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WT BFHEEROFERAORBELHERPRZZ ARV AETNAEZLES
T EFNEERZBEICHNELRBECRET A D CEEFEREES A R
FAVEERLTHET,

S, TV X7 (BFERL) BE (R4 7N 7 AR
F7E 840mg) oW, BRI LTHEATABOEEEELNROLEBY
RBEEREETA FIAVELTRYVELDELEZDT. FOHERITY o
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1. U

EEROHDE - RLMOMROI DI, FIXEFCE SO BERERSRD
Bia, &bz, EECHERMOESIC LY., HEERRR EOEFN2FRIERE
EEZEANARINITT, TNLOERRFECKEABEICRET S Z L RRED
MEE L s TRV REMEGEE L WEOEAFH 2016 (FRk 28 £ 6 A 2 AREERTE)

wBWTYH, EFHNEXRSNECFHORBLHEFZRAZ L LT TWVD,

FHERFERRIL BRERACRAMET 0 7 7 A AV BRFOERR L H LR
RBZEWRBHB, LORD, AHERUVEEHIZET S HHEA+LOEWET 5% TO/M,
W EEEOBEEE SIS I LSS N BREAH L TERTS L & biz, BlfE
FARSER LBl BERRTRE L DD L AR EOEG 2T ERIEE TER
THZLREETHS,

LietioT, ZHA FTA VT, ﬁ%&@% NETIELN TV EFEER -
BB ES % UTOERSOEERERLEET 2BAN L REREN, £X
FROBEHEELTT,

BB, AHA RTA VI, MIATBIE A ERS ERERR AN, AREREARK
BEEEYS  — B A B ABERARES R O—REFAEA B ALBEEOBHH 0
4 & fERR L7e,

RE|LRDERR TRV MY 7 AEHE0mg (—RkA : TTY Y AT BET
K AL Z))
B RAWELEHE . PD-L1 BAEOFAE L ZEGEMEND HER2 BHEOFIITAENX
‘ BHRILmE

HeLhBRERUER: A2 Y FREA (FATIVEREE) LoficlsnT, 8%
AT T ) A7 (RiFHEM®REZ) L LT 1E840mg %
60 43T T 2 BRIME CREFET 2. B, HEREOAE
HERBFTHNIZ, 2 BB UROR SR 30 2H % CEMET
&5,

Bl IR R ¥ E PANEERRSH

(B%E) '

N7 Y ExRL (TATICRERE) ORISR, RERUCHE

PEEIIE : B

BERORE: 75V Xv7 (BETHEBZ) & DERIZENT, BE. E)ZJ\Mif\

7Y EFEALLT, 1 B1H100mg/m? FREHK) % 30 207 TR

WL, 272 b 6 BRKET 3, @ 1 BREE 3 BRERL. 4

LTS, a1 3—RL LT, BERRYIET, BB, BF

ORBIZ LY BERET 5. ‘
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2. FAIOKE. ERERS S

TEV M) I SRTREMOmg (—#% 7TV U XY (EEFERLZ). UT X

i LW 3,) 1, #EO Genentech, Inc.tz X ¥ Al & 7 programmed cell death ligand 1
(BAF, TPD-L1) &V 3,) KA A/EIa7 Y Gl AT, MMgGll &W3.) 47
7 FADE MEE ) 7 n—FAHETH B,

CD274 (PD-L1) 1%, EANIBWTHIERTERSCERL TBY, BiEbkLEY
> 3%k (T #IBS, B IR OV F 2 7 4% 7 —T MIlR) HIKFEHRT 5 CD279 (BLF, [PD-
1y £5,) RUCD80 (BT-1) LA L, RERERRICHET 3 LELMTHE

(Immunity 2007; 27: 11122, Int Immunol 2007;19: 813-24), ¥7=. PD-L1 ik, fEx D&
EARRC HRER L TWD e (Cancer Immunol Immunother 2007; 56: 739-45) »3#& Sh
THY, PD-L1 & PD-1 &/ L7REKIL, EFHMRARFESRR THIEN D O RSE
FEBT SO —o L LTEZ BTV, |

AFE, PD-L1 OMBRRAMERICHES L. PD-L1 & PD-1 L OBEZRETD - L5
XY RATIRESRIR TAROMIESEEE LA L. BEOMMEMNT 5 L5
LT3, |

IO OMAEND, FRITEEEREICHTAFH L RBREBICRVER O LEF SN,
AEBEEENS L LERFREREL., A3, ZReRUOEERIRERIRE,

AR OERABFICESCBECABERGIC L 2BERASER S bbh, EEXIIEE
CEDTREENEDH D, FROKREFRURERICIT, BEOBREL+LIITV., BRENR
BOLNCHEIE, BRLAFRIUS CeBMN R MM e BREF OEMEEHE LT
BERERZE 2TV, BEOEERGIC L 2BIERSBRDILSHAICIL, BIRKRESR
WVEVRIORSEOBEYRAEZIT I BERH D,



3. BRERRGHK :
FIVELZRE (BT, THR] &V 5,) BiErob b ERAIREHAR 725 2 (BT,
MHER2] &\V5,) BHEOFHFEIIERILEORBRFICIEZ 1T o e X2 ERRER
DREIEETT,

(H%hi]
D EBHLFRIL I FAEEARRER (IMpassion130 FUER)

B - BRLEITHT 2 29 ORIRRED 721 HR 20 HER2 RO FHTARE |
XITBRABRE 002 #] (AFAN 65 FEETe) ZXNRIT, AF 840mg KUV VX%
T (FATIUEEED) (LT, Mab-PTX] W 5.) OfRARE (BREIGFRARE. 451
B OESHHERTRESES 7T 2R KR nabPTX O A#HS (nab-PTX B, 45141 &
A NI MRBRAEE L, EEALIhEBEDOS B, 369 1 (BAN 25 5
BEte, KGR 185 FI, nab-PTX # 184 ) 75 PD-L1 BMEBERE & shie,

S5y F MEENRED S b, PDL1 BHEBEER IR T, AHHHEET nab-PTX
B LR CEETEEE 0—>TH S ENEETHROFRERERSBO LN (N
— R [95%S#E T : 0.62 [0.49,0.78], P<0.0001 [/B3 logrank B7E], A EAKLEM
181 0.005), R [9SWISHARR] IXAFIGFHREET 746 [6.70,9.23] H A, nab-PTX 8
496 [3.81,5.55] PBThotc (1848 17BF—E Iy bF7, B1),

fL 4SAE 194 7 AL LT, 5 LRU1S B BIRARRITY T € £ 3RS Lic, nab-PTX it 100

mg/m? 2% 1. 8 RO 15 A B ICHIRARE Lk,

*2 ; A2 F OptiViewPD-L1(SP142) % Fi T, FESSMEMRHRTIZIY 5 PD-L1 2 55 L R MR

o RSB LEE (0 KoV THRIRE SR, 10123 (IC21%) THHEE T PD-L1 Bk & JHT

. &hi,

1.0 "\__L"l

09+ b

t

G884 i '
4 074 ‘\
g 0.6 4 L -
#H g5 \ 1
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- 0.4 4 N '
- 3 03- 7\\‘\‘_ \.. )

02 Ny YT

oul— nab-PTXE¥ TN o '

S e EEBUHRE R U

ool - TEHY '

T T, T T T T T T T T T
at risk %% 0 3 6 12 15 18 21 24 . 27 3B

T

8
nab-PTXEE 184 127 62 44 2 5 5 1
AHIOEFAEE 185 146 W4 75 38 19 0 6 2 1

1 EHBAEFHMO Kaplan-Meier Hif (PD-L1 RB: A SRR
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[ZeiE]

O ERLEFEENHEERFER (Mpassionl3035)

BEERITARHIGEREED449/45281 (99.3%) . nab-PTXEED429/438%1 (97.9%) IZ58®
biv, IBREL ORRBRATE CE RWEEFERIIAH MREE436/45206] (96.5%) .
nab-PTXE£IZ410/438% (93.6%) 3B¥ bitk, HBEEHSULL EOFA L ORFBESE
ETERVWEEERIRIOEBY Tholz,

#£1 BARPRSULLEOEH & OERRBENRTE CE RVERER
(IMpassion130BM) (ZZ24EAR4T0 M)

BEHARDE (SOC: System Organ Class) AFIBEREE (452 4))
FEAEE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 3
(MedDRA ver.21.0) B (%) I (%) B (%)
AZF E OREBERATECZIARAVSEEES | 363(81.4%) | 104 (23.0%) 1(0.2%)
— % - EHEER JURSErORE 210 (46.5%) 19 (4.2%) 0
B i 126 (27.9%) 12 (2.7%) 0
B 42 (9.3%) 1(0.2%) 0
AL 28 (6.2%) 2 (0.4%) 0
ERR 23 (5.1%) 1(0.2%) - 0
BiEEE 196 (43.4%) 13 (2.9%) 0
=N 105 (23.2%) 2 (0.4%) 0
T# 78 (17.3%) 4 (0.9%) 0
F5) 35 (7.7%) 1(0.2%) 0
Mg 27 (6.0%) 1(0.2%) 0
BB XU TAEREES 157 (34.7%) 6 (1.3%) 0
R 51 (11.3%) 2 (0.4%) 0
I EE 40 (8.8%) 0 0
BREAE 39 (8.6%) 1(0.2%) 0
MR LY o REE 76 (16.8%) 15 (3.3%) 0
A1 - 54 (11.9%) 2 (0.4%) 0
FPREAE 29 (6.4%) 11 (2.4%) 0
R RRE 77 (17.0%) 3 (0.7%) 0
FIRREERBIE T 57 (12.6%) 0 0
HEREE 107 (23.7%) 14 (3.1%) 0
i EE 35 (7.7%) 1(0.2%) 0
RERFE 23 (5.1%) 0 0
FERER. LR X URIRREE 76 (16.8%) 7 (1.5%) 0
K 30 (6.6%) 0 0
PR PRE 28 (6.2%) 3 (0.7%) 0
REBLIUVERER 78 (17.3%) 8 (1.8%) 0
BABGR 43 (9.5%) 2 (0.4%) 0
BB 78 (17.3%) 24 (5.3%) 0
ALT 380 33 (7.3%) 6(1.3%) 0
AST #8n 29 (6.4%) 7 (1.5%) i
BEBRE I USRS 71 (15.7%) 3(0.7%) Y
BEHTR 29 (6.4%) 0 0

2B, FRIFFRBEICRS O THEMRER 11 4] (24%) | FFEEEE 476 (104%),
FES 2 B (04%) . KREEZE - BEEDOTH 96 (2.0%)., FIRIpEEEEEE 78 F (17.3%) .
BIEeEmEE s 4] (1.1%). Bk - BERER 2 (0.4%), HREE (¥FF5 2 AL—JERE
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HELET) 344 (75%), BECKNESE 441 (00%). SHEREE (RAETHEE
B Je5) 24 (0.4%). infusion reaction 7 B (1.5%). FFHHERID - BEFELF Rk IE
43 51 (9.5%) R ONREEE 43 51 (9.5%) MWD b, i, | BUERK, TREKE
i ERESENE. Sid. BUHRADE, Ok, BMIERN, Rt/ MR E
BRI bR o, REIERRRRRIISESS (RREEREEZET) &
EEHRERETT,



4, HFRIZHOWNT

FROBREPEOLREELZZH -RHEL. FHOREICIVEERBERERERA L
BRICHHE T2 Z L BLERED, UTOO~@0T_TEMATHERICBWTREATS
_RETHSD, ' ‘

@ HERRIZOWT

@-1 FTRED (1) ~ (5) OWVThud C?éﬁ"éﬁﬁf‘ii"é%é &,

(1) BEARBRENEET I PABREELIFRS GRhEF RS ABEGEREIL SR,
B2 A RREEHLAREE, MRS ABERERR L) (FMTETA 1 BIER : 436
HEER) . ' '

() HBEEEFER (ER31E4 8 1 BREA : 86 188R)

(3) FENFRMEVEET IVABRELERE (PABREMREEEREE. HAZREE
B, 2 ABEREEHERRR E)

@) ARFREZZRE L, ARFREME 1 IS REFEENR 2 OmRENE
RS BEEET o TV AR (L2947 A 1 ARAR 2531 FEdR

(5) MEMERERLLFEEMEOHREEICZEIBHEIToTWVBHER (L 29 £ 7
B 1 BRER : 1287 HERR

D2 LWEOLEFERUCEWERRRBORMRIC A% L BB B EM (FRO
WSS T S ER) 2, SRR OFFHICETIREROREE L LTEREBEL
TWHZ L,

.

ENiGETUEE 2 EOTBMPHESET L% 5 EU EORAIBROBEEFES
C fFeTNBIE, BB, 24EL L. RAEMRERE L L BREEEOFES
ToTWnATE,

EMATRER 2 FOTHPHELET Lictkic 5 FLULOABORAEMREL
FOLBBEFEOBRFERToC 32 L,

@ BRAOEXRGFRERDOERIITONT

EXSERERUEET 2EEEIRE S, %:%ﬂé%?b%@f*ﬁ’—?n B - R
éf&%ﬁ’“‘ﬁ’]f*#ﬁ@mﬂkt}@ﬁm% TR IR, AEERNRE LB EORE
SR SAESMITON B EH RS TN D L,



® BWER~OREIZ2VT
®-1 HapkiRklic B 5 B2

MEER RSO ER2BIEANFEE LT, 24 EHRRARIOT, BRI
EEHERRIC T, BB L EHER IS U CARSER O CT S0BIERADEIICLE
RIREORRENRY BFICFE L. E%h.écm?‘f ‘éfcﬁ{diﬁﬁliﬁ=¥o‘cb\6 &

@2 EREREICL D> HHRERAGICET RS

BABRRCHED 2B RMBECEREET 5ERREEEVEIERT=F Y 7
EEOEEEOAY Y —=r P RTOERE L ERERBF TE 2T — LERBHINE
BERTHBZE, 2B, BHEERICOWT, BABE L ETORRICTFICAMSNT
WA IZ &,

®@-3 BHWEH OB RICBAL T '
: BMER (RIEMERIEA, FGEERE, KBk - EEOTH, R, 1 BERK. N5
WEE (FRREEREE. BB EaEEE, TEEEREES) ., WEEE (F7 v - Sv
—EENE St EEGEE, N - B, infusionreaction, A5 - BT RMBEE
EIRREEE (RUETHENBALY). BECREEE, LHk. BOMERN, Rt
IR HESRBER . (LSRRI GERR O kS (FPRRB . SRR kB E) |
{bEems G O BIMES) 1o LT, YEER UL ERERBBEOFMEEZT T 2E
BT & L (BIER O BEoxt B L CIE MR B ERITONARFICHH ).
BEHICEGZOBR TELERBE TN L,



5. RENSLRDBE

[Ashitic B4 5 %)

O &% - ﬁ%%ﬁuﬁ?éé&&@%%ﬁﬁ®&wPDLl%ﬁ(@Eﬁﬁkkﬁé
PD-L1 2 %8 L /- EESEAENE 5D 5 B4 1%L E) @ HR Fefd»> HER2
et DRIFREX R ERILBBE BV TEA L pab-PTX & OHRREOHF M
PRINTND,

728, PDLIOREBERISVWTIRT TV ) X7 GREFRRL) Oar=F
VW (BRFE4L : XU ¥ FOptiView PD-L1 (SP142)) #BWTHEIET A Z &,

@ TRICEET 2BFICHTFRORERMERFEIZ OV TIE, FFHOFZHER
BIXINTBLT. FHIORERRL LR,
. @TXH@ﬁwﬁﬁxénfw&wM®#ﬁﬁﬁ%ﬂk@ﬁ%&&
*  IRT - ARG

[Z &% B 2 HE]

O FRICHYT3BFCOVTEAFDORENERL SR TWEZ LMD, 5T
bz b,
.+ AROBSICH LBBIECRERD S 5 BE

@ REMOFTMIBVTTRIERYET 2BBILOVTIL, A OREIIHES LR

P, fLOTRRRRIRAS R WESICRY , HERXFAZERTHZL2B3ETE S,

s MEHHFRBROEHTZTOREODDBE

¢ AREGRECHEELED B BERUTEROMSHRTRA LRI Rk %
D RERELSE b5 BE

. BEABEBOH B BELBMNE L IERMO B DAEREOEERED
HoHBE

+  ECOG Performance Status 3-4 &V D BE#H

@) ECOG ¢ Performance Status (PS)

Score

0 S<PEREHTE S, BREL AL R EEBRAHBRATLD,

1 PRI LW EBNHIR S h 535, SMTARET, BIEECEsTOERIMTIZ LN TES,
Bl BVWER, FEiEE

2 BT CEAOIOEY O LT T ATAREMEERTE 2, ARO S0%2 ik~ y FATRTT,

3 BohiBSOEOEY QI E LM TER, BRO 50%M 2y FARFTRIT,

{7y, BROEOED O el TERY, B2ty FORFTRIT,
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L6 BEIELTEETREWH

D HETEBZTML, WERFEEVRET 5BRSICE ST R OFIER EER
RO HERERE THCERLTIERT I L,

© BRI D, BAEXIIZOFRRCEDEREREZHIBRAL. REZR

T

biETHI L,

@ EZEHERAO~= /;l v Mz T

BEMREEN D LDNBEZ L RHEDT, AROBREIZH > Tk, BERE
e (FEUREEE, Bk, RES) OMRRUIRE X BREOERSE. BEY 5
WwWITH Z &, Fie. BB Lf“ CCHIER CT. mig<—b—ZE0REsEHMTS
halp

AF|OEEIIERFO infusion reaction 2% THRARICHARFNOTE D

21T o7 B TR L. AARE PR OSSR T RIT S ZATA 28

EFHE. BEORESFSIBETS 2 L, 7235, infusionreaction ZFHL
FEAICIE. ETOBRBEREVEREZEREE T ETREL TABETI
L,

FASEEREERH b ad = L BH D DT, AH DR SEHMARTE R EHM I
EHIRICFFAEEERRTE (AST, ALT. y-GTP. AlP, UL YU EDRE) &£l
TBHZ L,

FR SRR, BIBREREER U TEEREESES bR LBHD 0
T, AK| DR EREET R U SR T I EE NI RS IEEERE (TSH. 78k
T3, R T4, ACTH. WA aAFY —VEORE) &EMT3 L,
AFOBEIZL Y, BEOCKBERIGIER T3 LEX b dRs REBCRHE
RHLbNA I eRbs, BERBEODLNHAICE, BELAERIIGLE
BRI A L BB A G OEN & L CHEIRERNBZE T, BEORE
RISiIc & 3 BWERRRDN 3BT, FEOKEEHE, RUBIBRES
NEVEIORESEEERTH L, 2B, BIBREFVELOREICIYEHE
FAOWENRRED LNARVEAITE, BITEERVE UAORENFIFRI DB
LEET S,

BERTH, SR LETABBL CHLENERRRET 52 L8557
AENOBERXR TR LEHERAORRICTZITEET S,

| BIERR A B Db, BERPBM, b7V RV RICES D am%éwr [
B, B, BHEOEROBRRSLOMEMO LRICHLERTSHZ &, | BIFER
BREDN RSB EE2 P L, 4 VR Y VEKIORESE OB RLE Y
7oz &,
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@ IMpassion]30 FRER TIXRSBAMH D 48 BE Tidk 8 BAMM. THIAKET 12 BHM
BCEMMEOHEZIT > TWeZ 25512, FHRSTREMOICEBRRETH
ROFERBEITI Z L. S
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