XBEERHEETA FT A
RAT7Tr) Xv7 (BEHHEEEZ)
(BR7%4 : ¥4 b—F SREERE 100 mg)
~ ¥~

S34E8H (Ff449 AET)
B A FrEE
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1. [FC®IC

ESESOENE « RVEDOMRDTDITIE, BMEEFEIEASWSEIER DR Hivd,
S DOIT, ITHFEORFHEIMOMEANC LV | HUABEIE e & OFFih 7 i ERF R A GRS
NHHFT, ZNOOERE WA BN LB RBFI TR 2 2 LW OME L 70> T 0 | REIVEL
T L SOEORATTEE 2016 CFRK 28 45 6 A 2 HEREINE) [CBWTH, FEiEERL%ED
A ORI Z XD Z & & EnTnd,

HRVE RS FFESR L, EKEMERSC 27 1 7 7 A WV ISEEFDESS, & B BN R 2 5 2
ENBD, T, AIMER OB D IEWRAH% R 5 £ TOM, YiZEERmD
BEEBLS ZT D LRI SN BEITH L THERAT S & & bic, BIERSRE L7ZBIC
WIS A & D 2 LN AR — B OB A TR CHER T 5 N EETH
5o

L7ziio> T, RKHA RTA4 TR, BARBEESZNE TITE LN TV D EFHTH) - #
RIS & DUT OB OFow e 2 HatE T 280 DB e B, B2 5 RO
EREHAZTRT,

¥, ATA RTA AL, MSTATEGE NESESL RS O, AR B AR
By, — AN AAEARNEHES KO- FEN BASEE 2O 10 b EAERL LT,

RG L IR HEIRE XA F—ZETEHE 100 mg (—f%4 AT n U X~ (&

oz ))
MELRDBENINE - PD-L1 BIED R VT 2 FIREME D HER2 fat: O B R HE X
P36 P

RIVE U RREEMED D HER2 [2MECTHEE U A7 OFEICH T
DANTHIT - itk SRk

G ERHMEROAE © PD-L1 B D R E 28R 2 MDD HER2 2O UIBRARE XX
BN
O PEEMERERE A & OPFRICB W T, @, AR, XA T e
U RX~7 (Bicl#az) & LT, 18200 mg % 3 @RI
1 [] 400 mg % 6 ARG T 30 20 M2 CAREfET 5,

RIVE R RIRREMED D HER2 [ CTHFEE Y A7 OFEIZEIT
DINTHIT - it SEM A

WE., RACE, a7 n ) X~ (EalEfEz) LTI
[B] 200 mg % 3 W FFE I 1 8] 400 mg % 6 [ REIRE T 30 4o
U CHRIBEET 2, &5 EEL, 3 HEMBRRGOSE . IETEE
WA 8 Bl & T, INZRIEWEIEIX 9 B E T, 6 BEEMMRER SO
e, WRiSEmIRIEIL 4 [BIE T, INERIEMIEIL 5 BlETET
o

3k IR 58 3% #F . MSD MRe




2. AFOHEH. ERARE

XA M—ZRTEE 100 mg (—fx4 - Xa7r ) XA~v7 (BaHEz) | DUT
[AHFI] &9, ) 1%, PD-1 (programmed cell death-1) & %D U A K TéH5 PD-L1
KO PD-L2 & OB ZE#EAEFET S, & MEIgG4 £/ 7 v — T AHKTH %,

PD-1 #RE& I T IR0 RIS D & kA 2 72 D203 AUHRIR 23 FI FH 37 2 =5 720 002 il 1)
AA wF T, PD-1 I, KB TEER T MlaoMinRimcHEE L, 3R
2 SO % & e AL ST 72 0% FOG 2 dilH 95, 372 H, PD-1 13X U o B LG
ATDHZ LTI VRS RIRICL D V7P VGREEZ AR 2% B8 TH D, PD-
L1 OIEFHIC BT 2HBUI DTN TH L0, < OBAMIETIE T Mo 250
ZDIZFEWMPENFHEBLL TS, DAKIBICEIT S PD-L1 OEFEBIE, B, e
e, JERREdE . IRELE. JE/NIEE e SO A IR T TR ARRFTH Y KW
TR OMBEERRE I TWD,

EELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ITIEL D
TR RSB W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGEOEN &
LTHIff ST\ 5,

AFHNE, PD-1 & PD-L1 Xk ONPD-L2 Dffi U v ROfEGZET S Z Lok v, EE
W INBR B T D S SIS ENE T U L S ERATEME (L S8, FUEIE S 2 BIS ML
T 52 L THEE R AT 5,

HFN OV FIRSFFIC 15 < SBE DRIEFIGIC X B RIERSER & bbh, BEUIEE
BB NN B B, ARG RO SR, BEOBBE T, R
PO BB, RE L BT U TP 7 Rk & R & H O & i
U Cilig) 7 I I 21T\ I O SRIERUSIC & SEIEA A EDN B AT, BIE
RORLR L LA B B DY) AR 2T D BB B B,



3. ERERAUR
PD-L1 (GtE v o2 mifiztti o e b BRI EA =254k 2 (LLT THER2) &

W) BEMEOFTARE XL R ELIE L OV VT S R D HER2 21 TR U
27 OFIEIZINT DA - Witk T PRIE O AGERH IRl 21T - 7o T2 BRARBR O pliis 2R
ER

(0]
OEFE LR MAHRER (KEYNOTE-355 i/ — b 2)
HRf% « FSTLIR IS 3T 2 g MO RNREE D 72 ARV 2 R RER M A2 HER2 f
PED FIARE UL PRI FL B8 847 B (AARN 87 filZGde) ZXBIT, Al 200 mg
3 MMM (LLF TQ3W] W9, ) EHEFIRIET (FAa & e gt (LT
(FLhvBEey] LW, ) RKOANWKRTZF o N7 ) EXEALXI N7 ) XXt
o (TT I UREAD) (LI Tnab-X27 U 2%k v) Lo, ) ) OFFREEDOR
MR N BMEDR, 7T B R HEFIRIE? (T E KB INVRTTF o "7
U &t/ nab-x7 U ZXE/0) ZRE L TREISNT, b, BRI T%
BT R BN GAEIT, REET 2R ERD RO bR WEDRRIRAIIZLE L
TWAEE T, RIEILIE O Mg RHE CHREMEITHRD Hivd £ TRAIOER 5% ikt
THTENARE L STz, EEFME B I EEEAAE (BT TPFS) &9, )
L ORAEFHIM & S, RAFHEFEEO U RIEIL T 7 8 A HEFRIEO O HEE
&g LT, PD-LL Mk (CPS®=10) i3 323 f5l (HARN 28 & 5de) IZHBWT
PFS # A EICIER Lz (F1EOXL |
*1 o ARAI 200 mg Q3W & LU F o biEiiik (P4 ERIS RS Z LI 20 L [F A
A B 1,000 mgim? KON VR F F 2 AUC2mg - min/mL AH4 & (1 =2—A 21 H
M, F£a2—20 1, 8 HAIZEE) | X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—2AM 1, 8, 15 HBIZHEYS) XX nab--37 U # %+& /L 100 mg/m? (1 =— A 28 H
M, £=2—AmD 1, 8, 15 HHIZEE) ]
*2 . 77N Q3W L UL T O b RE Y EMARBE ZEI0®IN) 20fFH L [Fay
X £ 1,000 mg/m? KON VAR T Z T AUC 2 mg = min/mL Y& (1 =—2 21 H
M, F£=2—20 1, 8 HAIZES) | /X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—2A@ 1, 8, 15 H HIZ#E) XX nab--327 U Z %+ /L 100 mg/m? (1 =— % 28 H
i, £#=—2m 1, 8, 15 HAICEE) ],
*3: PD-L1 %8l L7-fifudh (BEEMin, ~ 27 v 77— ROV oRER) A g M
BCHL, 100 &3 U7l



#£1 BAZERAE (KEYNOTE-355 3Bk, PD-L1BM: (CPS=10) MAFE)

ARFN+H bk 7T R EFRE
(220 f1) (103 1)
o [H] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3,7.5)
PFS™ NH— R %2 0.65
(95%CI) (0.49, 0.86) -
P i 0.0012

Cl: 2#EXM. *1: RECIST A4 KT A > 1.1 BICES < B Pz ouiE. *2 : BRI Cox Lhfl
NP —RETFT VL DT TR HEFERE L ORI, *3: @Rln 7 7 v 7 RE., AEAKE (F
{81) 0.00411

100-

90 -
80 g e TSR HERROE

— ZF200mg Q3WHLFEREA

& 701
B¢ 60
& 50
g_% 40 -
g 30°

207 _‘—‘—_—_—‘I

L o L s

0 T T T

9 12 15 18 21 24 27 30 33 36
at risk#% RIEBEFHE(A]

FH200mg QWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
FSeR+{E¥%E 103 80 41 30 18 15 12 8 8 7 3 1 O

0 3 6

1 PFS @ Kaplan-Meier Hif# (KEYNOTE-355 3Bk, PD-L1 B (CPS=10) ME#F)



@ EFEILFEF MRS (KEYNOTE-522 #5R)
RIVE R RRENED D HER2 [2PECHIEME U A 7™ OEIN O AR 1,174 4
(HARN 76 BlzEie) ZxXtGs, WRTEMIFRE S L CORA & ALF5IE L ONFHE
5. ROTEIE L & U CORFIFIBE DA O RVEN . TRISE L &
LTOT TR EALFRE L OO EE, KOIREIREE L TO7 7 eRhEkb %
KL LTGS2, FEFHMIEE O —D1 31 <2 MMEFWIR (LU TEFS)
EWSH, ) a3, AAREHI T T EARREE IR L CEFS 2 A BICIER L7z (2K
2) .
*1 : IR PR IERATRT O R SISV T, B2 SUIERRZ NI LD TNM 43T Tl
73> N1~2, XX T2~4 725 NO~2 (2§54 T DiERisB 4 A L2 WEBE DR R & I
e, 728, TNM ZHEICHOW T, IRBRFEMEIEEFZR 1 M TiX American Joint
Committee on Cancer (LA F., TAIJCC) &\ 9, ) 5 7 RS, 1GBRIEHFHEEWETH
2 JRLAREIE AJCC 26 8 IR IV B LTz,
*2 0 YL - HEE, INANC AR T T F RO U XL 4 A 70D TAR
#] 200 mg XX 77 &A% Q3W T 4 RIFFIRNE 5%, N¥ YV L e s g T
BT RS 7 u R AT 7 I RAKFM (BLF, TAC XX ECl ), ) 4
P A 70 & OB TAAI 200 mg XiT 7T R % Q3W T 4 [IFHIRNE G-, M Otk
(ZAHAI 200 mg L7 R % Q3W T 9 [mIFFIRN & 5 S iz,

#2 ARMERRE (KEYNOTE-522 RER)

W eilviss AN 3
(784131)) (390441))
34E EFS & (%) 84.5 76.8
(95%CI) (81.7, 86.9) (72.2,80.7)
EFS* ANF— R 0.63
(95%CI) (0.48, 0.82) —
P 0.00031

Cl: E#EKM., *1:20214E3 A 23 BT —&% by b4 7, *2 : J@B] Cox BN — FEFT /I L
H7TRRBEL Ok, *3 B ST e, AEKE (MDD 0.00516941




~20 AHI200mg QAW-HEEEEE / AFI200mg Q3W
107 ___ ssomepems 7sun

0 3 6 9121518212427 303336 3942454851
. \|ANRYMEFHIE [B]
at risk#x

AF200mg QAWHLEEE/
300mg Q3W 784781 769 751 728 718 702 692 681 671 652 551 433303 165 28 0 0

ToumHEEEE/ F5tR 390 386 382 368 358 342 328 319 310 304 297 250 195 140 83 17 0 0

X 2 EFS @ Kaplan-Meier #i# (KEYNOTE-522 #ER)



[Zzrt]

OEPILFRFEIHARS (KEYNOTE-355

ER)

PD-L1 5 (CPS=10) DBFIZIIT HLAMMATRIEH] 219 Flici\ VT, AEFL
IXARKIOFARE 216/219 1] (98.6%) . {b2#EILHE 100/103 5] (97.1%) (23D B L, 1Rk
L DREBEFENRE TERWAFHEGIL, £ 212/219 ] (96.8%) MK 97/103
Bl (94.2%) IZFBD Bz, WTNORETHRILEIG ) 5%, EORIERIZITEDO L EY

THoT,
£3 WTNHLOHETREARSD 5% LORIEA (KEYNOTE-355 RER) (Z2MirxgEH)
#EBIKS¥E (SOC: System Organ Class) % )
FEAGEE (PT: Preferred Term) AFNOF F#E (b FIRIERE
(MedDRA ver.22.1) 219 4 103
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AEIEH 212 (96.8) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
MR LY SR REE
=gl 107 (489) 36  (16.4) 0 48  (466) 13  (12.6) 0
F 1 BR e i 41 (187) 25 (114 0 22 (214) 11 (10.7) 0
I v BRI 87 (39.7) 68  (3L1) 0 40 (38.8) 31 (301) 0
M/ 41 (187) 19 8.7) 0 22 (21.4) 16 (15.5) 0
PaRA
R BB AEAR T iE 39 (178 2 (0.9) 0 2 (19 0 0
H
{8 32 (14.6) 1 (0.5) 0 15  (14.6) 0 0
T 48  (219) 2 (0.9) 0 0 07 3 (29 0
HIE R R 11 (5.0) 0 0 6 (5.8) 0 0
D 90 (411 5 (2.3) 0 39 (379 1 (10) 0
M N 17 (7.8) 0 0 7 (6.8) 0 0
Mg i 44 (201) 6 .7 0 0 (97 3 (29 0
— % - EHEER L OB GO ORRE
e )95 31 (142) 1 (0.5) 0 13 (126) 1 (1.0) 0
ST 64 (292) 6 .7 0 22 (214) 3 (29 0
gk 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
FAY TR 13 (5.9) 0 0 4 (39 0 0
e 22 (100) 1 (0.5) 0 10  (9.7) 1 (10 0
FRIR R AT
TI=T ) NT AT 27— BN 47  (215) 16  (7.3) 0 17 (165) 5 (49 0
TARGRUBT I b TR T =T —EHIN 39 (178 9 4.1) 0 15 (146) 3 (29 0
M7 RAT 7 &2 —EHn 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I EREGR A 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
i MR 41 (187) 19 8.7 0 14 (136) 9 8.7) 0
IRE R 12 (5.5) 1 (0.5) 0 3 (2.9) 1 (1.0) 0
1 L BR 3 39 (178) 21 (9.6) 0 20 (194) 13 (126) 0
B L O kRS
FARER 40 (183) 1 (0.5) 0 10 (9.7 0 0




O,
FRERIKSFE (SOC: System Organ Class) iz 00

FEAGEE (PT: Preferred Term) AFNOFFHEE =305t
(MedDRA ver.22.1) 219 {4 103 fi
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
e #E Rk L OV Rk S
BAER 25 (11.4) 4 (1.8) 0 9 8.7) 1 (1.0) 0
P 15 (6.8) 0 0 9 8.7) 1 (1.0) 0
PR R P
S N 21 (9.6) 0 0 1 (1.0) 0 0
BV 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
K= 2 —m 5 — 25 (11.4) 2 (0.9) 0 17 (165 1 (1.0 0
R = 2 —m 35— 17 (7.8) 2 (0.9) 0 2 (1.9) 0 0
WERw, Ehds L OMEhmRE &
MK 14 (6.4) 0 0 1 (1.0) 0 0
FER 3 KOV TRk E
BB 76 (34.7) 2 0.9) 0 37  (359) 2 1.9) 0
% 9 FEIE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
B3 36  (16.4) 2 (0.9) 0 1 (10.7) 0 0
BEIR B IR 5 11 (5.0) 2 (0.9) 0 2 1.9 0 0

k. ARIPFRBC IO CREMEMZER 3 # (14%) . KIBK - /NEK - EEO TH 5 4
(2.3%) | MRS (X7 0 - NU—JERRESE) 25641 (11.4%) . BIEHZ% - FAR4 - iFi#ee
PRy - HFAR - A LMENRAE 2% 65 1 (29.7%) . HUIRERBEREREE: 43 5] (19.6%) . HEIEFFEREMRE 2
Bl (0.9%) . EHEREME S (RMEFIEME R, RERIEERE) 2 ] (09%) . FEX 1 4
(0.5%) . fize - BERURRAAFAE 1 1 (0.5%) . MMk - BlilZk 1 61 (0.5%) . S& SRSk 1 f
(0.5%) . %4 14 (0.5%) KON infusion reaction 10 5] (4.6%) 23i8s bii-, £7-. &
O RS (h R EERARE . KRR AR, SR, BHREES) | &
REgRERE R, 1 TUBEIRWS . EEMIE)AE, EER MRS (i MRS ESEBER . A
PRI, ARIFERES, MERERIERIES) | MEKEREGE R ORI b o7, RelfE
MRBLRI I EES (BRREERT 2 5T) 25 0EH-ERE =T,



@ EFEILFEFBIERAE (KEYNOTE-522 55%)

L RVERRIT G2 783 Bl I T, A HEFGRITAHKIRE 777/783 1] (99.2%) . 7' F &R
i 389/389 f4 (100%) (ZF8D HAv, TRBREK & ORBEBMENEE TERWEEHERIT, £
ALEAL 774783 5] (98.9%) K TF 388/389 fil (99.7%) IZFB®H LTz, W DE TH
BIEIG D 5%, EORIERIZT TERO LB ThoTe,

F£4 DWTHOLOBETREEIEH 5%, EORIER (KEYNOTE-522 3ER) (K254 M)

Bi%x (%)

FRERIKFE (SOC: System Organ Class) A HIRE E——

FAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 389 1
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

EIEH 774 (98.9) 604 (77.1) 4 (05) 388 (99.7) 285 (733) 1 (0.3)
MiEF LY SR kEE

B if 429 (54.8) 141 (18.0) 0 215  (55.3) 58  (14.9) 0

FEENELF BRI i 144 (184) 139 (17.8) 0 65 (16.7) 62  (15.9) 0

M BRI 87 (11.1) 33 (42 0 49 (126) 16  (41) 0

U R BRI AE 367 (46.9) 270 (345) 0 185 (47.6) 130 (33.4) 0

M/ NI E 104 (133) 21 (2.7) 0 65 (16.7) 11  (2.8) 0
PRlA

FOPR IR B AR T 105 (134) 4 (0.5) 0 19 (4.9 0 0
H

201 65  (8.3) 2 (0.3) 0 22 (5.7) 1 0.3) 0

g 39 (5.0 0 0 22 (5.7) 2 (0.5) 0

fai 188  (24.0) 0 0 85  (21.9) 0 0

T 238 (304) 20  (26) 0 98 (252) 5 (1.3) 0

H Nz 49  (6.3) 0 0 20 (5.) 0 0

HIEARR 71 (9.1) 1 (0.2) 0 39 (10.0) 0 0

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

D 495 (632) 27  (3.4) 0 245 (630) 6 (1.5) 0

0% 132 (16.9) 11 (1.4) 0 55 (14.1) 1 0.3) 0

Mg 200 (255) 19  (24) 0 86 (221) 6 (1.5) 0
— i - EHIEER KOG ORRE

I e 198 (253) 28  (3.6) 0 102 (262) 9 (2.3) 0

ST 330 (421) 28  (3.6) 0 151 (388) 6 (1.5) 0

FEIE D JAE 103 (13.2) 8 (1.0) 0 45  (11.6) 3 (0.8) 0

Rl 35 (45) 2 (0.3) 0 21 (54) 0 0

FEEL 138 (176) 8 (1.0) 0 41 (105) 0 0
B, TER L OWES PHE

AP S BUS 73 (9.3) 8 (1.0) 0 25  (6.4) 2 (0.5) 0
FRIR AR

TI=UT I NI URT =5 204 (26.1) 43 (5.5) 0 98 (252) 9 (2.3) 0

TARGRUET I ) MF AT =F—EEM 157 (201) 20 (2.6) 0 63 (162) 1 (0.3) 0

M7 aHh )k x7 7 & —EHhn 29  (3.7) 2 (0.3) 0 20 (5.1) 2 (0.5) 0

I A ERHGR A 185 (23.6) 146 (18.6) 0 112 (288) 90  (23.) 0

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

10



B (%)

B BIKS¥E (SOC: System Organ Class) A AIRE B —

FAFE (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

M L ERE A 108 (13.8) 60  (7.7) 0 52 (134) 20 (5.1) 0
R L OREREE

EARHIR 153 (195) 6 (0.8) 0 57 (147) 1 (0.3) 0
e #E Rk £ O Rk S

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

PR 112 (143) 3 (0.4) 0 49  (12.6) 0 0
R R P

FEIMED 0 61 (7.8) 1 (0.2) 0 29 (7.5) 0 0

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

A 100 (12.8) 2 (0.3) 0 42  (108) 1 (0.3) 0

K= 2 — R F— 154 (19.7) 15  (1.9) 0 84 (216) 4 (1.0) 0

PEIR 45  (5.7) 0 0 28 (7.2) 0 0

KRR = 2 — 1 X F— 148 (189) 11 (1.4) 0 72 (18.5) 5 1.3) 0
bl

IRSE 42  (5.4) 3 (0.4) 0 13 (3.3) 0 0
MRk, MoEhds K OVithmRiE =

MK 52 (6.6) 1 (0.2) 0 13 (3.3) 0 0

1% [ 46 (5.9) 2 (0.3) 0 23 (5.9 1 (0.3) 0

g 76 (9.7) 0 0 41 (105) 0 0
B d K OB TR

i =B 471 (60.2) 0 0 220 (56.6) 0 0

SVBERRBLE % 45  (5.7) 2 (0.3) 0 10  (2.6) 0 0

i A 47  (6.0) 1 (0.1) 0 20 (5.1) 0 0

JNEE £, 48  (6.1) 0 0 31 (8.0) 0 0

Z D FEIE 116 (14.8) 2 (0.3) 0 38  (9.8) 0 0

B 196 (25.0) 12 (1.5) 0 66 (17.0) 1 (0.3) 0

ERINTRZ N2 S 50 (64) 12 (15) 0 23 (5.9 0 0
1 P

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

mE. ARFIFEIZB W THEEMEMEE 13 F (L.7%) . KK - Mk - EEO FH 31 4l
(4.0%) . BEEOKRERES (PErERAEEMARE, BEMFEIREGRE, 2B, HEREES)
4 5l (0.5%) . FRREFEE (F7 2 « NU—IEGEEES) 154 ] (19.7%) . BUEATSK - T4 - T
REFETE - ITZ% - BLMEAERE 2% 271 ] (34.6%) . HURHREERERET 137 #1 (17.5%) . FEE(RHERERE
F 15 il (1.9%) . EIFEHEREREE 18 ] (2.3%) . 1 AUBEIRYAE 4 5 (0.5%) | BHEREREE (RME
FEMEE &, RERIERBRE) 16 6] (2.0%) . Bk 5 ] (0.6%) . ik - BEUH@ARIE 3 5
(0.4%) . HJEMEESNE 1 F] (0.1%) . Mk - BHEK 3 61 (04%) . SE SR 2 41 (0.3%) .
D2 5 61 (0.6%) . EEDEHK 2 4] (0.3%) . infusion reaction 122 #1] (15.6%) K& ONEEEE 721
ek E (e vh i MR PESR B . IR MR- ., ARIEEREE, MEERIERIESS) 2 1 (0.3%) 23R

11



Doilz, o, MERERIEGEENK ORI O b o T, REWERFEBLRIUIBEE S S
(BRI R 25 T) 22 DERHERE T,

12



(M- AHE]

AR OREMEp BT T V2R L7y I 2 b—a 2k v, A#1200 mga Q3W,
400 mgx 6 MMM (LT TQeW] &5, ) XIX10 mg/kg ((AE) Z2EEME (LT
fQ2W) L9, ) TEE LEEBEROARF O MG FIRENS R Sz, TORE, AHAl
400 mg% Q6W TH#E 5 L 7= BE DO ARAK| O EHIRABIC I 1T 2 MG HIRE (LT [ Cavgss)
EWVa, ) IE, ARAI200 mgE Q3W THEE L 72BE D Cagss & FHLLT D & FHIS L (F
) o F7o. AHI400 mgE QEW TH G- L 7=BEDAAI D E HRAEIZ 35 1F D fe e LT HH i
(LLF TCmaxss)] &9, ) 1F, AKI200 mgz Q3W T G- L 72 FE D Craxss & LLilgt L Tl
o ETRIESNTZHLOD, BARNEFIZEBW AR RSN TS HE - AET
& HAAI10 mglkg (KE) % Q2W TH G- L 728D Craxss & Ll L TIREZ R & Pl &
iz (FF) . 6, EERAREERR 2 55U AKI400 mga QBW T L 7= s 5F 1
FHFBR (KEYNOTE-555:5R) & V1% 67 ERIMEIZ S < EWdhig 7 A — 2 1%, &
Ralb—ya X PRILEEERYERE ST XA —2 LHEPI L (FR) . Iz T, ##
DB AFEIZIT 2 RGBSR IC S & | AAIORE & & A0 T2 et L OREL
FARd 2 IBRE G TE T L VESE S, AHI200 mgZ Q3W X 1%400 mgZ Q6W T 5- L 7=
BRI B & A W T2 & OBI#IZ O\ TR SR, FEoHE - HED
B CH NI K OV RIS R 72 2 B3 e & TRl S T,

K5 BHOEYBE T A —F

ﬂﬁ{f . ﬂqg Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
= (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 92.8 50.4 30.9
;
200 mg Q3W (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8, 51.0) (30.5, 31.4)
123 324 10.6 148 50.7 20.3
;
400 mg Q6W (122, 124) (32.0,327) | (10.4,108) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0 14.98
(SEHE) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
)
10 mg/kg Q2W (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:n=2993, 100 [ED Y I 2 L— 3 K0 B SISO gl (2.5%05, 97.5%5) | Crmax : HlEIEE 5
% ORGP, Cavg : FIEEEG O MIEHF IR, Cmin : FIEIE 5% (A 70 2 5D O

E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss :

2 foc A 17 P e BE

T : 56 B TEEIE (95%(FHEIX[H)
§ : 41 GO FEE (95% = HEX M)

NA : #%347: L
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4.

FEFRIZDOUNT

EH G Y X7 EEGEHE (RMP) (ZEED & AHIOEIENLZ AMEESEER ~D W1k
%M%éﬁ’@ X T o T, AFIORENEGBFEZDZH - FE L, AFIOREIZL Y HEE

RRWER ZHBL L2 BISE T2 2 L DR T2 LT OO~@D T &7z 7 ftiak
L:%b\ﬂﬁﬂ%‘ém‘%f‘&)éo

@

HEFRIZ DUV T

-1 Fi® (1) ~ 6) OVFANTEYT DM THD = L,

@)

2
®)

(4)

®)

JEAETHBRE DR E S 2 23 A2 OB L RIRPE S (BB IR 208 A2 s HE L R e
Hitdal)s A A2PRHEENLSRDE,  HUSS AURSREIRle7a &)

R EREREIR T

FREFIRINE DR E S D03 AR IOERSRPT (S A HREEE R B, 05 AR
W IRbE, 3 AU IEEEHEME R R &)

SRS CFIREE AR E L, SSRIESH A2 1 SIS RIEG L RE2RE 2
iR HAE AR D J 24T > T 2 fiax

PUEMEIRZ AL & BINR O R R AR 2 i H 24T - T D filiar

®-2  FEOALFFIEK ORIWERZFEBRF ORI A5 72k & R 2 FfoERM (FROW
FTINITREE T HERN) 23, HESEAOARFN BT DIGRORMEA & LTRESN TN D
N

*

AT EF ISR 2 SFEOWHWHE ZE T L7812 5 LU LD AR DERIRIHE 21T -
TWbHZ e, 96, 24U RIE, BAREYIRERZ T & LTCBRRIERZOWHEZ1T > T
WnH Ik,

AR 2 CEOTIIHE 1 T 7T 5 4 LA L FUIRO 25 A SRR % 0
WS OBRHRFFE 2 1T > T 5 = 2.

@

BEN D EZK G IFHRE B DEHIZ OV T

ARSI E B CIEE T D BT B Sh, BERS 0 Ol a, A2k - Latk
FREEAFIROE B ERTSFIA T D iR, AEFERNE LG OWmEEE, &
LN ATON DRI E > TND Z &,
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@ BUWEAA~DOXIRTOWT
©-1 HEEREHICEET D&M

FEVENR B O EEZRRWEN A L7ZBRIT, 24 FFREZIRIRHIO T, kst X
(TSR 3T FEE LICRIWERISIS CCABEE B O CT SE O EIEH OERN 270
MA DRI APICR LI, BB AR A 8 E->Tng 2 L,

@-2 EFEEFECL>AFTERNILNICETER

IS ARSI HED D B A Ak e O e 2 A D BRI F E D RIERT=4 VU v 7
EEDIFIFOR Y ) —= 0 T ETOERE L IE#RE G TE 5T — AEFEKS 23
SN TWDZ L, 7B, BHEHICOWT, BABE L ZOFRICHIAMESNTND
Z &

@-3 RIEROZERCHRICE L T

BIER (BVEPERIR BN Z . KIBE - /MEs - BEO TR, BHREFR - FFRA - i
PERERETE - PR - AE(LMEARAS 28 BHERERE S (R TIEMER K. RERRBRSE) |
NoywkEE (FIRAHAERS, FURIMSRER S, RIBHRERE) | LBBERE, 5E5
BEde. g% « RERUREMRIE , TS, BRE O R ERE (PEtER A EESCRAARIE, F2 gk,
TEAREGERE . ZIEALEE, RIS | infusion reaction, AM7S - BEMEZS, HEIEAHHEJIIE,
FRERRESE (T 0 - NU—EIESE) | Dk, BB MRS (S i N R
PESRBESR ., IRIMMER M, ARIFERES, MEERIERES) | EEOH K., MERERIERERE.
FERZEE) (2P LT, MRkhiat SO R R OB 2 9 2 EAf s L (RITER o
DWECRIGICE L THRER OB EZZ T O KMFICH D 2 L) EHIZHEY 2R AL E )
TEDHIKHINFESTND T &,
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5. BREXHRLRHBE

(G2 B3 % 950]

O R - BRAFICRT 2 2 EORTERE D72 PD-L1 Gt (CPS=10) OAR/LE
VSRR REMED D HER2 20 PN RE UL AR I BT 2B\ T, A L b5k
B (A B ROANVRTZF o, "7 ZXE/L nab--327 Y ZFE)L)
L DOHFHFR G THMEI RSN TWD,
¥, CPS I[ZBT 2AA D a o _=F2Wi# L LT, g4 : PD-L1 IHC 22C3
pharmDx [# =] AR I TN D,

@ HRNE CZHEENEDD HER2 [2IE TS Y A7 OFIREEIZIBWT, Ay
WL & UTARKI L ASEE (N7 VX B A ROV RTTF o o¥b4%, AC X
EC #45) & OfFHEE, RO EREMRE & U CARAIBIMEIE DA NER R ST
W5,

@ ORVQTARAI DA RN R S TWARWL O HFUEME A & OFF S5 1I2o0
T, AROEMERHNLINTE O T, RAIOFE G35 L b0,

[Z PB4 2 9]

O TRICEYTL2EEZOVWTIIARAORG N ER L SN TWDL 2 Ens, 5%
1Th7enz &,
o KRBT LIEUE OBEERE O & 5 B

@ WBBRATOFMIZIB VT FRRICEY T 2BFICON T, AFIOEGITHELE S
WS A OTERR BRI 2 WIGEICRY | HEICAKZEN T2 4B ETE
Do

o [FEMEMEEOED IIBHEDH 2 BE

o MBI IR A CRIVE R A58 6 2 BB K ONE B 0D F KR Atiligi e o i e i 2 55 o
FZRIEMEZA LN A DD B

o BOEEBOAE UTEBMEMZE L IXHEFRMEO B CE R B OB ED &
% B

o JEESRRIE (EMEIRBRIEE L) O b B

o FEEORGSUIBEEE AT DA

+  ECOG Performance Status 3-4 “V oz

(f£1)

ECOG @ Performance Status (PS)

Score

gy
EF%

0

2 MR JFEETE 5, FHiRlL A U HBAEENHIRR AT 2,

PRI LUEENIHIR S D23, AMTAIRE T, BEERE > TOMERITITH 2L TE D,
Bl VR E, HEENE

SSATRIRECAOH OB O Z LT T X THREEMEEIZ TE RV, A D 50%LL LI~y R T 24,

RBONTEOHOEY OZ ELMTERY, AHPD 50%LL L&y K2k Tl 24,

Al —

ELET RV, BOOHORIY O L3R TERY, BRIy R TiRI 4,
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o

BRECBELTERETNEEH

AT SCGEEITIN 2, BOEARGEEF DR T 2 BBV 12D & ARH O Kk K OV iE
RO 7= OB G A I L TR 2 &,

TRIRBIAAIC N D BE I OFBRITHE IR a2+ L, FEE
BThroEET5Z L,

FEREWEHO~ R T A MZONT

MEMMERND 5bNDLZ ENHDHD T, KFOEEIZHT- > Tk, PIHGER
(BG0h, WRIRIREE, k) OB R ONTHE X SR OIS, Blgs 0147
9T &, Fio, MBS U TR CT, Mg~ — I —S50R&EZ2EET D5 &,
infusion reaction 23 &% 65 Z L 23 5, infusion reaction 23380 LN 7= HAITIE, 1
OIZRALEZAT S & &b, JERDEET 5 E TREOREL I8l T2 &,
ORI RERR S . T RAEREREE X CRIBHERERN O DN 2 &R H DD T,
AFN OB BRAGHT L O G-I I X E RIS N s RE R A (TSH, E#E T3, W28
T4, ACTH, M= F Y —VEDRIE) Z2FEEd s L,

BUENTR, FFARA, ek E, L, sbEEERR L bNDZ ENHHD T,
ARFN O - BhART R O G- M i E e iFsRer & (AST. ALT, y-GTP., Al-P,
U NLECEORE) HFETDHZ L,

SEIER MLERKEOILEERERE EL) FOERERIEEENHHDLILDL Z &
WD DT, EMMICIRORFORELHERT LI L, £, IROEFENHDOOLN
e EITiE, BN EREERE A2 T2 L) BELIEETH &,

AR OEGIZ IV | WEORERISICERNT 5 LE X DDA REBWREDN H
bbb Z b d, BEPRDOLNTHEEITIE. BB LZFELRITS U-HEM R
Gk & BB A Rr O R AT & s U CE ) 2 g R M A AT R O E ORI L B F
TERDEEDN DAL, ABIOERIEIH IR, K OEIE G R LVE CF O 5%
EERETLHI L, B, BIBREFRNVE ORI EWEROUGEEDGRD b
WA, B RE ARV UAANOGEIRIAIOBINGERET 5 2 &,
BT, BRI ARE L CrORIERANEERT I Z L R”H D70, K
RO THRICHEWEHORBUZHSITIEET D 2 &,

1 BUBEIR (BE 1 B IRIG 2 &) b Hbiv, BERFBMNES 8TV R—Y RZED
ZERBHLHOT, N, B, EHEFEOEROBELCMHED FAIC+H0EET D
Z&, VRERB DN EDN TG AEIIEE G2 R IE L, A R Y AR SE DY)
TRIVE AT T &,

AFNOEFRFABRIC IV T, KEYNOTE-355 5k T3 5-BHaA 5 24 i F T 8 #H[H
ZE. DR, B0 VAEMIZOEM I LI, 20%IT 12 M I L IR EORHEZ
To TN Z L ESBIT, AREIEGHIEMNICEGRE CHDROMEREITO Z &,
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® FEUZFEREMED D HER2 B2 CTEIEHE U R 7 OFEBE I T DT - itk
ik & LTl ABC1E. KEYNOTE-522 i BRI\ T, AFID A E-HiICE
BAEICRIEN 2 DI RER L. LEICIR U CHEEBRE 21T - 72 ETHREG 06 24|
Wil T\ e Z & E2BEBIC, AFO{FBGANCEDO AR EZRFT 52 &, 2B, K
FOBEEENT, Q3W G- D%E ., INATEIEIL 8 [BIE T, IRy #EIL 9 Al
£T. Q6W FH DA, IATEMIRIEIT 4 Bl£ T, MEEYEEIL S METET
Do
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