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1. IXLHic

BESR S DA « L RVEORER O T2 DI1E, WA CESITES W 2l E 2 A AR D
bhb, SHIC Eﬁmﬂ%&mwﬁﬁ X0 PURESKS 72 & OEH 228 R Ve A
Fr 155 3R A 23 7K R éﬂéﬂfﬂf IO OEMEZ BEICHEREE TR 5 2 L B
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MR E)
IZBWTH, FHEENEOHEHORMELHEL XL Z L LTV D

BORVE AR ESR ST, KEERASCL ST 0 7 7 A VDBBEEOEIRSL & B D IR
BHZEWDD, ZDH, AR ONZEMHIZEAT HIERN+0ERHT 2 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT 5 & &bz, mIfE
FAPFEL LB E R % & D 2 L Al RE7R—E O B % jii 7= R R <
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 IR s . —MAERTE N B ARERIR NRHE & R OVt FE N B RS2 O/ D
b LR LT,

KB LI HERS T TV ) X~T GEla R Z)

RG LR DRI E : PD-L1 B D R VT 52 AR R 5> HER2 21O Filf A HE X%
PR LR

WG ERDMEROHE : ZhhedtiE
TV AT (Bin M Z) OFEREGRHT 60 752 TR
HEE L, PIEERGOBEMN RAFChiuE, 2 BB UBEOE S
IREfE 1 30 23 fEl & CHIfE C X 5,

PD-L1 BEMED RN KRN D HER2 [2MED T RiE

ESER PR

R EFENL (TAT I URER) L OERICBWT, @

[H PN 177/Jxv7(Lh%m@z)&LflEWMmg%

2 I FEIERE ST 1B 1680 mg % 4 B CRiliiET 5,
s R 58 ¥ F PSR ASE




(%)

RV EXEN (TAT I REED) ORE IR, AIEEKOA&E

BhRE SIS« HgE

MEROHE  oFEMAERR & OOFRICB W T, @, AT N7 ) 2L e
LT, 1 H1[E100mg/m? ((EREME) % 30 5200F CTREEFHEL, A7
<&b 6 HREMARIES 5,00 1 BG4 3 e L. 4 38 B I3RET 5,
IhE1a—2E LT, &52&0IKT, 7o, BEOREIZL Y EE
WET 5,



2. AR OFH, 1EREF

7TV AT (Bl E#z) (BLF TARAL £vv9,) 1E. KIE D Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 Gl (IgGl) 7275 A0k MEE /) 7 u—F AR TH 5,

CD274 (PD-L1) 1%, AEENIZEW THUFEIR RIS ICEI L TRV | & ELZY
VRER (T MR, B MR N F 2 T 4% 7 —T fifn) ZI2HEL+ 5 CD279 (LLF, [PD-
1] &»5,) KUCD80 (B7-1) &ifa L, EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
EAEIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS HURRFELAY 7 T AR N © OB R
RS AFDO—D2 L LTEZLNL TN,

AFNX, PD-L1 OMAASMEIRICHRS S L. PD-L1 & PD-1 L DA ZILET 5 Z L5
U DAFURFEER 2 T M0 oM EFTEME 2 H R U, 5 OHEM LI+ 2 &5 %
LTV 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,

AFNDVE P EE D BB DSGRERIRIC X D RIEEDRN & bbi, BT
(CEDATREMED B D, AFIDBG- M ORERIZIT, BEFOBRE 51T BEN
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

FEVZREE (LLF, THR) &\ 9,) BEtErob b RIS SHIA 72 514 2 (B
. THER2) &\ 95,) Rk T REE X LI O KGRI IC I 21T - 72 72 ERR
RER O RAE A R,

[H2hhE]

O EREILEZ AR ARFER (IMpassion130 7X5k)

HRf% « RS FLIE IS )3 2 2 PEORIREE D 720y HR 2P0 HER2 B2 O FIli R iE
SOTFRFE LR 902 B (A AN 65 2 EiTe) ZxtRIT, KA 840mg LUV U Z %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OFF#EE ORAIGHAERE, 451
) OFINER W2tk E 77 AR KO nab-PTX O 5 (nab-PTX B, 451 f5]) &
b 25 I ARRER A Fhe L 72", EER bz ED S B, 369 il (AARAN 25 4
ZEte, AFIGHARE 185 #, nab-PTX £f 184 i) 7% PD-L1 [P RFHEM™ & Sz,

T oA MESNTZEBE D 95 B PD-L1 BtEEBE LRI T, AFIPEAEET nab-PTX
BE & Ml U CEERHMIEE O — > Th 2 A OA B RIEE NGO bt (N
— Kb [95% (5 4EX ] : 0.62 [0.49,0.78], P<0.0001 [J&H!| log-rank #7E]. A B AKHER
1 0.005) . HIfE [95% (MK 1IAKIDFHEET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QVISFEA4H1THT XDy bA7, K1),

*1o4 WA 1A 7L LT E 1 KOS BBIZRAIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100

mg/m? %5 1, 8 KON 15 A BICFIRNE S LT,

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

RS 5 60 B EIA (IC) 12O\ THFHRINE S, 1C1/2/3 IC=1%) Th D342 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 9 12 15 8 21 24 27 30 33(A)
nab-PTXEE 184 127 62 44 2 5 5 |
AEI|GEEE: 185 146 104 75 38 19 10 6 2 f

1 EHEEA IR O Kaplan-Meier BigR (PD-L1 [BHEREEM)
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(224 14]
O [EEEIEFESIFEEIRE (IMpassion130505#k)

HEFEGIIARKIOFHEEDA449/452] (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 bivIz, FHLRD5%LL EOAA| & O R EBERS A
ETERVWEEERRIIRIOLBY THhoT-,

K1 RERRS%L LOAE L ORRBERITETERVWEEFS
(IMpassion130388R) (Z&MEBITHSRE)

B RBIRHE (SOC: System Organ Class) AFIGFHEE (452 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) FE (%) Bl (%)
A& DRRBEPEETERVWEFEES | 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
B IBEE 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
BB K OV T AL AkRE 157 (34.7%) 6 (1.3%) 0
A9 51 (11.3%) 2 (0.4%) 0
% 9 FENE 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
SR 35 (7.7%) 1 (0.2%) 0
LB R 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
DAL 30 (6.6%) 0 0
I PR 28 (6.2%) 3 (0.7%) 0
Rtk L Ok E 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
i R AR A 78 (17.3%) 24 (5.3%) 0
ALT H40 33 (7.3%) 6 (1.3%) 0
AST ¥4 29 (6.4%) 7 (1.5%) 0
B R 36 KOG A Rk 71 (15.7%) 3 (0.7%) 0
RA i 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 - BEREZE 2 f51) (0.4%) . FhREFEE (T2 « N L —JEfE
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HELEETe) 34 61 (7.5%). BEEOKEREE 4 6 (0.9%). BHREREE (RNEHREE
) 2] (0.4%) . infusion reaction 7 B3 (1.5%) . MFHFRERIE/D « FEEMAELT R ERIEIE
43 61 (9.5%) K ONELBYIE 43 ] (9.5%) AFBH bvTz, F£7o, 1 RPERAE, FEAKAE
fRis, EAEARHESE, AR, BURUTRMARIE., (O, WM PER ., S M MR E
IR B o T, AEWERARBLRIUIEERS (RRREHERET 250 25048
FHER AR,



[k - H&E]

FHEM S BN REMRATRE R HE D & . FLBITFR D 20HE - 2 RISk LT, 840 mg 2 i [
kg (LLF. TQ2W) &9 ,) HEITMA T, 1,680 mg 4 BEMHE LT, Q4w &
W9, ) FEEZFRE L T 5 IR ARG FIH A AR PR M T O, AFIORE
MEmEREE T L A2 AN I 2L —3 g UNC kY FINRRE IR ALE B IR
#1680 mg % Q4W THH L7z & O MEFRENHRF SN RITR 20 LBV TH
V. 1,680 mg ® Q4W 52K V. 840 mg D QW 5 L il L ¢, AR EE &
ET I FPRE DR T IERD biviehodz, £io, BRI — SUSHAT ORE R D ARK O %
B RN L ORICHMEZRBEITFRD Do Tz, 7B, BARANDEREESE 2 x5
[ZAFA] 1680 mg 2 Q4W TH G- L= [EWFHVIHERER (J044110 5888 2B\ T, L4tk
IZRFBE DR ERITER D HAL TV,

* o E PRSI A IAHFER (IMpassion130 35k (ZHLAANL ST 2ERER LK O H A NEFOBEE O

SIS E | 1000 FIOBRARBEZ LR 2 N ENER L, L UAREF LIRS 840 mg QQW
KON 1680 mg Q4W KAEFHNRINIRL- L7-BE DA 7 v | KOERIRBICE T 2BRBEENHEE SN,

# 2 IMpassion130 RERIZBIT A AFIOBRERE (HEEME) -

N Cmax / L irou
vk - e | fEE (ng/mL) Cuough (ng/mL)

YA 701 TEFRRE YA 71 TE RN
840mg ) 325 [229,465] 599 [388,928] 86.5 [59.4, 127] 263 [132,503]
Q2w HAN | 370 [264,520] 682 [447,1,040] 93.8 [63.7,136] 299 [156, 548]
1680 mg XA 653 [465,915] 880 [603, 1,300] 112 [67.3, 178] 206 [88.3,432]
Q4w HAAN | 742 [536,1,030] 1010 [704, 1,470] 124 [78.8,190] 239 [108, 487]

L SEIE 5%, 95% ]
* 0 RKH) 840 mg Q2W K TN 1680 mg QAW FH 2B 5 1 A 7 ik, FNZE 14 LOV28 HIFE L., &H
% JHBIZBT D Cinax 2O Crougn (FLL F OB L & ST,

o Coax URFEHREE) VA 70 1 BFES R OVEFIRIERE ST, Z N Z 581614 0.0416 X T)500.02 H H

* Crough (N7 7IREE) : 840 mg Q2W K TN 1680 mg Q4W (23T, A 7 /b 1 B S K OVE FIRTERS AU,
FnFh., wEBMEHE 13.99 K T8513.99 H BIFONT 27.99 X () 527.99 H A




4. FEFRIZDOUVWT

AFN OG- Y 72 BEEZZW - FrE L, AFOFKGIZX Y EERRIERAZ BRI L
BRIZKHIGNT D Z EMER72H  LLFTOO~@D T XTI sk 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
HIIEEAS A RS BB AR T, Mtk )s A 2Rl 7 &)

(2) FEEHERERDE

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

(4) ARALFRIEEZHE L, SOREE L FIRIEZIEE 1. SR L FRIEZ B 2

AT RN LR 3 Ofak 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
WFINTREE T D ERN) 23, HE2REBORANCET HIEROEEE L L TREI N
TnnHZ L,

*

R FFIUSE 2 FEONHEZE T L721RIZ 5 FELLEDO D VTR DB IRIHE 2
{ToTWAHZ &, 96, 280 X, BAREYREZ T & LBRRIEE T ONHE %
IToTCWVWBHZ L,

ERISeFFEUGR 2 FEOMINHE ZE T L72RIC 5 FLULEDOFIEO N AEYRILE %
& LG FORRPHE 21T > T\ D Z &,

© BEADERRBFEHREEROEHIZONT

I T A B ST D BRI E S L, BEREE D O D A2t - %
IR OB P ONERSE IR 5 iRt AFFRNELE LB OWE
. FRESNITAT DN DIEHINE > TN D Z &,




@ BIEH~DOFIRITONT
@-1 MRk 5B s

M EMEMR BRSO EEZRRWEA N AE LIZBRIC, 24 FFRIZERHIO T, Y i%htia 3 ix
IV T, B L ZEIERICIS U CABEEBE R N CT O REIWER ORI 2432
IR ORI Y B O, EBICKHIS TR A NS> T D 2k,

@-2 BERUEFHEIC L 2FEFEELAMSICETLEH

MABIFRICEED 2 MR R L OB e 2 AT 2 EREEEDNEER =4V 7
EEDTHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
iE SN TND L, 2B, BigEHICOWT, BABRE EZOFRICHTITEmMmENT
WnHZ &,

©®-3 EIfEA OB LT

AITER (RVEVERR S, FTPERERET « IT¢ - AEPENRAE 28, KIGZ - HEO THI,
Zo 1 BUBEIRSE, Ik (FRIRPERERR T . RIS PRAERE T . TR ARERERET) | it
T (FT7 2 - NU—ERTEZ GT) . EIEMEE, B - B - FF28, infusion
reaction, FhA% - RO RALARIE, BIPERERET (RANE TRIEMER RS . EEOREFRRE,
DR, MERERAEMRE, eV fn/ MsD e, I PER L, (ORI - DRI - A
YT =T ACFHEOF R O Mg mENE (GF BRI  FEEMEAF R ERIIE) | LSRR A
O IR D RRGLAESS) (ZkF LT, Y ikhtiak ST BRE SRR O B FIME 2 3 5 [T & i
L (BHEHORZEHORISICE L THREA U EEZZIT 6N R/MFICH L 2 L) EHIZ
Y RALENTE DEHI -T2 &,
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5. B#ExtpL s BE

(B2 B3 % 9]

O R - BRIATITTT 22 EORNRERE O 72y PD-L1 Bt (EEHRRICK T D
PD-L1 % %8 U 7= JEERIE s M 23 (5 6 2 EIA A 1%LL ) @ HR 247> HER2
FatE D P RRESUI TR ILEBF ITB WV TAA L nab-PTX & OJF G- OF
DRSINTND,

¥, PD-LIORERIUICOWTIET TV ) A~7 (& ##az) oo =7
VoW (ARFE4 - X2 & FOptiView PD-L1 (SP142)) Z AW CHIET S 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
Dz b,
o KFNDRGIITKE UIBBUE DRETERE D & % B

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

DS, MOIRFEIIE D R WIGEITRY | HEREICARHZEN T2 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 o

() 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
e (PRULREE, iZmk, FEEVE) OB OES X S O s, Blggs+5
W7D 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
Z &,

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, 2 TOMEROIERNERICHET L TEEE H0BET5 2
E

FFEgRERE S, P2, B LEIRERRH Sbhd Z ENH LD T, AFIOEEH
LERT R O G-I I E BRI P sRERR & (AST. ALT, y-GTP, Al-P, UL
EUEORE) EMTH I L,

FOR RS AE R | R HERERE S & OV F B E N H LoD Z EBHDH D
T, ARANOFG-BRAART K OB G-I P IXE SN IS RERMR A (TSH., 6
T3, i T4, ACTH, M a5 — V5 oflE) 2 3EhEd 252 &,

AR OFHIZ XY | BE ORISR T 5 L& 2 5Dk~ 7B e
DHOLLNDZ ERDHD, BEPBDOLNIZLEITIE, BERLEFELIIL 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
M OBGENTRD AR WA, B BB AR VT v LIS o Sz B o080
HLEET D,

BG4 T, BEM 5D ARGE L COLRIERANRET D 2 R"H 5720,
AHNOBEGHETHIZHEWEH ORBUCSITEET 5.

1 BRI (BE 1 BB IR 2 & de) & Db, BERFEMES F T v R— &
IZEDZENRHLOT, Hig, B, EEEDIEROFBCMbEEO EAIZ+
SEET DL, | BRSNS EDN -G REEPIEL, AR il
R OBG DY) 2B EZ1TH 2 &

12



@ IMpassion130 5 TITEG-BRLAD D 48 & Tl 8 EMIMNG. Z A LARIE 12 # M
B CHMEDOFTHI AT > T\ e 2 &2 5B, ARG HILEFICEGRE TR
ROMEREITH Z &,

13



