5341 (56.6%) (278 B
7oo FEBLEN5%LL EORWERIZRAD L0 Th oz,
K4 FBHEEN WU EOEWER (KEYNOTE-1703R8) (R REM)

p—
#EBIR 3% (SOC: System Organ Class) @fé;/g%)g
FAGE (PT: Preferred Term) g 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
ERIEH] 30 (56.6) 12 (22.6) 0
MigE LD > REE
Ui R ERIRE 10 (18.9) 7 (13.2) 0
N3 IR
FRAR I REAR TE 4 (7.5) 0 0
— i - REBEER X OGO RRE
) RE 5 (9.4) 1 (1.9) 0
7 3 (5.7) 0 0
FEEN 3 (5.7) 0 0

72k, NPREREREEI3AM] (7.5%) . NS (TREAKERS, FUIRIMESERE, &I
RERESE) 13561 (9.4%) R UWHRIEE (T « N L—IEERES) 1361 (1.9%) TR b7,
F7o. MEMMEEE, KIB% - /DGE - EEO TR, BHERERE (RS RIEMER &, KER
RBRE) . VRBERIN, 5 &R, Mk - BBUHRAMIE, Bk, EEOKRERE (hEHEk
F R RMRIE . R G REEIRE R RE . ZIEATBE, JERRUIESE) . gk - Bl Je, EEREE S
fiE, O, BB MRS (Ve MRS MESREE . iR L, JRIFEREE . HERERL
BRIESS) . HEEOFHK, MERERIEMRE, infusion reaction ONEAZIZFRD B o T2, AR
TERZEBURI X B F 5 (BRRMAERE 2 5) 28RNSR E =T,



[k - ]

AFNOREMREYEREET LV EFA LIV I 2L —3 3 02k 0 . AKHKI200 mgz Q3W,
400 mg 6l MG (LLF TQeW &5, ) XI%10 mgkg (FE) Z2EM MR (BLF

QW] &9, ) TEE LIZEORAO MG FIRENSRF S L, TO/RR. KAl
400 mg% QW CTH#t 5 L 7= B O ARF D & HIRIBICH T 2 XM iEF#E (LT [Cags) &V
9. ) 1E. AHI200 mgEQIW T LT-BEDCagss L FBIT 5 & Pl S = (FHE) . £7-.
AF400 mgZQEW THe - L 1= B DOAKI O & HEIRREICF 1T B e @ i TIE (LLT T Craxss!
LWV, ) X AHI200 mgaQ3W TH G- L7-FRDCraxss & bl L T A R & FHISNTZ
DD, BAANBEICBOCEFMENHER SN THDHE - HETH 547110 mg/kg (RH)
ZQQW TG LTZBRDCraxss & L L TIRE 2 7R L FPHIS iz (FHR) . S0, EEER
fIE RS & KT RITARAN400 mga QW TR G- L 7-HEs 55 1 #HaklR (KEYNOTE-55555%) L ¥
BONFERMEIC LS EYEhE (T A—2E, V2 2 b— 3 ATk PRl L7z SEhRe <
FA=HEFERILT. (THR), AT, BEOBEICE T 2 BRRBRSREIC K S AR
B B & A SOT RN L OBEZ G DB SN T T VDR S L, A FHI1200 mg A
Q3W X (3400 mg% Q6W Tz 5 L 7-BRDOURE & & A ME T L2 & ORI OV THRET S
ISR, ERo Mk - AREOM THEIMER ONZEMICHME R 2R IT Vv & TRIS T,

K5 FHDOEYEEN T A —F

P - B Crax Cavyg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ng/mL) (ng/mL) (ug/mL) (ug/mL) (pg/mL)

200 mg Q3W! (582?&97) (27§Z§81) (17%3%83) (91%3g41) (4928éi0) (3028?14)

400 mg QEW! (12%??24) (32.362,'g2.7) (10.%1(,)?0.8) (14(13?249) (50.51(,)';1.3) (19.%3(,)20.9)

40(0%%%6)\,\/ (1351.2?%6.4) NA (14.1:'32.4) NA NA NA

10 mg/kg Q2W' (21§?223) (14%?145) (11%?221) (423??33) (2727282) (192?200)

T:n=2993, 100 [HD I =2 b —3 3 S K Bl S o BT ESEO P ARfE (25%5, 97.5%5) |
Crnax : FNEIFE 14 O e @ IfLIE PR EE . Cavg : FIEIHE G- ONFEENMIEHEE, Cmin : FIEH 5% (YA 702
B 571 ORARMIEFIEE, Craxss 1 EFIRIEIZI T D EmMIEFRE. Cags : EHARIEICIIT 2 EH0M
THEFIREE, Cminss © EHIRREICIS 1T B ALK ML i

1 : 56 Bl DRTIELME (95%(EHE X [H])

§ : A1 Bl DA FIME  (95% IS HE X [H])

NA : %7 L



4, FEFRIZTHOWT

I Y X 7 EHEE (RMP) (23D ARAIDOEEIE 2 PR ANE B~ W /1R 23 &
Htiek T o T, ARFNOEENHEYREEZ2ZW - FFEL, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 2 &g lod . LT OO~@D 3T & 7o 3 hiak i 3\ Tl
HT25&Ths,

O HRIZOWVT

O-1 Fied (1) ~ B) OWVTHMNTEYTIHMHTHD I &,

(1) EAFERENEET 20 ABEEEILURES (BRE RS A BRGE LSRR, H
IS AR EEIL AR BE . HUE S A BSIERE T £)

(2) FrErkREmRbT

(3) EBEFIRINFENFRIE T D A BHEIEEFRT (DS A RBREEEIE ERbE, MDA BEEER )
B, DS ARSREEEHEESR L 72 &)

(4) A RACFIRIER 2 FRE U, SSRIES LA RL, S RIS L ks ok 2 334tk
SIS LB E 2R O ftiak K I fR 2 M 24T - T D fitiak

(5) PUEMAEEHIL T & EINE O sk AR D R H 21T > T D ik

D-2  JFIEMERERE A RIBHIAG U > B SR A K OVEIE S BLRE O ) IS I 443 72 0
ik & REBR 2 FFOERT (TROWTNNMIEE T DERM) 25, Uik ORANCE T 2167
DEEE L L TRESATND Z &,

*

o [EAIRFFIUSR2ZFEDMIWHE ZE T LI IZSELL LD ATER DERIRHHE 217 > T
WHZ L, 96, 28U EIT, NAREYREE EE LEERIEREOWHEZ 1T > TV
52 ¢,

o [EMGIFESER2EDHWINHE ZE T LI BRICTAFEL EORRBEERZ A L T D Z &,
OB ELLRIE, G MAREIEIELE O 23 A S RE 2 3 DR IR IR OFHME 217> T
W5k,

@ BENOEXEMFEREERDMEHIZOWNT

IR EPICEF T 5L DR E S, BERBEN O OERE D, Ak - 2tk
SIS R OE B OERIZIC ST D EHREd, AEFSENRAE LG OREERE. &
MR NIATON D IERHINE S TND Z L,

ilty



@ BIER~DFIZDOWT
@-1 HEak I B3 5 B

MR MR B O EERBIERNRA LBRIC, 4R HREEH O T, HekhEsk X3
PERERR 12V T, B L7 RIERIZIE U CARBEE B L OCTE O BIEH ORI 4 B2 A
DOFERNPN Y BHHRIZE LI, BB TRER KR > TWnD Z &,

@2 BERUEFEICLD2EEFTSNNICETIEM

MDA D D M e i M OB 2 A 3 2RI EE NENEHT =4V v 7 %5
DIEEROAY V== T H{TWEIRE LM EZ ILH TE 2 F — LERIEKGI D ST
WHZ E, 2B, BHERHIZOWT, BARBE EZOFBICHDIEAmI TS 2k,

@-3 BIEA DZMrox i B LT

BIVEA (RVEMERZERIZIN A, KBE - /MEK - BEO TR, BUEFE - A48 - e
PR - AP - AELMERAE 28 EHRREIRE ORI MIEMER K. RERIKERE) . NomwbEE

(FEEAEEREREE ., HURIRESRERE S, RIBHRREREE) | RBEIRIA, 5 & DR, Mk - B
RlfRSE, PEIE. AN WRERER 2, BIEOREEE (TR A RAIE, Bm b sEIRE
fElE, ZIAEE, FARMIESE) . infusion reaction, AXZ% - BEMESE - FFREAR. BEIEMIEIGE,
S (F7 2« NU—IEGRES) . Dk, BEEZRMKRES (R Ml MRS PR SRR |
IR L, ARIFERES, MEPERIERAESE) . EEOHER, MER, MERERIEGER. %)
WX LT Yahia AT B R R O B A A D il &Efs U (BIVEH 02 okt it
WL THRELROIRZZITONLIFMHICHH &) | BEHITEURALED T DRI
STWNHZ &,

10



5. Z#EXR L5 BE
(G 5hiEIc B3 2 H1E]
O TRICEYT 2B ITBWTARAIOFIEN RSN TV D
o AZFIEMEHALBAERL ISR b B
s BEEMHMIEBAEE0 H LINIZCRIXIIPRAMG b d o 12 B

s HFEEMSMRBIEICNER TH S50, 2R EORERZ %, 823 L <
(TIET DIBHRIR I FRIE Lo

@ TRUIERY T AHEHTEICONTIEL, AFOEHMERHEL SN TE LT, AFlo#EE.
KR E 72BN,
o AbFRIERIBEDORE
o fOFUEM RS & O HFH

(“Z2athIz B3 % F1H]

O TRICEZYTHIEFICOVWTIAFORENEED L ENTWDH I b, BE5E21TH7%
WZ &,
o AHNDORSTIT R LIRBUE OBEEIE D & 5 B

@ TBFERTOFMIZIB W T FRUSHES T 2 BFIZON T, AFOEGIFHELE S 03,

L DIERERIE D 2 NGB Y | EEICAHIZEHT 22 L 2BETE 5,

o [HEMMEEBOEISUIBIEDH D EH

o MR AR A CRVE R 258 0 % B K ONE B 0D JEUH R it ik 28 <0 Sk e M il
REFEDINIIENEACIA DI D B

o HOMEHREBOEOE UM L < ITFHMED B CE R B OB TR
Do 5B

o BB H LB (A FE M iR 2 Fr <)

o ORI AT DB

»  ECOG Performance Status 3-4"0 D g4

(=D ECOG o Performance Status (PS)

Score | T

0 | &<MERIEETE 5, FFAIE R U HFEENHIRZ AT D,

RRBIIZI LU NEBENEHIIR S 11523, BMTAMEE T, BIFESE > TOMERIITI 2L TED
AN S

HBATRBET A OE OB O Z L3 T X TREEEBEEIX TE 22V, BF O 50%LL EiF~y R Tcild 2,

1
2
3 [BoN-ESOHEDEY DL LNTEXRY, HEO 50%LL FE~Xy RT3,
4

ALET RV, BOOHOEY O Z Ei3eL TERY, BRIy KRR+ TilId,

11



6. WEITBRL THETREFH
O WCEFMA, WERFEHEE MRS 2 RIS & K O Rk M OVl IE o

728

(LB T B L TS 2 L,

@ JRIEBLEICAEST S BRE NITFOFHEICAEMER et E2 503 L. REE5EC
MO ETHZ &,
® FREWEHDO~XIY AL MIONT

MEMEMEENS DOND Z ENHDDT, REOKGIZHT--> Tk, WIHEIR
(EGldu, MR REE, k) ORI O XFE AR A O i %, Blgt % +0127
9T &, Fio, KBNS U TRECT, i~ —h —E0MmEZEMT 52 &,
infusion reaction23 & 55 Z £ 23% %, infusion reaction23 588 H V755121,
WO 7R E 21T 9 & &b, JERMAEET 2 £ CREDREZ +0ICBlEd 52 L,
FOR IR RERE T . T HR AR REFR S K ORI REREE RN H b oD Z &N dH DD T,
AHN O 5B MG ET N O 5- 8 I E AN isikre A (TSH, EBET3, i
BET4, ACTH, =Ly —VEDORE) &ZFET 22 &,

BIER 26, IFAA, HHEREREE ., TR, B{EMERERDH LD Z LR HDH DT,
AHN OB G- BRbA T M OG- HI R R IE ISR RER A& (AST. ALT. y-GTP. Al-
P, BEUNEVEDORIE) 2FEMTHI L,
SEIBEREOEBERIBEENRH SLND Z ENRHHDOT, EHNICIRO R ofH
MAafERT 52 &, £7o, IROBENEO NG, EONICEREEREZ =
CTHOROBEERET LI L,

AENOBEAZ LY | WEOREERISITERT 5 &E 2 b HEkA RRECHEN & 5
b ENbbH, BENRDOONTZHEEITIE, B LIZFHRITS U HPM 7 H
ik & BRI A RO PR Al & U CEU) BN E ATV WEORERICIZ X D EIE
HDEEDOND5EIIE, AFIORETH IR, R ORIERERVE CRlOR %%
BRETDH L, 2B, BIBKEARNVE L ORGEIZEYRIERHOUGENRD by
BralZld, BB AR VE DA OSEIRFIOBMbLEE ST 52 &,

BEA& T, BoRMNSE D ARGE L T OEIWERNRET D Z ERH 5720, ARAl|
DFEEE TRICHRIERORBUCHZEETHZ &,

VRUBERRI (BPELVRBE RIS 2 & de) Nd S, HERFMES R 7 R—V RIZED
ZERHLHOT, Oig, El, MEHZFEOEROIEHCMPEED FRIZ+01EET 5
Z L, VRN DN GEICT®R G2 IE L, 4R Y URFIOR 5% D5
O)REZ1T O 2 &,

@ AFNIOEERRBRICBW T, BB L12B T L ICHEMEOFE M AT TW-Z & %
5Z\2, ARG HILEMICEBRE TR OMEEREZITO 2 &, FrIOARREBITREE
1IN EA2ZE L., BGHGH%I2EE CIIshRICE LEERBERTH 2 L,

12



