XBEERHEETA FT A
Ra7vl) Xv7 (BEHHEEEX)
(BR7%4 : ¥4 b—F SEERE 100 mg)
~ ¥~

S3ES8H (Ff449 AET)
B A FrEE
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3. FRIR A P4
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1. [FC®IC

IS DOFIME « ZEMEORERDOT-DITIL, TSRSVl B AR Hivs,
S DOIT, ITFEORFHEMOMEANT LV | HUABESE e & OFFi 7 i ERF R GRS
NHHFT, ZNOOERE LA BN DLE BRI TR 2 2 LW OIME L 70> T 0 | RAIVEL
T L UOEORATTEE 2016 CFRK 28 45 6 A 2 HEREIRE) [CB W TH, FEiERL%ED
A ORI Z XD Z & & EnTnd,

BrEVERIM PR IT, REYWERSC LR T 0 7 7 A VSBEFOESR S, LA BN R A2 5 2
ENDD, DI, FIMEROZEIEIBIT D IEWRN &R 5 £ TOM, YiZEERnmD
BEEBLS ZT D LRSS BEITH L THERAT S & & bic, BIERS R L7ZBIC
B ISE & D 2 LN ARE — B OB AN TR CHER T 5 N EETH
5o

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

¥, ATA RTA AL, MSTATEGE NESES RS G, AR B AR
By, — W EEN AAERNRHES KO- RN BASE 2O I0 b LA LT,

RG L IR HEIREL ¢ XA B —Z ST 100 mg (—f%4 AT n U X~=T (&

o 2 )
MELRABENINE - PD-L1 D R VT 2 FIREME D HER2 fat: O B AR HE X
P36 P

RIVE U RIRREMED D HER2 [ CTHFEE Y A7 OFEICET
DINTHI - itk SRk

ML RDMEROAE : PD-L1 BBPED R VE U BKREEMED D HER2 [21M4E O UIFRARHE X 1T
HHFLE
O PEEMERERE A & OOFRICB W T, @, A, XA 7|
U A~7 GEGFfZ) & LT, 118200 mg % 3 38 M SUX
1 [A] 400 mg % 6 3 EIEFE T 30 20 M2 CAEfET 5,

RIVE U RRENED D HER2 [RYETHFES Y A7 OFFIZHB T
DINTHIT - it SR A

WE . A, a7 n ) X<v7 B z) LT, 1
[0] 200 mg % 3 AR X1 1[5 400 mg % 6 # KR T 30 2
JCREERET 5, BEEEIT, 3 EEMRRGOEE ., IiEisk
WL 8 BT, TR IR 9 Bl £ T, 6 MRMRE S O
e, INRISEMIRIEIL 4 BIE T, REMIRET 5 BlETET
o

3k IR 58 ¥ #F . MSD MR et




2. AFOHEH. ERARE

XA M—Z T 100 mg (—fx4 - Xa7r ) X7 (BaHEz) | DUT
[AHFI] &9, ) 1%, PD-1 (programmed cell death-1) & DU 4> K TéH5 PD-L1
KOPD-L2 & OB ZE#EAEFET S, & MEIgG4 £/ 7 v — T AHKTH %,

PD-1 #RF& 1T T AR RIS D & kA 2 72 D203 AVHRIR 23 FI FH 37 2 =5 720 002 il £
AA wF T, PD-1 I, EFEZRREBICH O TEER T MlaoMinRimcHEE L, BO%R
2 SO % & e A AT 72 0% UG 2 dilH 95, 3705, PD-1 13U I R LG
ATDHZEICEIVHEZRIRICL D v 7P VEEEZ AR 2% K TH D, PD-
L1 OIEFHMIC BT 2HBUI DTN TH LM, < OBAMIETIE T Mo 250
ZDIFEWMFENRE L WD, DAMIEIZIIT S PD-L1 O&EEEIx. Biaks. R
i, AR, DREE . FE/ANENE 72 & O 2 2B A TTHRABRK - THY . K
TR OMBEERRE I TWD,

BHDO DA DERIRI T & PD-L1 FEELOMBINED . PD-1 & PD-L1 OFRE XL D
FEEERIC W THEERER A S Z EARBINTEY , Film 2B AR O &
LTHIff ST 5,

AFHNE, PD-1 & PD-L1 xONPD-L2 Dffi U Hv ROFEGZET S Z Lok v, EE
W N Th D S SIS ENE T U LS ERATEME (L S 8. FUEIE S 2 BIS ML
T 52 & THIEGIRZ R T D,

T O VE M P 5 < S D RS & B BIHERI S48 B b, S SUIIE L
DB AR B B, ARIOR G RO E%ICIE, BEOBSEE AT, BE
PR BT AT, I Ui RIS U 7 SR 7 itk & R 2 RS R &
Ul R BRI 21T\, ORI & S EIERNEDI S BAICIE, BIF
RUEL R L LRI DHE A D) /AL AT 5 BB B B,



3. ERERAUR
PD-L1 [GtE v 2Rzt o b BRI ER 25k 2 (LLT THER2) &

W) BEMEOFTARE XL R ELIE L OV VR S R D HER2 &1 TR U
A7 OFIEIZINT DA - Mtk FMpPRIE O AGERH IRl 217 - 7o T2 BRARBR O pliis 2R
R

(0]
OEFE LR MAHRER (KEYNOTE-355 &/ — b 2)
Wi - FIS TR RT3 2 R O RHAEIE O 72\ WV 2 5 AR 7)> HER2 &
PED FIARE UL PRI FLE B8 847 B (AARN 87 a2 Ede) ZXIBIT, Al 200 mg
3 MMM (LLF TQ3W] Lo, ) EHEFIRIET (FAa & e i (LLF
(FLhvBEy ] LW, ) RKOANWKRTZF o N7 ) EXEALXI N7 ) XXt
v (TT X UREAD)  (LUE Tnab--x27 ) Z%tEv) Lo, ) ) OFFRIEIEDOR
MR N BRI B R HEFIRE? (T2 ROINVRT TF o "7
UZ2FE/NXiTnab-"7 ) ZXE)) XRE L THRET SN, 72d, BN T%R
BT R BNTGAIT, REEIT 2RI 5N WEDRRIRAIIZLE L
TWABEE T, RIEILIE O B RN CHREMEITNRD Hivd £ TRAIO R 5% ikt
THZENAREE STz, EEFME B I EEEAAE (BT TPFS) &9, )
L ORAFHIM & S, RAFHEFEEO U RRIEIL T 7 8 A HEFRIEO O EE
&L LT, PD-L1 Bt (CPS®=10) i3 323 5l (HARN 28 & 5de) IZHBWT
PFS # A BICIER Lz (F1EUOX) .
*1 o ARAI 200 mg Q3W & LUF ofbiEiiik (P4 ERI RS Z LI 20 L [F A
A B 1,000 mgim? KON VR T F 2 AUC 2 mg - min/mL AH4 & (1 =2—A 21 H
M, F=2—20 1, 8 HAIZES) | X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—AD 1, 8, 15 HEIZEE) XX nab--37 U # %+& /L 100 mg/m? (1 =— % 28 H
M, £=2—2AmD 1, 8, 15 HHIZEE) ]
*2 . 77N Q3W L UL TN b EE (Y EMARBE ZEIC®IN) 20fH L [Fay
X £ 1,000 mg/m? KON VAR 7 ZF > AUC 2 mg = min/mL FHY & (1 =—2 21 H
M, F=2—20 1, 8 HAIZES) | /X7 U ZFE/L90mg/m? (1 =2—A 28 HIH., %
a—2A@ 1, 8, 15 H HIZ#E) XX nab--327 U Z %+ /L 100 mg/m? (1 =— % 28 H
M, £=2—2m1, 8, 15 HAICEE) 1.,
*3: PD-L1 258l L7zfifud (BEEMin, ~ 27 v 77— ROV oRER) 4 g A
BCHL, 100 &3 U7l



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

ARHN+H bk 7T R LR E
(220 1) (103 1)
e [H] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3,7.5)
PFS™ N — R e 0.65
(95%CI) (0.49, 0.86) -
P " 0.0012

Cl: 2#EXM. *1: RECIST A KT A > 1.1 BICES B Pz ouiE. *2 : BRI Cox Lhfl
NP—=REFNVICL DS TR HEFEEL O, *3 . BRlnrS5 7RE. Ak (F
{81) 0.00411

100+
90
80*_
& 701
B 60
£ 501
%40-
g 30-
207 _‘_*—-__-‘I

——— AFN0ME QIWHEEEA
——— TSR+

R e

10’ ﬂ‘——w—-a

0 T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# RIERETHE(A]
FH200mg QAWHEEEE 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

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



@ EFEILFEF MRS (KEYNOTE-522 #5R)
RIVE R RREYED D HER2 [2MECRIEE U A 7™ OEIN O A RS 1,174 4
(HARN 76 BlxEie) ZxtGls, RTEMIFRE S L CORA & ALFRIE L ONFHE
5. RO IED L & U CORFIFIBEE DA L RVEN | TRISE L &
LTCOT TR EALFRE L OO RE, KOITREIREE L TO7 7R Ekb %
KL LTGS2, FEFHMEE O — D131 <> MMEFWIR (LU TEFS)
EWS, ) a3, AEIBEHI T T EARREE R L CEFS Z A BICIER Lz (2 KDY
2) .
*1 : IR PRIERATRT O R SISV T, B2 SUIERRZ BN LD TNM 43T Tl
73 N1~2, XX T2~4 725 NO~2 (2§54 T DiERisB 4 A L2 WBEDRR & S
N, 728, TNM ZHEICHOW T, IRBRFEMEIEESR 1 i TiX American Joint
Committee on Cancer (LA F. TAIJCC) &\ 9, ) 5 7 RS, GBI FHEEWETH
2 JRLAREIE AJCC 55 8 IR IV B LTz,
*2 0 L - AR, RISV R T T F RO U 258 4 FA 70 DOPFHTA
#) 200 mg XX 77 &A% Q3W T 4 RIFFIRNE 5%, R¥ Y L v s g it
BT UHBEY S 7 a R AT 7 I RAKRFM (BLF. TAC XX ECl ), ) 4
P A 7 E OB TAAI 200 mg XiT 7T R % Q3W T 4 [k G-, M Otk
(ZAHAI 200 mg L7 7 AR % Q3W T 9 [mIFFIRN & 5 S iz,

# 2 BRMERE (KEYNOTE-522 3ER)

i eilviss AN 3
(784131)) (39011))
34 EFS & (%) 84.5 76.8
(95%CI) (81.7, 86.9) (72.2,80.7)
EFS™ NP R 0.63
(95%CI) (0.48, 0.82) —
PAif*3 0.00031

Cl: E#EKM., *1:20214E3 A 23 HT—&% by b4 7, *2 @B Cox LN — FEFT I L
LT REEL Ol *3: BRla s T o BOE. AEAKYE (A 0.00516941




201 ___ ARI200mg QW-HEEREE / A#1200mg Q3W
107 ___ ssomepems 5o

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

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

ToehHEEEE/ 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)



[Zrt]

OEP LRSS (KEYNOTE-355

ER)

PD-L1 5 (CPS=10) DBFIZIIT HLAMMATRIEH] 219 Flici\ VT, AEFL
IXARKIDFARE 216/219 1] (98.6%) . {b#JREILHE 100/103 51 (97.1%) (23D B L, 1Rk
L DREBEBDRE TERWAFHEGIL, £ 212/219 ] (96.8%) KO 97/103
Bl (94.2%) IZERD BTz, WT N OEETHRIAFIG D 5%LL EORIERHIZ TERO LB

THoT,
£3 WTNWHLOHETREAR S 5% LORIEA (KEYNOTE-355 RBR) (ZeMfirxiggEq)
PREBIRSIFE (SOC: System Organ Class) i (%)
JeAZE (PT: Preferred Term) AFNOF F#E (LERIERE
(MedDRA ver.22.1) 219 4 103 il
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
EIEH 212 (96.8) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
Mg LY R kEE
=gl 107 (489) 36  (16.4) 0 48  (466) 13  (12.6) 0
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
I/ SRS 41 (187) 19 8.7) 0 22 (21.4) 16 (15.5) 0
PaRA
R BB AE AR T iE 39 (178 2 (0.9) 0 2 (19 0 0
H e
{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
Mg 17 (7.8) 0 0 7 (6.8) 0 0
Mg i 44 (201) 6 .7 0 0 7 3 (29 0
— % - EHIEER L OB GEALOIRRE
e )95 31 (142) 1 (0.5) 0 13 (126) 1 (1.0) 0
9 57 64 (292) 6 .7 0 22 (214) 3 (29 0
e Ek 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
AW T 13 (5.9) 0 0 4 (39 0 0
FEE 22 (100) 1 (0.5) 0 10  (9.7) 1 (10 0
FRIR AR AT
TI=T 2 NT AT 27— BN 47  (215) 16  (7.3) 0 17 (165) 5 (49 0
TARGRURT I/ b TR T =T —EHIN 39 (178 9 4.1) 0 15 (146) 3 (29 0
M7V RAT 7 & —EHn 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I BREGR 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 D 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
Rt L O kRS
FARHR 40 (183) 1 (0.5) 0 10 (9.7 0 0




T,
FRERIKRSHE (SOC: System Organ Class) iz 00

JeAZE (PT: Preferred Term) AFNOF FHEE lees) 305 e
(MedDRA ver.22.1) 219 {4 103 #i
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
e #E Rk L O Rk S
BAER 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
R R F
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 — 85— 17 (7.8) 2 (0.9) 0 2 (1.9) 0 0
e, sl L OMEhmRE &
A 14 (6.4) 0 0 1 (1.0) 0 0
FER 3 KO TRk E
BB 76 (34.7) 2 0.9) 0 37  (359) 2 1.9) 0
% O 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 CRBEMEMZER 3 # (1.4%) . KIBK - /NEK - EEO THI 5 4l
(2.3%) | MRS (X7 0 - NU—JEBERESE) 2561 (11.4%) . BIEHZ% - FAR4 - iFiee
PRy - HFAE - AR LMENRAE % 65 1 (29.7%) . HUIRERBEREREES 43 5] (19.6%) . REIEFFERERE 2
Bl (0.9%) . EHEREMEE (RMEFIEME R, RERIKERE) 2 ] (09%) . FEX 1 4
(0.5%) . gk « BERURRAARAE 1 1 (0.5%) . MMk - Bz 1 61 (0.5%) . S& S 1 f
(0.5%) . %4 1% (0.5%) KON infusion reaction 10 5] (4.6%) 23#8 bii-, £7-. =
EOREREE (h BRI RARE . AR, 2B, BHRXEES) | &
REgRERE R, 1 TUBEIRS . EEMIEAE, B MRS (i M PSRBT, A
PRI, RIFERES, MERERIERIES) | MEKEREGE R OREZITRO biven o7, RelfE
MRBLRIIIBEES (FRREMERT 2 5T) 23 OEHEREZ =T,



@ EFEILFEFBIERE (KEYNOTE-522 35%)

L RVERRIT G2 783 Bl 3T, A HEFSRITAHKIRE 777/783 1] (99.2%) . 7' F &R
i 389/389 f§ (100%) (Z78H HAL, TREREK & ORBEBMENEE TERWEEHERIT, £
ALEAL 774783 5] (98.9%) K TN 388/389 fil (99.7%) IZFB®H LTz, W DEETH
BIEIG 2 5%, EORIERIZT TERO LB ThoTe,

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

Bitx (%)

FRERIKSHE (SOC: System Organ Class) A HIRE I ——

FAFE (PT: Preferred Term)

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

2EIEH 774 (98.9) 604 (77.1) 4 (05) 388 (99.7) 285 (733) 1 (0.3)
MR LY R kEE

2 1fn. 429 (54.8) 141 (18.0) 0 215  (55.3) 58  (14.9) 0

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

L 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
PaRUA

RO IR B BRI T 105 (134) 4 (0.5) 0 19 (4.9 0 0
H e

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

fa 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

IS 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
— % - EHIEER KOG OIRRE

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

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

FEEL 138 (176) 8 (1.0) 0 41 (105) 0 0
BE, FER L OWES PHE

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

TI=UT I NI URT 25— 204 (26.1) 43 (5.5) 0 98 (252) 9 (2.3) 0

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

M7 aH )k R 7y & —EHhn 29  (3.7) 2 (0.3) 0 20 (5.1) 2 (0.5) 0

I A BRH R 185 (23.6) 146 (18.6) 0 112 (28.8) 90  (23.1) 0

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

10



B (%)

PREBIRSIHE (SOC: System Organ Class) A AIRE e —

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 Bk E A 108 (13.8) 60  (7.7) 0 52 (134) 20 (5.1) 0
R L OREREE

EARIHIR 153 (195) 6 (0.8) 0 57 (147) 1 (0.3) 0
e #E Rk L O Gk S

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

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

TFEWED E 61 (7.8) 1 (0.2) 0 29 (7.5) 0 0

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

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

K= 2 —m XF— 154 (19.7) 15  (1.9) 0 84 (216) 4 (1.0) 0

PEI 45  (5.7) 0 0 28 (7.2) 0 0

R = 22— XF— 148 (18.9) 11 (1.4) 0 72 (185) 5 (1.3) 0
b il

IRSE 42  (5.4) 3 (0.4) 0 13 (3.3) 0 0
WEDR g, MoEhds K OViEhRiE =

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

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

il 76 (9.7) 0 0 41 (105) 0 0
B J OB TR

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

SRR B % 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

RN 2N 22 S 50 (64) 12 (15) 0 23 (5.9 0 0
1 P

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

mE. ARFFEIZB W THEEMEMEE 13 F (L7%) . K%K - Mk - EEO FF 31 4
(4.0%) . BEEORERES (PEtERAEIEMARE, BAEMFEIREGRE, 2B, HEREES)
4 5l (0.5%) . #RREFEE (F7 2 « NU—IEGEEES) 154 6] (19.7%) . BUEATSK - T4 - T
REFETE - ITZ% - BLMEARE 2% 271 ) (34.6%) . HURREERERET 137 #1 (17.5%) . FEE(REERERE
F 15 i (1.9%) . EIFEHEREREE 18 1] (2.3%) . 1 AUBEIRYE 4 5 (0.5%) | BHEREREE (RME
MEMEE R, RERIKRBRE) 16 6] (2.0%) . K 5 ] (0.6%) . ik - BEUH@ARIE 3
(0.4%) . HJEMEESNE 1 F] (0.1%) . Mk - Bk 3 61 (04%) . SE SR 2 41 (0.3%) .
D28 5 61 (0.6%) . EEDEHK 2 4] (0.3%) . infusion reaction 122 #1] (15.6%) K& ONEEEE 721
b (G e f MR PSRBT . U EE i, AREFERES ., MERERIERIESS) 2 B (0.3%) 23R

11



D oHilz, o, MERERIEGERENR ORI O b oo, REWERFEBLRIUIBEE S S
(BRI R 25 T) 23 DERHERE T,

12



(ML - HE]

AFNOREMEp BT T V2R L2y I 2 b—a 2k v, A#1200 mga Q3W,
400 mgx 6l MMM (LT TQeW] & 95, ) XIX10 mg/kg ((AEH) Z2EEME (LT
QW) L9, ) TEE LEZBEOARAOIMTE FRENRN Sz, TORE, AAl
400 mg% Q6W TH#E 5 L 72 BE D ARAK O EHIRABIC I 1T 5 MG HIRE (LT [ Cavgss)
EWVI, ) IE, AAI200 mgE Q3W THE L L 72 BE D Cagss & FHLLT D & FHIS L (F
#) o F7o. AHI400 mgE QEW THe L L 7=BED AR D & H IR AEIZ 33T 5 foe e IfL T HH i S
(LLF TCmaxss)] &9, ) 1F, AKI200 mgz Q3W T G- L 72 FE D Craxss & Lbilgt L Tl
ZRTETFHENTZLOD, BAANBREICBOTEAAENHERESN TS ML - HET
& HAAI10 mglkg (KE) % Q2W TH L L 72D Craxss & HlE L TIREZ R & Pl &
niz (FF) . 36, EERAREERR 2 55U AKI400 mga QBW T L 7= #is 2R 1
FHRBR (KEYNOTE-555:51) & v 15 67 ERIMEIZ S < EPdhig 7 A — 2 1%, &
Ralb—ya X PRILEERYERE ST XA —2 LHEPI L (FR) . Iz T, 5
DB AFEIZIT D KB AGRIC S & . AAIORE & & AT 2 et L ORE%
FARrd D IREGE T L VESE S, A#AI200 mgZ Q3W X 1%400 mgZ Q6W T 5- L 7=
B OURETE B & A W T2 & OBI#EIZ O\ TR SR, EERoHE - HED
B CH N R OV RIS R 72 2 B3 e & TRl S T,

K5 FHOEMEENT X —F

ﬂﬁ{f . )Eﬁg 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
h
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
h
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 [HD Y I 2 L— 3 K0 B SIS EAEO gl (2.5%5, 97.5%5) | Crmax : HlEIEE 5
% ORGP, Cavg : FIEEEG%OEHMIEH IR, Cmin : FIEIE 5% (A 70 2 FHAD) O HiE

E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁﬁﬂ(%ﬂ:%ﬁéﬂzi@m{ﬁqj/)%};f\ Chin,ss :

% foc A T P e BE

T 56 O MELfE (95%F X H)
§ : 41 Bl DA EEIME  (95%(FFEIX[H])

NA : %3472 L
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4.

Rz OV T

I Y X7 EEGEHE (RMP) (ZEED & AHIDOEIEMNLZ AMEESIEE ~D W1k
%M%éﬁ’@ X Toho T, AFIORENEGBFHEZDZH - FE L, AFIOREIZL Y HEE

RRWER ZHBL U2 BRSHE T 2 2 D BER T2 LT DOO~@D T Zilli7= 7 ftiak
L:%b\ﬂﬁﬂ%@“é&%f‘&;éo

©

)i Erd (el ANE

@-1 Fid (1) ~ (6) OVFAMTEYT DM THD = L,

@)

2
®)

(4)

®)

JEAETHBRE DR E T 2 23 A2 OB L RRPE S (BB IR 208 A2 s HE L U e
Hitdak)s A RPRHEENLSRRE,  HUSS /U2 REIRle7a &)

Ry ERSREIR T

ERIENFEEN DR E T 2 M A2 B EERPE (03 AR R BT, 23 A iEiE
WA, 3 ATSIEEEHEME R R &)

IR T IREE AR E L, SRS FRE2IEREE 1 SIS RIERA L IRE2IRE 2
s HAE AR D J 24T > T 2 fiak

PUEMERZ AL & BINGR O Rk FEEIAR 2 i H 24T - T D filir

®-2  FEOALFFIEK ORIWERZFESRRF ORI A5 7250k & R 2 FfOERM (FROW
FTINITREE T HERN) 23, SRR OARFN BT DIGROREAE & L TRESNL TN D
N

*

AT EFES% 2 SFEOWHWHE ZE T L72#212 5 LU LD D AR DERIRIHE 21T -
TWbHZ e, 96, 24EU R, BARYIRERZ T & LTCBRRIERZOWHEZ1T > T
WnH Ik,

AR 2 CEOIIHE 1 T 7T 5 4 LA L FURO 25 A SRR % 0
WS OBRHRBFE 21T > T 5 = 2.

@

BN DEEMFREBROMEHIZONT

AR R B CIEE T D BT B Sh, BERASE 6 OfF WA, A2k - Ltk
FREEAFIROE B OERTSFIAT D iR, AEERNE LG OWmEEE, &
LN ATON DRI E > TND Z &,
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® BWER~DOXIRIT2OWT
@-1 FEREHICET SEMH

W PERR BRSSO EIE R RITEA N A L7ZBUC, 24 FERIRHRIRHIO T, Yikhisk X
(RN T, FEEL L 7ZBIERNCIS U CABEEBL O CT S ORINEH OB 4370
A OFERD Y A GBI, E SIS ATRER AR > T D 2 &,

@2 BEFUEFEECLAEFEISICHT 5 EH

IS ARSI B I 2 A O E & T 2 ERIE W DRIER T =4 ) >
EEWIEROA Y ) == T EATOIIRE &l E I T 5 F— AEHRIKH 2
SNTVDZ L, ks, BRI OUNT, BABE L EOFIRHHIAMEN TS
ze,

@-3 BHERDOZErexRICEL T

BIWER (RIEMERRBICIN X . KIBK - /MG - BEO TH, BFEFRE « FAS - IF
WRelEE - R - BEPERRE 28, BRERE S R BB R, RERIEBRE) |
NIRRT (FEARREEREE . FORIEEEREE . RIRMEEREE) | LABERE, 5E 9
B, e - BRBUTHAMARIE , EJe, B OREIEE (hatER W EARIE ., F2 Rk
PERRAEGERE, SRR, B RRIESS) | infusion reaction, MM « BEREAS . FEJEMMESI0E,
R (X7 2« N U—ERIESE) | DR, EEARMEREE (St i s
PESEBES . WRMVER N, ARIFERE, MIERERES) | HEOH R, MmERE ARG,
FEEZE) 1Tt LCL YighaaR )L RERSEAO MM A T D ER E EEE L (RIEH O
DL B L THREROEZZ T DN E&MHICH D 2 L) EHICHY) 22 ALE )
TELUEHPESTND Tk,
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5. BREXBRLRHBE

(G2 B3 % 9]

O B - BRAFIT 22 EORTNERE D72 PD-L1 Bt (CPS=10) OA/LE
VSRR REME DD HER2 [ PN AN RE UL AR I BT 2B\ T, A L b5k
B (A B ROANVERTZF o, "7 ZFXE/L nab--327 Y ZFE)L)
L DOHFHR G THMEI RSN TWD,

723, CPS IZBT DAMD 2 /=AU BWd L LT, MR7E4 : PD-L1 IHC 22C3
pharmDx [# =] AR I TN S,

@ HRNE CZFEEENEDD HER2 [EMECHIEE Y A7 OFIEEH TRV T, iAiEky
WIE & UTARKI LS L (N7 VX B A ROIVRTTF o 0b4%, AC X
EC #45.) & OfFHEE, RO EREMRE & U CARAIBIMEIE DA NER R ST
W5,

@ ORVQTARHI DA RN R S TV AW O HUEME A & OB S5-I2o0
TIE, AROENERHNLINTE O T, RAIOEGR5 L b0,

[Z PRIz B3 % 9]

O TRICEYTL2EEIZOVWTIEIARAORG N ER L SN TV Z Ens, 5%
1Th7enz &,
o KRFNOEATRT LIEUE OBEERE O & 5 B

@ WBBRATOFMIZIB VT FRRICEY T 2 BFICON T, AFIOEGITHLE S
WS A OTERRIEPUR D 2 W IGEICIRY | HEICAKIZEN T2 4B ETE
Do

o MEMEMZEEOAIUIBHED H 5 BE

o M ERIR A CRIVE R A58 6 2 FBF K ONE B 0D Hc RR Atifigi 2 o i e i 2 55 o
FZRIEMEZAL N A DIV D B

o BOEEBOAE TR L IXHEFRMEO B CE R B OBTED &
% B

o JESSRMIE (EMERBRIEE ST O Db B

o FEEORGSUIBEE A AT DA

+  ECOG Performance Status 3-4 “V o F 3

(£1)

ECOG O Performance Status (PS)

Score

pr—y
EF%

0

2 MR TEECE 2, RBFATL A U B EAENHIRZR ATA D,

PRI LUEENIHIR S D23, AMTAIRE T, BEERE > TOMERITITH 2L TE 5,
Bl VR E, HEENE

BATRRECH A OF OEIY O Z L IF T R CTHRERERITTE 20, AP o 50%L LT~y R T I d,

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

Al —

LTV, BOOHORIY OZ L3 TERY, BRIy R ciiI 4,
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o

BRECELTERETREFH

A SCEFICIN A, BERTEEE DRI D BRI D & A4 O Rtk & OV I
R OO G A I L TR 2 &,

IBIRBAARICHESL . A X DOFERICHE MR ekt 2 +aaA L, FE%
BTroEET5Z L,

FEREWERH O~ XY A2 MZDOWT

BIEMEMRBR D Db D ENH DD T, KFIOHKGIZHT- > Tid., VIHER
(BG0hv, RRIREE, k) OB R OWTHE X SR 0 I %, Blgts 0147
D&, Fio, MBS UTHE CT, Mg~ — T —S50R&EZ2EETHZ &,
infusion reaction 23 &% 65 Z L 23%H 5, infusion reaction 23780 LN - HAITIE, 1
OIZRALEZAT S & &b, ERDEET 5 E TREOREL HoICBlET o &,
ORI RERR S . T RAHEREREE X CRIBHRERER O 5N 2 0N H DD T,
AHN DO 5-BAbERT K OB G-I I E-IRIC N bk sere & (TSH., b#ffE T3, #ifE
T4, ACTH, M= F V' —VEDRIE) Z#FEud s L,

BUENFR, FFARA, IRk E, Fa, sbEEERRN L bNDZ LN HD T,
ARH O H-BbART R O G- i E eI iFsRer & (AST. ALT. y-GTP. Al-P,
U NLEEORE) HFETDHZ L,

SEIER MLERKEOILEEBRERE EL) FOEERIBEENHHDILL Z &
NHDT, EMMICIRORF OFELHRT LI L, £, IROEFENHDOON
et i, BeNICEREM A2 T2 L) BF2EE T 2 L,

AR OEGIZ IV | WEORERISICERNT 5 LB X b DA REBWREDN H
bbb Z b d, BEVPRDOLNTHEEITIE, BB LZFERITS C-HEM R
Gk & BB A Rr O AT & s U CE ) 2 R M A AT O E ORI K B F
TERMEELN DAL, AFRIOKRFEIH I, K OFEIE REFRLVE CHO&RG5%
EERTLHI L, B, BIBREFRNVE L ORGIZIYEWER OUEENGED b
WAL, B RE ARV PO GEIRIAI OB G ERET 5 2 &,
BT, BRI ARE L CrORIERANEERT LI Z L RH D70, K
R OREH THICHEWEHORBUZASITIEET D 2 &,

1 BUBEIR (BE 1 BB IRIG 2 &) b Hbiv, BERFEMNES 8TV R—Y RZED
ZERBHHOT, NG, B, EHEFEOEROBELCMBHED EAIC+S0EET S
Z&, VRBERB DN EDN G AEIIEE G2 R IE L, A R Y A SED#E Y]
TRIVE AT T &,

AHNOERRFERIZ BT, KEYNOTE-355 #B Clidf 5046725 24 M E Tk 8 M
Tl LI, A0 1AERNIT 9B Z &2, Fo%iE 12 B I & ISR EO RN A
To TN Z L E5BIT, AFIEGHIEMNICEGRE CHROMEREITO 2 &,
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® HANVEZEEREEMEDD HER2 REMECTHEIEE Y A7 OILIEEF BT 200 - 5%
ik & LTl ABC1E. KEYNOTE-522 i BRI\ T, AFID A E-HiIC Z
BRI 2 DI ERER L. LEICIS U CHEEBRE 21T - 72 E TR 06 24|
Wi L T e Z & 2B, AFO{FRGANCEO AR E2RFT 52 &, 2B, K
R OBEEEIT, Q3W G- D%6, IR IEIL 8 [BIE T, IRy #EIL 9 Al
£T. Q6W FHDBE . IATHEMIRIEIT 4 [B£ T, MEEYEEIL S METET
D
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