REEHHEET A K71~
TTYVRX=T7 (BioFi¥z)
(B : 7> b Y 2 SREE 840 me)
~¥LE~

SRTE1 1A (FF 7482 A%ED)
B4 FEE
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1. XC®IC

RS DR « BRVEDHEM DO T=DIIE, TRAF SCES S E S o E 7 23k
HIDH, I BT, ITHEOREREMOMESIZ L0 | FUKEIR e & OFH 7 5Bl E i
FREEMEM VAR IO T, 2O DOEEL 2 BICHER B RIS 5 2 & RO
B & 7o o TR Y FRIFMBGEE & RO AT #2016 CFEK 28 4F 6 H 2 A B E)
WBWTH, FHERLEOHEHORELHELZXL Z & LS Tnd,

BrFEE RS E SR AL SR ERR R e 7 0 7 7 A VDSEEEDERR L & B 5 2R
LI ENRDD, ZOd, AMER L EMEICET D EHRA ST 5 TOM.
MELEIG O BEEZ R 2T 5 2 ERWRFEENLBFITR L THEHT % & &b, mIE
FARBL L 7= BRI B e whiin g & D 2 & DNATRE 72— E O B 2 il 7= 3 RSB 6
THZENEETHD,

L7eDo T, RIA BT A 2 Tlik, BHEBREL N E TIZH LN TV D EFHETHY -
BHER RN EED & 0 DU O IR 5 O i 72 H & HEE T 2 BLA 0 D LB Ei | 5 %
F R OB FR A R,

B, RITA BT A %, MSIATBUE NE R SR G RE . A rEEE N B AR
ERANES et EEN B ARBRKNEHES KO -rtETE N B RSS2 O 10
B AR LT,

SR EIRDEIRES T MU Y AGREHE 840mg (—ik4 - 7T Y U Ax T (BinF

M Z))
RELRDWETHA : PD-L1 BHPED A VE 2 R 7> HER2 &M IR RE XX
FFIE LI

RHELRDMEROHE: X7 U 22Xt (P73 UBRER) L OBHICB T, i,
RNIZIET 7 ) A~ GEE#ax) & LT[0 840mg %
60 5377 FC 2 WEIFIRR CAREFHET 5, e, HEEEDORE
PES BAFChAUZE, 2 [B1H AR OFe 5 RFRIE 30 43 &£ CRiME T
x5,
s R 98 ¥ A TANRERR AR
(%)
Ry Y BFENL (TT I RRER) OBREXIIENER,. AR OH &
e T - A
FHHE M QYT - thOPUEMIEER & OPFHIZIBW T, lE . ACiE 7 ) 2k d
LT, 1 A 1[E100mg/m? (EREFE) % 30 700 TRFHEL, 27
< &b 6 AMMREET 2, 1 B8 5-% 3 R ER: L. 4 8 B I3RS 25,
INE1a—RE LT, BHEEZHEVIET, o, BEOREBIZEV#EE
BT 5,




2. AA|ORK, ERERF

T MY T EREHE840mg (%% 7T VY XA~T Gl MR, DLF TR

Al & H,) 1E, KIE D Genentech, Inc.iZ & U A# X 417= programmed cell death ligand 1
(LLF, TPD-L1) &9 ,) iZxt 7 2mE 7 v 7Y > Gl (IgGl) W77 72Dk MEE
J 7 a—F PR TH 5,

CD274 (PD-L1) &, AEANICIHW THRRMIEICHE L T | ELzY
PSER (T AIRE, B MBI R OV F = 70 % 7 —T flifa) %288+ 5 cD279 (LR, [PD-
1] &no,) KO CD80 (B7-1) &AL, SZEINEZAICHET D LELONTND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£ 7=, PD-L1 {X, flix OJf
SIS B I L CT\b 2 & (Cancer Immunol Immunother 2007; 56: 739-45) NG S
T#Y ., PD-L1 & PD-1 4 L7ofRB& 1L, SESGMIN 23 DURRS JLAD 7 T Ml s B 0 55
ZEEET AT O—2 L LTEZLNTND,

AFNL, PD-L1 OMISMERIZHES L, PD-L1 & PD-1 L OFEEEET 2 2 L%
XU BN ABHURF A 722 T M O AMNEEEEVE 2358 U g O 2 1+ 2 £ & 2
HILTW5D,

IO OREN S | ARFNTEMIRG T 28 7= RIBRIRIZR 0V EL o L HIfF S,
AT AR e UMK 2 0 U, AhiE, ZaMER VAR ES MR S L7,

AFNOVE IS B DSOS IZ X 2 RITERSE2 & b oiu, BHE I
(B D AREVED B Do AR DE G P OB GRITIT, BAOBIGEZ 04TV, BEN
RO HITZEAITIE, FBL LT BRUTIS U 7o MR 20 ek & meBR A Fr DA & i L C
72BN W A ATV I EE DGR UG K 2 BIEH 23 5D 2 56 101X, &I B R
IV RO GE DY E 21T O BB D D,



3. ERIREGE
RNVEVZFEE (LT, THRY &0 9,) BBt b RGN 72250k 2 (LLF,
THER2) &9 ,) Fatho PHTASHE ST 5E LI O K FRIRE R AT 21T - 72 2 70 B PR AR
DA " T,

[ 2hE]
O [ERRILFEZ UL FHERARRER (IMpassion130 55k)

HEF% - B FLIR T3 2 R YEDRITRERE D 72 HR B&1EDD HER2 f2YED FiiAhE
ML B 902 B (A ARN 65 Bil& Fde) X5, AAI840mg VX7 U 4 %
T (AT UEEE) (LT, Tnab-PTX) &vv9,) OOFRAELE CRAIDEARE. 451
) OFIMER VL2 E 7T 2R KO nab-PTX OOf H#%5- (nab-PTX #E, 451 ) &
el 9~ % 55 1 FHERER & 4k L 72", MER LS NIEBED S B, 369 5] (HAN 25 #i
Zate, AFIOFHEE 185 B, nab-PTX £f 184 f51) 7% PD-L1 Btk BEEMN™ & Sz,

TR MMEINTEEBEED 9 L, PD-L1 BB EERIC I T, AHIGEHEE T nab-PTX
B & el U CEERHlE A O—>Th 5 MHEAFHIM O B 22EENB D it (N
— Kt [95%fE#EIX ] : 0.62 [0.49,0.78], P<0.0001 [J&@%7 log-rank f7E]. A& AKER
1 0.005) . HRAE [95%IEH XM (ZAMIGFHRET 7.46 [6.70,9.23] % A nab-PTX B
T4.96 [3.81,555] WATH-7= QOISHFE4H1THT—Z v A7, K1),

*4WMAE LA 7 e LT E T KNS B BICARIITY 7 BR 2 HIRNE S L 72, nab-PTX i 100

mg/m? &5 1, 8 R ON15 H BICERIRNIR S LT,

#2 1 XX OptiViewPD-L1(SP142) % VN C, FEEMEMIRIAFIZI1T D PD-L1 2R3 L - g iR

MBS 5D 2EIE (IC) 12OV TERIES L, 1IC1/23 (ICZ1%) T 5HE 1T PD-L1 Bk & flikt

iz,
1.0
091
084
40 074
E 0.6 \
# 051
B,
¥ o34
024 "\
nab-PTXE .
L I - 3::
sod - #TBEY
atrisk £t 0 3 6 9 12 15 18 21 24 27 30 33(A)
nab-PTXEf 184 127 62 44 22 11 5 5 1
AEMEFERE 185 146 104 75 38 19 10 6 2 1

M1 EREAGFRHIB O Kaplan-Meier #i#t (PD-L1 B BELEM)
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(22421
O [EHEILRZENHEARRE (IMpassion1305:45%)

A EFGIIARANG AR D449/45245] (99.3%) . nab-PTXHED429/438%1 (97.9%) 1278
DAL, BRI L O EBIRMBGE T X 2V HFRHRRIIARAF FH#E436/45261 (96.5%)
nab-PTXHEIZ410/43861 (93.6%) #RD HiLTc, FELEDS%LL EOAM & DRBBIFR T
ETERVABEFRGZIIRIOLBY ThoT,

£1 FEBBER5S%ULOFH L OFRBHESTETE RVAEER
(IMpassion1303R8R) (REMMRITXISER)

B BIRS$E (SOC: System Organ Class) AFNOEREE (452 41)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) FilE (%) % (%) % (%)
AFHIE ORERBPEETERNEAEES | 368(81.4%) | 104(23.0%) 1(0.2%)
— % - RHEER L O 5B OREE 210 (46.5%) 19 (4.2%) 0
¥ 126 (27.9%) 12 (2.7%) 0
HEEL 42 (9.3%) 1(0.2%) 0
) 28 (6.2%) 2 (0.4%) 0
i 23 (5.1%) 1(0.2%) 0
IR E 196 (43.4%) 13 (2.9%) 0
T 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
fER 35 (7.7%) 1(0.2%) 0
Mgt 27 (6.0%) 1(0.2%) 0
KRR X O T ARk S 157 (34.7%) 6 (1.3%) 0
R 51 (11.3%) 2 (0.4%) 0
T ) FERE 40 (8.8%) 0 0
i i 39 (8.6%) 1(0.2%) 0
MR L) v SRREE 76 (16.8%) 15 (3.3%) 0
i 54 (11.9%) 2 (0.4%) 0
T ERBAE 29 (6.4%) 11 (2.4%) 0
W WA 77 (17.0%) 3 (0.7%) 0
PR IR RE K T iE 57 (12.6%) 0 0
IR R IEE 107 (23.7%) 14 (3.1%) 0
BIEET) 35 (7.7%) 1(0.2%) 0
TR S 23 (5.1%) 0 0
M. MIER3s K OMEhRRE & 76 (16.8%) 7 (1.5%) 0
Ik 30 (6.6%) 0 0
NN IR 28 (6.2%) 3 (0.7%) 0
KRR L Ok REE 78 (17.3%) 8 (1.8%) 0
FAEGR 43 (9.5%) 2 (0.4%) 0
BRI IR AR 78 (17.3%) 24 (5.3%) 0
ALT 41 33 (7.3%) 6 (1.3%) 0
AST #in 29 (6.4%) 7 (1.5%) 0
B RS RS L OV AR Ak P 71 (15.7%) 3 (0.7%) 0
B i 29 (6.4%) 0 0

ok, ARG B CRIEMEZEER 11 6 (2.4%) . FFEGEREE 47 fil (10.4%) .
Weds 2 1 (0.4%) ., KRZZE « EEOTH 9 B (2.0%) ., FARIHEREREE 78 41 (17.3%) .
B REREREE 5 61 (1.1%) . M2k - BEREZE 2 f] (0.4%) . #hfkEE (7 « N L —JiEfE
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HELETe) 34 6 (7.5%) ., EHEORKEEE 4 ] (0.9%). BT (RS HEE
B 26 (0.4%). infusionreaction 7 1 (1.5%). AfPERIEAD « FEEWELT HERIBVDE
43 Bl (9.5%) M OVEYME 43 5l (9.5%) D3RR HITZ, F7o. 1 BFERP, T EAEHEE
P, HAEM MG E, WA, BUSUTRARAE ., O, WM PER ., s M N s
RBURIIER O B AL D o T, REWEHRBLRDUIBE S-S (R AEMRE 2 51) &
BB R AR,



4. FERRIZHOWT

AANOB G2 70 BE 22 - FrE L, AFlORGIC L0 EEZEWEHZRBL LT
BRHZRHET D Z ERMER D LT OO~@D T X T &z 3 ik iZis W Tl HT 5
REThD,

O HEFRIZOWT

@-1 Fi2o (1) ~ (5) OVWTINICHEET L THDH Z &,

(1) EAEFBREDIRET D5 A ZEEEEIL R PR (BB TR A LSRR,
HiUB A3 A a2 B e . HiEls AU 2R 7 &)

(2) FFEFEBEPPL

(3) FENFULEIE DG E T D S A FEERbE (08 AU SRR e, 73 AR
Wb F9mBE, 3 A2 RS HEE R 7 &)

(4) SRAbLFIRIERZRRE L, AORIEG L RIEZRE 1. SRS L R 2R 2

AT KNI FIRIEL R 3 OJiiak FEUE AR DR 21T - TV 2 fitiak
(5) PUEMEEES AL 7 i BN O fi s FEUE AR B I 21T - T B ik

@®-2 ?Lfi@m%fﬁ/f&()\mwﬁﬁﬁ%éﬁﬂ#@ﬁf‘ Ty R & REBR E FEolERT (F&RO

WTNNIREE T D ERM) 25, UELEBORANCET DIEROBMEE L LTRE S
Tn5Z &,
#*

ERif BG4 2 FEOPEPIHEZET LI-1%I12 5 FL EOD AIREDERIEIHE %
ToTWAZ L, 95, 24EL FiT, BDASEYIERERZ L U-EREESOWHE %
THoTWAHZ L,

RN FFHG% 2 EOHIWHE ZE T L72#RIC 5 FLL LR D0 A KWiiRiL %
@ L FLIIE - DIRIRAIHE 21T > T D Z &,

@ BRANOERMMEREEOKHIZONT

EHERE I F T 2 FTAE DR E S, RIERENO OFHRE D, Aotk - &
PSRRI W OB P OERIZ (S ohd 2 5 it A FEFRNRAE LA oW
. ENHLCOIATONDIRHINE > T D Z &,




@ BUEH~D3IGITHONT
@-1 MR B3 2 B

MR VERR B4 O R A BIE I 28 % 42 L= BRIT, 24 AR HIRHI O T M ekl i 1%
HHERI R 12T, B L7 BIERNICIE U CTABEE B OY CT ZE 0 EIEFH O § 51 |2 w3
TR OFRER DN BRI Hiv, BB ITKHG ATRE AR IRH 3 > T\ o Z &,

@-2 EREFHRIZLI2AFFSIGICET IEH

AT H PR 2 AR K O e & A7 2 BRI EH D EERE =2V v 7
EHEDIERDOAZ Y == T EITWEIRE L FM A LA TE 5 F— LEEES 235
SN TNDZ L, 2B, BREFIZONT, BARE EZOFRICHSIAmEhT
WhHZ

@-3 BHER ORBErCXIRICE LT

RIVER (TEVEVERGZC ., IFREREIEE - 4R - BE(LPENRAE 28, K2k - ED TR, I
K. BUBEIRIE, Wb (FURIIERERE S | B HRREPREE . T ERAIERBRETE) | Pk
fEE (X7 - NU—JEEREZ GTe) . EIEMEAE, MK - $iK - THEZK. infusion
reaction, fiJ - MRAUFHRALAIE . BHEREREE RS BB RYE) . B O EREE,
O, MEKREBIEMERE, WM, Vi MO SRR, DBER - DFERIT
b2 R =7 AL R O g metE (IR ERD | FEEEAT R ERIRAE) |
{EFFEDF R ORGWESE) (25 LT, Mikhia UL RS O M2 A9 5 =
Bl & i U (RITER OBt S ICB L THRER OB EZ T oL KMHFICHH T L),
SIS 72 L E AT E HIRHIE S T D Z &,



5. ZEXBLRDEBE

(fr btk

(ZBEY % 9]

O 458 - BRILEICHT 220 EORNREED 72 PD-L1 Bt (EHHRIC BT 5
PD-L1 %581 U 7= FEEHRE S a3 5 8 2 FIE 53 1%LL 1) 0 HR f&tE7H»> HER2
Rtk o TR RE L R ILIF B IS8V TARAIE nab-PTX & OOFHE 5O F 2hE
DRSILTVND

28, PD-LIOFHFIRMIZOWTUIT 7V U A~7 (Bl F##iz) oo =4
VW (BR5E4 : X & FOptiView PD-L1 (SP142)) ZHWCTHIET S = &,

@ T

\ZREE T 5 BE T D AR OB O T EIC DD TR AR OA ZPED

N SN TR LT, AHIOERGHAR LB,

(et

DCARRI DA MRS 1 ST ARV MO BT & DOEH B 5
RR e

2P %5 ]

@ TRICZET2EHFICONWTIEIAAOR G NG L SN TS Z Enb, &L521T
DR L,

AHN DR xt L OE OBETERE O & 2 B3

@ WEWHERTOFHHIZRBWN T FRUIEY T 2 BEIZOWTIE, ARAIOE G ITHELE S 7w

R

i DVEFEEPUL 7RV EICIR Y | HEICAFZEH T 2 L 2BETE D,
WE%%F%@AHXi%@%ﬁ®%5$%

A (R i C VLR & iR D 2 BB K ONE B 0D Tl S i gk % OS¢ 25
DR SIEMZEA LIS B B 5 BFE

H O BRERD B 2 B LB MRS L < X3RO B g kB OB TR O
b5 HE

ECOG Performance Status 3-4 ™ o 4

(D ECOG @ Performance Status (PS)

Score

0

e JEBITE D, FFATLF LB HAEER IR ATX D,

1

PIARRIICHR LUVEENIHIR S 225, BMTATRE T, \IFEDE > TOMEEIITI 2L TE 5,
Bl - EWEF, FHEE

2

BATARECTH Y OH OB O Z L3 X CTHEELNEEIZ TE 22V, BHO 50%LL B3~y RO Tl 29,

3

RONTZEASOHDEY DL LT, BHD 50%L L2y RakiF iy,

4

2BV, BOOFDEIY OZ LI TERY, FERUy ROB - TiBI9,
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6. BECEL THEETNEFE

O WA CEFITM A, BLEIGEEF D ERAET D BN 2D & ARH O REME I OVl 1B
O DI B ERE T T8 L Chr LT 52 L,

@ BB . B I OFIRICH DR Oalwttz @i L. [WEZ25
ThoEhHTHZ L,

@ ERRWEHO~3Y AL MZOWT

L]

WEMEMZEERR D oD ZENB DD T, KFOHEGIZHT--> T, BHEE
R (PR IR, Wk, A OMER KL OME X it oI, Bl5ix 1+
IZATH 2k, Fio, REIDS UTHE CT, i~ — 7 —FOm& 4% Ehiid 25
Ze&,

AFNO¥e 51T HE D infusion reaction (i 2 CERAREC 475D Tx 5 U
i 24T > 72 L CRARE L. AR G-H K OKRFNE GA& TR IT A 2t A &l
ET D%, BEOWREE 2B T 5 2 &, 728, infusionreaction & REEL L
TS, R TOBBELOIER N ZERIZAIE T 5 £ CREZ +oBled5 2
L.

FFRgtERE . FF2e, LIEIE RS Db b ZERHH DT, AAIOF 5B
BERIT R O -] 3 E IR Tk RERR & (AST. ALT, y-GTP, Al-P, VUL
EUEONE) #FEMTH L,

RORIRFRE R . RI'E BB PR = R OV F B REREE N b 5 d Z LR D D
T, ARAN OG- BAAGRT K OB G- W 1 30E I N Wk Re R A (TSH., b7
T3, W#HE T4, ACTH. i =2 vF Y —VEORIE) % FEhiid 52 &,
AENOPRHIZ LY | WEORIERISIZRR T 5 &5 2 B AL REBSCEE
NHLOLNDZ ENHD, BRENROLNZHEICIE, BB L-FERIIS LT
B 70 ik & R A RO AN & U CGEUIZ2ERNZ W 2170, B E 0 E
BOSIZ X B RIWERA D BN A 58121, ARAIOWRE GTH IR, R ORIE RE A
NECRIOBRGELZERT D2 L, B, BIEREFRLVE L OFEGIZXVEIFE
M OUERGTRD B AR WIGAITIE, B BUE AR VT LSO 52 B #l BN
HEET D,

PG T R, SR OE ARGE L T LRIERNERT 2 Z 08355729,
ARANOFLHE TR S RIER ORBBU A 2ITEET 5,

1 BUHEPR I (B 1 BUBEIR I &2 &) Db Dbdr, BERFIES b7 v R—v &
IZELZENHLOT, Hig, Bl IEEEOREROFE B MAEE O A7 12+
OYEET DI, 1 BRI AR DN A TG AP L, £ R ) U
OB HEOEY IRAE 21T O Z &,
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@ IMpassion130 BR TIIEG-FMGD 6 48 3 £ T 8 B MR, ZAULARRIE 12 3 R
bR CHDMEDFHI 21T > TV Z & 2 5B, KA G HIIEIIC EHG R T4
ROMEREATO Z &
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