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1. [ LI

IS DN - BEMEOHER DT DIZ1T, BT SIESFITE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 | FUKEIRS 72 & OHH 72 3 1E A%
FPEHRLDAREIND T T, 2O OERMNZ EIZHNERBFIRMLT 5 2 L BBED
FRRE L 2o TR Y RFEMBOE & O AT EE 2016 O 28 4= 6 A 2 H M#ERE)
IZBWTH, FHERGLEOEHOREE(LHELZXS Z & L3 Tnd,

BORVE AR ESR ST, KEEASCL 2T 0 7 7 A AVDBBEEOEIRSL & D IR
RHZENDD, DD, HER LSBT HIERSHERET 5 £ TORM,
MHEIRMOREZMLZIT 5 2 EnHIFF SN EBFIC LTERT S & & bic, mIfE
RMFEBL L 7B B3t & D 2 & DA hE /e — 8 O B 2 7= 3 3 BE ¢ A
THZENEETHD,

L7 oT, KHA T4 Tl BARBEES I E TR LTV D ESEIREN -
BRI EED & | DUT O EIK S O el 70 8 2 HEE S 2 8L b MBI 8k B 2
FROEEFREEZRT,

I, RHA BT A %3 MAZATBAE NEIR M ERESH OHE, NS EEEARAE
BRSSP . —MAERTE N B ARERIR NRHE 2 R OVt FE N B RS2 O ) 0
b EER LT,

MR EMRDERN T MY 7 REFHE 840mg (— k4 : 77 Y U A= 7 (BT

FHHEZ))
SR LR ARENIIZE « PD-L1 BB RV U JRENED D HER2 Fatt o FIFARE XL
PR AL

WHELRAMERORE : X7 U ZXw )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) A=7 (BEE 7R Z) & LTI A 840mg %
60 437 F T 2 FARIHIGE CRIEFHET 2. i, FIER GO
PERBIFCHIUE, 2 [\ B LD 58 RE 30 2y £ Tl T
ERAR
B Ik T ¥ A MRS
(%)
RV EXEN (TAT I RET) ORISR, HIEROHE
ZhRe SAFZh R« Fs
FIEROHE : 77V U A~7 (Bia#fz) Lotz T, @E, A S
7V Z%EE LT, 1 H1E100mgm? (KREERE) % 30 2500 TR
WEHEL, 272 &b 6 HHARSEST 2, A | [ 5-% 3 Ak L, 4
HEIIAE S, chad 1 a—RE LT, HEEEVIRT, 7t BF
OIRAEIZ LV T EIRET 5,
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2. KFIOFHE 1ERIBEF

T b I AL 4Omg (kL 7TV ) A~ T (B ). DLF TR

A v ,) 1E, KED Genentech, Inc.iZ & Y AIHE X 7172 programmed cell death ligand 1
(LLF. TPD-L1] &\ 9,) It 56E a7 Gl (IgGl) 727 5 2Dt MEE
) a—FNAHETH D,

CD274 (PD-L1) &, EENIZEW THUFEIR RIS IZEI L TRV | & ELY
8ER (T MR, B MR N F = T v 7 —T fifn) %2 EL+4 5 CD279 (LLF, [PD-
1] & 5,) KUCD80 (B7-1) &ifia L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24) , F£7=. PD-L1 (%, Fix DOff
EEAIEIZ B L T\vd Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S A
Tk Y. PD-L1 & PD-1 Z4 L7 i8I, JEGHL S HFURSRF A7 T Mifd & OB
BT DO —D2E L TEZLNL TN,

ARANL, PD-L1 OASMEIRIZHE G L, PD-L1 & PD-1 &L DA EAET 2 2 L5
0 DATURFEERR 2 T Mifa oM EETEME 2 R U, 5 OHEM LI+ 2 &5 %
LTV,

ZID DN G | AANTHENEREG T 287 R InEKIC 2 0155 b O L IR S,
FURBE 2t R & LT ER 2 Ehi U, AhitE, etk XA R ST,

ARANDVE RS BB DO WRERIRC L D RIEREDR S bbi, BHEXIIELT
(CED AR B D, AFIDOBEG- R ORERIZIT, BEOBRE 71T BEN
R BTG AT, FEBL LIZFRITIE U 7S MR 22 Nk & B8R 2 R D ERD &g L T
WY EERIRE W 2 ATV B DS RISIT X D RITER 2N 5D 2 %A 12id. B BRE AR
IV CHIDBGE O RLE ZAT O MER D D,



3. BRI

BB VZEE (LR, THR) &9 ,) Mo b BRGNS K 2 (BLF,
THER2) &9 .) BEMEDOFITARE L FFE IR O AR RN 21T - 72 F 72 B Rk
DRAR % T,

[ 2]

O [EEESLRSF AR RRER (IMpassion130 5X5R)

HRf% « RS TR IS 33 2 2 F PEORIREE D 720y HR 2P0 HER2 B2 O FAli R iE
AT B 902 il (HARN 65 il & &mte) ZxtBRIT, KK 840mg kU2 ) Z %
v (A7 UEAD) (LU, Thab-PTX) W9 ,) OfF#EE ORAIGHARE 451
) OFINER Wt E 77 B AR KO nab-PTX O 5 (nab-PTX B, 451 f5]) &
b 25 T AHRRER 2 Fhe L 72", R b Sz E D 5 B 369 5l (AAAN 25 i
ZEte, AFIGHARE 185 #, nab-PTX Bf 184 i) 7% PD-L1 [BPERFHEM™ & &z,

T oA MESNTZEED 9 B PD-L1 B EE LRI T, AFIDEHAEET nab-PTX
BE & Ml U CEEFHMIEE O — > Th 2 A OB RIEE DO bt (N
— NI [95% (5 4EHX[H]] @ 0.62 [0.49,0.78], P<0.0001 [J&%5!] log-rank f7E ], A EAKAER
1 0.005) . H Il [95%IEHAX ] 1IAKIOFARET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QUSFEA4HI1THT =Xy bA7, K1),
148 E 1A 27 0E LT E 1L KOS HRICARKIXIZT 7 B A% FRIRNES: L72, nab-PTX 1% 100

mg/m? %% 1, 8 XV 15 A BIZEIRNEE S LT,

*2 1 & OptiViewPD-L1(SP142) % F T MEEHAMR A IZI51T % PD-L1 Z 5 EL L 7= fEEHE 1 5%

M 5D 5EIE (I0) IZOWTIHFRIE S, IC1253 IC=1%) Th HE-A1T PD-L1 Btk &

7=,
1.0
0.9 \
0.8+
40 074
g 0.6 \
#H 054
E o]
¥E 03
02+ N
nab-PTXEE '
01 ces AFIGERR !
cod * H59Y
A 8 L4 s T L} 1 L ) L L4 T LS T
at risk 3k 0 3 6 ) 12 15 18 21 24 27 30 33(8)
nab-PTXEE 184 127 62 44 22 1 5 5 |
AF|GEFEEE 185 146 104 75 38 19 10 6 2 |

1 M TP O Kaplan-Meier HifR (PD-L1 5 RE L)
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[ 414]
O EEILFESIHEERAZER (IMpassion130785R)

HEREGIIARAIOFHEEDA449/452] (99.3%) . nab-PTXEED429/438%1 (97.9%) 258
Hav, IR L OREBIRDEE T E WA FEFLIIAFOF HEE436/452051 (96.5%)
nab-PTXHEIZ410/438%1 (93.6%) 78 HivIz, FHLRD5%LL EOAA| & O KREBER S
ETERVWEEERRIIRIOLBY THhoT-,

F1  FEHRNPS%LU LOKRF L OREBZENEE T RVWAEES
(IMpassion1303%5%) (& BMERATRISER)

SRERIRSYEE (SOC: System Organ Class) AFIGHHEE (452 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
A& DRRBRPEETERVWEFEEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER L OB G OREE 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1 (0.2%) 0
) hE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
B IBkEE 196 (43.4%) 13 (2.9%) 0
P 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
(74 35 (7.7%) 1 (0.2%) 0
A 27 (6.0%) 1 (0.2%) 0
BB K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
S&I5 51 (11.3%) 2 (0.4%) 0
5 FEE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
MR LY Rk E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER e i 29 (6.4%) 11 (2.4%) 0
Por B 5 77 (17.0%) 3 (0.7%) 0
FOPR IR REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SEYR 35(7.7%) 1 (0.2%) 0
B LB 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
%K 30 (6.6%) 0 0
-0 A 28 (6.2%) 3 (0.7%) 0
R L OveakfEE 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
mR AR A 78 (17.3%) 24 (5.3%) 0
ALT 40 33 (7.3%) 6 (1.3%) 0
AST H#3n 29 (6.4%) 7 (1.5%) 0
N T PN ON Ry kA 71 (15.7%) 3 (0.7%) 0
FAJ 29 (6.4%) 0 0

7RB. ABIGHHEC B W CTRVEMEMEE 11 6] (24%) . FFSRERETE 47 61 (10.4%) .
s 2 Bl (0.4%) . KABZE « BED TH 9 B (2.0%). FIRIERERE 78 1] (17.3%) .
BIFEEEBEREE 501 (1.1%) . BMZs - BEREZE 2 f51) (0.4%) . #hEFEE (T « N —EfE
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HEZET) 34 B (7.5%). BHEDORKEEE 4 61 (0.9%). BHERES (RS FEM
BREE) 21 (0.4%) . infusion reaction 7 5 (1.5%). &fFHERID « FEENE LT TP ERBVE
43 i (9.5%) K OVEYIE 43 B (9.5%) 2GR Bz, Fo, 1 HBERI, T EAHGE
PR, EEMEEAE, Mide. BERUTREME, DA, WEILPER L., SR i R
BRBERIEER O bR o 7o, AEWERBBUR DU ESES: (RAREEET 25T %
BUOERHE R E R T,



4. JEFRIZDOWT

AHN OGP 72 BE Z22W - FrE L, AR OB GIZL Y EELRRIERZRE LT
BRI T B Z M 7o  LLFOO~Q@ DT X T &z T hEaIcB W THFEHT 5
REXTHhHD,

O MEg%iz oW T

O-1 TR (1) ~ (5) OWTNNITEYT Dk THDH Z &,

() JEAEFTBREDSEET 503 RIS RRES (ERE RS A SRR B SRR,
HUE A A RS FBEE L ST, HUBS ARSI 7R &)

(2) FrERERERIPT

(3) HENFRENFDEE T D03 USRS (D3 ARSI EWIbT, 3 A2
W 1IEBE, 23 AR HEE R /e &)

(4) ANHRACFEIEEZ R E L, SR RIEINE 1 XIS IEINE 2 Ofitisk FEvE
(AR D E1T > T D fitiak

(5) DU A AL & BN O i gk FEI AR B Ji H 21T 2 T B Jiliak

-2 FUE DAL E R ORIVEFIFEBLRE O 6 RIS 5 70 ik & RBR & FF O R A (FR D
WFNZREE T D ERN) 23, HE2REEORANCET HIEROEEE L L TREI N
TnnHZ L,

*

EEEFFEUSE 2 FEONHEZE T L721RIZ 5 FELLEDO D ATRE DB IRIHE 2
{ToTWAHZ &, 96, 2480 X, BAREYREZ T & LBRRIERE T ONHE %
IToTCWVWHZ L,

ERSFFIGE 2 FOMMINHE ZAE T L721RIC 5 4L EOFRE O 0 VY%
B LIS - DRIRMHE 21T > T\ D 2 &,

@ BN OEIE S FWAE BLOARHNZ DT

EHMEREBUCEE T 25 EE AR E S, JIEREN O OFREAD, A2 - &2
VPG O E B NER S0 2 et AEFFRNRAE LGOS
EH. FEDRERMNTON DRI S TWD Z L,




® FIWEFA~OGIRIZ DN T
@-1 M RHN B 2 2k

VR PER R R O EFE AR BIVE A 283848 L 72 BRI, 24 WERRIESHRIRTHI 0O 1, 24 %Mt 3
MR BV T, BB LZAHERITIE U CABEE B R OF CT & O EIEF ORI 242
TRRAL OFERAY B IR S AL, B BTG ATREZR AR 23 > T D Z &,

@-2 BEFAEFHIC & B0 EFRIEIC T 5 2

M IR 5 B 7 FIE B O RE 2 T D ERERE NREE T =2 ) > 7
EEDEEROAL V== VBTV ERE &R E A T 5 F — AERH
flHENTWD Z &, 2B, BAEHIZOWT, BABRE L ZOFERICHIICTEAMENT
W5HZ L,

@-3 BIEHORZEr-CHSIZE LT

AIVER (FEMERR A, APRRRERRTE . R - HEEO W, g, 1 RUBERP, P4y
kT (HURIREERERSTE . BIRPERERET . TRRAMEREERS) . MiftEE (F7 - N1

—IEERE 2 ) . BAERGHE ) IE, MK - BEMZE | infusion reaction, 4% « AHAL T AbARIE |
RS (REMEMNEBRSE) . EEOKERSE, L%, MIKRERMEGER, Fi
PRI, Sz M MR PR SR EESR . AL FIRIEDFRRE O ik z e (dF ek FEWE
A ERIEVDE) . ALSFERIEDE R O YWRESF) 1Tk LT, M i%htiax X Zir B ERER O
ML AT D ER & U (BHEHOZE-OXSICE L THRER SR EZZ T 6 b
FHETHDZ L), EHITHUIRLEN TE DIEHNESTNDZ &,



5. G Lo EE

(B2 B3 % S5 1H]

O R - BRAEITT 22 EORNRERE O 72y PD-L1 BitE (EEHERIC KT 5
PD-L1 Z %8 U 7= JEEHRIE s M 23 15 6 2 EIA A 1%LL ) @ HR 247> HER2
Bt D P RRESUI TR ILEBF IZB W TAA L nab-PTX & OUF G- OF 2%
DRI NTND,

2. PD-LIOFRBIRIUCOWTIZIT TV U A~ (Bl ff#aiz) oo =%
Vs (AFE4 X Z FOptiView PD-L1 (SP142)) ZHAWTHIET 5 Z &,

@ TFRLICEZ YT 2 BT D AAN DB K O IR W TR ARIOF D
WESLESNTE LT, AAOHREGHIZR LB,
o DOTHRAIOAHMEN R S TR OFTEMEEEA] & OfF 5
o iRl - TR IR

(2t BE4 2 5]

O TRICEZY T LEEIZOVWTIIAFIORG N ES L SN TNWDL Z b, 54217
PR L,
o KA LSBUE DB D & % B3

@ WBFEATOFHHICIB N T FRICIEY T 2 BH T OV T, AHlORGITHER S 20

DS, MOIRFEIIE D R WNIGEITRY | HEREICAHZEN T2 2L 2ZETE 5,

o HHEMEMKEDOGHUTZ OBED H 2 BFH

o JuEBEiGR A CHE R 2780 5 B K OVEEIE OO B BRIMTE IS 058 Gt fiti ¢ 55
DI IRIEVEZAL DN - B D B

o HOREREDOD D EEUTEMERE L IXFFEMED B Qg kB OB RO
oraysecy

*  ECOG Performance Status 3-4 "V 0

(D ECOG @ Performance Status (PS)

Score

0 2 MR TEBTE 5, RATE [ U B AERNHIRZ: <ATZ 2,

1 PRSI L TEBNIHIBR SHL D20, AITHRE T, BAEERME - TOIERIIITH Z LN TE 2,
Bl - BVWFE, R

2 BATARETHAOH OMIY O Z LT N THREENERIT TE 20, AP0 50%LL B3~y FATil 29,

[RONTZEZOGDOEIY O L ULNTERY, HFHO 50%LL L&~y RO Tl 7,

4 E<EF RV, BOHDEY O LFES TERY, FRICy Rk T I,
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6. BHICEEL TRHET & FH

O WISCEFITMZ, SERTEEE DRI 5 BRI EED & AR DRk K OV
RAOTDIZ LB R EWME B L T T2 &,

@ RIERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE245
ThbokETLHZ L,

@ ERFWEHDO~HXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
B (R IR, ik, FEEVE) OfERE R ORI X fid o e, Blgs 5
[ZAT5 2k, Fio, BEIR U THES CT, MiF~— —%DiE a2 £l d 2
&,

AFNOP 5L EE D infusion reaction (2 2 CTEAMFIZ 72D TE 5 Y
i %17 > 72 ECBsA L, ARFIE G R OARFIE G/ T %I Z A &
ET 5%, BEOREEZ 0285355 2 &, 70k, infusionreaction % F8EL L
TSEAITIT, R TOBIER OYERNZRICEIET S TREZ 0BT 5 2
E

FFREREREE R B B b Z &R d D DT, AFIOF HEIHART R O 51 11X
EHIRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E L ZEDOHIE) % FElfi
T5HZ L,

FORIRFERERE | RIRHSRERE E R OV F IREEREN H Db D Z e HH D
T, ARANOF G- BRAART K OG- X E SN IS RERMR A (TSH., A
T3, M T4, ACTH, M =25 — VS OflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA B E
DHOLLNDZ ENRDHD, BENPBRDOLNTZLEICIE, BB LEFELIIL U
BLFR 72 05k & FRBR & RO R Rl & 8 U Clg Ul 22 BRI W 21 T IR oy
FOGIZ X2 EWER DB 23581213, ABRIOWRIESUTH 1L, R OEIE RE R
NECHOBRGEEZBET D2 L, 2B, BIFEREARVEOREICTLYEIFE
R OUEDRTRD IR NGA T, BB BB AR VE LIS O g gl o
HLEET D,

B A& T, BOEM 5D ARE L COLRIERANRET D Z R 5720,
AR OEEHETHIZHREWEM ORI 2R T D,

1 BUBEIRIG S & o, BERFES TV R—V RZELZENRHDHDOT, O
. Bl WS OFER ORBLLMAEED LIS H0EET 5 2 &, 1 KR
WREON T HEIZIT G EZ I L, A >R Y RFIO B2 oY) 72 AL %
152 &,
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@ IMpassion130 RER TIXEG-BLAE D 48 I F Tl 8 WM., ZAu AT 12 J#[H R
@ CTHMEDFTHI AT > T\ e 2 & 2 5B, AFIBRGHITEHAICEGRE TR
ROMREITH Z &,
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