EfEHEET A R A v
7TV X7 (RETFHRBI)
(B34 - 7Y MY 7 BEFHE 840 mg)
~FLEE~

SFTEEL 1A (Ff 742 A%ED
JEA A
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1. IXL®ic

IS DOF N - BEVEOHER DT DIZIT, B SCEFICE SV B A A R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BOFVE RS E SR ST, SRS 2 T 1 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

I, RKHA BT A %3 MAIATBAE NEI L EREISH OHE, NS EEFEARAE
BRI s . —MAERTE N B ARER IR NRHE & R OVt FE N B RS2 O 0
b EER LT,

KR EMRDERN T MY 7 REFHE 840mg (—fk4 : 77V U X~ 7 (BT

HHHEZ))
SR LR AR - PD-L1 B DRV 2 /KA D HER2 Fatt o FIFARE XL
LR R

WHELRAMERORE : X7 U Z X8 )L (TAT I RER) L ofHick T, @E.
FRNIZIET 7Y ) X~=7 (BEfE 7 z) & LTI [H840mg &
60 537733 T 2 FARFIR CRIEFHET 5, ok, FIHHEEGEOEE
PERBIFCHIUE, 2 [\ L0 58 RIE 30 4y £ CEfET
ERAR
LIS TR S L PN U & S R T
(%)
RV EXRN (TATIRER) OZREUIRER, ELKOHE
ZhRe SAFZh R« Fs
MER O E  hOBEEMIERS & OFFHIZBW T, @F, RAIIZ 7 ) 23k e
LT, 1 H1HE100mg/m? ((AREHE) % 30 70200F TRlFHE L, A7
<Eb 6 HREMRMET 5,08 1 BG4 3 B ke L. 4 38 B I3RS 5,
IhE1a—2E LT, &£52EVIKT, 7B, BEORREIZLVEE
WET 5,




2. AHRN DR, 1EREF

T b 7 AL 840mg (kL 7TV ) A~ T (B ). DT TR

Fl EWH,) 1%, KIED Genentech, Inc.tZ & ¥ All# X 4172 programmed cell death ligand 1
(LLF, TPD-L1J W95 ,) (Zxtd25&E 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FNHETH D,

CD274 (PD-L1) 1%, AEENIZEW THUFEIR RIS ICEI L TRV | & ELZY
VRER (T HERE, B A N F = 7 0% 7 —T flifn) 2% BL3 5 CD279 (LLF, [PD-
1] &Wvo,) KUCD80 (B7-1) &ifH L, RAEISELZAICHIET LI EEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
EREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 XA
TH Y., PD-L1 & PD-1 #47 L7ofRB& 1%, MRS AL HURRFELAY 7 T AR OB
ZEHET 2 O—2 L L TEZ LTS,

AFNX, PD-L1 OAASMEIRICHRE S L. PD-L1 & PD-1 & OFEAZILET 5 Z L5
0 DATURFEERR 2 T M0 oM EFTEMEZ R U, 5 OHEM A+ 2 &3 %
BTV D,

T DHIEN G | AANTENEREG T 287 I KIC 2 0155 b O L WIR S,
FURBEE 2ot R & LT ER 2 Ehi U, Ahith, etk XA R ST,

ARFNDVERREFF LD B DRERIRIC L D RIEREDRN & bbi, BHEXIIET
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEFOBRE 72T BENR
P BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
WY BERRE W 2 ATV B OSRE RIS X D RIER 25D 2 5 a 1213, B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERIRAHE

RVECZEER (LLF, THRY &5 ,) BEMEro b b EABnssiER 22K 2 (LLF,
THER2) &9 .) BEMEDOFITARE LA FE IR O AR REAN 21T - 7o F 722 BRIk
DRAR % T,

[ 2]

O EREILEZ AR ARFER (IMpassion130 7X5k)

HRf% « RS FLIE IS )3 2 2 G PEORIREE D 720y HR 2P0 HER2 B2 O Fili R iE
AT FFFE L B 902 il (HARN 65 il & &mte) ZxtBIT, KK 840mg KU 27 ) & %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OFF#EE ORAIGHARE, 451
) OFINER W2tk E 77 AR KO nab-PTX OS5 (nab-PTX B, 451 f5]) &
b 25 I ARRER A Fhe L 72", EER bz ED S B, 369 5l (HAAN 25 i
ZEte, AFIGHARE 185 #, nab-PTX £f 184 i) 7% PD-L1 [P RFHEM™ & Sz,

T oA MESNTZEE D 9 B PD-L1 Bt EBE LRI T, AFIDEAEET nab-PTX
BE & bl U CEERHMIEE O — > Th 2 WA OF B RIEE DGR b (N
— Kb [95% (5 4EX ] : 0.62 [0.49,0.78], P<0.0001 [J&H!| log-rank f7E]. A B AKHER
1 0.005) . H Il [95%IEHAIX ] 1IAKIDFHRET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QVUSFEA4H1THT =Xy bA7, K1),

*1:4 WM E 1A 7L LT E 1 KOS BBIZRAIXIZT 7 B A% FIRNE S L72, nab-PTX 1% 100

mg/m? %55 1, 8 ROV 15 H BICEHIRNEES- LT,

*#2 1 XK OptiViewPD-L1(SP142)% FIW\C, BRI IZI T 5 PD-L1 2R3 L 72 JEER M

RS 5 6D B8 (IC) 12O\ THFHRINE S, 1C1/2/3 IC=1%) Th D341 PD-L1 Bk & )l

iz,
1.04
094
084
40 074
g 064 \
#H 054
E o,
¥E 03
02+ Ny
nab-PTXEE '
01 ces ABIgERAR !
cod * FH59Y
T ) 4 T T L 1 . §. 14 v T T
at risk %1 0 3 6 a 12 15 18 2 24 7 30 33(8)
nab-PTXEE 184 127 62 44 22 n 5 5 |
AFIGHEE 185 146 104 75 38 19 10 6 2 f

1 EEEAFHIR O Kaplan-Meier BigR (PD-L1 [BHEREEM)
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(224 14]
O [FHEEH RN R SR (IMpassion13055#)

HEFEGIIARAIOFHEEDA449/452] (99.3%) . nab-PTXHEE0D429/438%1 (97.9%) 258
Hiv, TREREE & ORRERAEE TE RWE FHRIIAF O HHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78 bivlz, FHLRD5%LL EOAA| & OREBERS A
ETERVWEEERRIIRIOLBY THhoT-,

K1 RERBS%L LOAE L ORRBERBGTETERVWEEFS
(IMpassion130388%) (Z&MEBITHSRE)

SRERIRSYEE (SOC: System Organ Class) AKIGHHEE (452 1)
FAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) FE (%) Bl (%)
A& DRREBEPEETERVWEFHEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER X OB G OREE 210 (46.5%) 19 (4.2%) 0
T 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
El 196 (43.4%) 13 (2.9%) 0
[ 105 (23.2%) 2 (0.4%) 0
THi 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
M - 27 (6.0%) 1 (0.2%) 0
B K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
SS9 51 (11.3%) 2 (0.4%) 0
O PEE 40 (8.8%) 0 0
JIEE 39 (8.6%) 1(0.2%) 0
M LY v ARG 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 WA 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
SHYF 35 (7.7%) 1(0.2%) 0
U 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
DAL 30 (6.6%) 0 0
=% A 28 (6.2%) 3 (0.7%) 0
Rtk KOsk E 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
R AR A 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST H8/n 29 (6.4%) 7 (1.5%) 0
B R 36 KOG A Rk 71 (15.7%) 3 (0.7%) 0
FA 29 (6.4%) 0 0

2B, ABIGHHEC B W CRVE MR A 11 61 (2.4%) . FFSRERETE 47 61 (10.4%) .
R 2 B (0.4%) . KIBZE - EED TH 9 H (2.0%) . FARAREREREE 78 1] (17.3%) .
BIFEEEBEREE 561 (1.1%) . BMZS - BEREZS 2 f51) (0.4%) . FhRFEE (T2 « N L —EfE
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HEZET) 34 B (7.5%). BHEOKEEE 4 61 (0.9%). BHERES RS FEM
BREE) 24 (0.4%) . infusion reaction 7 5 (1.5%) . &fFHERID « FEENE LT TP ERIBVE
43 i (9.5%) K OVEYLIE 43 B (9.5%) 2GR Bz, Fo, 1 HBERIE, T EAEHHE
PR, EEMEEAE, Mide. BERUTREME, DA, WILPER L., S R
BRBRIEER O bR o 1o, AREIWERBBUR DU E S (FBRAREEET 25T %
BRI RE T,



4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%ELLT-
BRIZKIGT D Z B2 LLFOO~Q@D T X C &7 hsk iz W THEHAT S
RETH 5,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNNLICHEY T HMX THH &,

(1) EAFHEREDFEE T 205 ViR PE S G BT RS A 2R EEHL R L
HIIEAS A RS BRI . Mtk )s A 2Rl 72 &)

(2) FEEHERERDE

(3) HBENFIRAFNFEE T 208 AP (D AR RESEE E P, 25 AR
W wEbE. S AR R &)

(4) ARALFRIEEZHE L. SOREE L FIRIEZIE 1. ARG L FRIEZ R EL 2

AT RN PR E 2 RORL 3 Oak FEEICAR D B 21T > TV D fitiax
(5) PrEEMEREREAIL T EBINR Ok EUEITAR B R 21T > TV B itk

O-2  FEOALFHRIE K ORIE R FE SR O RIS 53 72 50wk & #EBR & FroERl (TR O
WFINZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

AN ETEUS% 2 FFOWIANHE 2T L7121 5 FELLEO B AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWVWBHZ &,

ERSEFIGE 2 FOWMINHE ZAE T L721RIT 5 4ELL LI O 0 LWL %
& LIRS - DRIRIHE 21T > T\ D Z Ly

© BENOERREREHOEHIZONT

G HE BUCIE R 2 BMEE S ALE S, BRSO OB D, A2k - &2
IR OB B ONERSE ISR DI et AHFFRNEE LG EOWmE
FH . FRESNITT DN L IEFINE > TS Z L,




® BIER~DOXBIZONT
@-1 FERREHICE T 5B

WV PEI B O B FE A2 RIMER 35 A4E L7 BRIS, 24 RERIEZHRIRHI O T | Maxhtiag 3%
MR BT B L2 BITERNCER U C AR B O CT 25 O EIEFH OSERINZ 0 5E
IRRRAEORER Y AL, EHHITRISATRRZRAH S > T Z &,

@-2 ERMAIEC L DHEERARICET 5 EH
M AR HE D 2 B 2 Sl fe O RE & AT 2 IR RE R H RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
BENTVDZ L, 2B, EHEERICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (MVEMEMZE, ITHReiE - ITR - PR R KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FOREREREE . RIBHRREiEE . T HRAMEMREE) . ik
fEd (X7« NU—JEGEREZ ETe) . HEIEMBEIE, MK - BEEEK - 425, infusion
reaction, fhi%k - BRKCHREARE, BHERElE (RAMEFEMERRE) . BEEOLFRE,
O, MERERTEMRE, MR L, Sa M RIS SRR . DA% - DZERR T
B oA =7  ALFRIEOERA RO R G ek FEEWE L BRI E) |
(EFFIEDF RO RYLE ) 2% L C, Yakhiax X I BE RSB O M2 H T 5 =
Al & s U (RIER OZBr-ox S ICB U TR R OSHR 2= T oA &M eH 5 2 L),
B HICHE ) 72 E D TE DIRH S TnDH 2 &,



5. xR L BE

(B2 B3 % 9]

O R - BRAFITT 22 EORNRERE D72y PD-L1 Bt (EEHERICR T 5
PD-L1 % %8 U 7= IEERIE s M 23 (5 6 2 EIE A 1%LL ) @ HR 297> HER2
FEtE D P RRESUI TR I BF IZB WV TAA L nab-PTX & OJF G- OF %
DRSINTND,

¥, PD-LIORERIUICOWTIET TV ) A~7 (& ##az) oo =7
Vsl (BFE4 X Z FOptiView PD-L1 (SP142)) Z AW THIET 5 Z &,

@ TFRLICEZY T 2 BT D AAN OB K O GIEIZ W TR ARIOAF LMD
MESLESNTE LT, AAOHREGHR LR B,
o DOTHRAIOAE DR S TR OFTEMEEEA] & OfF 5
o iRl - TR IR

(2B 2 5]

O TRICEZY T 2EEIZOVWTIIAFIORG N EZR L SN TNWDL Z b, 52T
DI L,
o KA LSBUE DB D & 2 B3

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

D, MOIRFEIIE D R WIGEITRY | HEREICAHZENTL2 2L 2ZETE D,

o HHEMEMKEDOGHUTZ OBED H 2 B

o MaES R A CRVE R 258 0 £ B K ONEBIME O KU Sl I <0 gL M it 9% 55
DI RIEPEZAL D - L D B

o HOEREDOH D EEUTIEMERE L IXFFEMED B Qi ik OB TR D
oraysecy

*  ECOG Performance Status 3-4 "V 0 B

() ECOG @ Performance Status (PS)

Score

0 2 MR TEBTE 5, FATE [ U B FAERRHIRZ <ATZ 2,

1 PRSI LOTEBNIHIBR SAL DA, AITHRE T, BAEERIE - TOIERITH Z LN TE 2,
Bl - BVWFE, R

2 | BTARETANOHOE Y O L EF S CAEEEAERIITE RV, HHO 0%k LES y FACHl 2,

[RONTZEZOHDOEIY DO L ULNTERY, HHO 50%LL L&~y RO Tl 7,

4 E<ET RV, BOFDEY O LFES TERY, FRICy Rk Tl I,
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6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI 5 EBHFITEED & ARH DRk K OV
MAOTDIZ LB EWME B L TS5 Z &,

@ RERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~HXT AL MZOWNT

WEMEEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
M (PRI R, ngmk, FEENVEE) ORER L O X Ml O F i, Biggx 1+
AT 2k, Fio, BEIRUTHES CT, MiF~— —%Dit 4z £l 2
ek,

AFN O 5L EE O infusion reaction (2 2 CEEAMFIZ 72D TE 5 Y
i %17 > 72 ECBgA L, ARFIE G R OARFIEGHE T %1331 Z vt &
ET 5%, BEOREEZ /DI85 52 &, 70F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET S TREZ BTS2
E

Frpkteras . IFs, B LEIERI S 5bd 2 ENHDDT, AFIOE L
LERT R O G-I I E BRI I RERR & (AST, ALT, y-GTP, Al-P, U /L
EUEORIE) AEMT D L,

FORIRFERERE | RIRHSRERE E R OV F IR EEREN H OIS Z ENHDH D
T, ARANOFE G- BRAART R OG- X E IS N IS REMR A (TSH., A
T3, b T4, ACTH, M a9 — VR oflE) 2 3EEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b kA B
DHLDONDZ EnbD, BENBDOLNLEHEICIE, BELEERIIS U
BLFR 72 05k & FR5R & RO R Rl & 8 U Cl bl 2R BRI W 2 1 T\ IR ik
BOGIZ £ 2 BEWER DB 258121, AFIOWRIETH 1L, R OEIE RE R
NEHOBRGEEZBET D2 L, 2B, BIFEREARVEOREICTLYEIFE
MOUEDTRD HIRNGA T, B BB RV - LSO S i o8
HLEET D,

B A& T, BOEM 5D ARGE L COLRIERANRET D 2R H720,
AFNOEERETZRIZSEIER ORI I2EET D,

1 BB (BDE 1 BOBEIR I 2 & de) b Db, BERFEMES h TV F—v &
IZEDZENRHLOT, Hig, B, EEEDIEROFBCMbEEO EAIZ+
SEETHZ &, | BERBEN DN GEICITEEEPIEL, AR U
RO HEOEE) LB ZITH Z L,

10



@ IMpassion130 K5 TIIEG5-BRLAD D 48 £ T 8 EMMNG. Z A LARRIE 12 H M
B CHMEDOFTHI AT > T\ e 2 &2 5B, ARG HILEFICEGRE TR
ROMEREITH Z &,
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