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1. D

EHROFHE - REMOHROIDITI, WA TEFICESOIBERHERH KD
B, b, MEOHEEFOESIZ LY., MEERLR EOEFNLHRERE
FEELPERRBINIP T, INCOEESZHICNERBEICERET S Z L NEED
BMELR-TEY REMBOEE L EOEKRSE 2016 CEAL 28 4F 6 A 2 A BRBRE)
BWTH, EFNERERSOFERORBHEEFRE L SR TN5,

FORIEFIBFER R, BRERARPR ST 07 7 A VBFOERRE L AL MR
RBZERDD, ZOD, APERCESEICETAERNFSEMT A TOM,
MZEELOBELEZBZT I LBHFINIBECH LTERT S L L b, BIE
RABRBE LRI UNERRIE T & 22 L BRI —EOEGE M- TIEFEEE TF A
THIEREETHSD,

Lie#ioT, BAA FFA T, HRERPINE CITFE o TV B EREKEY -
BRI ESE, LTORRLOFE R ERAZEETSESN D YLER B Ex
FROBEFEEZTRT,

I, AHA FIA ik, MALTEBIEAERRESERESERAOEE. A8HFAEARK
MRIERE RS, —REEEA BARBREAR ESR C—REMAEA A ALBEZ2OB IO
b EERR LT, ‘

WBEBRAEER TPV 7 EAHETEOMg A TV ) X=T (BT

*EHR %))
;‘dﬁe RAPEIHNE : PD-L1 BBt D &R E R/ KRN HER2 BHEOFERAREIT
BRI

HBLRBAMERVHER: X7 ) Z XN (FATIVEER) LofificknT, #BE.
BRANZET 7Y ) A<7 (EEFHEBRL) L LT1ES40mg %
60 A3 T 2 BRI TRBREHET 5. 8. MEREOIR
R RGTHIL, 2 BB LEOREREL 30 2B % CEET
= x5,
83 iR TR O AR AH
(&%)
N7 Y FFREAL (TATIVBEY) OPENIEIHR. REERUVHE
BEESUISHR
RERCHER: 77 ) =7 (BETFARL LoftRAicsVYT, &%, AL
ZYEFEAELT, 1A 1E100mgm® (AEEH) %3050 TA
WHEL, $72< b 6 AMKET 5, B 1 5% 3 MAEEL. 4
BARKESTS, The1a—2L LT, B#EZRYERT, vk, B4
ORIV RERBET S,
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2. ARIOFHK, TERWF

TR MY 7 EHEEOmg (—R4G  TTF VY X7 (BEFHEHBRZ), LT KR

I 2v5,) X, KEO Genentech, Inc.iZ & ¥ RIS S 7= programmed cell death ligand 1
(BLF. TPD-L1) & 5,) iZxtd 3487V > Gl (BAF, MgGll nw5,) 7
7 ZADE MEE/ 7 un—FtAHiETH S,

CD274 (PD-L1) iX, £FERNIZBV THFERFHRSICRAL TRBY ., EHkLiY
28R (T HIME, BHRRE O F 2 Z40% 7 —THIlR) SICHHET 5 CD279 (BLF, [PD-
1] 15 ,) RKUCD80 (B7-1) ¢#HA L. ARGEXAHETL EELXZONTND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7=, PD-L1 X, fli~x D
EHRIC BB L TWVWAZ & (Cancer Immunol Immunother 2007; 56: 739-45) A& Xh
T Y, PD-L1 & PD-1 #4 L7=RKIT, IEEMRSHURSRMZ T HE O OB RS
ZERET BEFO-—-2L LTEL LN TN,

AHiZ. PD-L1 QAIRRSMERIZHES L, PD-L1 & PD-1 L OFEEAETHZ L HIC
v, BAREHRNZ THROMIRESEEEZERL, BEOBELAM T EEX
Bh T3, i

“hbDRmRPE, AFNTEBEEEC T A ReEECRVEL b L BF S,
IEBREEANRE UBRRBREERE L, A2, REMRUESTEBIHREINE,

AEOEREF L ESOCBEORBERISIC L 2BERE N H bbh, BEEXEET
KED MRS D, FHORSHRORERICE, BEOBREE2 2TV, RER
ROLNHAITE, BRLUEFRIS MRS L BREFOEM & EHE L T
BENREFIBEZ 1TV, BEORERIGIZ X 2RIERAAEDLN 2H5TE. BIRRESR
VE RO EEFEOBEYRANEZTT O LWERD B,



3, BRPRREAE
BAECREE (LT, THR) & 3,) BiE-ob b EEMIREHEE TS24 2 (LT,
[HER2] &9 ,) BHEOFHREIIERIE OABIFICTME 1T » fo L2 BRKHER
OREETT,

[FzhtE]
O EBELRZE I FEEERRE (IMpassion130 HER)

58 - HRIEICN T A2 ORISR O 720 HR A2 HER2 RO FiT1 e
XITERILFRRE 002 ) (BARAN 65 Pl ETe) uEiT, AH 840mg R UV 2%
T (TAT7 IR (BLF, MTabPTX] &vW3,) oftFA#RS RRIDHREEE. 451
#l) OFEDHURVEEEE T T ARV pabPTX OHARS (nab-PTX #, 451 5l) &
et 2% M RBREEE LY, EBEALENBEDS B, 369 il (AAA 25
FETe, AFIGEAEE 185 #l, nab-PTX Bf 184 f) A PD-L1 BiEREEM? & Ihi,

FrFAMEE=RED S B, PD-L1 BEEFERICE VT, AFFFARE T nab-PTX
BB LU CEEFMEEO—>Th IEREAFHROFRRERERL oI (N
— Kb [95%fEHRIKHT] : 0.62 [0.49,0.78], P<0.0001 [BHI log-rank IR7E], BEKMEM
171 0.005), HRIE [95%EHIXE] (XARGAET 746 [6.70,9.23]1 H A, nab-PTX ##
T4.96 [3.81,555] #RAThoiz QI18F4A17TRTF—2H v bA7, H1),

*:4B8EEF 1A LT, 1 RS B BEERNET 7 2R EHIRMEES L, nab-PTX i3 100

mg/m? &5 1. § R0 15 B BicHirAmEE Lz,

*2 ; A& F OptiViewPD-L1(SP142) %2 AV T, IEEEARAFICIST 5 PD-L1 2 RE Lz EERERLs

A SDHEE (IC) It oW THEIBSE S, 1C1/23 (ICZ1%) THHIFEK PD-L1 Bk & sy
Ihi,

1.0+
09+
0.8 :‘" ..

0.7
06+

AN LN
[ )
£+

AN nab-PTXEE
01 emien kIR
004" TH54Y o

* k] ¥ b3 L ] k ] 1 £ 4 H 4 H
at risk & 0 3 6 g 12 15 18 29 24 27 W 2A
nab-PTXEE 184 127 &2 44 2z 1 s 5 1
AF|CHEE 185 146 14 75 s 19 10 6 2 f

Bj1 EHEEFHNN O Kaplan-Meier fi#t (PD-L1 BBt A 4£MH)
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[Zeeik]
O ERERBIHIEERAE (IMpassion130305%)
HEELIAAMGEARED449/4524) (99.3%), nab-PTXEED429/43841 (97.9%) 1Z5RH
Biv, BEREE ORRBESEE TERVWATERIIFAOFAT436/4520) (96.5%) .
nab-PTXBEIC410/438%1] (93.6%) D L7, HEFN5%L EOAR & ORRBEIT
ETXRVEEEHIRIOLBY Thol,

F#1 RBEENS%L EOERR L ORRBENTE T RVFEFR

(IMpassion130838) (2N RER)

HMEFIKRSIE (S0C: System Organ Class) FHIBEMEE (4525
HAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) g (%) FIE (%) Figk (%)
AR OEEEENTECE VS ERESE | I68(814%) | 104 (23.0%) 1{0.2%)
R 2 ERER USSR 0 0210465 T 19 d2%y [ 0
R 126 (27.9%) 12 (2.7%) 0
E 42 (9.3%) 1€0.2%) 0
] ITIE 28 (6.2%) 2 (0.4%) 0
ER 23 (5.1%) 1 (0.2%) 0
HREE 196 (43.4%). | 13:(2.9%) +[ . 0.
En 105 (23.2%) 2 (0.4%) 0
Tl 78 (17.3%) 4(0.9%) 0
{EHY 35 (7.7%) 1(0.2%) 0
NERE 27 (6.0%) 1(0.2%) 0
BB Y OETHEgEE C157(347%) | 6(13%) |0
5 51 (11.3%) 2 (0.4%) 0
% S 40 (8.8%) 0 0
RREAE 39 (8.6%) 1(0.2%) 0
MiEB L TRY Vo ARmEE - {7 76 (16.8%) | 15 (3.3%)" | 0
21 54 (11.9%) 2 (0.4%) 0
R AE 29 (6.4%) 11 (2.4%) 0
FOTIER - TTEAT0%) |37 .
B BRBERES T 57 (12.6%) 0 0
MEREE - 10723.7%). | = 14 @A%) 0
FIEEE) 35 (7.7%) 1(0.2%) 0
RS 23 (5.1%) 0 0
FERSE. BEE X UEREE ] 76 (16.8%) | 7 (1.5%) 0
BB ' 30 (6.6%) 0 0
i 28 (6.2%) 3 (0.7%) 0
R L UEREE ~78(17.3%) . |° - 8.(L.8%) NE
BEEE 43 (9.5%) 2 (0.4%) 0
EHmE T8 (7:3%): | 24(33%) |0
ALT 580 33 (7.3%) 6 (1.3%) 0
AST 29 (6.4%) 7 (1.5%) 0
BEHZE L CESHBRE S TEAST%) | 3(07%). G
REE 29 (6.4%) 0 0

fols. AFIGFREEICB O TRIEMES 11 5] (24%) . FHHEEERE 47 ) (10.4%) .
B 2 B (0.4%). KIBZ - BEOTH 9 6l (2.0%). FRIMERERES 78 61 (17.3%).
B HEAEREE 5 4] (1.1%). e - BEMEZS 2 4 (0.4%), #REMEE (¥FF7. - NL—ERE
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BEEET) 346 (7.5%), BEEORBEE 441 (09%). BHREES (REEREME
FR%) 24 (0.4%), infusion reaction7 B (1.5%). FHhEkED - FEMEL TP EREA
43 ] (9.5%) R OVELE 43 #] (9.5%) BFED bz, £, 1 BEERE. TEEEE
s, EEMEE., B, MERAE, L5k, mntkEn, fEitm Mk
REFIIGED D hofe, AREABERRRIEESES BERREEAYEZ3D) &
BUENRRETT,



4, HBFRIZHOINT
AFOBEIENRBELDH - BEL, FRORSIC L W AEREERSRRALE
BHestind B = 2 S UER D, UTOO~B@0T TR Ic N CERT S
_RETHD,

@ BERIZOWT

@1 TFED (1) ~ (5 OWVWTFANCEYT2HRTHDZ &,

(1) EEBBAEREETIHABREEL RS (BB IR AZEEHEIAIRET.
WIS A FOEREIL AR, M AR L) (FFImET A 1 BIFR 436
Hia%)

(2) TR CERK3144 A 1 ARA : 86 HEak)

(3) FERFRMFRIEET 51X ARFEERE (BADEREEEERE, 25 ASHEEE
B, BSARRREERERE L &)

(4) AFACFHRIEEEZRE L. A REREMRE 1 AR FERENA 2 ORRREYE
RIFAEHEIT>CaMEsR (ERk294 7 8 1 AR @ 2531 JER

(5) FiEMEREAINSERNEOEREEIRS B ETTo T 5HEsE (R 29 4 7
A 1 BB 1287 Mgk

D2 HEDA t‘%ﬁ&&tﬁﬁlﬁ’ﬁﬁ%%’éﬁﬁ@ifﬁ Wi e R EROEM (TR
WTNPICEE YIS IER) B, SEREROFFICET A RROBEE L LTEREESH
TWaZ &,

#*

EMGIRIGE 2 FOMMPHMEERET Lz 5 FL OB ARROBERIHES
ToTWadZE, b, 24ELLER, BARYRESFE LLBERESZOIHEZ
THoTWBRIE,

EEGHFREE 2 EONYMPHERET LRI 5 FU ELOAEONAERIELY
EUREEFOBRKIHERZToTWDH I &,

@ RENOEEMEFREFROMEHICONT

EHRBIEREHIIHFTIHEEVEE I N, i%m%#BOFﬁ*D B - &
MR ISR OB R CEMSIC T 2RI, AEFRIRE LZEEO®RE
. ERWOHTITPRBEHNE-TNWEIE,




@ BIER~OBRIT2WT

®-1 HERAFICET2EY
MEEHEBREOEELBEHARAE LB, 24 ERRESIO T, YUskiEar it

WBEMRICEWC, FRLUEZEWEARE L TAREEEC CT 20RIEROENICHLE
IRREOKRRY BPIELN, ELITHETREREHBE > THWDHZ &,

@2 EREHFEC L EESRMSICET 5B

B ABRIC b B MR AR EMR OB EH T 2 ERRESEREEAT=4 ) v 7
EEDEEROAY Y —=1 J RIFOERE & R I CF 55— MBS
BESNTOBZ L, ik, BRIV T, BABE L Z ORI Ic BRI ShT
WwWaZe,

®-3 BlER ORRWTCHGICE L T

BWEM (FIEMRER. IFEREREE, KBk - BEEOTH., Bk, 1 BERKB. NS
WHEE (FRIEEES, BIBEEEE, TEREERERESE), #8EE (X7 - 1
—IEEEE R S de) . EIEMREE AR, AN4% - BENEAR, infusion reaction, 4% - FRHEFH RAARSE .
BgEEE (RATHELELAS) . EECHEEE, U4, BMan, SEtm
MR ESREER . L RESE RO MEESE (FPERED ., BT PR E) |
(LRGSO RES) 123 LT, YR UL BERBEOEMER A2 E
Al LB L (RMERORBrCISIcB L TRERUERZZ T bha&tehrZ k).
EHIZHER2AER TE S EHIBESTNBE L,



5. BENBRLRDBE

[FHapkicB4 53FE]

®© B8 - BRILEBICHT 3220 ORERED 2 PDLT B (BRI 5
PD-L1 %38 L 7= EEREAL MR ) 3844 1%LL L) @ HR )0 HER2
O FEHRREIIFRILBRETIZBWTHF L nab-PTX & OFFR#REDF
BRENTNDS,

723, PDLIOBIRIICOWTIRT 7Y ) A< (#ETH#RL) oz =4
VMR (R4 X # FOptiView PD-L1 (SP142)) ZRAWTHIET A Z &,

@ TRICERYTIBEICHT HFHORE R ORI OWTR, AFOR 2tk
SN TELT, AAORERMZRL 2LV,

O TAAOF DR RIS N TRV @ﬁ%’fﬁﬂ@%ﬁu & DHFRRS
R - R IERRE

[Z2Miz B+ 2 EE]
O TREEZEYTIBRFICOVWTRAROERENRERL INTNE 1L, #EET
biswr &,

AR ORI LIBBUEDREERED H 5 BE

@ BEAOFECEWTTRICEE T 3BFIC >0, FHOREEFHRES A2V

iR

MOBIBRIRE A RVEAIZIRY , MEAREERT L2 EETES,
FESMREDAHIITOMEDH S BE

T ER IR E CRIE ¥ 7R D BE R UNE B O BRI SRR R S
DR RIEEE R B b 5 BE

HERERAOD D BETEMHNEF L XEREDB E.ffa SR B OB ED
HoHBAE

ECOG Performance Status 3-4 &V DB

&0 EOOG 02 Performance Status (PS)

Score

0

£ BERSBHTE D, BRMEA L BEAFIHIRE TR D,

1

PUERICI LS BhRRIIR & B 88, STONE T, BE{EERE - TOERIITY 28 TE s,
Bl - B R, FHER

2

BFITMRECHSOEOED O LI THEESMERICEAV. BP0 50%M ER~y FATBTY,

3

RLNEEZOROEY O E LATERN, AP0 50%HEFSy FARTFTBRIT.

£t BAOSOED O LT TERY, B2~y FABFGRIY.
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6. BETBELTHETREEHR

O WAXEFICNL, HEREEENRETIERSESERHORER U IERR
A HERERETHICEBR L ThLERTSZ L,

@ WBEBSICEN L, BENIXTORKRIIAMERRREEZ+SUHAL, RELS
Thb&RETDHZ L,

@ FREMERAO=RYAY PO T

BIEMMRERHLDbNAZ ERH DD T, FEIOBRSIZHT > Tk, BFRE
W (PRI EEE, Wk, HEAE) OEZERCHES X RRECEES, BEE: 15
WZiTH 2 &, Fi, HREISCTHE CT, E~—V—S0OREZEETS
&, '

AROBEIIEE O infusion reaction 12 2 TRARIC o ind Tx 2%
HZ21To7 LCHtB L, FRRSFTRUABBEHLTERIZ AL F A1 21
ET D%, BEORESHSICBETDZ L, 2235, infusionreaction ZFHIR L
RBATHE, S TOoMERVERBER2IEHE T2 TRE 2 88T -
L,

FSREREERD B bNE Z E D 2D T, AR ORSRBEIE RSB TI
TEREIC FFikeE ﬁﬁ(mw ALT, v-GTP, Al-P, ¥V A EORIE) & Eik
TAELE,

ERBEREEE., AIBEERERU TEMMERRESR S b Z L Ah50
T, FE OS5 BSEIL U SHM PR ENNCASIHEERE (TSH, ik
T3, B T4, ACTH, A =aAF/—VEDHE) 2EET D L,
AFOBEICL Y| BEORERGCRET 2 L3 2 b bikx REBLHE
BHobhbsZ &idhs, BESBOLLAEBAIIEZ, BRLEFRIZELR
HRR ek & R & RO ERD & B L CREIRERIZET 21TV, BEORE
BRI & ARIWERBRDILSHEIIE, ARORE I, RURBRESR
NEARIOBREEZER T L, 2B, BIBREANVEOREIZLVEIE
ROBENBD LNRWVIEEITI, BIBREFNVE LS ORI OBl
HLEET D,

BREXRTHE, ZEBRN»LEIARBBL T LRHERARRERTZ Z BB S0,
AR OB EHRTRICHEIERA ORI T ERT 5,

1 RERER S bbb, ERFMES N7V F—vRAES S kmbémr |
B, BL, BHEOERORBBRSCMEEO LRIEH2EETAZ L, 1 2R
RREDLREEAICREEEZPBIEL., 4 R ) VR OREEDRT 2 NAE %

A

TH2Z &,
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@ IMpassion130 RBR CIXR GGG 48 W E Tl 8 WEHINE. E LA 12 R
B CHIMMEDTFHMEEZIT - TWeZ L E2EEFIC, AARESPRIELNICERREETY
ROWEREITOIZ &,
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