hEWH #-5-—1
4 . 1 0 . 5

XEERHEETA RT A
RATn ) X< (BEFHEEZ)
(B384 : A h—F SiE# 100 mg)

SF344E8 A (FF449 AWET)
JE A A
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1. [FCHIC

EILDOFMNE « LEVEOREROT-DITIL, IISTEER ISV IE ARk Hivd,
DT, IFEORFFHANOEANT LV | HURESES e & ORI EFR i) GRS
NAHHFT, T DOERL A EOVEZ BRI 2 2 L AWEROBE L 72 - T | 1AW
T L BEEOFEAT #2016 (AL 28 4 6 H 2 ARFEIE) 1B\ TH, FHMEIRMED
A OREHEEZ XD Z & & S Tna,

HORVEFRF SR, B ERSOR 2T 0 7 7 A VB FO RS LB SR 5 2
ENRDD, ZDTD, AIMER LRI T 2 1EWA 05 8T 5 £ TOM, MikEELD
BEEMZT 52 ENIRF SN BEEITH U TERT S & & bic, BWERBS I LZERIC
VB RHE A & D 2 E R ARER — E DB AT T EREE AT ENEETH
%

L7Zino T, KA RTA4 TR, BARBEESZNE TITE LN TV D EFHTZH) - #
RIS & LT OEIESO 0w 2e i 2 HatE T 280 DB e B, 5 2 5 RO
BHHEHART,

¥, AAA RTA AL, MSTATEGE NESESL R O RE . AR B A RNE
e, — AN BAERINEHE S O AHEEN BAFIE 2O Db EAER LT,

SR LI DERS XA FL—FEEEE 100 mg (—4 XA Tr ) X< (&

fafH#HL %))
SRERDENIEE « PD-L1 5D R VE o BREEM: > HER2 a0 FFARRE X%
A FLE

RIVE CZARRENEDD HER2 EMETHIEE Y A7 OFEICBIT
DRI - i SR E

fEERDRER AR : PD-L1 Bt D RV 25 KEEME )2 HER2 F2 O YIBRAAE X 1%
B ILE
fh DOPUEMEIEE A & OFERICB W T, @, AR, a7
U RX~<7 (BiaTH#x) & LT, 1[F200 mg % 3 EREME X
1 [A] 400 mg % 6 HEIEFE T 30 432 CAfEHET 2,

RIVE URARREME D HER2 2 THFREE Y A7 OFEIZBIT
BITHT « Witk S IEE

WE. RAICIEZ, a7l X~7 (EaFlkz) LT, 1
[A] 200 mg % 3 3 [ FE I3 1 18] 400 mg % 6 1 [ IR T 30 7 fins
JCREERET 5, BEREENT. 3 EEMREGOEA. Ak
PRI 8 (Bl E T, IR IEMRIEIL 9 B E T, 6 BEEMREES-O
. WRIEYEIEIY 4 BIEC, IRREYEIEIX 5 BIETET
Do

5 R 5¢ 3 & 0 MSD RS




2. AEIOWEH. ERAEF

XA ML—ZRGEE 100 mg (—fx4 : Xa7 ) X7 (BaF#Ez) | BIT
(A& &9, ) IE. PD-1 (programmed cell death-1) & DU H > K TéH5 PD-LI
K O'PD-L2 & OB ZEH#EAEFET S, & MEIgG4 £/ 7 v —TFT AHKTH %,

PD-1 #RHIE T Mfe fe 2 B BAEAE > © KA B 72 D12 23 AR 2SI 3 5 = 7 e 2 il 1)
AA »F T, PD-1 1F, BEFEZRREIZHEODTEER T MlaoMiaRmcEE L, 3%
P2 SO % B o AR EE ST Rl 72 o0 UG & HIEH T 5, 372 B, PD-1 1Y o R EfE
AT LICEVHIRZERICL D V7P VEZAICHIET 22/ IETH S, PD-
L1 OEFEICIBIT DHEBUTDT N TH LN, < OBAMIETIE T MldoMx 24
ZDIEEWMPFNCRIL T D, BNAMIIZEIT S PD-L1 OFERBIL, B, Feh
. OFFAERRE, DREE. FE/NMBNTE 7 & O A e R AT THRABRKTTHY | KW
AR L OB RS ST D,

DD DGR T1% & PD-L1 FEELOMHBINE S PD-1 & PD-L1 O#RRBEILIEL O
FERREC B W TEEREF A2 ) Z ENRBINTEY , il BAREOER &
LTHIff ST\ 5,

AANX, PD-1 & PD-L1 X OXPD-L2 Oj U > ROFERZRET S &gk, 5
W INBR B T D S LA ENE T U o S ERATEME (L S8, FUEE IS 2 BIS ML
T2 & THRIEGSR AT D,

ARFN OV IS B ORERISIZ L DRWEHERH 6 bh, BEEUIKET
CED RN H D, KAOFKE T RO GHRICIT, BEOBLEEZT5ITITV, B
PR DTG AR, FBL LI BRITS U s MR 22 50k & i8R 2 RO R il & diefh
L Tyl 2852 217\ 18R O RIS & D BIER N b 5 568121, Bl
BB AR IVE RO GFE DTG 2 UE 21T O MENH D,



3. BRERAGE
PD-L1 BBPED A /VE B IREME) > B b ERGIRaEiEN &k 2 (LN THER2) &

W) BEMEOFITARE XL AL L OV VE S AR MDD HER2 2P THIEE !
A 7 DI IT DANTH « e FMPRIE O AGRRH Al 21T - 7 R ERARGBR O pliis 2R
R

[ 2hE]
OFEBEHFRFE AR (KEYNOTE-355 R/ <— | 2)

HRf% « FRETLIE IS )T 2 2 PE DO RNREE D 72 ARV 2 RRE2 M A2 HER2 2
PED FIARE ST FE IR 847 1 (AARN 87 fil&Ete) A XIGUT, AAl 200 mg
3 EMME CIF TQ3W) &, ) &EHEFRET (Fav s e Emiel (LIT
(Lo BEy) LW, ) ROANWKRTZF o N7V EXEALI N7 ) XXt
v (TT I UEEAD)  (BLF Thab-sX27 U ZtB1) v, ) ) OPFRFEEOR
MER OB, 778 R HEFRIE? (FLAVZ O ROBINVRTTF o, X7
UZF /XTI nab-sN7 U ZFE)L) ZRlE L TR SN, 7ok, BN CTF
BHEAT 580 DA, ERMET 2R TR DR B AR W DORRIRIIZ L E L
TV BF T, RIEILAEE O EHG N TR BET IR LD £ CARAIO R 5% ikt
THZENAREL Se, EEIME B EA M (LLF TPFS) &9, )
R OVRALFIIR & Shv, AR P REO IFHIRIEIT 7 7 B AR HEFRE O OF A
L LT, PD-L1 Bk (CPS™=10) DB 323 f5l (HAN 28 il &5 Te) 2B\ T
PFS # HEIZIERE L (1 LKOK 1)

*1 0 AKH 200mg Q3W & LU o bRis (FYERMSEE T8 i) 2L [7 A

*2

*3

A BV 1,000 mg/m? L OB VAR T T F 2 AUC2 mg » min/mL fH4 & (1 =—A 21 H
M, &=2—2AD 1, 8§ HAILKSE) | N7 U XX E/L90mg/m? (1 =—R 28 HI#, %
a—AD 1, 8, 15 HHIZHES) Xt nab--X7 U ¥ ¥+ 100 mg/m? (1 =2—A 28 H
M, £=2—2A0 1, 8, 15 HHICEKE) ]

77 AR QIW LT Db E FEYEMAEE Z LB 20 L [Fay
2 £ 1,000 mg/m? & N VAR T ZF > AUC 2 mg » min/mL FH% & (1 =—A 21 H
M, &=2—2AD 1, 8§ HHILKSE) | N7 U ZFE/L90mg/m? (1 =—R 28 HI#, %
a—AD 1, 8, 15 HHEIZHESE) Xitnab--{7 U % ¥/ 100 mg/m> (1 =—A 28 H
M, £=2—20 1, 8, 15BHICKE) ] .

:PD-L1 Z3 B L=tk JEEMN, <7 n 77— RO U RER) & e lEE i

BCHL. 100 23 U7l



1 AMEARE (KEYNOTE-355 352, PD-L1[GtE (CPS=10) DAFE)

AR+ ARk 7T R L ERE
(220 #1) (103 1)
HhoefiE [H ] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3,7.5)
PFS™ INH— KB 0.65
(95%CI) (0.49, 0.86) -
P i3 0.0012

Cl: 24X M. *1 : RECIST 1 RT 1 > 1.1 BICES S B Pz duE, *2 ;0 E5 Cox Ll
NP = REFNVICL DT TR HLFEEL OEE, *3: BRIe 75 7E. BaKiEE (F

A1) 0.00411
00
T — Ry TV T
E“ ‘\-\ - - TR = L
& |
E‘:n i
W 60 1
= 50 L™
5‘u = \LL'_&-—-_Q
30 ey = T
20 ! - i .l
10 Mkl
.
0 i B 9@ 12 Y5 1A 2 24 FF 30 X3 345
at HskEm PR | A

HEf=g QT 220773122 9¢ A3 52 44 57 I8 12 5 @ O
FouEH{EEmE 103 B0 4 30 1B 15 12 & & F 3 1 0

1 PFS @ Kaplan-Meier Biff (KEYNOTE-355 35, PD-L1tE (CPS=10) DBEE)



@ [EREHLRIFE IR (KEYNOTE-522 #5R)
RIVE U FRREMEDD HER2 &M TR E Y X 77 O S o3 B 1,174 4
(HARN 76 BlzEie) X4, TRTEEMIEE S L CORA & ALF5E L OOFHE
15, ROTRIEDRE & U CORFIBIMBEE DA MR NLEMED . RIS RE &
LTOT 7R LALFRE S OO RE, KOWREWREE Lo 7 Rh &b %
*HE L TRET SN2, EEFMNEE O—2 31~ NMEFYIM (LT TEFS)
EWVI, ) EEN, ARBEHI T TR LU CEFS 2 ABIIER Lz (F2 KO
X 2) .
*1 : AR EIEEATRT ORISR\ T, BB HOUIERRZ WIS L Y TNM 43%E T Tlc
73D N1~2, XiZ T2~4 73> NO~2 | %é#ég%%%%ﬁbﬁw$%bﬁ%ké
Nz, 723, TNM SHEIZOW T, [BREMFFEES 1 B TiX American Joint
Committee on Cancer (LA, TAJCCJ] &5, ) & 7 kA, TREBRIFEMEFHEFEKGET
2 TRCAREIX AJCC 56 8 SV BTz,
*2 0 L - A&, AN OAR T T F U RONT Y 2 X80 4 14 7 0 DHFHTAE
# 200 mg XL 77 A% Q3W T 4 EIFFIRNEZ G515, ¥V L vy UHERRE I
ENAEY U s AR AT 7 I RKF (LLF. TAC XU ECl &), ) 4
P A 7L & OPEHTAA 200 mg XiT 7T R%E Q3W T 4 BEIFIRNE G-, KOk
WZAHA 200 mg XX 7T AR %Z Q3W T 9 [mIFFIRN LG iz,

#2 AzERE (KEYNOTE-522 RER)

AHNEE 7T B REE
(784131)) (3901))
34 EFS £ (%) 84.5 76.8
(95%CTI) (81.7, 86.9) (72.2, 80.7)
EFS™ AN R 0.63
(95%CI) (0.48, 0.82) —
PfE™ 0.00031

Cl: 13X, *1
D7 T v REEE DB,

(202143 A 3 HT—X by "4 7,

*2 @RI Cox LN — RET VT
3. f@Rla 7T 7 ME, AREAKME (D 0.00516941

X




TOU T

20

E-!ﬂ

70

e

M 20

1o

0

LR - |

— PEFEr DA CETEE EED O
——— ANl T

Q 3 6 312757821 2427 30 33 3635 42 45 48 51
B~y RFIRIE

SR W TB& TR ThE PSE 70 FIH N BOZAE1 EM MBI ESEAII IS 18 0 0

SR QW

Foed-¥EL e MOMIE I TR IE S NSIM BT TS0 & 7 0 O

[X| 2 EFS ® Kaplan-Meier #i# (KEYNOTE-522 3X5%)



[Ze 2]

OE BRI R FHIFEE (KEYNOTE-355 #5#)

PD-L1 Bt (CPS=10) DEEIZIT D REMEMATRI G 219 FllIcB W T, AEFR
IIAAKIDFFHEE 216/219 5] (98.6%) | ALFHEIERE 100/103 6l (97.1%) (258D Hiv, {RER
WL DREBBRNTE TERWEEHREGL, £ 212219 # (96.8%) KO 97/103
Bl (94.2%) 258D BTz, WT I ORETHRELEIG D 5% EORIERIZT TRO LBV
ThH-oT-,

#£3 LTRLOBEETRIEZISN 5% FOBIER (KEYNOTE-355 308) (Rt ftraasd)

FREBIKS¥E (SOC: System Organ Class) bl (%)
FEAEE (PT: Preferred Term) AHIGFRE =35
(MedDRA ver.22.1) 219 {5 103 4]
4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
2RIVEH 212 (96.8) 155 (70.8) 2 (0.9 97 (942) 67  (65.0) 0
MR LY /R EEE
A 1. 107 (489) 36  (16.4) 0 48  (46.6) 13 (12.6) 0
i BkjsA i 41 (187 25 (114 0 22 (214) 11 (10.7) 0
Iy R RIS il 87  (39.7) 68  (31.1) 0 40  (38.8) 31  (30.1) 0
i/ MR E 41 (187 19 (8.7) 0 22 (214) 16  (15.5) 0
P WA
R IR B R T E 39 (17.8) 2 0.9) 0 2 (1.9) 0 0
H R
G 32 (14.6) 1 0.5) 0 15 (14.6) 0 0
T 48 (219 2 0.9) 0 10 ©O7 3 (2.9) 0
HIER R 11 (5.0) 0 0 6 (5.8) 0 0
L 90 (4l1) 5 2.3) 0 39 (379 1 1.0) 0
BENE/S 17 (7.8) 0 0 7 (6.8) 0 0
e it 4 (20.1) 6 2.7 0 10 ©7 3 (2.9) 0
— i - RHEER L OGO OREE
0 77 31 (14.2) 1 0.5) 0 13 (126) 1 (1.0) 0
i 64  (292) 6 @.7) 0 22 (214 3 (2.9) 0
Rk 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
HRAYVEFRIE 13 (5.9) 0 0 4 (3.9) 0 0
FE BN 22 (10.0) 1 (0.5) 0 10 (9.7) 1 (1.0 0
B PR AR
TI=VT R NI UAT =T — BN 47 (215 16 (1.3) 0 17 (165) 5 (4.9) 0
TARGXUT I R T AT =T —E RN 39 (178 9 @.1) 0 15 (146) 3 (2.9) 0
M7 I ) RAT 7 & —EHN 9 .1) 0 0 7 (6.8) 1 1.0) 0
B v ER B D 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
iR 41 187 19 8.7) 0 14 (13.6) 9 (8.7) 0
R D 12 (5.5) 1 (0.5) 0 3 (2.9) 1 (1.0) 0
SRtz e % 39 (17.8) 21 (9.6) 0 20 (194) 13 (12.6) 0
Rt L O E
AAkEHE 40  (18.3) 1 (0.5) 0 10 9.7 0 0




#= B BIR4534 (SOC: System Organ Class)

% (%)

HAGE (PT: Preferred Term) AFIOFFRE (EFREERE
(MedDRA ver.22.1) 219 4 103
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
R Rk £ OV Gk E
RAEiR 25 (11.4) 4 (1.8) 0 9 8.7) 1 (1.0) 0
PR 15 (6.8) 0 0 9 8.7) 1 (1.0 0
FHRR SR R
R AR A 21 9.6) 0 0 1 (1.0) 0 0
GIEYG] 18 (82) 1 (0.5) 0 8 (7.8) 0 0
KM= 2 — a8 F— 25 (11.4) 2 0.9) 0 17 (16.5) 1 (1.0) 0
R = 2 — 1 /3 F— 17 (7.8) 2 0.9) 0 2 (1.9) 0 0
IR R, MERFs L OMEhRRE &
BN 14 (6.4) 0 0 1 (1.0) 0 0
FEfE 3 KO FrfkiEE
B AE 76 (34.7) 2 0.9) 0 37 359 2 (1.9) 0
& D FEIE 16 (7.3) 1 0.5) 0 8 (7.8) 0 0
5 36 (16.4) 2 (0.9) 0 11 (10.7) 0 0
BER IR 5 11 (5.0) 2 0.9) 0 2 (1.9) 0 0

B AAIPFHRHC ISV CTHE MRS 3 F (1.4%) . KIBX -

NG -

HEDTH 5 i

(2.3%) . MRRIEE (70 - NU—IEBREE) 2561 (11.4%) . BHEMZ - A4 - ITiee
PRy - PSR - A LMERRAE 2% 65 B (29.7%) . HURMREEREREE 43 5] (19.6%) . RIIEFFERERE 2
Bl (0.9%) . BHEERS RMEFEEE R, REIKERE) 2 61 (09%) . Bx 1 4
(0.5%) . sk - BREUHEAFIE 1 611 (0.5%) . MM% - Bl 1 1 (0.5%) . SE DK 1 fi
(0.5%) . O 16 (0.5%) KON infusion reaction 10 1 (4.6%) 2338 bz, £7-. E
DR RS (R ErER IR AEE . BRRIEIRIE R, 2R, BREES) | T®
(REgRERRE S, 1 BUBEIR ., EEFIE A, EER MRS (M MRS B, A
PER M, FRIFERES MERRIERIES) | MERERIEGERE L OREZIERD b o7, RREIE
MRBLRDLIBE SR FRREMERT 2 5T) 23 OEHERE =T,



@ [EBEHLRIZFEIERE (KEYNOTE-522 #5k)

L RVERRHT 51 783 BlIC RN T, A EFEFRITAHKIEE 777/783 5] (99.2%) . 77 EHR
i 389/389 f3il (100%) IZFRD LAV, BRI L OREBEBENGE TCERWEEFERGIL, £
LI 774/783 151 (98.9%) MK TN 388/389 il (99.7%) IZFB8 H AL, W DEETH
BEIED 5%, EORIERIZT TERDO LB ThoTe,

£4 OITNLOBETRERIESH 5% EORIER (KEYNOTE-522 #AER) (K2t I5EH)

B (%)

#m B BIR4534 (SOC: System Organ Class) IR N

HAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 f 389 41
4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2RIEH 774 (98.9) 604 (77.1) 4 0.5 388 (99.7) 285 (73.3) 1 0.3)
MR LY /R EEE

21 429 (548) 141  (18.0) 0 215 (553) 58 (14.9) 0

FE AT BRIBAE 144 (184) 139 (17.8) 0 65 (16.7) 62  (15.9) 0

I I ER R i 87 (11.1) 33 4.2) 0 49  (126) 16  (4.1) 0

I BRI E 367  (46.9) 270 (34.5) 0 185 (47.6) 130 (33.4) 0

M/ N E 104 (133) 21 2.7 0 65  (16.7) 11 (2.8) 0
R RTA =3

FOR B REAR T IE 105 (134) 4 (0.5) 0 19  (4.9) 0 0
H R

-2 65  (8.3) 2 0.3) 0 2 (5.7) 1 0.3) 0

- RE R 39 (5.0) 0 0 22 (5.7) 2 (0.5) 0

L) 188 (24.0) 0 0 85  (21.9) 0 0

TR 238 (304) 20  (2.6) 0 98 (252) 5 (1.3) 0

mE 49 6.3) 0 0 20 (5.1) 0 0

HIEARR 71 (9.1 1 (0.1) 0 39 (10.0) 0 0

B R R 41 (5.2) 0 0 24 (6.2) 0 0

L 495 (632) 27  (3.4) 0 245 (63.0) 6 (1.5) 0

A% 132 (169) 11 (1.4) 0 55 (141 1 (0.3) 0

e it 200 (255 19  (24) 0 86 (22.1) 6 1.5) 0
— - RHEER L OGO OREE

S0 198 (253) 28  (3.6) 0 102 (262) 9 (2.3) 0

95 330 (42.1) 28 (3.6 0 151 (388) 6 (1.5) 0

HENE D RAE 103 (132) 8 (1.0 0 45 (116) 3 (0.8) 0

AR 35 (4.5) 2 0.3) 0 21 (5.4) 0 0

HEN 138 (17.6) 8 (1.0) 0 41 (10.5) 0 0
BE, PRl L ORES HE

EANIZHE D BSOS 73 (9.3) 8 (1.0) 0 25 (6.4) 2 (0.5) 0
FRIR R AT

TSV T I NIRRT =5 —BH 204 (2611) 43 (5.5) 0 98 (252) 9 2.3) 0

FARGRXUEET I ) FT A7 =F7—E8Mm 157 (20.1) 20 (2.6) 0 63  (162) 1 (0.3) 0

M7 A )R RT 7 & —EHn 29 (3.7 2 (0.3) 0 20 (5.1) 2 (0.5) 0

B v ER B 185 (23.6) 146 (18.6) 0 112 (288) 90  (23.1) 0

i/ MR 74 9.5) 21 2.7 0 34 (8.7) 4 (1.0 0

10



B (%)

ZEBIRS3HE (SOC: System Organ Class) AT N

HAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 B 389 fi
4= Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5

F i ERS 108 (13.8) 60 (7.7) 0 52 (134) 20 (5.1) 0
R L O REE

RAKROE 153 (195 6 (0.8) 0 57 (147 1 0.3) 0
R Rk L OV Gk E

B 121 (155) 4 (0.5) 0 59 (15.2) 0 0

itk 112 (143) 3 0.4) 0 49 (12.6) 0 0
R SR R

FEMED F 61  (7.8) 1 (0.1) 0 29 (7.5) 0 0

R N 124 (15.8) 0 0 49 (12.6) 0 0

GV 100 (128) 2 0.3) 0 42 (108) 1 (0.3) 0

K= =2 —m /35— 154 (19.7) 15 (1.9) 0 84 (21.6) 4 (1.0) 0

PRRLT 45 (5.7 0 0 28 (1.2) 0 0

KRR = 2 — /R F— 148 (18.9) 11 (1.4) 0 72 (185 5 (1.3) 0
b raill s

RHRSE 2 (54 3 0.4) 0 13 (3.3) 0 0
PN g, MEREs L OERaRE

% 52 (6.6) 1 (0.1) 0 13 (33) 0 0

WP [ 5 46 (5.9) 2 0.3) 0 23 (5.9) 1 (0.3) 0

S H . 76 (9.7) 0 0 41 (10.5) 0 0
g ¥ KO FRERRRE

it B AiE 471 (60.2) 0 0 220 (56.6) 0 0

SIERRR G % 45 (5.7) 2 0.3) 0 10 (2.6 0 0

I L 47 (6.0) 1 (0.1) 0 20 (5.1 0 0

TV (4, 48  (6.1) 0 0 31 (8.0) 0 0

% O 116  (148) 2 (0.3) 0 38 (9.8) 0 0

5 196  (25.0) 12 (L.5) 0 66 (17.0) 1 (0.3) 0

BEMR B R 25 50  (6.4) 12 (15 0 23 (5.9) 0 0
I R

1ETY 55 (7.0) 3 (0.4) 0 45 (11.6) 0 0

B, AEFEICB O CHEEMZER 13 6 (1.7%) . KIBE - DR - BEEOTH 31
(4.0%) . EEORERES (PEMERLEEAE, RGHEBEIREFER, 2, FREES)
4 B (0.5%) . MfREE (X7 - SU—JEGERS) 154 61 (19.7%) . BUERFR - IR - iFeg
REFETE - T2 - BEALMEARE & 271 ] (34.6%) . HRIRHERERE 137 il (17.5%) . T HEAERERE
15 B (1.9%) . BEIEHERERE 18 1 (2.3%) . 1 BUBERIA 4 il (0.5%) . BHEEERE (RME
FIEMER R, SRERIRERSE) 16 il (2.0%) . FEK 5 61 (0.6%) . fidk - BB RARIE 3
(0.4%) . BEIEMESIE 161 (0.1%) . Mok - BEIEK 3 B (04%) . SE MK 2 6] (0.3%) .
DB 5 B (0.6%) . EEDOEHK 2 4] (0.3%) . infusion reaction 122 51 (15.6%) K OVEEE 7M1
WhRE (S tE i/ MB D PESRBER , TP L, FRIFERES, MERIRIERIESE) 2 f1 (0.3%) 2%

11



Hoile, Fio, MERERIEGRER CRZITERD bk ole, REWEMRFEBIRIBEERS
(FAMEMRE 25T) 2aU0EHRRETT,

12



[HiE - HE]
AFNOREMARYEEET L EFIH L2V I 2 b—2 3 12k 0 AKHI200 mgZQ3W,
400 mgZx 6l EIMIRE (LLF TQeW] w9, ) XIF10 mgkg (UARE) Z2ERIMEE (LT
QW L9, ) TEE LEBROARF O MG FIRES G Sz, TORE, AHAl
400 mg% Q6W THE G- LB D AF O E FRABIZ T 2 FH MG FIRE (BLF TCagss
EWVH, ) E. AEI200 mgE QAW TH G L7 D Cayess EFELLT 2 & FHIS L (F
#) o FTo. AHI400 mgZE QO6W TH G- L 1ZBERDAAND E FIRAEIZ 31T 2D Fe e LT H R 2
(LAF TCumaxss) &9, ) 1E, AAI200 mgZ QIW TH 5 L 72 BED Conaxss & FLlE L CHEME
ZRTETHENZLOD, BANBREICBOTEARMENHEREN TS HE - HET
B HAHKN0 mgkg (RE) Z2QW THH L7ZEED Coaxss & HL#E U TR 2779~ & TS
iz (F8R) . S5IT, EMERAHEE 235U A 400 mga QoW T 5 U 7= ish i 1
FHERER (KEYNOTE-55558%) X 0 #5357 EHEMEIC KRS < BB T A — X 1%, &
Ralb—ya ik FRILZEYERE ST A —2 P L (FR) . 2T, #H¥k
DD AFRIZ I T 2 BRI D & . RAIOIRE & & A T2 et L OREL
a2 BEST T VR S, AF1200 mga Q3W 13400 mga QoW T 5- L 7=
BRI B & A M T2 & ORIEIZ O\ TR SR, ERRoME - HED
W CHE R L PRI e 22 83 720 & PRl E 7z,

#z 5 AFOEYEFENT A —F
Mg RR | o (ugonl) g ) ) o)
00mg QW | Tson | rrosn | (78183 | L7 | (9850 | (05314
100 me QW (12;?24) (32-%?§2.7) (10-11(,).160.8) (145?49) (50.51(,)'57 1.3) (19.28?50.9)
40(0%%1(‘2156)\;\/ (1351.2,6.10316.4) NA (a 4_1: '?;4) NA NA NA
omgks W | " | qanie | e | @esy | Gres | (o0

t:n=2993, 100 [HDT I 2 L — 3 K D EH SN EBAEHEO R IE (2.5%/8, 97.5%4.)

v Crax : %DIEH&‘H_“

B O MIETHRE, Cag : HIEHRGHZOFMIETERE, Cunin : MIEIEREGHE (A 270 2 85D ORARmE R

}_g\ Cmax,ss : Eﬁ%ﬁgbcﬁ&j’é%%[ﬁlﬁﬁzqﬂ{%gx Cavg,ss .

2 Foe A 77 P B

156 BlORMTEEME (95%IEHEIXH)
§ : 41 BlOKMELE (95%FHEXH)

NA : %472 L
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4. SEERITOWT
RIS U A7 B EEHE (RMP) (ZHE-D & AAIO RG22 RSB~ D W 11k
fil23 8 2 X T - T, ARFNOFGWEE R BE Z2Wr - FrE L, AFIOFGIZ LV EE
IREWER 2388 LT BRITHRS T 5 2 LB Te 0, LT OO~@D$ T 24l 723 gk
IZBW T 2 XETH D,

O MERIZ2ONT

@1 T (1) ~ (5) OWTINITHELT DR THD Z &,

(1) BAEFBREDEET 2 M AL SRt s (BT IR A2 s EE LS IR Pt
HUEAS AU LR, H)S A RSIle e &)

(2) FrEHERETRRT

(3) ALEAFRINFEET D0 AT (DS ARSFEEEIRERPE, 23 RS
W 1IERE, 23 AR EEHE R 7 &)

(4) IRAFRESEARE L, SRS LR b2t | U ISISRIESH bRkt 2 o
FEE AR D J 24T > T D ik

(5) PUEEMERESAIAL T E BUINE O MR B AR D R 21T > TV D Jitik

@-2  FIEDOALTFIE KL ORIVERFEBIREDO RN A4 70 5k & B & FFolERT (FROW
FTINTREE T D ER) 23, MBI ORI DIBROFEE & L TRE STV D
Z &

*

o [EAIRFFEUSER 2 FOPINHE ZE T L724%I12 5 2L DD AR DERIRHHE 217 -
TWHZ &, 5b, 28U RT BAEMRELZ L LIERRIEG2OMHEZ1T > T
WHZ &,

o [ERMThIFFIUSE 2 FEOPHWHE ZE T LT-18I12 5 FELL EOHIE DD A SYRE 2 & e
IS DERARIHE 21T > T\ b Z &,

© BREAOEEMIFHREBDOAEHIZOVNT

IR PRICAE F 9 2 B EE D ELE S, RERBEN S OEWE N, Ak - 24tk
SEREENIE RO B IR ORISR 2 1R, AEFRPRE LIGA OWEER, &
HCNATON D EHINFE S TND Z &,
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® EIEA~DOXIRTOWT
@-1 HERAHICET 5 EH

RIPEAEIR B D B AR BRI A F 4 L BT, 24 IERIRSRIAMI O F L 43k X
R 5\ T, R L AIER DS U C AR R O CT S RIER ORI 427
A OFRERANY A PTG S, BB aTRERRH N > TV 2 b,

@-2 EFRMEEICIOIAFERISICET S EN

I8 ARSI 0 2 B 72 5 M O BGRE A2 A+ 2 IERIEFE NEER =2 U v 7
EEOERDOAT V== T 2ATOERE LGl a A TE 2 F — LEFRH 3
S TnD 2L, 22b, BHIEHICOWT, DAEE EZOFRATEms TR 5
Z&,

@-3 BIEAORZWORISIZBE LT

RIVEH (MEMEMZEEIN A KK - NG - EEO T, BUEFR - IFR4 - iF
PRREMETE - T - BibMEARAE 28 RERERERR S RMIE B &, RERIRERE) |
Mol (FEAREREREE . AR RERRE . RIBARRERES) | 1 BERKE., 59
B, A - BEBUAIRMRIE , WER . B O RIS (PR EIERARE, R
EARAEMERE, AT, FARIIESE) | infusionreaction, AN - BHMEAE, EIE AN M JJIE,
MRREEE (X7« NU—EGERY) | DR, BEERMEES (Gu i i
PESREER ., Wi tEE f, JREFERE:, MEREREKES) | HEOBH R, MEKERIEMR.,
FEEZAE) ATk LT Haghtiax I BREREEA O F MM 2 A4 D ERT L dE U (RITEH o
ZWroRHSICE L CHRER OB EZ T O ND5&MICH D 2 &) B HIZ#Y) 72 A& A
TEXDLIEHDFESTND T &,
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5. REXBRLRDBE

(G2 Iz B3 % 4]

O R - FREILEICHT D 2HEORNERED 7200 PD-L1 BE (CPS=10) OA/LE
VR RAREEME DD HER2 2% O FT RRE UL R LS B 1TV T AH & LFE
B (TP FZ e KOPANERTTF o "7 ) ZXELXAT nab-/7 ) ZFE)L)
L OPFIEETHEDMD RSN TVD,

728, CPS 1T HAA D a L R=A4 L BWi#E LT, K54 : PD-L1 IHC 22C3
pharmDx [# 2] 23RS TW 5,

@ FNEUZFEREMED D HER2 BB THFEE Y X7 OHFEEFITBO T, iy
BE L UTARI SALBRE (7 U XA ROIARTSF o054, AC Xk
EC #5) & OfFREE, R OMEIEIRIE & U CRRIBAMBEIED G IENR R ST
W5,

@ OEVQ@ TAAIDOA BN /R STV RV O FUEMEE A & O PR 5120
T, AROBENERHNLEINTE O T, RAIOEGRG L b0,

[ZePEIZ B3 5 9]

) TﬁLﬁéﬁéﬁﬁ:ovfﬁﬁﬂ@&@ﬁ%%&éhfvé:eﬂ%\&5%
fThlnz &,
o AREIOMTKE UIBBUE OB O & % B

@ EBRETOFHIICIB W T RIS Y T 2 EF IO VTR, AFI O G ITHESE S 17
WA A OTRIRIEIUR D 2 WIGAIZIRY | EEICAHFZENT 5 L 2ZETE
Do

o HEMERREOGDEX iﬂﬂiﬁ?@ﬁ) eyt

o JEEE R CRVE R A58 2 B K ONE BN D K S At e o et it 7€ 2
RV RIEEZAL D - D 5 FBF

o ACAEERBOAIE, LB RS L IEHEFEMED B CAER B OB D &
%

o EEERAEE QRSB B Db D EE

o FEEORG IS EE AT S EE

e ECOG Performance Status 3-4 " o

(1)

ECOG O Performance Status (PS)

Score

—
EFE

0

2 MR EETE 2, Rl L R U R HFAERENHIRZR <ATA 2,

PIRIIC I LUEBNIHIR S D23, AMTATHE T, BIEEME - TOMERITITO Z LN TE S,
A N e

BATRHECHYOH OB O Z L F TS THRELEIMEEF TE RV, AT 50%LL EiF~<y RO Tl 29,

BoHNZASDOHDEY DL LTERY, AHO 50% L2~y RT3,

Blwi| —

ELE;NT RV, BOOHOEY O LIEAEL TERY, BRIy RFF+ il Zd,
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b

BEICEREL TR T REFH

A SCEFICIN A2, BOEIRFEET DR 5 BRMEIZ H D & ARA| 0 Rtk & OVl I
R DT DI WA+ B R LTI 2 2 &,

BB B, BE I Z OFRICAIER OERMEZ T L, FEx
BTroEE5ET5Z L,

FEREWEH O~ R T A MZDONT

MIEMEREEND HbND 2 ENHDLDT, KFOEEIZHT- > T, HIHER
(BG0hv, PRI IREE, k) OB RO X FRE O FiE%, Blgs +014T
Db, Fe, MBS U THE CT, MiG~—7—%0MmE%2ET252 &,
infusion reaction 23 & H 315 Z 23 5, infusion reaction 2358 H AL AL,
O ALEZAT 5 & &b, JERDEET 5 E TREORELZ +ICBE T2 L,
ORI RE RS . THRAMREEE X CRIBEEREE NS bbb 2 & 03H 5D T,
ARHN OFH-BbART K OB G-I X EIRIC N isrema A (TSH, 28 T3, fzHE
T4, ACTH, A a LT —VEolE) % Eiid s L,

BIEIFS ., TS, IS, R, SbEEERR L bNDZ ENHDHD T,
AHN O 5-B G T M O G- W A L E I IFBERERR & (AST. ALT. y-GTP, Al-P,
BV LB EORE) BERTDH L,

SR MR RKEOIEEHRAREET) FOEERREENHHbiILD Z &
WHZHDOT, EHHICIROBRFOFEZHRT L2 L, £/, BRORFERED N
e EITiE, BN EREERE A2 T2 L) BB LIEE T2 L,

AR OEHIZ XY | WEORERIGIZEK T 5 &5 2 DDA REBREN H
LMD ENDDH, BENRDONTHEITIE, BB LZFRITL U-FEME
R & R A RE O R RN & U Tl Bl e SRR W A ATV R EE O SR X D E
TERDB DN D HEITIE, ABIOKRE T Ik, K ORIE G R VE Al OB 5%
EEETLHI L, B, BIERERLVEOREIZL Y EWEHOUGENRD b/
WIGEITIE, BB EE R VE SO REIRIFIOBMGZE S22 &,

G T, BRI LED ARE L ThSEERNER T Z L RNH 5720, K
HOB & TRICHRWEHORBUI I EET 22 &,

1 AUpEIRF (BIME 1 BUBEIRIR 2 &te) N b, BERFIES b7 v R—T RIZE D
ZENRBHLHOT, O, El, WEHEOTEROREBELLMBEED LA IC+H0ERT S
Zl, VEERBEDN DN G AT R G 2RI L, A AU SRR OS5 DY)
IRAILE AT T &,

AHN DGR BT, KEYNOTE-355 5Bk Tlid#& 5Btk 5 24 Tt 8 #HfH
T el LBE, B0 1 AR 9 T &S, £ o%iT 12 B I & AR oRH &
ITo TN Z EE2BBIT, KA EGPIESICEGRAE CHROMREITO 2 &,
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Ve MDD HER2 EMECTHAEE Y X7 OFLEEE BT Dm0 - itk
s & LT T 258213, KEYNOTE-522 BERICIV T, AHID KB 5-FilZ
BYEICRHEN 2V D E R L, LEICG U CEBREZITo 7 E TR GO %4
WL CTWieZ L E2BBIL, AFOBRERNHEEO S ERmETT 228, "B, K
HOFGEEIT. Q3W K G- DHE . MTATEYBIEIT 8 BIE T, MRSy HIET 9 A
F T, QW HE5DHA . WATERYEIEIT 4 [B1E T, FEEYFIEIL S BETET
Do



