EafEAHEET A RS54 v

FFEI) XeT GRIETFHEERZ)

(BR524 : Tk b U 7 SEGHE 840 mg)
~EL I~

SRTEL 1A (G445 AHETD)
JEAE F
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1. IXUHI

IS DOF N - BEVEOHER DT DIZIT, BT SCEFITE SV o B A A RO
BND, 6T, IEOREREFOMESRIZ L0 | FUKEIRS 72 & ORI 72 3 1E A%
FPEIMMPERINDH T, 2O OERNZ BICHLERBF RIS 5 2 & BB O
FRRE L 2o TR Y BRFEMBOE & O AT EE 2016 O 28 4= 6 A 2 H M#ERE)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L L ShTnd,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRSL & B DI
RHZENDD, DD, HMEROLZEMEICET A IERNH0ERET 5 £ TORM,
WMHEERGLOBEEEZIT D ERPRF SN BEIRH UTHERT L & L b, BIE
RMFEBL L 7B B3t & D 2 & A hE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

L7 oT, BRHA T4 Tl BARBEESCZINE TR LTV D EFEIREN -
BRI EED & | DUT O RIS O it 70 8 2 HEE S 2 8L b MBI 8k B 2
F RO EFREEZ T,

I, ARHA BT A 3 MAZATBAE NEIE L ERESH O, /IS EEEARAE
BRI s . —MAERTE N B ARERIR NRHE & R OVt FE N B RILE 2 O 0
b EER LT,

KR EMRDERN T MY 7 REFHE 840mg (—fik4 : 77 Y U XA~ 7 (BT

FHHEZ))
SR LR DRENIIZE « PD-L1 D RV /KA D HER2 Fatt o FIFARE XL
R R

WHELRAMERORE : X7 U2 %R )L (TAT I RER) L ofHlick T, @E.
FRNIZIET 7Y ) X~=7 (BEE 7R Z) & LT1[H840mg %
60 432 F T 2 FARIHIGE CREFHET 2. i, FIERGOEEE
PERBIFCHIUE, 2 [\ B LD 58 RE 30 4y £ CEfET
ERAR
B Ik T ¥ H MRS
(%)
X7V ZXEN (TAT I RET) OB IR, HIEROHE
ZhRe SAFZh R« F
FIEROHE : 77V VA~ 7 (BiaE#fz) Lotz T, @E, A S
7V Z%ELE LT, 1 H1E100mgm? (KRERERE) % 30 2500 TE
WEHEL, 272 &b 6 HHARIE ST 2, A | [ 5-% 3 Ak L, 4
HEIIAE ST, chad 1l a—RE LT, HEEBEVIRT, v, BF
OIRABIZ LV T ERET 5,
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2. AHN DR, VERBF

T b 7 AL 4Omg (R4 7TV ) A~ T (B ). DT TR

LW H,) 1%, KIED Genentech, Inc.tZ & ¥ All# 4172 programmed cell death ligand 1
(LLF, TPD-L1] W9 ,) iZxtd25%& 77U Gl (IgGl) 777 A0kt MEE
J 7 a—FAHETH D,

CD274 (PD-L1) (&, EEANICE O THIFIZRAMECEIR L T 0| EE LY
VNER (T MEfE, BRI L T =2 7 40% 7 —T #Mild) 2B T 5 CD279 (LLF, PD-
1] £ 9,) KU CD80 (B7-1) &ifiic L. SEICEZAICHIET L EEZ TS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfF
EAIEIZ BB L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73#iA XA
TH Y., PD-L1 & PD-1 241 L7ofRB&IE, IR S HURRF A 722 T M) & OB %
AT AFEO—2E LTEX LN TS,

AN, PD-L1 OMfEsEIKIZFEA L, PD-L1 & PD-1 £ OFAELET S Z %I
F 0 BAGURR A7 T MR OIS I 2 08 U RO 2 36l 2 &5 %
LTV 5D,

I OMEN D | RANTEEMEREE AT 2 B RIaRIRIC 2 V152 b O & IR S i,
BB xR & LKA T L, Ao, etk BB R S 7,

ARFNDVE P BB DGRERIRIC L D RIEREDR S bbi, BHEXIIELT
(CED AR B D, AFIDOBEG-h R ORERIZIT, BEFOBRE 71270 BEN
R BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R D ERD &g L T
WY BERRE W 2 ATV B OSRE RIS X D RITER 2 5D 2 5 a 12id. B RE AR
IV CHIDBGE O Y RLEZAT O MERDH D,



3. ERIRAAE

RVECZEER (LU, THRY &9 ,) BEMEro e b R BnssiER 220K 2 (LLF,
THER2) &9 .) BEMEDOFITARE ST FFFE TR O AR RN 21T - 72 F 722 BRI R
DRAR % T,

[H2hhE]

O EREILEZ A FER (IMpassion130 #R5k)

HRf% « FRREFLIE IS 33 2 2 PEORIRIEE D 720y HR 2P0 HER2 B2 O FHli R i8
AT B 902 Bl (HARN 65 il & &mte) ZxtBIT, KK 840mg kU 27 ) &Z %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OfF#EE ORAIGHARE 451
) OFINER Wtk E 77 AR K nab-PTX O 5 (nab-PTX B, 451 f5]) &
bl 25 I AHRRER 2 Fhe L 72", R b Sz ED 5 B 369 5l (HAAN 25 4
ZEte, AFIGHARE 185 #, nab-PTX Bf 184 i) 7% PD-L1 [BPERFHEM™ & &z,

T oA MESNIZEED 9 B, PD-L1 Bt EE LRI T, AFIDFHEE T nab-PTX
BE & Ml U CEEFHMIEE O — > Th 2 WA OF B RIEE O bt (N
— NI [95% (54X [H]] @ 0.62 [0.49,0.78], P<0.0001 [J&%5! log-rank f7E ], A EAKAER
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= QOUSFEA4H1THT =Xy bA7, K1),

14 &2 1A 27 0E LT E 1L KOS HRICARKIXIZT 7 B A% FIRNE S L7Z, nab-PTX 1% 100

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

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

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

7=,
1.04
09+
0.8 4
40 074
B \
g 0.6 4 1
#H 054
E o
BE 03-
021 ' ‘\‘
s Nab-PTXEE ’
009 ies ABIGFE )
ood * F59Y
. A | L4 1 L L a1 1 T L4 T T
at risk £¢ 0 3 6 a 12 15 I8 21 24 27 30 33(H)
nab-PTXEE 184 127 62 44 22 1 5 5 1
AFIGHEEE 185 146 104 75 38 19 0 6 2 f

1 EHEAFHIR O Kaplan-Meier BigR (PD-L1 [GHEREEM)
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(24 14]
O [EHEEIEFESIFEERFE (IMpassion1305U5#k)

HERFEGIIARAIOHEEDA449/452] (99.3%) . nab-PTXEED429/438%1 (97.9%) (258
b, TREREE & ORRERAEE TE RWE FHRIIARFOFHHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78 HivIz, FHLRD5%LL EOAA] & O KRR S
ETERVWEEERRIIRIOLBY THhoT-,

K1 BEBRS%IULOAE L ORRBERIGTETERVWEEFL
(IMpassion130388%) (Z2MEBITHRE)

IRERIRSYEE (SOC: System Organ Class) AZIGHHEE (452 1)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
A& DRRBRENEETERVWEFHEESL | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER 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
) RE 28 (6.2%) 2 (0.4%) 0
LI 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
oA 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
SS9 51 (11.3%) 2 (0.4%) 0
O FEIE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1 (0.2%) 0
MR LY AR 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 W 5 77 (17.0%) 3 (0.7%) 0
FOPR IR B 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 OWEhmbE e 76 (16.8%) 7(1.5%) 0
%K 30 (6.6%) 0 0
-0 ) 28 (6.2%) 3 (0.7%) 0
Rt L OveakfEE 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
FR AR A 78 (17.3%) 24 (5.3%) 0
ALT 40 33 (7.3%) 6 (1.3%) 0
AST #41 29 (6.4%) 7 (1.5%) 0
B R 36 K O A R R 71 (15.7%) 3 (0.7%) 0
FA i 29 (6.4%) 0 0

7ok, AFIDEHBEC U C RIETIERGZE 8 10 0] (2.4%) . FFHEAERES 47 ] (10.4%)
Wide 2 ) (0.4%) . KI%s - EAED T 9 Bl (2.0%), FIRIUERERET: 78 6] (17.3%)
RIBHRENESE 5 () (11%) . BZ6 - BEIEZE 2 (] (04%) . AHEIEE (52 - AL —fEf
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MEZET) 34 B (7.5%). BHEDORKEEE 4 6] (0.9%). BHERES RS HEM
BREE) 241 (0.4%) . infusion reaction 7 5l (1.5%). &fFHERID « FEENE LT TP ERIBVE
43 61 (9.5%) K OVEYUIE 43 B (9.5%) 2FRD Bz, Fio, | BUIFERF, TEAKELE
PR, ESEMNEEAE, Mide. BERUTREME, (DA, WEILER L., S R s A
BRBIEER O bR o T, AEIWERBBUR DU E S (FBRAREEET 25T %
BB R AR T,



4. HEFRIZDOUVWT

AFN OG- 72 BEEZZW - FEE L, AFOFEGIC L EEZREWERZR%EL LT
BRIZIGNT 5 Z EmMpER72H  LLFOO~@D XTI hisk iz W THEHAT S
RETH 5,

O MEFITOWVT

O-1 TiEd (1) ~ (5) ODWTNNITEYT DM THDHZ &,

(1) EAFHEREDFEE T 205 A2 BRI RPE S G BT R A 2R EEHL R L
HUIEAS A RS BRI . Htk)s A 2Rl 7 &)

(2) FEEHERERPE

(3) HBENFIRAFFEE T 203 AP (D AR REEEIE ERPE. 25 AR
W wEE. S AR HEE R &)

(4) IRALFRIEE A E L, AORIER L FRIEZ R 1 USRS L L2 e
2 OREFRFENEITLR D R 21T > T D filiak

(5) PrEEMEREREAIL T EBINR Ol R UEITAR B i 21T > TV B itk

O-2  FEOALFIRIE K ORIVE R FE B O RIS +53 72505k & #EBR & FroERT (FRO
WFNZREE T D ERN) 23, HE2REEORANCET HIEROEEE L L TREI N
TnnZ L,

*

AN ETEUS% 2 FFOWIANHE 2 & T L7221 5 LA EO R AIBRE DS RIHE %
ﬁoTW5;ko9%\2ﬁuhi\ﬂhﬁ%ﬁ&%£kbﬁh NG DAHE %
{THoT WA &,

ERSEFIGE 2 FEOMMINHE ZAE T L721RIT 5 4ELL LI O 0 VY%
B LIRS = DORIRIHE 21T > T\ D Z &y

© BERNOERREREHOMEHIZOVT

G HE BUCIE R 2 BMEE DS ALE S, BRSO OB D, A2 - 2
IR OB B ONERSE IR D I et AHFFRVFEE LG EOWmE
. FRESLDITT DN L IEFINE > TN D Z L,




® BUWERA~OIIRIZ2ONT
@-1 FRRAHIZBEd 5 E L

PRCPERPR B O RS 20 BINE M 23R A L 72 BRI, 24 RERTRSHRIR OO T, Mttt 31
TR I T L FEB L BIEAICIE U TR B O CT S5 D BIMEF O S HINC 2432
IR ORERPZ Y AR O, EHHITRISATRRZRAH NS> TN Z &,

@-2 BRUREEEICL2FEELNNICET 2 ES

AR HE D 2 P 22 il S O RE A A 5 R E N RIER e =2 Y v/
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 2%
BENTWAZ L, B, BEFICOWT, DABRE L FOFBEICHSITEmENT
WnHZ &,

@-3 BIFERDZUTLRINICE LT

BIVER (MEMEMZE, ITHReiE - ITR - PR K. KGR - EHEE O TR,
2. 1V BUBEIRIE ., Wb (FUREREREE . BB RRErEE . T HRABEREMREE) . Mt
[ (K7 0« NU—JEBREZ Te) . BEAEME I, MK - 655, infusion reaction,
g - AU RIRIE, BsReiEE (RS MEMERRE) . BEOREREE. LK.
MERE BIEMRE, MR R I, St f MR PSRN | (L REDF AR o ik i

(G BRI | FEBEAF P ERIEE) . AL FIRIEDFHRE O RYYESE) 126 LT, ikl
B AT B R B D REFIME A A9 2 EAT & U (RIVEH O Er-extic o Bl L TR
"OZEEZITONDRMEICH D Z L), EHITEYRAE N TE DA I ES>TND
Zé&,



5. B#Extp L s BE

(B2 B3 % 9]

O R - BRIAFITT 22 EORNRERE D72y PD-L1 BitE (EEHERIC T 5
PD-L1 Z %8 U 7= JEEHRE s M 23 (5 6 2 EIA A 1%LL ) @ HR 247> HER2
FEtE D FPITRRESUI TR ILEBF IZB WV TAA L nab-PTX & OUF G- OF 2%
DRSINTND,

2. PD-LIORBIRIUCOWTIZT TV U A~7 (Bl fH#az) oo =%
Vs (AFE4 X Z FOptiView PD-L1 (SP142)) Z AW THIET 5 Z &,

@ TFRLICEZ YT 2 BT D AA OB K O GRSV TR ARIOAF LMD
WESLESN TR LT, AAOHREGHR LB,
o DOTHRAIOAEIEN R S I TR OFTEMEEEA] & OFF 5
o iRl - AR IR

(2t B4 2 5]

O TRICEZYT 2EEIZOVWTIIAFIOTRG N ES L SN TNWDL Z b, BE5%21T
PIRNT b,
o KA LSBUE DB D & 2 B3

@ IBFEHTOFHIIZI VT FRRICEE S T 5 BEIZ OV T, AAOREITHER S e

DS, MOIRFEIIE D R WIGEITRY | HEREICAHZEN T2 2L 2ZETE 2,

o HHEMENKEDOGHUTZ OBED H 2 BH

o HaESEGRR A CRVE R 258 6 2 B K ONEBIME O KU Sl I <0 e M it 9% 55
DI IRIEVEZAL DN - B D B

o HOEREDD D EEUTIEMERE L IXFFMED B Q=B OB RO
o¥aysecy

*  ECOG Performance Status 3-4 "V 0B

() ECOG @ Performance Status (PS)

Score

0 2 M2 TEBTE 5, FATE [ U B FAERNHIRZ <ATZ 2,

1 PRI LOTEBNHIBR SHL D20, ATHRE T, BAEERIE - TOIERIIITH Z LN TE 2,
Bl - BVWFE, R

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

RONTZHDOFOEIY OZ L LnTER, BHEO 50%LL EE Xy R Tl 29,

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

O WMISCEFITA ., SERTEEE DRI 5 EBEFITEED & AR DRk K OV
M OTDIZ LB R EWME B L TS 2 &,

@ RERLRIZENL D BE XXZ OFIRICHIER a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AROEEIZHT--> L, BEE
W (PR IR, ngmik, FEEVE) OfERE R ORI X fifd 0 FEhas, Blgs 5
4TS 2k, Fio, BEIRUTHES CT, MiF~— —%DiE a2 £l d 2
Z &,

AFNOP 5L EE D infusion reaction (2 2 CTEEAMFIZ 72D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHET %1331 Z A &
ET 5%, BEOREEZ /0285375 2 &, 70F5. infusionreaction % F8EL L
AT, 2 TOMBEROIERNERICHET L E TEEE H0BET5 2
L

FrpgterEs . IFg, B LEIERI S oD 2 ENH DD T, RFIOE L
LERT R O G-I I E M A I RERR & (AST, ALT. y-GTP, Al-P, U /L
VU EORIE) AERMT D L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db Z ENH D D
T, ARANOF G- BRAART R OG- X E SN IS REMR A (TSH., A
T3, i T4, ACTH, M =5 — VR OflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA e
DHOLLNDZ ENRDHD, BENBDOLNTZLEICIE, BERLEFELIIL U
BLFR 72 05k & 1R BR & RO R Rl & 8 U Clg Ul 22 BRI W 21 T\ IR ik
BOGIZ X2 EWER DB b 2358121, AFIOWRIESUTH 1L, R OEIE RE R
NECHOBRGEELBET D L, 7B, BIBERERLVE L OREIZLYEIE
M OUEDTRD HAIVRNGAE T, BB BB R VE LIS o g il o
HLEET D,

B A& T, BEM 5D ARE L COLRIERANRET D Z B850,
AR OEEHETHIZHREWEM ORI 2ITEET D,

1 BUBEIRIG A & o, BERFES TV R—V RZELZERHDHDOT, O
B, O, WEMEEOTIRORBBCMFEMED LA HAEET D2 L, 1 BER
WO N T HEIZT G EZ I L, A >R Y RFI O B2 oY) 722 L %
152 &,
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@ IMpassion130 5 TIIEG5-BRLA 5 48 T 8 EMMNG., ZruLARIX 12 #F M
@ CHMEDOFTHI AT > T\ e Z & 2 5B, AFIBRGHILEHAIZEGRE TR
ROMEREITH Z &,
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