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1. IZC®IT

R OB NE - BEVEOHERDT-DIZ1E, WA SUES IS E e 2R D
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRG 72 & O 72 5 R E A%
FREIMMAERINDH T, 2RO OERMZ BICHERBF RIS 5 2 & B BREO
AL 2o TR REMBGEE & SO R T #2016 (AL 28 45 6 A 2 H BIRERE)
IZBWTH, FFERGLEOEHOREE(EHELZXS Z & L3 Tnd,

BORVERMS T ESR L, KEIEASCL 2T 0 7 7 A VBBEFEOEIRL & B DI
BRHZENDDH, DD, BINERONZEMEICET HIERNHERT S £ TOM,
WM ERLOBEEEZIT D2 ERPR SN BEICR UTHEMAT L & &b, BIE
HDRBL LT BRI LB RS 2 & D Z & DAIBEZR — E O B 23 7 3 = A B <
THZENEETHD,

L7ei3o T, KHA RTA4 Tl BIREES N E TITHE LTV D EFEIRER -
BRI R S & | DUT O =IO St 70 8 2 HEE T 2B D B B0k B %
FHROEEFREE =T,

I, ARATA T A %, MSIITBOE N ER G EFERRR O, ARAEEANB AR
BRI s . —MRAEEE N B ARER IR NRHE 2 ) OVt FE N B ARFLIE T2 O ) D
b LR LT,

R DESE T MY 7 SEEHE 840mg (%4 T T YU A~ (GEisT

HHHEZ))
W% ERDBENIRE « PD-L1 Btk DR E 2 R/ARFEME DD HER2 etk FAFREE X ik
AT

HELRAMERVORE : N7 U ZXBL (FAT I IRER) L OfHICBWT, E@HE.
N7 7Y ) X~7 (Bfa /i) &1L T1[a840mg %
60 53777 T 2 FARFFIIR CTRIEFHET 5, e, #IHEEGDORRE
PER B ChIUE, 2 [\ B LA 5 FRIE 30 /M £ Tl T
x5,
B IR 5e 3 F PSR A
(%)
Ry Y ERRN (TAT I RER) O UIR. B O E
BhRE SIS« Hm
MEROHE :: 77 Y U XA~7 (BiaEfz) Loz, @E, BRAIZE S
7V Z%EL LT, 1H 1H100mg/m? (KEHEE) % 30 4370 T
WEHEL, 272< &b 6 HERIEST 5, 1 [RlG% 3 EEkE L, 4
WHIIKRES 2, Zhia1a—2L LT, #5280 KT, ok, B
OIRREIZ X Y EEIET D,
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2. AAN DR, TERBF

TN 7 AR 8A0mg (k4 T TV Y X~ (ETZ) . LF TR

Al EvoH,) 1E. KkED Genentech, Inc.iZ & Y AI#L X 717- programmed cell death ligand 1
(LLF, TPD-L1) W9 ,) Ixf3 5% v 7 > GL (LLF, MlgGl) &wvw9H,) +7
77 ADE MEE Z7ua—F ik Th 5,

CD274 (PD-L1) (&, AEEANICEB W THIFERHIMECER L TR0 | LY
YoRER (T i, BMilak O F = F 0% 7 —T fiifld) FIZ%BL4 5 CD279 (LLF., TPD-
11 &w9H,) KO CD80 (B7-1) Liffie L., HENEZRICHIETLLEALNLTND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7, PD-L1 %, fix DOfFE
A 3B L T 5 Z & (Cancer Immunol Immunother 2007; 56: 739-45) A3 S 4L
THY ., PD-L1 & PD-1 &1 L7 &I%, MG HURRr A e T Mifas & OB g
T 2HFO—2 L LTEZLN TN D,

AHENZ, PD-L1 OfifasEikicfEA L, PD-L1 & PD-1 & OF5A#MHET 2 Z L%
0 DATURFFER e T Ml O/ E ZEME 2 R U, E5 O 2 MH 42 &5 %
LI TW5,

IO DR S  AFNTEMEEL 3 287 e EIC R 0 G5 b o L HifF S,
FURBE 2R & UTCBRRER 2 Eh U, Ak, etk OCRAEER R ST,

ARANOE AT 355 < MBI DRI X B BB R 5 b bh, B UIFEL
B TS B B, AR DR G R O SHICIE, BE OBRE 3T, B
D B AT L, R LT BT U7 SR A i & BRI R OB & il LT
T ERBI 1T\ MBI DRI RIS & B RIERI DI BB A 101, B BRI
N LHIOE G E DM R E 51T 5 BERD B,



3. ERPRRHE

RVEVZFEE (LLF, THRY &) ) fatEsnob b ERHIaEEREIA 752 284 2 (LT,
THER2) &\9H ) Mo FITARRE XL FF 3 FLIE O AR G 21T o 72 = 7 B Rk
DR Z T,

[H2htE]
O [FEBSILFEZF 1 AREAR RS (IMpassion130 55%)

HLf8 « BRI ISR D 2 PEDORTTEFRIE D 720y HR [EPED D HER2 B2 D AR HE
AT PR AR 902 5] (H AN 65 fil & &de) ZXt5s, AKI840mg VN7 U # %
B (TAT I UEERD) (LLT. Tnab-PTX) &9 ,) OFFHEE (KEIDFARE 451
B OFER VL2 E 7T 2R KO nab-PTX OO FH#& 5 (nab-PTX BE, 451 1)) &
el 255 N FREAEBR 2 520 L 72" EEA kS BE D 5> B, 369 il (HAN 25 f
Zgde, AKIGEHRE 185 B, nab-PTX #f 184 f41) 73 PD-L1 BEPERE LM & Sz,

T oA LMEINTZBED O B PD-LL HEBF LRIV T, AAIGHHEE T nab-PTX
B & Bl U CEEFHMIEE O — > Th 2 A OF B RIEE DR bt (N
— Rt [95%E4#EX[E] : 0.62 [0.49,0.78]. P<0.0001 [J&%! log-rank #&]. A & KN
i1 0.005) . H1dufEi [95%EHHIX ] 1IAKIDFHRET 7.46 [6.70,9.23] 7 H. nab-PTX
T4.96 [3.81,555] WHTH-7= (018F4H 1T HT—HX vy b4~ K1),

*Lo4AMAZ LY A 70 E LT H L RTN5 H BIZARIXIET 78R & #IRNE S L7, nab-PTX 1% 100

mg/m2 %545 1. 8 (V15 H HIZHFIRINIES- L7z,

*2 1 N &2 OptiViewPD-L1(SP142) & VT ESHHAR A 72315 5 PD-L1 & 388 U 7o iR M fo )

MBS 56D B EIA (IC) IZOWTHFHIE S, IC1213 (IC=1%) TH HHA T PD-LL B & ke
iz,

X 1 EEAFHIRK O Kaplan-Meier #ifR (PD-L1 B BE£EH)
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[Z41]
O  EBELFEFE NGRS (IMpassion1307K5%)

BERGIIAFIOHREDA449/452(5] (99.3%) . nab-PTXEE429/438%1 (97.9%) (258
Hav, IRBRIE L ORIEBIRNEE T E WA EFRITAHFIO HRE436/45245] (96.5%)
nab-PTX##I12410/438%1 (93.6%) 786 HALTz, FELFNE%LL EOARK & ORIREFBRIG
ETERVWEERFRIRIOLEBY ThoTz,

£l FEBEHN50ULEORF E ORRBERBEE TERVWAEESR
(IMpassion1303A88) (Z&tEBiTRE)

PEE RIS EE (SOC: System Organ Class) AKIOFHEE (452 $1])
FAGEE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) % (%) B (%) B (%)
AH & DRRBMENBETERVWEFFEES | 368 (8L4%) | 104 (23.0%) 1(0.2%)
—i - BHEER KOS OREE 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
FEEN 42 (9.3%) 1 (0.2%) 0
% 28 (6.2%) 2 (0.4%) 0
HIE 23 (5.1%) 1 (0.2%) 0
B Ik 196 (43.4%) 13 (2.9%) 0
T 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
R 35 (7.7%) 1 (0.2%) 0
s - 27 (6.0%) 1 (0.2%) 0
B8 KOV T AL RRbE 157 (34.7%) 6 (1.3%) 0
SeI5 51 (11.3%) 2 (0.4%) 0
Z 5 FEE 40 (8.8%) 0 0
JlEE 39 (8.6%) 1 (0.2%) 0
MR L VY v SREEE 76 (16.8%) 15 (3.3%) 0
2y ifn. 54 (11.9%) 2 (0.4%) 0
U BRI E 29 (6.4%) 11 (2.4%) 0
PG WA 5 77 (17.0%) 3 (0.7%) 0
FOR IR RE AR T E 57 (12.6%) 0 0
SR 107 (23.7%) 14 (3.1%) 0
SHR 35 (7.7%) 1 (0.2%) 0
kB R 23 (5.1%) 0 0
M. MEREs K OEhmpE S 76 (16.8%) 7 (1.5%) 0
ik 30 (6.6%) 0 0
ST, R 28 (6.2%) 3 (0.7%) 0
HRE K ORaEREE 78 (17.3%) 8 (1.8%) 0
BHRE 43 (9.5%) 2 (0.4%) 0
AR R A 78 (17.3%) 24 (5.3%) 0
ALT #3410 33 (7.3%) 6 (1.3%) 0
AST B4 29 (6.4%) 7 (1.5%) 0
B R SRS & OV ARk o5 71 (15.7%) 3 (0.7%) 0
BA i 29 (6.4%) 0 0

7ok, AFIOFHBEC W CTRIBEMEMZE R 11 61 (2.4%) | FFEEEERE 47 5] (10.4%) .
R 2 1 (0.4%) . KABZE - EHED THI 9 il (2.0%) . HIKIREERERESE 78 1] (17.3%) .
B HEBERESE 5 01 (1.1%) . AMZ - #5428 2 1] (0.4%) . #RREFEE (X7 « N —JEME
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FEEZETe) 34 6 (75%), HEOREHEE 4 61 (0.9%)., BEHRERS (RMEHEM
&%) 241 (0.4%) . infusion reaction 7 il (1.5%) . 4FrRERIEA - FEENME AT FhERIBAE
43 i (9.5%) K OVEYIE 43 # (9.5%) 72358 vz, F7o, VHBERP, T HRAHEGE
PR, EAEAGMESE. AR, BURUTIRMAEIE, (OAR . WMPER ML, S M MR s M
SRR TR e o T, ARIEAZRBLRDUIBE RS (BRRAEMEEE 2 5) %
B RE R T,



4, HEFRIZOUWT
AFN OB G- wY) 72 BE 22 W - FFE L, AR OB LY EERBIEHZ3E LT
ST D Z ERMERTD LT OO~@DFT X T A= T gk lZB W THEMT S
RETh D,

O MEFRIZHONT

@-1 Fied (1) ~ B) OWVWTNNIHY T HMEHTHD Z &,

(1) JEAEFBRKEDEE T 503 A BRSPS (BRE TR0 A SR EE L SRR
Hiel 23 A 2B RURPE . BN A RBIEIRE 72 &) (BRIOCAE T A 1 AR : 436
fiiFx)

(2) HrEtERERSRE (CERR314E 4 A 1 A MRS - 86 Jifik

(3) HENFEAFENIEET 203 VP EEFPT (D3 AR EWPL, 3 A2 HH
W 1EBE. 23 AR HEE R L /e &)

(4) ShRAbFRIE=EAF %L.%%m%%&m%lxi%%m%%&m D it 5% s v
R DR Z2 T > TV D lEeR (CEAK29 47 A 1 HIKEA - %mm >

6)#ﬁﬁﬁfﬂ%ﬁ£ﬁm%®m R AR D R &2 1T > TV D faak CERE 29 4E 7
H 1 HEEA ;1287 ftigk)

D-2 S DAL R O A S B OO R RS 40 7 ik & R & F5 IR (T 0
WFRANC YT B R A, UHBRR AR BT AR ELE L LTRESH
TNBHT L,

%

R FEUE% 2 FEOPIHE ZE T L7112 5 LU EO DR AIGR O IRHE %2
{THoTWBHZ &, 9B, 24D BT, BAREMEEZ L URREEFOWHE 2
T TCWNWAZ L,

ERISeFFEUGR 2 FOMNHE ZE T L721RIZ 5 FULOFIE DI A RIE A
& FLES - ORRRHE 21T > T\ 5 Z &,

@ BENOEEBEFERERDOMEHIZONT
ﬁ&%ﬁ%ﬁm%%ﬁ%%&%ﬁﬁﬁéh\%%ﬁ%ﬂ%@%ﬁ%D\ﬁ@ﬁ-%
EYEEIEIOE OB B ONERIZE SR D iR, AFFE0RE LG o®RE

EW. ERHNIITONDIERHINE S TWDH Z L,




® BUEA~DXIGIZ2ONT
@-1 faR iz BE§ o Bk

VA MENG P A O BB R BIE I 2N L L7 BRIT, 24 WERIEZIRIRHI O | Y a%iiak X1
R IC IV T, BEL L ZBIERNCIS U TABTE B & O CT SFE D EIEH @I 7%
IRRRAEDORER DY AP DAL, E DI R AT IERHI 2 > T g Z &,

®-2 BEREFEIC L 2FFFRMNCET 28 S

DS AR\ 0 D B I ik M O R 2 A3 o IR E DNEEH =421 v 7/
EBFOTERDOA TV —=0 7 2TV ERE Ll 2 G TE 2 F — L ERA 235
SN TnBZ L, ek, BREAFIZOWT, BABRE LEZOFBRICHSIZEAmIT
W5nHZ &,

@-3 BIEROZWCRINICE LT

RIVER (MMM ER, e, KBk - EEO ML R, LABERE, N
WEE (FURIREE RS, R HEREREE . TRMAMEERE) . EE (¥F7 0 - 1
—IEMEREZ G ) . BAERNMESJIE, NS - BEEZS . infusion reaction, 4% « AT ALARIE |
BHEREREE (RMETEMER RS, BEEORERE, LR, WmrEEm, gtk
ARSI PESRBESR . AL EREDE AR O ik Bt (A ERISD . S BV AT TR ERIBVE) |
{EEFEDF RO BRYSIESE) 12xF L C, Yakhtiak XTI B R O B 2 5 5 =
Al & s U (RITER OB NI L TRELR OB EZZ T bNA5:M0ch b 2 L),
EDIZE YR ALE D T E DG - TWD Z &,



5. B#EXG LD BE

(B2 B3 % F1H]

O 5B - FRIAEICKT 52T EORTERED 22 PD-LL [t (BEEHERICBT 5
PD-L1 & %8Bl U 7= NS g M s 5 b 5 E1E 28 1%LL 1) @ HR BEEH) > HER2
FatE O PAITARE UL R A EEZ ITB W TAAIE nab-PTX L OOFHES- OHME
DRSINTND,

¥, PD-LIOBERIICOWTIET TV ) A~7 (& HE#az) oo =%
VWK (AR5E4 « X Z FOptiView PD-L1 (SP142)) Z AW CHlET 2 Z &,

@ TR Y T 2 BE T AR O G K O A TTIEC DN T, AFIOAZPEN
ML SN TEDLT, AFOTREGHR L RER0,
o OTHEAIDOAZNMED TR S TWZRW L OFUEMRS A & OfF &5
o iR - AR FEIRIE

[Z PRI B4 2 9]

O TFRACEY T 2RFIZOVWTEIARROEENEZ L SN TWDLZ b, BHEEIT
DIRNT &,
o ARHN ORI UIBBUE DREERED & % BHE

@ TREFTOFMIC BN T TRICHEE T 2BHICHOWTL, AFOFRGIFHERE S L0

D, MOIRFEIRIE D RIS EICRY | HEREICAKHZFEN T2 2L 2FETE D,

o MEMMEEOAEHXILIEOBEDH L B

o JEBEifGR A CHIE R 270 D B K OVEEE OO KU BT 0 & G it 2 55
DRI RIEPEZALDN I 3L D B

o HOMERBO® HBEUTEBIENE L < IXHFRMED B CAaE R B OB TR~ D
o5 BHE

»  ECOG Performance Status 3-4 ¥ o #B3

() ECOG @ Performance Status (PS)

Score

0 < R TEBITE 5, FFETL R U AW AEAGIRZ <72 5,

1 IREZI LUEENEHIBR S 528, STAMRE T, BAREE - TOMEEIFTO T LN TE D,
Bl DR H, EHIEE

2 BATRRETHSYDOHDEID O Z LI T X THRBIEPMEEILTE 2V, B O 50%LL EIF~y RATilZ 7,

RONZESOHEOEIY OZ L LnTERY, BHRO 50%LL E& Xy Kk -T2,

2L{BF RV, BHOFOEY O LFAETERY, BRIy Rk Tl I3,
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6. REICERLTHETREHH

O IRASCEEIDM A, BGEIRTEEA DR D BRSO & ARFN DR K OV IE
MO T\ E o iz o B L T2 2 &,

@ WFEBMICENL D, BE XITE OFEBECA IR OfERMEZ 5 L, RE x5
ThrbErETHZ L,

@ EREWERO~R VAL FIZTHONT

BEMEEERLN S 5D Z ENHDDOT, AFOEGIZHT--> L, BEE
M (PRI IR EE, nmik, FEENE) ORER L O X BRfR s O L, B4 157
ZATH 2 &, Fio, BEIZS U THRE CT, i~ —b —S0REZ £ 5
ek,

AKFN DY 51X EEE D infusion reaction (Zfif 2 THEARRC 43 226G D T X % Y
i 24T > 7c L TRRRA L. AFIR G- R OKRFIF GAE T #1330 2 A a2
ET 5%, BEOIRRELZ 31085395 2 L, 7238, infusion reaction % J& 8 L
AT, R TOMBELOIERNERICEET 2 E CREL HOBET5 2
Lo

FFREREREEN B S D Z &N d D D T, AHIDOF G-BIRERT M OF G- 11 i
EWIICHASAER A (AST. ALT. y-GTP, Al-P, BV LB EDHIE) % £l
T5HZ L,

FOR I RERE . RIB B REIE S K OV T A EEERH DN DL L RH DD
T, ARANOF G- BAAATT M OB GRS E IS N IS RERR A (TSH., 78
T3, WEHE T4, ACTH, I =LF Y —VEOHIE) 2E T 52 &,

AR OEHIZ XY | BEORPESINTER T 5 L& 2 5Dk~ 7B R
NHLLNDLZENDHD, BENRDLNTHAITIE, B LIZFRIIE U
B[ 72 NGk & AR A RO PR AT & s U Cl bl 22 BRI M 2 1T IR EE O
BOGIZ £ 2 BEWER DB b 2358121, AFRIOWRIET 1L, R OEIE RE R
NECHOBRGEEBRT L2 L, 2B, BIFKERVEOREICTLYEIE
M OYEEDRFRD SR WIGAITIE, B BB R VE LSO sz il o8 n
HLEET D,

B TH, BOEBNSED ARGE L THrORIERNRERT D Z 08B D570,
AR OBEHETHIZ S EWEH ORI+ 2ITEET D,

1 BUBEIRIGE 3 > &b, BERFYES N T3 R—Y RCELZ ERHLDOT, O
B, O, MRS OTERORBBECMAEE D LA HAEET 52 &, 1 R
WD GAIII R G2 IE L, A A ) URIEI O 55O D) 7R AVE &
152 &,
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@ IMpassion130 B TIXIFGBIAAE S 48 £ Tix 8 WM. Zh LIBIE 12 FH R
@ CHMEDFTHI AT > T\ e Z & 2 5B, ARG HILEHRIZ BEgRE TR
ROMEREITH Z &,
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