REFERHEETA RTF1 v
TV Y AT (BiEFHEEEZ)
(BR7E4 : 72V b U 7 RiE#EE 840 mg)
~FLF~

%ﬁﬁﬁ11ﬁ(%ﬂz¢9ﬁ&ﬁ)
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1. BRUBIC

EEGOHERDYE: - REEOHED DT, FXESCESWEBE2FEENRD
bd, EbiT, WEOBZEMOEHIC LY, FEKEER S ¥ ORS8RI
FEEMSERSNSFT, INbOERR L HICRERBFICRET 5 2 & SR
L - TRY BEMEGEE L itEoEAR e 2016 (5K 28 45 6 A 2 A MHERE)
TRWTY, EFNEERZOHEEOREELRE - LS THS,

RS ERSIL, BEBERCEEM T 1 7 7 A VRREOERSR LB bR
RBZERDB, TOH, HIERDESMICET A FRATOERT 5 L TOR,
LYERROBELRET B L BHRSNIBEH L CTERTS L & bl BlfE
AMBERAL BT HERRIG 2L 52 LR AR e — EOEG R T BRI cER
THLEREETHS,

LW oT, AHA KT 2T, BREEBLINECEBLA TV SESESY -
BEHRMICESE, UTOEERORERERLIEET BRI L NERES, B2
FRUEEERY R, :

BB, AKTA F5 A U0, MUITEEAERREFRERRAAEE. ASHREA RS
FERIEE S S, —AtEEA B ABRARES R OC—REEEA B ARLEESOWAH O
b EERR LT, :

WMBLBRIEER : 7y M) 7 ST 4omg (%% : 77V VU A<= (BT

EEz))
HBERAEIINE - PD-L1 BB D RAE S RERREE)> HER2 [BEOEHTREEX T
- BRILE

WEELARERVRE: N7V &%k (FATIVERER) :ofRIcV T, B,
 RARBTFVI X7 (BETHEHRZ) LT 1HE840mg %

60 327 T 2 BEAFR TRATMEEHET 5. 2B, YERHRSOIRE
HRRFCHIUE, 2 BB UBEOREFMT 30 2ME TEKET
x D,

BE R R OE A PARKERRAYE

(&%) ‘ '

PRIV EXEN (TATIREE) OWMRXIIHE., BERCAE

PREIIZHE - IR

RERVCRE : 77V ) XA<7 (BEFHRE“L) EofFRIzRyT, @F, BAIES

7V EFEAE LT, 1B1H100mym® (FREE 230500 TR

MWEHEL, 27< &b 6 BEIRIET 3, & 1 EEES 3 BREREL. 4

BRIIMAE TS, Thilz—XE LT, #EZRVIRT, B, BAF

OIRRBIZ L DV BERET 5,
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2. FRIDOKE., ERHEF

FHy b AERE80mg (—R4 : 7TV U AT (BETFHEEL), UT IR
Al Ev5.) i, KED Genentech, Inc.iz & Y Bl & i programmed cell death ligand 1

(BAF. TPDLLI & 5,) L*H‘éﬁaa’“ﬁ’nf) ¥ Gl (IgGl) 77720k MEE
S a—FARETH S, |
. CD274 (PD-LD) i, EHENZBWTRREETHRSEHERL TRY, Bkl
SER (T HERE, B MR O FHF = T 4% 5 —T M) ScRBB 5 CD279 (BLF. [PD-
1] £ ),) KNCDS0 (B7-1) kAL, BSEEAIHEET5LELLNATVS

(Immunity 2007; 27: 11122, Int Immunol 2007; 19: 813-24), 7z, PD-L1 ik, & O
. BRI HREZALTNDZ & ' (Cancer Immunol Immunother 2007; 56:739-45) B#yEIHh
THY, PDL1 & PD-1 24 LIcREIL, IEEHIRAS TR R T M» b OWBRE
PEBTAEEO—D L LTELZLNATVE,
 AHik, PDL1 OMREASEEICHE S L. PD-L1 & PD-1 L OREESFAETIZ LEK
L0 BAFURRRNZR T HROHREEHEETEBE L, BECHEEL2IH T LEX
BT3B,

hbnmRab, xﬁj&iiﬁﬁﬂﬁigkﬁ'ﬁ‘é%‘fvzfxi’ﬁ%%w; IR YA NP il o ¥
HEBEENRE LEERRREER L, Fa0M. gé&&u&w%#&ﬁéhm

FA OB ES GBEORBERIKIC & 2 BEASRS L bh, BREXIEE
CEATFREMEA B B, AR OBREFRTERERITE, BEOBEELSIT., BES
b bR AT IR, FEEL L e RIS U e IR0 2 40Tk & IR BR & DI L S LT
EE2ERIBWE T, BECREIISIC L 2 BIRASEDNSBAIIEL, BIREES
CNVEURIDRESEOENRAEEZTT O HVERD B,



3. ERPRAG#K -
AT VEREE (BT, THR] L1 3,) Bt b R msisE 72560 2 (31T,
THER2) &V'5,) BAEOFHAREIEIRILE QKRR Tl %17 » 7 X lRatR
DREE R, ~

[F3hiE]
@ ERIFRE I AEERRRE (DMpassion130 FRER)

BE - BRUBCNT 228 ORERE D2\ HR EtEd> HER2 K& r&rbﬁh/—[ﬁb
XiIZERALBBE o2 (HARASHIEET) ZHBIT, £H 840mg RUVST U & %
A (FATIBEED) (LT, MabPTX] 211 5,) OFRHRE RHIFREE 451
#) OFMER VRSN E 75 2R RV nab-PTX OFFHRE (nab-PTX B, 451 Fl) &
¥y 2% I AHRREERE L, EEAbehBEDY S, 369 5 (BAAN 25§
BEte, AHIGHARE 185 . nab-PTX 7 184 #) 28 PD-L1 BRikEEHERA? & Sz,

FUFAMEENBED S B, PDL1 BiEBREEAIC BN T, &GRS T nab-PTX
BB U TEEVIER O—2Th 2 BEEATFHHOBFBRIERSRD b (A
— Fib [95%E#ER ] : 0.62 [0.49,0.78], P<0.,0001 [J&R log-rank fRE]. A EKIER
710.005), HRiE [95%ISHEXAI] 13ARIBEARET 746 [6.70,9.23] A, nab-PTX B
‘T 4.96 [3.81,5.55] WATHoM QISEL4AVTHT—FHy vA7, B 1),

*MoABEBEBLIYS AL LT, B1EVISBE i~$%412iif7ﬁzf%ﬁ%ﬂlﬁ?ﬂﬁii- L7, pab-PTX iX 100

mgm? ¥ 5 1, 8 RV 15 B BiCBikmRE L,
. ¥ RV F T OptiViewPD-L1(SP142) 2 AT, TEEHREAR TP 5 PDL] 2R3 L IR E AT
RS EH AEE (IC) oW THBNESh, 10128 (IC21%) Th 5IE&1T PD-LI BB L R

aEhi-,
1.0+ \..‘\
09+ ! :
0.8 ;
-4 \\- ..
% 0.7 \
B 66 “\
3.[} 05 \,..\1
» G4+ .
X o3 L".\_ \
024 RN
01— nab-PTXEE L
i R AFGERAR .
god T4
L L T T T ¥ b | 1 H T 14 T
at risk ¥ 0 3 6 9 12 15 ] 21 24 27 30 3B
nab-PTXEE 124 127 B2 44 22 1 5 5 t '

AEHEEL 185 46 14 75 38 19 . 10 6 2 i
1 EREAGFHR O Kaplan-Meier th# (PD-L1 BB BE M)

E
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[Fesit]
Q© EBRELFRENHERRE (Mpassion]307ER)
HEFZIIAKGAREDI49/45200 (99.3%) . nab-PTXRED420/438%) (97.9%) I1TFB®H
i, IRBE L ORREARSEE T E RVAFERIIFAIGARA36/4526] (96.5%)
nab-PTXEEIZ410/438%] (93.6%) B bhir, FBRENRS%ELEOFA L O RRBEERE
ECERVEEERIEIOLEY Tholk, | :

#1 BRENS% EOFHA L OREBEIFTETERVEEER
(TMpassion1308A88) (AR HHRMERD

BERKRAEE (SOC: System Organ Class) FHFIGEARE (452 61)
HAFE (PT: Preferred Term) % Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) . B (%) g (%) B (%)
ZH E OREBERTETCEAVAEEES | 363(81.4%) | 104 (23.0%) "1 (0.2%)
—  2HBER I UCBEEBORE 210 (46.5%) 19 (4.2%) 0 -
i 126 (27.9%) 12 (2.7%) 0
B - 42 (9.3%) 1(0.2%) 0
BIE 28 (6.2%) 2 (0.4%) 0
i . ' 23 (5.1%) 1 (0.2%) 0
HEpEE . e | 196 (43.49%) 13 (2.9%) 0
B , ’ 105 (23.2%) 2 {0.4%) 0
TH 78 (17.3%) 4(0.9%) 0
kS 35 (1.7%) 1(0.2%) 0
[Ty - 27 (6.0%) 1(0.2%) 0
BRIV TARES 157 (34.7%) 6 (1.3%) 0
R : 51(11.3%) 2 (0.4%) 0
% O FERE 40 (8.8%) 0 0
RBE 39(8.6%) |. 1(0.2%) 0
IR LY 2 FEE 76(16.8%) | 15(3.3%) 0
i . : ' 54 (11.9%) 2 (0.4%) 0
HFHRE 29 (6.4%) 11 (2.4%) 0
PR WS 77 (17.0%) . 3 (0.7%) 0 -
R TE 57 (12.6%) 0 0
BEREE _ 107 (23.7%) 14 (3.1%) 0
_HR 35 (7.7%) 1(0.2%) 0
RERY 23 (5.1%) 0 0
FEERE. BUTERE & UHERES 76 (16.8%) 7 (1.5%) 0
EHK 30 (6.6%) 0 0
FRIK R ] 28 (6.2%) 3 (0.7%) ' 0
BB LUKERS - 78 (17.3%) 8 (1.8%) 0
RERIR 43 (9.5%) 2 (0.4%) 0
R 78 (17.3%) 24 (5.3%) 0
ALT 3 33 (7.3%) 6 (1.3%) 0
AST 3 . 25 (6.4%) 7(1.5%) 0
HEERBLVESHBEE 71 (15.7%) 3 (0.7%) 0
s 29 (6.4%) 0 0

g, AFSFER RV CHEMMES 116 (24%) | FFEEREE 47 4 (104%) .
BEZE 2 B0 (04%). KEB% « BEOQTH 9O F (2.0%), FREMEIERE 78 5 (17.3%).

BIBFHSAEIESE 5 Bl (1.1%). Mg - BBk 2 61 (0.4%), WEREE (FT7 -« SNL—ERE
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BErEt) 346 (7.5%), BEOREES 45 (09%) . BEEES (ROSHEHE
BFRE) 24 (0.4%). infusionreaction 7 (1.5%). FHEREED - REMELTF PERBAE
430 (9.5%) RUVEREMAE 43 81 (9.5%) BE@HbLhE, i, 1 TBRK. T R4S
W, BEGEAE, 5%, BUORARE, L%, BLEEN., SEEL MRS
HERIRD b b o T, AEERRRRALEESS GRREREELET) &
SBER SR, - A



4. HERRIToWT , : .

AFIOBRENFDRBEERN - BEL, AFOREIC LV ERREIEREZRE L
BRI 52 & BUERED UTOO~QD T~ TEBETHERIZBWTHERATS
_RETHD, '

@D #HERiIToOWT

D1 FFED (1) ~ (5) DWTPhhCEY T3 HERTHDE L,

0y Eé%@kﬁ@hﬁ‘ﬂ'é?ﬁnbﬁéﬁﬁ%mﬁf AR GEREFIR DS A PRSI,
MRS AL, MR AR &)

@) - B TEHEREIRE |

(3) HWERFRAERBET IVAREEERR (8ABREEEERE. 7b=/u="‘£§ﬁ%
B3Rk, 23 AR ROEEHEERRT R &)

(4) b REEE2FRE L, AR REME 1 U3 sk S REnE 2 o
IR BB ET > TV B HER _

(5) FIEMEERAS EEMEOKBRERIELBHEIT-o TV A ER

-2 ‘E‘»LVGD{E%%}E&U@H’EH%%EH#@?ME%cl- DIRAR L BRBREPEOEM (TRO .

WY T S ERM) 28, %Maﬁﬁiﬁr@zﬁﬁmﬁﬁﬂ‘é%ﬁwﬁﬁ%ﬂk LTEREZh
TWaHZ &,
=

ERiRFTREE 2 EOMETHERET LRI 5 £ EORABROBIRTHEZ
ToTWBdzE, 5b, 2FLL R, BAEYREEEL Lf'_ﬁﬁlﬂ?ﬂﬁ% DHHE%E
ToTWAZ &,

[EETRIFIEE 2 FOPMMTEZET Lﬁ.ﬁéh— 5 ’EFJAJ:GD?LF @ﬁxbﬁ%ﬁ&i%‘f
BT FLARIER 2 O ERERHE %ﬁo TN5Z e,

@ %Woﬁﬁnnfﬁﬂ%‘ﬂwﬁiﬁ ko .
EXGFHERAF T HHEESRE S, ﬂ%ﬁ%&n b OIERED ., Bk - &

' SUSRENEROTERVEMSITNT 5 HHER. FEERBRELLBAORE

ER, ERERHIITORLAEHBRESTWEZE, '




® BHER~OHBIT-NT
@-1 HEERRHI- B3 5 B4

B ERRBSEOEBRBITER AT A Lz BT, 24 BRZEASI 0T, MiEER X
EEMRICBWT, BRUZBHERARIG U CAREERC CT 20 EIER &I ME
RBREOEENY BPIB LN, EbISTR2 GRS THWA D &,

@2 EREEEFIC L IFEESNSICETIEY

BABRICE D 5 EMNRABRE R E T2 ERNEERBERE=2 V7
EEDILERDAS ) —= v TRITVERE L FRE2HEF TE 35— AEREH S
fRshTWaBZ &, 2B, BEdEHizonT, BABSE L Z0FRKRCHSCEmENT
Wa I, :

@3 BIfEF OBE SR LT :

BUEF (PIEEREDGSRR. IFHEAEREE. KIB% - EEOCTH. Bk, | RERA. M5
WHEE (TRIMGEEE, BSREES, THMEENE . MERE (¥71 . AL
—HERRER AT BRI, RZ - BB, infusionreaction, H57% - HRALESRAAREE

BHERE (RAEMELEAS) . REOREES. OFk. DRAGEER B
PR, SREEREI MR HAREER, (ROt AR O IRt (R, R
FRRBAIE) . LSRG R OBRIES) 108 LT, MR S ER RO
I &4 B ERT & L (BUER OBBFOXISICE L THREROXEL 21 b5
BB L), EHICHDRMERTE B AHAE->TNBE &,



5. RERBLEDBE
[H3hEIC B35 %E] ‘ .

O BB BRLECHTI25H0REREOM PD-L1 B (EFHERICRIT S
PD-L1 &% L BB RIEASMERS 5 5868 1%L L) @ HR B{E)>> HER2
B0 FEHARIIBRILEREICE WCZI:%?J ¢ nab-PTX & OHFRREDHFZHE
BRENLTWES,

723, PDLIOERRRICOVWTIRT 7Y ) Xv7 (EEFEHEL) 0oavi=F
VBB (R4 X ¥ FOptiView PD-L1 (SP142)) AW THETSHZ &,

@ TRICHST 2 BECRT BARMORER CHAFEIC OV T, FF OB SR
R ENTHELT, FHOBRERRLEDAEV, '
. OTAROEERT SR TVRV L OFRBEIEEH & OERR S
- iERT - AERERREE |

[Z&tkic B+ 5%FE]

o T“ﬂh“ﬁé'ﬁ‘éﬂ%‘kowﬂﬂ:ﬁ |OJENRBRL EhTWBZEhb, BEET
blawnz b, .
o FRORSITH VIBBHRED B ERO H B B

@ Yﬁﬁmj@?{ﬁkiob\“f"l“?bﬂ%é'é‘é BEIZOWTIL, FE DRSS

. MOWBFRRERRVEAIRY, BEAREERTA L %%JE"C% B

o BEMREROAEXIZIFOREDDH DBE

» AMERRECHEZEZRD D %%&Uﬁﬁaﬂé@ﬁkﬁﬁﬂ?ﬁﬂﬁ&%@%ﬁﬂﬂi%%
DO HREEELR LN ABE

«  BEANEAOHLHEELEENE L IIERED B RAERBOREED
HDHEE

«  ECOG Performance Status 3-4 =0 @B

&) ECOG ¢ Performanee Status (PS)

Score

0 £ < BIREE ERTE 5. BRAIE R U BEEENHRR TR 5.

1 PIAETICE LW EBEHIR S B A8, ﬁﬂ"fﬁﬁ‘t‘ R{ERTRE- TOEESATS RN TE D,
Bl EVEY, WEER

2 PITTHRCHOOHFOE D O L TTRESEEITERY. B S0%HU ity FATE T,

3 BOENEZESOEORERY O L LATERN, BHD 0% LESy FaFTRIT,

£L{EFhV. BROEOMD O LS TERV, TRty FAHFTRIT.
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6. WEIZBELTHE T I&W]IF

Q RAXEFESIOMZ, WEREEEENRUET IENSICESEARROBMER UEIERE
HAODITVERERETHICEB L CrERTE L,

@ RERAICELD, BEXNITORECEMERVERESX+4THAL,. RELE
TrBRETHIL,

@ EREHERO~RT A v MronT

MEMERRARH ObhAZ EBHIDOT, AFOBEITH>TiL, BERE
W (PEREREE, gk, REAE) OMREVHE X BREOEES, BEr+5
WKITS5 Z b, £, BECKR CTHE CT. hif~—r—ZoRE42ERTS
Z .

AFNOBEITERED infusion reaction 124E % T BRBFI TSR0 TE
EEITole L TR L, FAFAREFROAFIREETHBIZAL AV A %8
ET 5%, BEOREEZ 4188352 L, 72, infusionreaction 383 L
EBEAE, 2 TOBERVEREZ2ICEETA E TRE P YBETS S
Eo '
FEEREERHODLNAZ LB 50T, AFOHR ST R R 4B hx
EHECATHARRZ (AST, ALT, v-GTP, ALP, BV VEE0HE) 5
TBHZE,

FRIREERIES . BB EEEE R U TEASEEER L bbha i LRH 50D
T, AR o 5FER R OR S P ERMC Ao WEEERE (TSH, B
T3, ¥EBE T4, ACTH, M arFY —VEDRE) 2EETHZ L,
AAOELTEY | BEOCREFGIZTERT 5 & E X bh ok RRBPHE
BhHhobhdZ b, BEEARDLIBEAIIIE, AR LicERICH L
BRI AR & R B o EAT & B U CHEEIAZEDRZM 21TV, BE DS
RIS L B EHERDB TN BEITE. AROARENIIPLE, RUOBBRER
NEVRIORGSEEET I &, 2B, BIBEEFRAELOREIC LY EHE
R OWERBD b NRWHEEITIE, BIBEEFRVTE v LA OREmEE oBm
bEET D,

BEHR TR, SR L5 BEA L THLEIERSRET 52 L RbH 57,
FHOEEHET R SENER ORI+ EET 3,

1 BERBR H b, RS b TV RV ARRERZ¢R™HE0T, O
B, B, BHEOEROBRFECOFEEO LHIZ+SEF T3 oL, 1LEFR
RREDLIEBEAITIREEZPIEL., A YR Y VK OB 5L D@2 08 %
ToT L,
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@ IMpassion130 RER CHEFBAD 48 BECH S ERME, Fh ol 12 B
BSOS 21T TWeZ & 285, ARREFIIESNICERBEETY
ROMEREITOZ L, : :
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