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B ARTA NI A %, MNATBAE NEIE G ERERR SN, A ARTEAN 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, .
AR, BB, FE/ NI S Ok 2 RN A TTPRABRK - TH Y IRWAEFER 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 < B D GIE RURIC & B BIERSE M & B b, BT TIC
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%) .
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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

12



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 JEREE (FRIEIRIEERE, SZIMBE, FEREES) | MMk - Bk, o)
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
EFRARRBIZIT 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
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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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® BIHER~DORRITDNT
@-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 - FFAR4 - I
BERERE T - TR - MEALMENR/E 28, RS URMEMEMER K, RERIEBERE) . N
mwbEE (FRAEERT, FRIREERE, BIEEEREE) | 1ABERE,. 5L 05
K. S - BEBURMRIE, e, BEORERE (PErEREIEHAE, FERIEIR
SEMERE, ZIAIEE, HERRIESS) | infusionreaction, AMZE - BEMEA - Frhlidc. FIEME
IE, FREREE (7 >« NU—EBRRES) | Dk, BEEARMERIES (et M
WO VESEBENR . AP R I, ARIFEREE, MEMERIERAESS) | DO H K, MERERIEMERE,
FERZSE) 1Tkt LC, Mgk )T B R B O MM 2 3 2 A & s U (RITEA
DOZWCHIGIZEA L THRELROSHEZZI OND5:MMICH 5 2 &) | BHHITHEY) 2L
NTEDIEHNESTNDZ 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 UTHHE CT, Mg~ —F —HFOR& % i
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 5% & AR BR & RO AT & E s UG bl e s i W 2170 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
ICEDLZENRBHLHOT, g, O, EMHEOIEROFEEC M ED L2+
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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1. IXC®IC
KITA RTA TR, BRI L E TITHE LI TV D EFLFFEH - BREa) R

HoE | LN OEELORERER 2 HEET 28805, ~A7n ) X<v7 (BisT

#z) (LAF. TARAL ) Z2EHT MERICRD D EER O GRR L7 5 BE %

Y, MR, BRRAGE, BREICER L TRHE TS FHEFEIIOVW TR, RHFOETL

STV SCE R ONES G U 2 7 B BEHE (LUF, IRMP) ) 22845 Z &,

X OARBNEE ST RITAR 2 AT T DR O R, EdE o, EREREOWE, A
SNME B OV M DRERFIZ B9~ DIEHEAR 14 5850 2 THER 3 B A DB AE TOWTHUIL
bRz L el sz (G645 H) , B LS SCES RMP TIER
PEFE. BRIRERE, GICHR L TRET RS FHEONANER TS 2200, Th
O EEM LA RTA OB (Bf645H) .

2B ARTA KT A 0F, MNATBUE NESK G EREIR AR, AREREAN B AR
FERIE S 2y . — AL RTE N B ARER R NRFZE S K O R N B AR g2 oW 1o
b EAER LT,

KGR LR DERM c ~AT7n ) AvT (BisFHl#z)

HEERDMEIRR « PR SUTERPE D LAy R % ) oSl

HELROMERONE « @HE, AT, Ra7nl) A<+ (EinHE#fz) LT 1
[ 200 mg % 3 IR 31 1 [5] 400 mg % 6 JE ][] fm T 30 5o fH]
I TR FHET 5,




2. MEFRIZDOWT

AHN OG- WY 70 BE 2 2Wr - FrE L, AFORGIZ LY BERRIEHZ B LT
BRIZHIGT 5 Z Bz, LLFOO~Q@D T X T &/ T icBWTHEHT 5
REXTHhHD,

O T:'{4e12XE

D1 T (1) ~ B) OVWTHNIEY T HEHTHD Z &,

(1) FEAFBRENTEET 20 A BRI E EHENT RS A2 ROE I RN
BE, HUIs A EERL SR BE, B 23 A2 Rl 72 &)

(2) FrEtEREIwbT

(3) HEFRAENIEE T 2 ABREEERE (DS AR ERPL, 5 AR
B b, S ARSI HEE R 7R )

(4) HRACFRIEE AR E L, S SRIER L FRER R 1, S RIS s et
2 XUIA SRR 2P iAok 3 Dl K UEI AR D H A 4T - T D ik

(5)  HUEMRESA LT B BN O e FAE AR D | H 21T - T D itk

®-2 WHAYR D% U RO SR K ORI I FE BRI O 5% IS 5 72 ik & LBk
ZROEM (FROWTINITEEY T HERM) 25, YR BOAFNCET D18ROE
EHELTRESN TS Z L,

*®

o [EAIRFFEUSZ 24EOWIINHE 22T L7 IS 5 LL LD AR DERIRIHE 21T -
TWaZ &, 96, 2RI, BNAEWREE EE UTRIRESGEONHE 217 -
TnWH Z k,

o [ERIGFFEUSE 2 FFOVHINHE ZE T L2 4 UL EOBRERBRZ A L T\ D 2
Lo 9 b, 3L I, MBS EMEIE O 2 A SRR A e B IR LR 5 OAHE %
ToTWVWBH I &,

@ BENOEXKMFHREHOKHIZOVNT

PR S A PRI 2 BEE AR E S, RS L OFmAE O, A - %
PRSI EROFE L CERMS ST 2GR, FEFRNEE LGAOWE
EH, HEDNESHIATONDIEHIRE S TND Z &,




® BHWEH~DXRIZOWT
@-1 HEFkAHIcEE 4 2 B e

M MEME BEOEERRIWEMA A LIZBRIC, 24 RSO T, Yikhiik XX
R Z VT, FBL L 7ZEIERICIS U TARBREE L O CT HORIEH ORI 243
PR ORI Y HRICE LI, EHITRISATRERAEH 2 > TnD 2 &,

@2 EREEZCLIFFFRAICET EMS

IR W PRI 0 5 B 2 e e O ie 2 A D IR RE DNEER =2 ) > 7 %
BOTEIFD AT ) — =0 T 2ATWEIRE & H & 3 T & 5 F — LRI D3 A =
NTWDZ &, Ik, BlEAHICOWT, DARBE L LTOFBEICHoICAmEh TN D
Z&,

@3 RIEAOBBCRRIH LT
ARF DAL S P P SO 35\ RO S CU B BIMEFINC X L C, i
SRR O TP 2 452 BEHD L 5 L (B OBRRIEIC B L IR
UXBEZT BNBEICHS 2 L) | M HICHERILERTE 5 RIS T 5 =
L,



3. BeEMBZLILDBE
@O FREICEE YT 2 BE T 2 AH OB 5 K OERITIEZOWTIE, AFIOF DD

LS TELY, AROHEEGERR LRG0,

{LIREARIBIR O B
flL DFUENERESEA & D fHF

@ FRICEYTIHEFICOVWTIEAFIORERED L ENTWDL Z b, HEE1T
F oA ARG

AAND PSR L BUE OBEEE D & 2 B

@ IRERTOFHIIZ B W T FREICREY T 5 BEF IOV L, AFIoFEITHEE S 20

b

 MDIGFEEREL D 2NV EIIRY | HEICAF ZHEHT D52 L 2B ETE D,

MR RO A UIBED H 5 BE

a8 I A A A C VR B2 % R D D FRAE e UM B O Bc it R i 2% O S e PR i % 45 D
J I JIEMEZAL DN A H D B

H CSE R B OA, IR L IXFERMED H O R B OBERO H
% HBE
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FERZ DR IR 2 3 5 B

ECOG Performance Status 3-4 /Y

(D ECOG @ Performance Status (PS)

Score TEH%
0 AR IEBTE 5, BFaiE R C R EAEENHIRRITZD,
1 BRI LWDIEENEHIR SN D208, SRITAHE T, BIERESCE > COERIFITH 2 LN TE 5,
B BOEE, FHBIEE
2 BTRRETH D OHOEID O Z LT X TRIREZEAMEEIL TE 2, HH D 50%LL FiF~y RAVC 9,
3 [RONTZHSOHDEY O L LTERN, HHOB0%LL EE~y K7 Cild =4,
4 | ELETRY, ASOHOREID O LT TERY, BRIy R TilId,
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1. IIC®»IZ
KA RTA 2 TlE, BIFEIEC 2N E TICE DR TV D EFEEN - B2 7N
Kox, UTOERLORKERHERZHET 28800, Xa7 ) X~v7 BB
#z) (BT, TAA ) ZERTHHERICRKD SN HEMER OGS LR BE %
R, MR, BRRAGE, BB L TR BT RIS FHEE OV UL, B0 E L
SNTUA SCER ERG Y 27 8 5HE (LLF, [RMP) ) #2845 2 L,
¥ OARZRE IR D TR EICR I AR O R, B, EEEREONE.
Itk K OVZ2 M D REAR S\ B9 DIEAES 14 5 2 THE 3 B A MO E TOWFRIC
LY LW rsinie (Bf6445 H) o B LI AEA SCER RMP TEH
B, BRIREAE, GICB L THETREIFHEONAEDHERATEZ LI LD, Th
HOTHAEEMLI=HA RTA ZH0 2 (5645 H) .

B ARTA BT A 0%, MNATBOENEIE G B AT, ARAERNEAN R AR
FEIRIE S oy . —MRAERIE N B AREER NBHE S & OV N B ARIBRZRF 2 O
HoH EAERKR LT,

KGR LR DERMN - ~AT7 ) AxT (BixFH#iz)

KZLRDBEIBIR © 23 AACTFIRIER T HEHE U 7 ARTA YRR N E 22 IR 6 L RO

HELROMEROME @ E, AT, N7 ) X=x7 (B F##fz) & LT 1
200 mg % 3 WM 1 [ 400 mg % 6 @ [FF R T 30 20/ T T
SRARERET D,




2. MEFRIZDOWT

AFN OG-8 72 BEEZZW - FFE L, AFORGIZ I EEZRRERZ3BL LT
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1. IIC®»IZ
KA RTA 2 TlE, BTSSR Z N E TITE BTV A EZIEN - B2 B

Kox, UTFOERLORKERERZHET 28800, XAa7 ) X~v7 GBEETH

#az) AT, TAFD) 2EHT5ERICKD b HBEMER O GHRE R L BE L

AT, TERBEFE. BRIREGE, B GICB L THE TR FHEEIZOWTIE, FoE b

SNTIRMSCER OEIES Y 27 E8EE (LT, RMP) ) 223252 L,

X AGIRE IR RITIR D TR AT T 2O, ERM, EREREONE, A
ik B OVZ2 A ME DRI B3 A B 1A 2IHE 3 B A N DANE TOWTIUT B4
BLARWEHEr S (BFI6E5H) B L S SCESPRMP CERI T, B
PRARE, 5T L CHE T REFHHEEONRNER TEL 210, 25 0HH
BEME LT A RTA4 0B 2 7= (5F64E5H) |

B AHA KT A %, MISATEE N E R dn E RS PR, A EME AR A
BRI . — AR B AR ABHE S K OREHEEFIEENEN A ARRIEER D
Db EAERR LT,

KR E TR DHEIES AT r ) X~vT GEfa R 2)

MR ERDMENINE - ARIBUIFR R RE 72 AT - RO RIERE

HELRDFEROHE : 7 AU Z VARV AT T F 0 L ORI T, @%, ik
N2, Ra7vn ) X~v7 (B fH#az) & LT, 15200 mg
% 318 [ [ e S 11181400 mg % 63 [ [ s C3053 M 2> 1 C i i
T Do MNAALFIRIER T L 72 PD-L1G M DO IRIE DI A RE 72 1
1T HROBERY EREICH LT, ARE2EMEES5 2L
HTX 5D,




2. HFRIZHOWT

AHN OG- W) 72 BE 2 2Wr - FrE L, AFORGIZ L0 BERRIEHZREEL LT
BRICHRHET 2 Z ERMER D, LFOO~@D T X T A= THERICB W THEHT 2
REXTHhHD,

@ #EHRIZHOWT

D1 Fied (1) ~ B) OWVTINIEYTHMHTHDLZ &,

(1) EAFEBKEDEET 50 A2 EEEEIL SRS (BB T RS AU L R e
Hie 23 A RSB ML SURRE . HUES A HRIR R 72 &)

(2) FEEHEREIRRE

@)%ﬁﬁﬁﬂ%ﬁ?ﬁ#éﬂh SRCHPETRET (DS A HGEE IR ERbT. 25 AR
W 19mE. 2 ARSI HEE R 2 &)

(4) SMRALFERIER 25008 L, SRIES LA, A RIE LRI s 2 X
LA RIS b PR L R B D i iR S HE LT AR D R HH 24T > TV D fiak

(5) HUENMEEE AL & PN O i iR B HEI AR D Ja HH AT > TV B ik

D-2 Bl OALFRIE L ORIWER BB ORI T4y 72 505k & B 2 FF =R (T3
DOWT IS T D ER) 23, U2 EROARFNCET 2IHMOEMLHE & L TRHES
NTNAHZ L,

#*

o [EHIthFFEE%24EDPMINHE Z1E T L2 IS5 L E O 0N AR D BEEHE %
{ToTWBHZ &, 9b, 28EL HiT, DNAERELZ T & LRRIERESONHE
BLITHoTWNWAI &,

o [ERNGFFEUSZ22EOMMHE ZE T L7221, HILEHEO N ARYREE &
SHELL EDOTELEA R DB AT > TV D Z &

o [EHIGTFEUSH2ZEDOWHITHE ZE T LI-BICAHEU EOBEERRBRZ AL TV 5
&, 9By L RIE. LR DD A SRS 2 B To T bR S D B R ATHE
BT TCWDH T &,

Q@ PBENOEEBBEREEDOMEHNICONT

[ A RS T B BT SR S, BRGNS O MR N, AR - %
AVEEIRRE R OB B L NERNE ISR D iRt AFEFERRE LGS OWmE
RS, HEDRHESODIATOI D IKHRFE S TWND Z L,



® EBEUWERA~DOXRIRIZOWT
@-1 HERRAHICEE 3 2 B

VR M i RS D B 2R BRI 28 B8 A8 L 72 BRI, 24RSEIESIRIAHI O T, Mk %
RGBT UIEEL L2 BIERNIZIG U CABEE B O'CTE O RIEH ORI 25 7
BRAEOFRERESY A HPICE S, BHHICSATRER AR N> TnD Z L,

@2 EREEZCLIFFFRANICET EMS

S ARSI EE D 2 PR 2 JE M O RE 2 A D IRIRIEF A DR E =4 U > 7 %
BOTEIHD AT Y —=2 T 2TV ERIE Mz A T & 2 F — LRI 38 =
TS Z &, Ik, BEAEGIZOWT, BDABEETOREC DI EN TS
Z&,

@3 BIfEAOBERIGICBELT

ARFIOTE TAL S AU IR SIS 30 THERB R S0 TV 2 BRI XE LT, S aha
SR AT PR O B & 75 2 BT L L (RITEF DRI R B LT R
UEBEZT BNBRIFCHS 2 L) | BICHY R TE 5 (K7 - T 5 =
L.



3. EXBLILLBE
@O TrRUZEEY T 2 BE ST D AF O 5 J O i F ROV T, AFIOF D
NS TE LT, AFIOREXRE G700,
o PD-L1[GE (CPS=10) 23l 3L TUNR WD AR VERR I HE AR L - AR TR UIBR
REE7RHELT « B O RE R - b RO R (k9 5 ARAKI HM B 5-
o FilromiBh#E

@ TFRHICHSTHREICOVTIEHAB OB ENRD L XN TNAZ e, 52T
DNz &,
o ARANIDOEII R LIEHBUE OREERED & 5 B3

@ RFERTOFHIIZI VT TFREICEEYS T 5 BFIZ OV TIE, AF|OFEGIFHEE S L)

D, ADOIEFRIEPE DN R WIGEICIRY | HEICAFIZHEH T2 L 2ZETE D,

o MEMMEROESI IIBEOH 5 BHE

o TR AR A CRIE R A58 0 5 B K OVEBINE OO KO BRIl e <ORE G M it 7% 2
DR RIEVEZAL DI P B D B

o HOREHEROEOE UTEMMZH L XD B B R EOBEER DO
o BE

o RERBRIE (EMEMaBHELZT) Ob b EE

o FEEOBYSUIEEAT D EE

e ECOG Performance Status 3-4 "V D4

() ECOG ¢ Performance Status (PS)

Score TE#
0 |&<HERISEEI TS, BFaiL A LR FATESHIRZ: /T2 5,
1 AR LEEN IR S DA, SITATRE T, SRR > TOMERIITO Z &N TE 5,
B BOF I, FHBIEE
2 |BITARETHSOHEOEY O Z L3 T N THEEMEEZTTE 2V, Ao 50%LL FidNy RATil T4,
3 [BONEZHSOHOEIYOZ L LN TERY, BHHFEO50%LL EE Xy R Tl 21,
4 |E&<EFRV, BOOHDREY OZ L34 TERY, BRIy R Til 21,
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1. Itwic
KITA RTA TR, BABEESL ZNE TITH LN TV D EFIFR - Bl

BoE, LT OEKMORERMERNZHEET 28R » 5, NAT7n ) X< (Bisf#

#2) (LAT, TARAL ) AT DRI RO 5N BRGNS R LR D EE %

Y, MR, BRRAGE, REICER L THE TS FHFIIOW T, RFOETL

STV SCE R ONES G U 2 7 B BEHE (LUF, IRMP) ) 22845 Z &,

X AZNRESUIRIRITAR D HFEEICHIT DFHBOR R, EHKA, ERESFOME, A
B e OV M E D REPR ST BE I D VAR 14 K55 2 HEE 3 oA O ANETOWNT I
bz LW EHrEn (645 H) . EFLS I CEL RMP THEA
BEFF. BRIRRGRE, BEICER L THE T NS FHEONEPHER TS 52006, Th
LOFAEZEM LT A RTA OBz (Ff645H)

B ARTA KT A id, MSLATEE N EI G EREIR AR, ARERTEN AR
FERIE S s . — AL RTE N B ARER R NEHE S K O FE N B AR RSO 1o
b EAER LT,

KR L RDERS  NhTn ) X~vT (B z)

K & 72 AR AR « PD-L1 Bt D AR L E S AREE M > HER2 Fa M D AR AR HE T
P s
RIVE R RREME DD HER2 2P TR U A 7 OFEIZHT
DIRTRI - itk SRk

ML RDMEROAE : PD-L1 BBMED R VT 2 FIREEM: )y HER2 BEMEOYIBRAHE XX
HHFLE
L OPUEMEEEA & OPEHICB W T, BE. AT, AT e
U X< (BlcM#z) & LT, 108 200mg % 3 ¥ R SOE
1 [1] 400 mg % 6 ¥ EIEE T 30 4 M2 T CTHlE#EST D,

RIVE R ARRENED D HER2 2 THFEm U 2 7 OFFIZRT
DANTHT « Iirik S L

\E. RAIZIE, X7 el X<7 GEsf#z) & LT, 10H
200 mg % 3 0 I RE X3 1 [5] 400 mg % 6 1 [E [ RE T 30 232
TARMEET 5, TG EET, 3HEMMREEG DA, iTaisEy
HEIE 8 alE T, MR 9 Bl F T, 6 HRIRIER G DOHA .
ITHTSE LT 4 [ E T, IWRIEWRIEIZI S RIETET 5,




2. WFRIZTHOWT

AFN OB G- H 72 BE &2 - H5E L, AF 051 ;Dﬁ%ﬁﬁwm%%ﬁbk
BRICHRHET 2 Z ERMER D, LTFOO~@D T X T A= ThEXICB W TEHT 2
RXTH5DH,

@ MERIZTOWT

®-1 FiD (1) ~ (6) OWVTINTEET IR TH D L,

(1) BATTBREEE T 205 A a2 EEIL R Bt 5 (BB IR A2 L R e
HE S A2 PR IL RIRE . HUAS AR IR 7R &)

(2) FrEREERPL

(3) FBEIF N E DG E T 2 3 AHOEEERT (D3 AR RIS BN, 25 A2
Wk, 23 AR REEEEHEE e 2R &)

(4) HRAEFREEZRE L, SRR CFFRIEZRE 1, SCRIER L FRIEZ R EL 2

AT RMESA L R L2 RR 3 DOfak FEVEITAR 2 H 21T > TV D iak
(5) HUHEMERES AT B AN DO Ek A EI AR D i H 24T - TV D fiax

DO-2 HggwE oA b= iE: R ORIWE R R BEF O IS+ 77 72 Jek & B &2 R =Rl (TR
WIS T D ERN) 23, YRR OAFNCET HIREOEMLE & L TR E SN
TWAHZ &,

*

& Rl oa P EUS% 2 FEDO W HAHE 21& T L7212 2 S LU E DD AR D EERNHE 217 -
TWAHZ L, 96, 24 R, DAFEYEEEZ L LEEEKRIERSONHMEZ1T-> T
WAz L,

& Rl 9a AU % 2 SO WIEAHME (& T L7122 S H-LL_E DO IR D23 A SRk = & i
HARRESFZORERMHE 21T > TWD Z &,

® PBENOEEBLEREEOMEHIZOWT

A BRI T T 2 B N E S, BB E NS OERE O, ARhE - &2
A R fﬁiﬁ@”ﬁfi&U\EEﬂif—? X B IEHRIEML, AEFERNBE LGS O®RE
EW. ENHESOIATONDIEHINES WD L&,



® BHERA~D®RIZOWT
@-1 HERRAHICEE 3 2 B

[V ME S FR S D B 2R BRI 2N R AR L 72 BRI, 24 FERIESIRIRHI O F ., Ma%hiak %
HERRIZ W T, B LRIWERIZI U CAREEE K O CT EORIWEA ORI 23
TR OFEFR DY H GO, B ORISR/ KH RS> TWnDH T L,

®-2 EFENEZFICLI>AEERINCETIEL

DA D DB RGN OB 2 A T 2 EEIEFEDEIERE=4 Y v V%G
DIHEIRDOA YV —= 2 T EATOWEIRIE L fE#Z G TE 5 F— A EBRIEHI NG S
TWbZ &, BB, BiEEGHICOWT, RABE EZOFBEIZHZITEAmMIN TS Z
L.

@3 BIEAOBERRIGICE LT
AFIOBTAL ST e LIS TR ST B BIERICH LT, M ilak
LT B SRR > N 2 AT BEAT & g L (B OB ITeRt I C B L TR R
OHEEZT LN RMCHE L) | HHIEIARLEN T E 5 AHINES TN D
g:o
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BEXBRLINDEE

O FRICEYTL2HBEICOVWTIAFIOREN AR E SN TWDHZ Enb, &5 21T
Oz &,

o ARFNORTE LIEEOBEERE D & 5 BE

@ BBRATOFMIZEB W T FRRICEY T 2 BF IOV T, AFIOFGITHESRE Sz

DS, MOTREERINE DN R NGEIZIRY | HEICAKZHEHT 52 L 2ZETE D,

o [FEMEMEBOEH IIBEEDH 5 B

o NEBEMG AR A CRHIE R 250 5 B3 M ONEBIME O HUR BRI I u M it 4¢ 55
DI RIEMEZEAE R DI D B

o BOAEEBOASOE UTEBMERLE L ITHERED B CaEE B OB ERED
b 5B

o JEESBAEE (SRR A ST Ob D HRE

o FEMORRE IR E AT L RE

+  ECOG Performance Status 3-4 "V o3

D ECOG @ Performance Status (PS)

Score EFR

0 | <ML IEBTE 5, MWl R CHHAEESHIRZ AT D,

PIERENZIE LWEENIHIR S 525, BTHRE T, BAFREH > TOERIITO 2N TE D,
RS N 2

AMTHRETH I OH DIENY O Z L3 N THREZAMEEIZ TE RV, H D 50%LA BT~y FATil 29,

ROENTZESDOHEDEY DZ L LTERY, BHHRO 50%L EE2 Xy R+ TimId,

AW

E<EHT RV, AGOHFOEIY DO Z LIFTE TERY, BRIy R lFTHId,
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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,

RIGL IR HIEIRE, © XA B —Z AT 100 mg (%4 a7 ) XvT (&
fnfHHz) )
KB ERDRETUIE « 2 AL (S U /- IR AR RE 22T T - R OFE IR
MEERDMEROHE : Lo NF =T A VERE E OJFRIZBW T, 8%, A,
NRATa) RvT GEETH# %) & LT, 18 200mgs 3 [
fEbRE X1 1 [F] 400 mg% 6 WEFMIFET 30 42T CREEET
5
Bl K 5¢ 3 & . MSDEEIS AL
(%)
Ve Amg, FA7EL10mg (—4 0 LT =T A UVEEE) O
RE TR, HEROH&E
NHE ST R « DSAALFIRIERR (THEIE U 72 UIBR R BE 72 1T « B O 1B {5
HELOHE : Xa7v ) X~v7 (Bardiz) EoffHIcEWT, @, RA
WXL NF=7 L LTLH LB 20 mg 2 0#& 5925, ek, &
ZOREIZEXVEEHET D,




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. BRERE
DS I FRRIER IS U 7= UIBR R BE 72 AT « B O 11 (N DGR M 21T - 72 &
7R EEIRARBR D BGE 2 7R 9,

[ 2]

[ B[R 55 M AHRABR  (KEYNOTE-775,”E7080-309 7-5#%)

7T FFRUHN & G TACTIRERE O b 5 IR RE R LT - IO (K EE 827 f
(AARN104 Bl ZETe) ZX3IC, A#1200mg 3 M (LT TQ3W] &9, )
BhH LU RF=T720mg 1 H 1 EEGOOFRKEE CIF TRE/LonF=T) &
W, ) OAEMEROREMN, ALFRE (R ey X3y ) 2 %teL) %
IR L LTRSS Nz, TEERHMmEB X 24AFH (LU ToS) &vwd, ) KO
AR (LR TPFS) &WnWo, ) 3, KA/ Lo R_"F=71F, {b5REL
LT OS KUVPFS ZHEIIER L7z (Rl K1 KEKUM2) .

#£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™ N R 0.62
(95% CI) (0.51,0.75) -
P fig"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 ff*s <0.0001

CI: {ZHEXM. *1 : A&#1200 mg 2 Q3W, Lo AR_"F=720mg (F&H) &1 H 1 [ETHE L,
*2 0 REYILET Y 60mg/m? % Q3W, XiF/X7 U XX B/ 80mgm?> &%= —A (1 =2—A28H
M) o1, 8 W15 HAIZHEE Lz, *3:20204-10 H26 AT —4% 1~ A7 *4 : J&Jl Cox Lt
FINYP— RETF L DLFRE (RR VLS T2 ) Zxtr) Lok, *5: Bhla
77 I RE. *6 : RECIST B A KT A > 1.1 FUZHEES < G FIRSL ip g @



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)



[Z4xtt]

[l e [ 25 T AR
AEFERIIAA/ L XTF =7 HE 405/406 1 (99.8%) . {LFHRIERE 386/388 14 (99.5%)

AR (KEYNOTE-775,"E7080-309

alBR)

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,
#2 VWTNLOBETREASIE 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 - &

FED T 50 51 (12.3%) . FEEORERES (PEPEREESCRARIE ., FRR IEIRE A
ZIALEE, FRBIEE) 4 B (1.0%) . MfkEE (X7 « SU—JEBERE) 9 f#
(2.2%) . BUERFZK - fFA4 - IFHEREREE - IF2¢ - BbPEARE 2 109 5] (26.8%) . H
W bErErE E 237 5] (58.4%) . T HEMAHEGERES 2 #] (05%) . FIEHEREE 4 {5
(1.0%) . 1 BUHESRYG 3 451 (0.7%) | EHRERETE RMIEFEMER &, RERIKERE)
13 6511 (3.2%) . Mz 461 (1.0%) . sk - BEEUHBAFIE 2 1] (0.5%) . FESEALEEJ)NE 1
B (0.2%) . AMZE - BB 161 (0.2%) . SE IR 3B (0.7%) . L2 141 (0.2%)
Jz WV infusion reaction 5 1 (1.2%) 238 Hiviz, 7z, EELRMIEES (GEMEm /MK
7



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



(A - A&

AHNOREREYEREE T LV EZMA L7 I 2 b —3 a2k, AH 200 mg %
Q3W. 400 mg % 6 B[R (BLF TQeW) &5, ) i 10 mglkg (AH) % 2 JHEfH
kg (LAF TQ2Wy &\ 9, ) TEEH LIZBEOARF O MG HIRE SR Sz, Ok
F. AH 400 mg & QBW TH G- L 7B DO ARF O E FRREIZ 1T 2 MG FIRE (LT

[Cavgss] EVVD, ) IF. AHI 200 mg % Q3W THH L7ZBRD Cavgss EHARIT 5 & TS
ni- (FF) . £7-. KHAI400 mg 2 Q6W TG L 7ZFEROAFKI O EHIRFEICIIT 5 F s
MIEFIRE (LU [Chaxss) &£V ) 1. AHI200mg & Q3W TH G- L 72FRD Craxss &
gL CEfEzrd & THIENZH D0, BARNEFICEBO TEARERHERINL TN D
s - HETHHAH 10 mglkg (KE) 2 Q2W TG L72BED Chaxss & il L CIEAE
Boad e PRlEn (TR) ., b, EERAREEE 234124 K] 400 mg 2 Q6W T
PG U7=igsh s 1B (KEYNOTE-555 #kBR) K 015 b7 F2IMEIC 255 < Spdhae
NRIA=HF, YIalb—va k) TPRILZEYEIE T 2 —2 LU (F
#) o MA T, BEEOBEEIZI T 2 HEARRBREHR I D & | ARH OREE & & A 2k U
LML O A RFHT DR — ROSET AV MEE S, ARAI 200mg & Q3W XX 400
mg % Q6W TH 5 L7-BROMREE & & A2 T L M & OBTEIZ DUV TRFT S AL/ ik R,
ERROAE - HEOMTHE ML VR IR ZR TV & TR S Rz,

K3 FHORYEEBNT 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 [HDT I = L— 3 X W EH SN RPN HEO P RE (2.5%5, 97.5%4) . Cmax : FIEIE S
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




4. HEFRIZOWVWT

AF|OBE- Y B 22 W - FrE L, AAIOEGIZ L0 HEERREIEM 2588 L2
XSS 5 2 EMMER T D LLFOO~@D T X Tai/od gkl W T 2 <&
Th b,

O MERIZOWNT

@-1 Fio (1) ~ (B) OWTINIEYT IR THD Z L,

(1) BEAGBREDEET 575 Vi FEBEILS RS (BRE IR DS AR s BE L AU P
HiE)S A RSPREEEE LS, HIUES ARSIl 7R &)

(2) HrEHEREIRLT

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

(4) IRFREEZBIE L, SRIEH U REIREL 1. SRR LRGSR 2 33
RISt IRER 3 Dt s AR 5 i H 24T - T D fiiak

(5) HUBMEREE AL & BN DRk SRR AR D i H 24T - T D fitik

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 [ERNRFFEUFE 2 FOUHWHE ZAE T L7-1%I1C 4 ELL EOBIRBRAZ A L T D 2 &,
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

10




® 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
BEe. fhde « RERUTHEMARAE . S, FEFE O R fERaE (P EptER AESE R ARIE . B2k
FERRAEERE . ZIALEE, BRRIESS) | infusion reaction, AN - BElEA - Fhlise. HIE
EEDRE, MRRBEE (72 « NU—EERES) | OfR, BEERMEREE (G
M/ PESR BRI . BRI I, AREFERES . MEYERIERIES) | HEOH R, MEKEF
BIEGERE, RS 1Tk LT, Y%k XIS M R B O BRI E & A5 B R & i L
(BEERHOZWro S IZRE L THREROIEAZITONLRMFICH DL L) | BHHIC
W) ZRALED T E DRI > TWD Z &,

11



5. BEXRLLRDBE
(B2 B3 5 F1E]

O 77 FF8AHNE G Te D AACFIRIEZ T U - UIBR AN AR 70 1T « OB KR
FIZBWT, BAlE Lo R_RF =T AR & OB S TEIMIN REN TV D,

@ TRUCEEY T2 BEICHT DABN O G K O T EIC OV T, AFIOFZhEN
ML ENTE LT, ABIOFGRIG L 725720,
o ALFIRIBIC L DIRERRO I EE
o DTARHKIOEZMNEN TR KTV WMLOFLENEREH] & OO S

[ 22l %#6%@1
O TRIZEYTL2HEFTIZOVTIEARRORGNEREIN TS Z b, 5%
‘bﬁw\ L,
o ABIDRSIK LIRBUE OBEEIED & 5 B

@ IBERETORHEIC %TT£;§5¢6$%LOwTi AFN O HITHESE X7
WS, M OTEFERIE N 2 WGAICIR Y . HEICAKZGHT - 2B E T
50
o [HVEMERTRE $®Aﬁ2iﬁﬁ®%é$%

o M EGg R A CRE R AR 6 D B I ONEIE O R SR Amilis Je oI ek i 26 5 o
I RAEMEZA s F %ME)‘%%‘

o BOREERBOAE UMM L IXHEFRMED B C g R B OB ED &
% B

o JEESSRMIE (EMEIRBRELZ ST Ob b B

© RMEORGSOIM AT 5B

+  ECOG Performance Status 3-4 “Y o3

(ED ECOG ¢ Performance Status (PS)

Score | T

0 | &<MEREBTE 5, Fnl L [ U A AEENHIRZR ATZX 5,

PREIZI LUEBNIHIIR S 525, BTAIRE T, BRI > TOMERIITH 2N TED
Bl - BEOFE, FHEE

BATAHETH O DEIY O Z L IX T~ TREEZDMEEZ TE 22, B O 50%LL g~y R4 Tild 29,

ROENTZHOSOHOEY DZ & LTERY, HFEO 50%LL EE2 Xy Ko+ Tl 24,

AN

2LEIT RV, BOOHORED OZ E3a TERY, BRIy RORFTiRId,

12




o

BEIBELTEETREFH

WA SCGEEITIN 2, BOEARGEEE DRI 2 RV 12D & ARH O Rk K OV IE

RO 7= OB G A 0 I L TR 2 &,

TRIEBIAAICES D, BE UL T OFRICAIER OGPt E2 oA L, FE%x

BThroEET5Z L,

FEREWEHO~ R T A MZONT

MEMEREN D DD Z ENH LD T, KFOEEIZHT--> Tk, WIHER
(BOldv, PEVLIREE, k) OER&L O X MIRAOFM%E, s +71c
17952 &, Fe, BEITS U THES CT, WG~ — W —%0MmEZ £+ 52 &,
infusion reaction 23% 55 Z &3 dH %, infusion reaction 23728 BT AT,
WEREZIT O & & bIZ, JERDBEIET 2 £ TEREORELZ +7I2B8ET 5 2
Lo

FOR IR RE R . T RS REfE T L ORI REESE RN H b oD Z N dH H DT,
AFHN D £ 5-BRIART K O 5B P E RIS N WS RER A (TSH., 7l T3, i
T4, ACTH, L =LF Yy —VEORIE) Z2FEid 52 &,

BIEIFSE. RS, FHERERESE . TR LK O LHEIRER RS Db DZ ERHDH D
T, ARHNOEE-BbART K O G-I HIE BRI IFHREM A (AST. ALT. y-GTP,
Al-P, BV LBV EDORE) ZFEMTHI L,

SEIER (MR ICEERER L ET) FOEERIEERHODND Z L
NHDHOT, EMOICIROBREOFBEZMHET L2 L, F7o, BOBFEIED S
I AT, N EREE A 2T L) BEAHRET L2 &,

AR OEEIZLY | WEOHRESONTRRT D & B2 b DdHkc REBHRED H
bbb Z N D, BENBOLNIZELAITIE, BELZESIIES UM
TR & R A RO RN & s U CE U R BRI ATV WA DS E RS I &
DEWER RGO 256 121, AFRIORFE T 1L, K ORIE RE AR VE - F D
BHELZEBRT DL, kB, RIBREFRLVEOEGIZEYEWEHOBGEENR
D HIRWGEITIR, BB R VE LS OREIRIFIOBMGERET L Z L,
BHA& TR, FORMN OB ARB L CrLEWERANRER T 2 ER”b 5720, K
HOBGH& TRICOREWERORBUZH2ICEET L2 &,

1 BRI (BUE 1 BUBEIRG 2 5 T) b bbiv, BERBEMES 87V R—Y XCE
L2EMBHDHOT, O, Bl WEMZEORER ORI O _FRIC R
THZ L, 1 RBERE N DG A TR EERIE L, A R CRFIOR 55
DL 72 EZATH T &,

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

WEZ & (RN HERGET X v #ER) (CAIMEORHME 21T > TWieZ L &%
B, AREGPIERICBGRE THROMBEZ1T O 2 &

13



B 11

REFEREET A KT 1
RoavTnl) <7 (BFHEBRZ)
(R34 : %A FA— & SEEE 100 mg)
~EBVWEEELFERE (TMB-High) 267 3 EBE~

SF4E2H (FFfn6 48 AET)
JEAE S EE



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, AL OLEMEICET 2 IEHMNHoERT 5 F 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 E 7= O W)
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
D PERREIC BV CHEERKREIZE S Z EORBEINTEY | Hiz e BN ATRROER &
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 LT - BROBEHE GEERZ2IBRBREERIGE TR D) 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 /Niiialitie, 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 &
W holz, REIWERFBBURDUIREEFESR (RAREMER T2 E5T) 280EHHER%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 < EipHhhg
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) FREIFIRANFEDEET D03 A HE T (DS AR EEER BT, 23 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 ARG N> TWnD Z b,




@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,
g% « RERURRMRSE . PSS, BEE O RERETE (hapihak RRBsE il AfiE . B R Rh IR e 7
BE. ZIGALEE, JERRIESS) . infusionreaction, M4 - BAMLAS - FBEde . FIEMHE SIE,
PRRRRE T (%7 o« NU—SEERESE) . Ofide. BB MRS (G i M v
SREUR ., IR, ARIFEREE, MEFERIERESS) . EE OB K, MEKRERIEGER,
B TR LT YRR UL BRI R B O P A AT 2 R LOERE L (RIER 02
W IC B L CHRE R OB A Z T DN DKM H D 2 &), EHICHEY 2R ALE R T
XDRHDRESTND T &,



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

10



[‘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 MEMMZEEROEI IIEOH 5 BHE

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 AE (EMm&MaBEEL ET) 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,

11




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 I E NN W RER & (TSH., 78
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
WEVAIOBRGEZZRTDHZ L, ek, 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 &,

12



xEFEHHEET A R A v
NRAT7u ) A<v7 (BETHEZ)
(BR5E4 : A b—F RE#HE 100 mg)
~F B~

T4FE9H (555064 8 AET)
BAEFBAE

B 12




B&

1. IZU®IC
2. RANIOKE. 1EHEF

3. FRIRAE

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEL THETNXFH

P2
P3
P4
P12
P14
P16



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,

FORVEFREF IR, R ERR R M7 1 7 7 A VS FOESRE L SN # 2 D 2
ENBD, O, AIMER OB D IEWRA-H% R 5 £ TOM, YikEERmD
BEZBLS Z T D LIS DBE IS L THERAT S & & bic, BIERSREE L7ZBIC
WIS A L D 2 N Ee B OB AT ERAREA AT A L NEETH
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,

RIGL IR HIEIRE, © XA B —Z AT 100 mg (%4 a7 ) XvT (&
fnfHHz) )

X5 ERDBREUTR - AT TR O 1= SH#E

LR AMERVCHE - thoOFEMEEEA & OEHICB VT, @, RAIKIZ, o7
nY X~7 (@af##z) & LT, 118200 mgZ 3 ¥ R
1% 1 [1] 400 mg# 6 JE IR T 30 43 M) a5,

il B 52 ¥ 0 MSDEEIS AL




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
ZDIZFEWMBENFHEBLL TN D, DAFIBICEIT S PD-LL 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 52 L THEG 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. BRERE
AT AT D -1 SR OAGRRF R HUIE 21T - 7= BB O 2 7~ 37,

(G20
[ BRIL[R 25 MAHRAER  (KEYNOTE-826 #%)

RIBHTRFR OIS 7 < . ALFFRIERE O 720y (B2 BR R & L Co BRI
<) EATXIIHFRO T ESEEE 617 il (HARN 57 fladEte) Zxtgis, AHFl LMo
PUEMEER] (X7 VA XAV R BT T FFRAI LR X~ T (E s R Z)
(AT R X7 bna, ) ) LOFAEE (RAIRE) ™ OFIMER OVZ 2D,
7R EMOPUEMEREES & OO EE (77 'R 2 AxtiE Lz HEHRAR
THREFTES Nz, FEFHIEEIX A (BUF T0S) &vvo, ) e OVEEHE A 17 1
Wl (BLF TPFS) 9, ) &S, RFIFETY 7 B ARREL ik LT OS KO PFS 24
BICER L (R1, K1 EUOK2) .

*1 0 AH 200 mg 3 R (LLF TQ3WI EWwoH,) &h (F=a—2o 1 HEIZESE) SUT
OHFEMESA] (RBRHEY EMAEE 2 L IR onThra 0l Lz,
< X7 ZFRENLTS mgmP RO T FFRA] (AT T F 50 mg/m AT A NVART T F
> AUC 5 mg'min/mL #4 &) OJEIZ Q3W (Fa2—AD1HBICEE, AT TFF %
K a—AD1HHXI2H Bics) L,
- X7 ) HXEALTS mgm?, T TFFHEAE] (VAT T F 50 mg/m? U A NR T T F
AUC 5 mg'min/mL fH% &) KON X< 715 mgkg DIEIZ Q3W (=2 —AD1HH
WZHE, VAT FTF UK a—AD1IH B X220 BiIc#EE) T#HE,
*2 . 77 EARQIWEL: (Fa—ADLIHBICEYS) L*1EFAl—OPuUEEEAl (RERHE Y EhR
WBFE Z LI onTFhna i Lz,

#F1 HFRHERE (KEYNOTE-826 3ER)

ARFITE 75 & AREE
(308 1) (309 1)
el [H] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
0S" A REET 0.67
(95%CI) (0.54, 0.84) —
p " 0.0003
el [H] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4,8.4)
PFS™ ™ A= N 0.65
(95%CI) (0.53, 0.79) —
P {3 <0.0001

Cl: 1E#E XM, NE : #EEARGE. *1 : 2021 ES H3 AT —H v A7, *2 1 J@H] Cox L N
— RETNICE DT T REEL O, *3 : BRI0 7T 7 RE, *4 : RECIST I 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 ZEHBLRBLAN DA 20 1)

[ BRI [F 2 M AHRER (KEYNOTE-826 #kiR) (CHlA AN SN BE DT — 225D
X, CPS'BINZIRMT 24T o To A 2hte (REBMI RN 2 B Te) R OVREMEORE RITLLT
DEBYTHo f:o

AFIFEOHIMEIZE LT, CPS 28 1 Kl DHE1Z, PFS KT 0S DIEEZNFIT/N &
VAR bz (2 KO3, £3 KUK 4) ,

fm’va PD-L1 DFEMRIIC & &F, KA DOLZEMET 1 7 7 A4 VTR TH > 7=,

L RS IC BT D PD-LL 23 BL L MMs (EEMIE, ~27 e 77—V RO vo8
) HAaimlEg s chr L, 100 3% U7 fE

#2 PD-LIRBURIBIDOPFSOD FEIMEATHAE R (RBRH Y EATHIE, 20214537 —4% v b2 7)

5 BLRE A2 M PIE [95%Cl] NP — R ZHEEHOHE

(%) (H) [95%Cl] (Wfa)) ™
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: XM, *1 : FIEZKFICR T 5 EREES (FIGO 2009453813 IVBH)  (Ho, Z22L) | _ARv X
~7HHOEE (b, 72L) KOPD-LIOFHIRG (CPS 1K1, CPS 1LA E10K3m, CPS 1084 ) & J&@5IK 1
L LEZBRICOXLBI N — RET N, *2 : OF G, @PD-LIFEBUR LR O@F 58 & PD-LIR BRI & O H
TEA % IE R L LI IEBRICoX BN — RET L, *3 : BRI MENT



100

Progression-Free Survival (%)

i 7T AREE

Tl
L
-

( 3 6 9 12 15 18 21
Number at risk Time from Randomization (months)
AR 35 25! 21 12 11 9 4 1 0 0

1007

Progression-Free Survival (%)

7' TR

3 6 9 12 15 18 21 24 27
Time from Randomization (months)
100 84 63 50 43 31 13 3 0

Number at risk

Al 115

7oeRpe 34 30 25 10 8 8 1 0 0 0 75w REE 116 98 75 43 34 28 19 10 1 0
100y
et
< Sk
= ]
= 37 Vo .
I .. AR
g “
= ] \ |
@ 60 P e
3 ] e 3
1 |
= L
T 40- L L,
g [ ——t
5 Lo b
& 20 A e A o 5 T
-
0 T r T T - T T T r
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
HFHIE 158 138 124 80 62 58 35 21 7 0
75 R R 159 131 95 60 47 35 19 3 0 0

3 PD-L1FSERIRHLA] D PFSD H AR HTEE D Kaplan-Meier B
(BB Y ERYE. 20214553 —& v b4 7)
(ZLEX : CPS<14H. ALK : 1SCPS<104MH. TR : CPS=104£H)

#3 PD-LIRBLRMAIDOSOLE B O REIENRER (02145838 F —F By b4 7)

] v ANV R HgfE [95%CH] NP— R R EAEA OpfE
PD-LIER  B5R A (%) (A) [95%Cl] (i) 2

cPS<1 A FE 35 20 (57.1) 19.0 [12.6,21.4] 1.00

77w AREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] ™
A FE 115 52 (45.2) 244 [18.2, —] 0.67

1=CPS<10 7R 116 66 (56.9) 15.9 [13.4,235] [0.46,0.97] = 0.3278

CPS=10 AFIEE 158 66 (41.8) — [19., —] 0.61

- 77 vREE 159 88 (55.3) 16.4 [14.0, 25.0] [0.44, 0.84]

Cl: EHEXM., — : #E ARG, *1 : FIEZERICE T 2= FEiEE (FIGO 20090312 4E3< IVBH) (b, 72
L) . "R RXTHHAOEE (b, 72 L) KRUOPD-LIOZEHN (CPS 1R, CPS 1L F105K7#. CPS 1014

) ZERIKRT & Liz@RCoxtb Bl — REF L, *2 : OFEEE, @OPD-LIZEBLR I K Q@ 5.1 & PD-L1%&
AR E O HAER 24288 L U2 IE@RICox LBl N — RET 0, *3 : RBRA 72 fifHT



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

X4 PD-L1ZEBURIBIDOSD 1E] H 0 H B ARHTEF D Kaplan-Meier fi#i
(202145 H3AT — & 1 v v A7)
(£ kX : CPS<1#£H. A EM : 1SCPS<10%£M. TH : CPS=104£H)



[Z4xtt]

[E BRI R B IIEER (KEYNOTE-826
A EE L IARKIEE305/307 5] (99.3%) . T EAREE307/309 4 (99.4%) TERWD S,

alR)

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

DEEBHTHoT,
R4 DTHIHOBETRAZGH 5%LL LOBIEA (KEYNOTE-826 FABR) (Z2&MMTIREN)
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
P53
FFDR IR RE T T 19 (6.2 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 ks
JEz 15 (4.9 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
— % - 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 9 (2.9) 0 0
TRYSIE S K O e
R B I e 16  (52) 5  (1.6) 0 12 (3.9 6 (19 0
B, PRk L OWEA IHE
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 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



Bk (%)

PN
(SOC: System Organ Class) AHIHE 75 R
JLAGE (PT: Preferred Term) 307 14 309 4
. 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
[GNEEN 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
R RO E
BAHR 45  (147) 4 1.3) 0 33 (107) 1 0.3) 0
B HE SR ds £ O 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 PR
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
PEIRGE 26 (8.5) 0 0 24 (7.8) 2 (0.6) 0
R = 22— XF— 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, MOERds X OMithRIEE
S 26 (8.5) 1 (0.3) 0 3  (11.7) 1 (0.3) 0
R ¥ L OV TRk E
=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
&5 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 R E
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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(A - A&

AHNOREREYEREE T LV EZMA L7 I 2 b —3 a2k, AH 200 mg %
Q3W, 400 mg % 6 HEHIFE (LI TQeW] &vv95, ) X% 10 mgkg ((KHE) % 2 JH[H
fikE (LT TQ2W) L9, ) TEE LIZBEOARAIO MG FIREDSRF S iz, £ Ofs
F. AH 400 mg & QBW TH G- L 7B DO ARF O E FRREIZ 1T 2 MG FIRE (LT

[Cavgss] EVVD, ) IF. AHI 200 mg % Q3W THH L7ZBRD Cavgss EHARIT 5 & TS
iz (F#) ., F£72. AHAI400 mg 2 Q6W THG L 7=BEOARKI O & FAREICH T D i
MIEFIRE (LU [Chaxss) &£V ) 1. AHI200mg & Q3W TH G- L 72FRD Craxss &
gL CEfEzrd & THIENZH D0, BARNEFICEBO TEARERHERINL TN D
Hik - HETHDAA] 10 mglkg ((KHE) % Q2W TH#E L72BED Craxss & Lol L CTEAE
T e THlENT (TR) . 6T, BPERANERE 25 ICAA] 400 mg 2 Q6W T
B b U7 iEsh e 1 AHRBR (KEYNOTE-555 ikBR) X 0 155 7= ElIfEICE S < EKipdhne
WRIA=HE, ¥Ialb—va ik PRILEEDTE AT A —2 LFEILE (F
#) . MA T, BEONAFICET DEERRBRIEIC LSS, RFIOIRE & &AM
T OB A MR DIBBERISE T LNEE S, AF 200 mg 2 Q3W XX
400 mg % Q6W T 5 L 7-BROMRER & & A0 T L2 & OBEIZ O W TRET S
R, Lo Ak - AEOB CHE R VRIS R ZR IR0 E TRl ST,

K5 FEORYMEEBNT 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 [HDT I = L— 3 X W EH SN RPN HEO P RE (2.5%5, 97.5%4) . Cmax : FIEIE S
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:%”

% AR i i AL

I : 56 Bl DRATIELME (95%1EHE X [H])
§ : 41 Bl LKA FEIIE (95%IFHHIX [H)

NA : #%347: L
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4, MEFRIZOWT
EIG U 27 EEEHE (RMP) (ZH-D & A0 BN Z M ERIEER ~D W ik
fil23 & HMiEE T o T, AFNOEGHEEI /R BE AW - FrE L, ARIOFEGIZL Y &g
7REWER 2 388 LT BRI d 5 2 L B /o0 LLF OO~@DF T &l 72 3 Hiak
IZBWTEHT 2& Th D,

D HEZRIZHOWVWT

@-1 Fio (1) ~ (B) OWTINIEYT IR THDL Z L,

(1) EAFEBREDRET D0 AR SRR (FRET RS A REEEE L AR e
ﬂﬁﬂh SROEFEHLERRE, MU ARl &)

(2) FrEREREIRRT

(3) HMEIFIRINENDIEET DA RFEEEFPE (DS AIEEER EMbL, 23 AR HaHEE
W IbE, WS AR IR e &)

(4) ISRUFREEARRE L, SRIER st 1, SIS b REs et 2 U
IAHE bRk 3 DOEa% FVEICAR 5 i 21T - TV D itk

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

D-2 &S O FaE % OF 1@%%4‘%5%*@?@# RO TRR L R A R OlERT (TR
DOVFTNANTFEA T 2D ERD) 23, MRE2HROARN BT DIROEHE & L TiE ST
WnH e,

£

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 [ERIGFFHUSE 2 SEOMHWHE ZE T L7-1212 4 UL EORRRER A A L T\ D Z &,
96, 3 LR, WmABHER O SR ST D AR OBRAIHE 21T > T\ 5
ZL,

@ 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 &,

12




® 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
BEe. fhde « RERUTHEMARAE . S, FEFE O R fERaE (P EptER AESE R ARIE . B2k
FERRAEERE . ZIALEE, BRRIESS) | infusion reaction, AN - BElEA - Fhlise. HIE
EEDRE, MRRBEE (72 « NU—EERES) | OfR, BEERMEREE (G
M/ PESR BRI . BRI I, AREFERES . MEYERIERIES) | HEOH R, MEKEF
BIEGERE, RS 1Tkt LT, Yakhask XIS M R B O RPN E A A B R & i L
(BEERHOZWro S IZRE L THREROIEAZITONLRMFICH DL L) | BHHIC
W) ZRALED T E DRI > TWD Z &,

13



5. REXBRLARDIBE

[B2hMECBE 3 2 ]

O RIGANER OIS 72 < | ALFRIEED 720y (LU EE & L CoRG IR
<) HEITUIFHO TESHEEIZBW T, KA, 7V 2 XL kOT T FFHFH
(VAT FZFURITANRT ZF ) OB AR, 7V 2x8wr, I35
FEE] (AT TFURNIINRT TF ) ) KON X< T OfF G OF
PRINTND,

@ EELFRF IR (KEYNOTE-826 #Bk) 28\ T, PD-L1 %8 (CPS") 2k
DHIMEN R DHEANRIBEINTWNDHZ & (p6~8 ZHE) /6. CPS BIDOAA D
BIWEIZ DWW T2 BiE L7 E Tl B ORIRAEITH Z EREE LV, CPS 23
1 R CTHD I ENHERINTZEFTITE T, AFILOIERRRE L EZET 5,

* o KF|OBWEK L LT, PD-L1IHC 22C3 pharmDx [# =] (HR7E4) DNAEAREN TV D

@ TFREICHEYS T DAFNOBE L OME A TEC OV TR, AFIOFERHSL S TED
T AFOBREGRGR LR BIR,
o INRABRIL
o KH|DBMPL L
o OTAHRIOAMEINT S TOARUMLOTTEMEEER] & OO S

[“Ze Rl B4 % FIH]

O TFTRICEYTHEEICOWVWTIAFOEEN LD L SR TWbAZ e, 5%
1Tz &

AAHN DRSS xF LIEUE DR ERE D & 5 BE

@ BEBRATOFHICB W T FRICHYT2EEICONTIL, ARG ITHE S
WS, L DTERERIRE N 2 WIGAICIRY | EEICAKZEHT L L 25 E T
Do

o WEMEMEEOAMUIEBHEDOH D BE

o MoEEgR A CHIE R AR D A K ONEENIE O T RIS OGS T 2% 5 0
Em~_/<f“ﬁ£%£1tﬂ>2%€>XLZSE§%§

© HOREREBOEOE SUTEMERZRE L IEFEFEMED B SRR OBER O &
L BE

o iEEAE GEmEaB R 2 S Te) Db 5B

o ORI A AT S BRE
14



«  ECOG Performance Status 3-4 Y o B3

(ED ECOG @ Performance Status (PS)

Score | EF%
0 | &<HEAREETE S, BT FE U B EAEENHIR A <IT2 5,
1 AARIICEL LUEENIHIIR SN D28, SITATHE T, BRI > TOERIITO 2 LN TE B,
Bl NFE, EEEE
2 HATHRECHAOH DEIY O Z & (3T X TREEEBEEIT TE /ey, HHO 50%LL Eid~<y RALTIRZJ,
3 ROENTZEHGOEDEY DZ L LnTE7R, HHO 0%, EE2Xy R Tl 2,
4 2LET RV, BOOHEORD OZ LiFae TERY, By RhKRTF-TiZd,

15




o

BEIBELTEETREFH

WA SCGEEITIN 2, BOEARGEEE DRI 2 RV 12D & ARH O Rk K OV IE
RO 7= OB G A 0 I L TR 2 &,

TRIEBIAAICES D, BE UL T OFRICAIER OGPt E2 oA L, FE%x
BThroEET5Z L,

FEREWEHO~ R T A MZONT

MEMEREN D DD Z ENH LD T, KFOEEIZHT--> Tk, WIHER
(BOldv, PEVLIREE, k) OER&L O X MIRAOFM%E, s +71c
17952 &, Fe, BEITS U THES CT, WG~ — W —%0MmEZ £+ 52 &,

infusion reaction 23&% 535 Z LR 5, infusion reaction 23388 BT HAITIE,

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

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

AFHN D £ 5-BRIART K O 5B P E RIS N WS RER A (TSH., 7l T3, i
HE T4, ACTH, IH=avF Y — VEORE) #FEuT 52 &,

BERFZE. T4, IFsReREE . TR, B{LIERERDBH L bIDL Z N DHDT,
AFN O B 5-BRAART M OB G- HAM TP E IR I PRk REMR A (AST. ALT, y-GTP, Al-
P. BV EEORE) ZFMT 5L,

SEIER (MR ICEERER L ET) FOEERIEERHODND Z L
NHDHOT, EMOICIROBREOFBEZMHET L2 L, F7o, BOBFEIED S
I AT, N EREE A 2T L) BEAHRET L2 &,

AR OEEIZLY | WEOHRESONTRRT D & B2 b DdHkc REBHRED H
bbb Z N D, BENBOLNIZELAITIE, BELZESIIES UM
TR & R A RO RN & U CE U R BRI W ATV WA DS E RS T &
DEWER RGO 256 121, AFRIORFE T 1L, K ORIE RE AR VE - F D
BHELZEBRT DL, kB, RIBREFRLVEOEGIZEYEWEHOBGEENR
D HIRWGEITIR, BB R VE LS OREIRIFIOBMGERET L Z L,
BHA& TR, FORMN OB ARB L CrLEWERANRER T 2 ER”b 5720, K
HOBGH& TRICOREWERORBUZH2ICEET L2 &,

1 BRI (BUE 1 BUBEIRG 2 5 T) b bbiv, BERBEMES 87V R—Y XCE
HZENRHHOT, O, FEl, EHEEOEROBBLCMBEMEO EFIC+0EE
THZ L, 1 RBERE N DG A TR EERIE L, A R CRFIOR 55
DL 72 EZATH T &,

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

O . FRLEIT 12 @B S L IO AT T\ Z LA BEC,
AFNBE G-I ERNC B BRE CHROMREITH Z &,
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B HAHEET A R A
Nh7r Y X=7 (BinFEBZ)
(R7%4 : ¥4 PV—F EFE§IEL00 mg)
~ R MERERR AR BB U N iE~

S5 6 A (9f164E8 AHET)
JEA B hE

BIS13




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 S-S & LU O EIR G O il 726 2 T 28l D LB 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 O JRE MERERR ]GRBT U o /B D A GREF IR &2 17 - 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
DOFERDZY HAHIZE G I, B HBITKIN AT REZ2 RN EE > TWnWA 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 BIER DOBETLHRISICE LT

AIER (FEVEMZRESI A KB - /DGR - EEO TR, BUETR - IFR4E - iTikee
PG - P - REALPEARAS 2t EPRRERRE RMVETRVEMER &, RERIEERSE) . oM
(TERMFERERTE, FRIRPERERE T, RIFEPRAERET) | BRI, 5 & 0 IR%, sk - MU
RMIRIE, TR, BHEORERES (hErER A RAE, BERIRIRIERRE . ZIABE, HH
KIEIES) | infusion reaction, fiz% - BBJE - FHER, BEIEFMEEIE, figkET (£ - 3
VIERRESE) | DR, B R MEETE (e MR TSR, TR L, AR
ERPS, MEMERIERAESE) . BE OB K, MERERAEMRE. M%) (O3 LT, Yk X3
BRESEIEBI ORI 2 A D EERT L U (RITE ORBWrexIS B L TR R USR5
FTONDRMICH LT L) | BEHICHEYRLENTE DEHINES>TND Z &,
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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,
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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 O G-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,
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REEREEST A T4
Ra7Tul) X7 CBIEFHELZ)
~ S~

SF64ES5H (5Ff 648 AET)
JEAE Fr @

BN 14




B &

1. [ZL®IZ
2. MERRIZDOWT
3. BEXRLRDBE

P2
P3
P5



1. XC®IZ

KA KT A Tk, BIRREESCZ N E TITH LN TV A EZEZE - Bl R
HKox, UTFOERLORKERERZHET 28800, XAa7 ) X~v7 BB
#z) (LT, TAH ) ZEHTMRICRD SN DEMER OB GRS L 25 BE%
AT, VERBEF. BRIREGE, BGICB L THE TR FHEEIZOWTIE, FoE b
SR SCER NERL Y 2 7 FHEHBE 2SR5 2 L,

R, AKHTA BT A 0%, MAATBAE NEH M EREIS O, /S EEEARAE
BRI s, —MeAtFE A B ARERR N E S K O ENEN B R BP0 W0
&R LTz,

KB ERDERY XA T Y A~vT (EInFHEEZ)

MR ERDMEIHE - IR EIRAREZ2HETT - RO B

AL RAMEROHE  fhOHUEMEEA & OBFICBW T, @HE., AT, A7 o
U RX~7 (&affaz) & LT, 108 200 mg % 3 38k
1% 18] 400 mg % 6 FA[FMIFE T 30 /02T CAEEET 5,




2. HEERIZOWT

ARENOR 523 @) 70 BE 22 - FFE L. ARNORGICX Y EELREEHRZRI LT
BRICKHST D Z ERMERTED, LFOO~QDT X T AT HERICB W TERNT 5
REXThD,

@ #EHRIZHOWT

@1 Fito (1) ~ B5) OWVWTNMNTENT I THDZ L,

(1) EATBREAFEET 50 A RE B L F B % (AR IR 28 A RS O HEHIL S i |
Hitgl 23 A B2 B IL RURE . HUEAS A BB 7R &)

(2) FrEMSRERDE

(3) ABEAFIRAENIEET 20 APOEEERPE (DS AIGEEEIE E b, 23 AR
W 1IEBE. 2 AR R e &)

(4) KA TFRIEE 2R E U, ARIES LRI R, S RIER LRI R R 2 X
(TA SIS L PR e R 3D i sk SE UE (AR B B 2T > TV D fiEa%

(5) PUEMEREZ AL & BN O R L HEI AR D M 21T > TV D fitiak

DO-2 HEOAFFEE LR ORWERARBREO IS4y 7o Fnkk & #5k 2 Fr o= (FERD
WTNIZIEY T D IERD) 2, YL BEROARFNCET AIHEOELE & L TRE I
TWnbHZ L,
=
o [EAIRFFEUSZ2FEOWIINHE Z21E T L 722 IZ5ELL EO N TR O RHE %2
ITHoTWBHZ L, 96, 2L R, BDAIEMEEZ £ & U RRRBESZOMHE
ZITHo>TNDH Z &,
o [EANEFFEUSZR2AUEDOHIANHE (& T L7212 12, TE L3I O ) ASEM L 2 & 165
FELLEDOE LB AR FOEMEZIT>TND Z &,
o [EANEFFEUSZ2EDOHIIANHE ZE T L7 R ICHELL EORRZEER 28 L T\5 2
Lo OB 3FELLEIL, WHAbEE O 0 ASEYRTE % & T iE bas i F O R HE %
IToTCWVWBHZ L,

© BENOERFREEDOEHIZONT

3R A I B BRICAEF 9 2 LA DS E S v, BUERAZED D OIFHRE A, A - &
Bt 8o ot fﬁ?&@”@fiﬂl@[:ﬁﬂiﬁ AT D iFmelt, AEFRNRE LSS OWmE
. FRESNITT DN D IEFINE > TN D Z &,



® EBEUWERA~DOXRIRIZOWT
@-1 HERRAHICEE 3 2 B

[V M8 FR S D BB 2R BIVE I 23 38 28 L 72 BRI, 24 BSRETZ2 IR o0 | Y3k %
HHERRIZ W T, B LZEIERIZS U TABREE RO CT EORIWEA ORI 23
IR OFER Y B G DL, EBISHR ATRER AR N > T D 2 by

@2 EREEZCLIFFFRANICET EMS

IS WP 2 R 2 e e O ie 2 A D IR RE DNEER =2 ) > 7 %
BOTEIFD AT V) — =0 T 24TV EIRE & H#E A0 T & 5 F — LRI D3 =
NTWDZ &, Ik, BEAEFIZONWT, BABEELTORE DI EN TS
Ze,

@3 BfFAOBBCRIEICE LT
AN T S AU S 350 CHEEIE S TV S BIERIC R LT, i
SV BREEREREI 0 B P 2 45 PR &S L (RIMEFI ORI o1 B L C IR
UXBEZIT BNBEIM B2 L) | EHICHE LI TE 2 A% > T 5 =
L,



w

BEXRLEIRDHBE

O TRECEYS T DA FIEIC OO TR, AEIOFIMERHEL SN TE LT, AFOHK
GGl b0,

e HER2EVEDBEIZKTT 55

o INERMBIELE

@ TROICEUTHEEIZOWTIIAR OGN EDE SNTWDHZ Enn, HEE1T
bz &y
o KANDRKFIZx LIBEUEDBEER D & 5 BE

@ JREATOFHMIZ BN T FRRICEE Y T 2 BE IOV T, AFIOFGITHESE S 72w

D, AOIRERPUR A 2 NGEITIRY | HEICAFZEHT L2 2L 2BETE D,

o MEMMZEEREOAD IIBEDH 5 EE

o B AR A CRIE R 2380 5 B M ONEBYME D H Afiligt e R G it 2% %5
DI RIEMEZEAC R - B D B

o BCOEEROADE UTEMM A L XD B R R OBEERED
b o HEE

o JREBME GEmEMMRBREEL &) Ob D EBHE

o EOBYSUIMEEEA T HEE

»  ECOG Performance Status 3-4"*0 0 g

2

() ECOG ¢ Performance Status (PS)

Score TE#

0 |[&<HEARIEBTE 5, F#FElL R U R EAENHIRZ AT 2,

PRRBIZI LUEBNIHIIR S 225, BATAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BEOFE, FHEE

BITHRECTH Y OHOEY O Z L3 T X THREZSMEEITI TE 20, BHFD50%LL LT~y RAATila 29,

[BHNTZEHSOHEDEY DZE LTERY, HFD50%LL EE Xy Rk Tl =9,

E- RUS R )

E<BHT RV, AGOHFOEIY D LFaE TERY, BRIy R fiFTHId,




REFERHEET A KT A
RATnY X~7 (BiTHEHEZ)
~ JESE R~

S64E5H (5Ff64E 8 AET)
JEAE FEE

BITSR15




ER/N

1.
2.
3.

LI
il ANE
B kG b 7 % B

P2
P3
P5



1. Lo

KA RTA4 TR BAFEBERES 2N E TITE LI TV D ERIEAN) - B2 R
(ZHESE . UTOEEMOREREN ZHEST B0 5, ~A7n ) X<7 (Bix
TR ) (BUF. TARA ) 2T DR 55 8 L UG5 £ 72 5 i/
Bt EMEF. RN, REICER L THET NS HEFIIOWTIL, &HD
BAE SN SCE L OERE G ) X 7 EFBEE 2 SR 5 2 &,

B, RKUTA BT A %, MISATEIE NE S G RIS SR, AmAEAR
REERIE P2 —fRAEHTEN A AREBRRANFHE 2 KO dt A A B ARRTARRES R
20O b EERR LT,

KB EIRDEHRN  NaT e ) A~vT (Bis 82

REERDMBEIHE IR EIBRARE 2 AHE

HELROMERORE : AL Z E VBN RN AT T F e OffHIZBW T, @
WA, a7 nl X7 (EiMiz) LT 1
[6] 200 mg7% 3 FRIFFE I 1 18] 400 mgZ 6 i M RFE < 30 4>
T CRTEFRET 2,




2. FEERIZDOWT

AR OGN EY) 7 BFEZ2W - FrE L, AFOEEIZX 0 BERBIEHZHEIL
TZBRICK ST 5 2 E NN ERT-D, LTFTOO~@ D4 T Zii7- 4 gk c B Tl
THRXTHD,

D MHERIZDOWT

@1 Tied (1) ~ B) OWVTNNITHEYT L THDH Z &,

(1) BAEFGBRENEET 205 AREEEIL SRS (HE I RS A2 R L S5
Br, ks A2 REOEEEIL SR T, M AU RSIRIREE e &)

(2) HrEtEREIRbL

(3) FENFREFENFRET 208 A EEERPE (D AR ERPE, 723 A2
el J1RbE. 3 AR HEE R e &)

(4) ARACFRIEEZRE L, SCRIEG L FRIEZIFEIL, S RIEG b RIEZ R L2
ST KM F LR Otk FHEI AR 5 Jm tH 21T > T D fitiak

(5) PUEMEMEE AL B BEINE O e s EIAR DR 21T > T D fifiak

D-2  NHEE¥E O bR E R ORIE R ZE BN OIS+ 47 7e Jnalk & #85R &2 FFo =Rl (F
FZOWT DY T HERM) 2, YE2EROARFNCET HIREOETLE & LT
BEIhTWshZ L,

#

o [ERGRFFRSE2FEDOMAHE & T L= ICSELL EO N AIRE D ERIHE %
fToTWAHZ L, 9b, 24ELL Eid, BNARYIREZ T & LTRSS OHE
BT TCWNWDH T &,

o [ERIGFFRUSH2EDHIHHE 26T L2 BICAMEL LOBERBREZHE L TN D 2
Lo DBy ELL T, MHIER OB ALY G N AIREOHME 21T > T
HT E,

© BENOEEMEFHREHEDOEHIZONT

R AL 1 W BRICIE 9 2 BB S E S, BRSNS O mAE D AE -
eV O B L VR (AT D I iR i, AEFRBBEELTEED
WEEB., FRECNIITONLEH P E>TND Z &,



® BUEA~OXRIZ2ONT
@-1 Mgl BEd 5 B4

VR it FR S D B S 7R BIVE I S8 48 LT RIS, 24BEISIRIRHI O T, M akhiiak X
ILEHE BT B L BHENICE U CABT S B K OCT4 O &I 1E I ORI 24
S/MRAORERA Y B IR DAL, B IS TR R AR 238 > T % 2 &

@-2 ERNEEECLIAEFSNNCET 2 EN

M ARHRICHE D 5 I A R OB 2 T 2 BB SAER T =4 ) v 7
EEDIIROA Y ) — =2 T EATOEIRE L 8 A HH T& 57— SRR 135
HEINTNDZ L, B, EiHEHICONT, PABRE EZOFRRICHSITEmE N
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