REEHAEET A FT AV
7TV A= GRiaFHEEZ)
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SHTEL 1A (574 9 AWET)
RAEFEE
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1. IXT®IT

3R DA IE - RAVEDOMELR D T-DIZ1T, WA SCEE I IE S =il E 7 23k 6
bND, ST, IHEOREEMOMEAIC L0 | FUREIRS 22 & O 72 5 BLE R
FFERMPAR INLHT T, 2O OERNZ2 B LERBE IR 2 2 L B O
B L 7o TR0 REFEMBOEE & EOFEARTT# 2016 CEEL 28 4F 6 H 2 H Ml E)
ZBWTYH, FFMERNEOFEHAOREHEEZXD Z L L ShTn5,

BOR BT EIR ST, EEHEERRO L BT 0 7 7 A VDSEAE DB, & B S v R
BRHZERNDD, 0D, GINEROLZEMEICET D ERA 0T D E TOR,
UHERGOBREZRZ T2 2 ERMFRF SN2 BFICH L THERT 2 & &b, BlE
FRE U - BRC LB e ki g & D 2 & ANAHE e — & O B % Jiii 72 97 R A% R i
THZENHEETHD,

L7eo T, RAA RTA Tk, FBBEEROZNE TILE LN TV A ETFIETFHY -
BHFR RIS & | LUT O 3K 5 0 St 7068 2 HEE T~ 2 8L O B e gipk . B %
FROEEFHERT,

¥, ARKITA BT A %, MSIATBOE N ESE RS AR, ASEEN AR
BRI s . — bR N B O RERIR NRHE 2 ) O it ERTE N B RS2 O 10
b EAERCL T2,

MR LIRDERS T A~T GEIEH# %)

RGE R DM E : PD-L1 BE O 7RV V52 RAKEE{E 23D HER2 P&t TR RHE U
R AL

R ERDMER O E : eIt
TV Y RA~T (BEHZ) OYEE R 60 432N T Ta
TR L, PR G- O BEMS BiFChivid, 2 B ALFEO#E S
REREIE 30 20 & CHMECx 5,

PD-L1 PO A58 v 52 KR > HER2 F2MED FREEX
(LTI
R EXRL (TATIURRER) LOGFRIZBWLT,
NIZIZT 7Y U XA~7 (BEfE i z) & LT 1A 840 mg &
2 ARG 1 [E] 1680 mg % 4 @G CAlififiEd 5,

B e ¥ E RN A




(%)

N7 Y EFE (TT I UBERD) OFESUIIE. HIEROHE

ZhHe SUFZh A - FLE

FER OV E - oHUEMEEER & OOFICBW T, @H., RAIZIE N7 ) 2 XL s
LT, 1 H1[E100mg/m? (REEFE) % 30 7000 TRIEFEL, D7
< &b 6 HIFWARKES 2,8 1 [nlfe 5% 3 B e L. 4 8 B IXR3ET 5,
IhE1a—AE LT, B5EHVIRT, B, BEOREBICLYEE
BET D,



2. AHIOKHK. 1EREF

TV RAwT (Bl z) (LN TRA) &vd,) 1%, KE O Genentech, Inc.
(2 & v AIf & 7= programmed cell death ligand 1 (LLF, [PD-L1) &9 ,) 124 5%
a7 Gl (IgGl) 7277208 MEE /) 7 a—F bk Th s,

CD274 (PD-L1) 1Z, AEENIZE W THRESMREICHBLL TR | & bL2Y
2 8ER (TR, B A OV F = 743 7 —T fillE) 5128845 D279 (LLF, [PD-
1] &Ww9,) KUCD80 (B7-1) Effifr L. ®ESELAICHIET 2 LEZ 6 TND
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 (%, fEix OfE
ISR BB L T b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 23 #il &
THY, PD-L1 & PD-1 47 L7ofRIK %, MEEAIE S HURAR A 72 T flas & O K BE
AT DT O—Do L LTEZLNTWD,

AFNZ, PD-L1 OMFESMERIZHEA L. PD-L1 & PD-1 &£ OfEAZET 2 2 L4
X0 BAPURFRET) 72 T MR OIS ETEE 2 150 U S O¥ETE A2 6l 55 & B 2
SY (R GAYN
IO OGS ARFNTEMEE ST 2 8- IR 2 0 55 b o L Hif S,
FRBE 2GR & LT BRRBR 2 T L, AE, ZatEk OCRAEMED MR S vz,

AFNOAE ARSI < DO RIERISIZ L DRIERSENH b, EEIIET
(CEDAREMED B Do ARDOE G P RO GRITIT, BEOBIEZ 01TV, REH
D BT EITIE, FEB L 7RI U7 S MR 72 0k & R BR 2 B ORIl & i LT
WO 2R BRI W ATV, R D RIERNC X DEWER @I 556121, BB RE S
IV N OP S DR 2R ALE AT O BN B D,



3. ERIREGR

FVEVZFE (LUF, THR) &0 ),) BatErob b LRI FER =254k 2 (2
T, THER2) &9 ,) R FTAHE XL FR7E L O KGRI ISR 21T - 72 70 BRR
AR O RR & T,

(B xh]

O FEFREEZ 1 AREARRER (IMpassion130 #X5%)

Hf% - B FLIEIC A9 2 Y MEORIRFE D 720y HR 21472 HER2 [2% D Tl A5
AT I TR LT 902 5l (HAN 65 il & 5de) ZxtBIs, Al 840mg V7 U Z %
T (TAT I EERD) (LU, Thab-PTX) &W9,) OFFHEE (RAIGEREE. 451
) O ONZ M E 7T 2R KO nab-PTX O %5 (nab-PTX B, 451 f5]) &
b4 255 AR A Ik L 72", EERA I nBEZD S 6, 369 il (HAN 25 fi
Zate, AFIPEARE 185 B, nab-PTX &f 184 ) 7 PD-L1 tEBEEMN? L Shi-,

T U MESNTEED S B, PD-L1 BBHEEFERZIBW T, AAIOFHEET nab-PTX
BE & bl U CEHEFHMEEE O — > Ch 2 WIGEAAHM OA BERIER BB D b (0
— Nk [95%f5#EX ] : 0.62 [0.49,0.78], P<0.0001 [J&%5!] log-rank fR7E]. A EKUEM
1 0.005) . A [95%(EHEX ] (XAFIDFHAMET 7.46 [6.70,9.23] 71 A, nab-PTX H#¥f
T4.96 [3.81,5.55] WHThH-7= QISHF4H1THT—% > b A7, K1),

*4BEBE 1A 708 LT E 1 KOS B BIZAAIXIET 7B A ZFIRNES L7, nab-PTX 1% 100
mg/m? %% 1, 8§ HIN15 H BICEIRMNIZE LT,

#2 : 4 F OptiViewPD-L1(SP142) % FiV T, BEEERIRIE R IZI51T 5 PD-L1 258 L 7= [EE R Ea %
HRL7S &5 b B EIE (I0) 12OV CEBIRE S, 1C1/2/3 ICZ1%) T HHA 1 PD-L1 Btk & Hist
Iz,

104
094
0.8+
0.74
0.6+
0.5
0.4+
0.3+
02 - ——
nab-PTXE =

0o RBIGHER

cod __* FR=YID)
atrisk #% 0 3 6 9 12 15 18 2
nab-PTXEf 184 127 62 44 22 1 2 5 |
AFIGEEAE 185 146 104 75 a8 19 10 6

X1 EHEAFYE O Kaplan-Meier Bi#R (PD-L1 Btk BE4£MH)

RREBREBNE




[Z41%]
O FEEELRZFIFHERA S (IMpassion1307857)

B EFRIIARFNOHEED449/4525] (99.3%) . nab-PTXFED429/438%1 (97.9%) 1258
Hav, 1RERIE & ORRPIROGE T E WA FFGIIARAN I RE436/45245 (96.5%)
nab-PTXHEIZ410/43861 (93.6%) 78D HALTz, FEBLEDS%LL EDOARFH] & DORBEBIRI A
ETEXRVAEFZIIRIOLEBY Tholz,

R1 EBEEHS%ULOFF L ORNRERRTETERVEEFR
(IMpassion130388%) (Z2MEMIrtREH)

FERIKRS¥E (SOC: System Organ Class) AFIDEREE (452 1)
HEAEE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) BFilE (%) Bl (%)
AH & ORBEBBNPEETE WA EES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - RFEER LOEGEMLORE 210 (46.5%) 19 (4.2%) 0
i 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1(0.2%) 0
) AiE 28 (6.2%) 2 (0.4%) 0
s 23 (5.1%) 1(0.2%) 0
HIGkEE 196 (43.4%) 13 (2.9%) 0
LD 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
EX7A 35 (7.7%) 1 (0.2%) 0
R 27 (6.0%) 1 (0.2%) 0
FZ R F OV TRk b 157 (34.7%) 6 (1.3%) 0
b 51 (11.3%) 2 (0.4%) 0
5 FEIE 40 (8.8%) 0 0
Jii B 39 (8.6%) 1(0.2%) 0
Mg L) > REE 76 (16.8%) 15 (3.3%) 0
2 f. 54 (11.9%) 2 (0.4%) 0
I P ER iE 29 (6.4%) 11 (2.4%) 0
P o i 77 (17.0%) 3 (0.7%) 0
FUR RS RE AR TIE 57 (12.6%) 0 0
R REEE 107 (23.7%) 14 (3.1%) 0
SEJR 35 (7.7%) 1 (0.2%) 0
R R 23 (5.1%) 0 0
Mg, MRS X OMitkRiEE 76 (16.8%) 7 (1.5%) 0
%K 30 (6.6%) 0 0
P IR 28 (6.2%) 3 (0.7%) 0
KRB LOREBREE 78 (17.3%) 8 (1.8%) 0
ARG 43 (9.5%) 2 (0.4%) 0
FR AR AR 78 (17.3%) 24 (5.3%) 0
ALT B0 33 (7.3%) 6 (1.3%) 0
AST 54/ 29 (6.4%) 7 (1.5%) 0
B R B L OE ARk RE 71 (15.7%) 3 (0.7%) 0
RA i 29 (6.4%) 0 0

RF . AFIOEHEN B CTRIEMMES 11 61 (2.4%) . AFEEREREEE 47 41 (10.4%) .
9 2 B (0.4%) . KBS - HEED THI 9 F (2.0%). FIRAREGEREE 78 6] (17.3%) .
RIFEHEREREEE 5 B (1.1%) . AMZE - BEIRA 2 6] (0.4%) . FfRFEE (X7 o« N L —JiEfE

6



BEEATTe) 34 B (7.5%) ., BHEDORERE 4 ] (0.9%) ., BHERERET (RAEFIEME
BRE) 2141 (0.4%). infusion reaction 7 5 (1.5%). AfFrPERIEAD « FEEWELF TP ERIRAJE
43 1 (9.5%) M ONEIIE 43 B (9.5%) MR LIz, £, 1 RBERP, T iAHkaE
PR, EIEAMESAE, A, BUSCTIRIARIE, (OAnZe, PR L, S i MR T
TR BV o Tz, REWEHZEBUR DU EHES: (BRMRAEER T 2 50) 25 0%E
AR TR,



[k - HE]

RHER SR BB S R I D& | FBICIR 2 2h0E - 2VRICx LT, 840 mg 2 i fH]
WkE (LR, TQW) w9 ,) #BEI1ThZ T, 1,680 mg4 BN (LI, TQ4w] &
W9 ,) BEETTRE &3 2 BLEIR KGRI A KRN TN T, AFIORE
MEMEREE T L2 W2 2 b—a LNk, FIRREE I FREILE R ICR
#1680 mg 72 Q4W THH- L7z & E DIMIGEFIRENBRF SN RITIR 2 DB TH
V. 1,680 mg D Q4W 52KV, 840 mg D Q2W 5 & thlr L. A EE &
ET I AR O NGRSO e o to, Fin, WREE — BUSHRNT OFE R0 D AH ONREE
&2 E OMICHMZRELEITRD Dotz 728, BARANOBEEEE 234
[ZAH] 1680 mg & Q4W TH G L-[ENFIVIFAER (JO44110 7BR) 2B\ T, 22t

WZREBY DR SITRE D H AL T ey,
* o ERSEFFENHEFB (IMpassion130 38%) 1ZHLA AN DIV BRER KOV A A NEH O BEE RO
SARICEESE . 1000 FIORBBEERA L TN ENAER L, YiZEEEEMICRE L 840 mg QQW
KO8 1680 mg Q4W SUEHHRNIE S LI2BED 1 7 v | FOVEFIRIEICR T 2 IRBERENHEE SNz,

£ 2 IMpassion130 RBRICBIT 2 FFOBRBE HEE

max L TOU; L
- e | s Cmax (pg/mL) Cirough  (pg/mL)

A1 E R AR YA T TEH IR
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 S 653 [465,915] 880 [603, 1,300] 112 [67.3,178] 206 [88.3,432]
Q4w HAN | 742 [536,1,030] | 1010 [704, 1,470] 124 [78.8, 190] 239 [108, 487]

BT (5%, 95%45]
* 0 KH) 840 mg Q2W KT 1680 mg QAW 5128135 1 A4 7 WiE, TnFih 14 HON28 A& L, &H
/£ - HEICE U'Z) Crax &U Ctrough @iU»—F(DH#)ﬁE éﬂflo
o Cmax GRIEIEE) : YA 7V 1 BEEROVEFIRERE ST, TNE N EBLA 0.0416 X 10 500.02 H B
* Cuoueh ( b7 Z7IBBE) : 840 mg Q2W KX 1680 mg Q4W (2B W\NT, ¥ 7 /L 1 B K OVE B R IERF 5T,
FThEN, H5BEH 13.99 (0 513.99 B BTN 27.99 K 1X527.99 B H



4. MERRIZHOWT

ARAN OG- Y) 70 B3 22 W« R L, AFORGIZ X EEARRIERZ R Lz
BRCKHET 5 Z EMRERTED LT OO~@D T X T A sk iciB W Tl T %
RETHD,

@ #EITOVT

O-1 T2 (1) ~ (5) OWFNNTHEY T HiRTHDHZ L,

() EAFBREDSIEE T 2 A BFEEILURR S B RS A2 R LR,
Hittel A% A RS L PE L SRS . HiE 23 ARSI B 7R &)

(2) FrEWREREPE

(3) EBEAFIRINFDGE T D M AT (23 VR B, 23 AR
W 1bE. 3 AL HEE R e e &)

4) ARAFHREE L E L, AORIES L FFEZIREE 1, SRR LRIk Rk} 2
AT KRB LR AR 3 Ok EUE AR D R 21T - T D fitiak

(5) BUrEEMEREE AL & BINGAE Ol % FEEIAR D i H 21T > TV B ik

@-2  FLRE DAL ORIE I FE B D 5 I 43 70 0k & R 2 el (TR
WSS T D E) 25, Y2 RBOAFICBET 2RO BEMEE L L TRES
TnbH Tk,

ES

RN BUS % 2 SEOWIHAHE ZE T L7212 5 FELLEDO DN ATRIEDEEEHE 2
ToTWAHZ e, 96, 28 Ei, BDAEYIRIELY I & LIRSS ONHE %
fToTWNWAHTZ L,

AR 2 FEOPMIIHE ZE T L721RIC 5 ELLEOFLRE D2 ARk %
B L AMRIES A OBRIRIHE 21T > T\ D Z &,

@ BtNOEXEMEREEROEHIZONT

BRI H T 2 BRI E S, BRGNS OB 0., At - &
VSRR OB EL R OE M5 2 e tt, A FFR0RAE LT-GA oS
S, FERBHLNATONDEHINESTNDH T L,




® BIER~DRISIZHONWT

@-1 MEERMAHICEE T 2 Bt

PR PEMIR B O B 22 RITE AR A L2 BRI, 24 ReIRIARHI O T | Y #%hiak X
HHERTRR BT FBL L= BIERNCR U C AR B O CT S 0 RIEH O SN 2458
IR OFERD Y H IR AL, B BICxHE TR RHI AR > T d 2 &,

@-2 BERRFEICLDFEFEFRAISICHT B

PSRRI HED D MR R R O BRe 2 AT 2 ERUEFE PEERT =2V > 7
EEHIEROA Y ) == 7 2 TR & il 6 T 5 F— LRI 2
s TnD I &, b, Bt oWT, BABHE L ZOFRICHyITAmEn T
W Z Lk,

@-3 BIER OB L T

RIVEH (RVE MR, IFRERERRE S - AP % - BbMEARAE 28, K2k - EEE D T, ik
Ry 1V BRUBEIRIA ., Nowkeds (FURIRERE S, BT HERERR . T RGeS . rhifk
EE (7 - NU—IEEMA ) EEMMEIE, MK - K - iR, infusion
reaction, ik « BAUHAARIE, BEEREMET (R HIEMERRSE) . BEORFEEE,
O 2%, IMBRERIEMRE, Sl R E . FE PRI, OIS - DFERITRY » 04
VAT =T ALFFREOF R O RN (A ERIED | SEEEAF R ERIUDE) | b RRE
OF I IRF DIRYLIESF) 1% U CL Makhtiak 3l PR RSB O BEFIME 2 3 5 =il & i
L (BWEHOZEBr-oRGZE L THRER VIR 2T o OKMFICHH 2 L), HHIC
W) 70 RLE N C & DRI S Tnd Z &,
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5. BREXRLEDHBE
[FHEIZRE 7 5 FiE]

)

Haf - TR FLIE 3PS 2 2 F EORHAEIE D72 PD-L1 Bt (R IC BT 5
PD-L1 % %81 U 7= 2 M s e i 23 &5 b 551428 1%L E) @ HR 217> HER2
el O PIFARE X IR LR EE 12 WO TARAI & nab-PTX & OOFH 5O F 2hik
MRS TS,

2B, PD-LIOFEBIRIICOWTIZT TV I XA~7 Gl z) oo =4
VoW (5E4 + X & FOptiView PD-L1 (SP142)) Z AW THIET 5 Z &,

RSN B B B ARAIOB 5 K OB IS DU T, A0 2
R STH BT, AAOLGIR L 72 bR,

. OTAAOH DR ST MO TS & 0 P H S

S T RE (<O

[ZathicBE4 % FH]
O TRICHYTDEEICOVTEIARAOKRENERE SN TVWD Z Lnb, K5 21T

F oA AN
o ARAND AT LisBUE OB ERE D & 5 B

@ TRIFEATOFHIIZ BV T FRLICEEZ Y T 2 BEICHOW TR, AR ORGITHEE S vy

D3, A OTERGRFUR DN R WIGEICRY | HEBEICARZENT 52 L 2BETE 5,

o [HEMMEEOE I XIIEOBEDH 5 EE

o MR CRVE S 2780 2 I K OGN M D OBl 28 <05 G 4 il ¢ 55
DI RIEMEEA N B B 5 B

o ACHEEBOD D BEE NIRRT L IXHRMED B O R E OB ERED
b5 HEE

e ECOG Performance Status 3-4 " o

(ED ECOG @ Performance Status (PS)

Score

0 2L MR ER CE D, FBRATLFE U A HAESHIRRATZD,

1 PIARECIH LUEENTHIBR S 5%, BMTAHET, BAEECE > TOEEIIT O 2N TE 5,
7 VR E, FBIEE

2 BTABECTH 2 OFOEIY O Z L3 X THREZMERITITE v, B 50%L EiE~y FATBIT,

[EONZEDOEDOEY OZ L LTERN, BFEO 50%L L2~y Ko+ Cili =3,

LTV, BOOFOEIY OZ LiFaL TERV, BRIy RORTFCiBI7,
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6. BREZEBELTERIREHIE

O BACEH I A, ERCET RIS 2 B IZ RS & ARHK O Rk & O E
H OO Btz o B L T BT 2 2 &,

@ JEEBAMEIZIENL B, B XUTE OFEICA R Qa2+t L, [FE 25
ThoEGT5Z 8,

@ EREWEHDO~RY AL MZOWT

WEMEENS 5D Z 0D DT, KFIDEGIZHT- > L. BRI
K (MR R, nzmk, FEEVE) OffsE Kk O X #iRA D FE %, B4+
WZATH 2 &, Fio, BEIZS U THE CT, g~ —"—SF0MmizET 5
Z &,

AFN O 51X EE O infusion reaction (i 2 TEEAFFIZ 23 Rk TX 5 U
i AT o 72 LT L, AREFE G- R ORAIB G4 T %1331 Z v o1 v %
ET 5%, BEOWREEZ /28T 52 &, /0¥, infusionreaction ZFEEL L
TS EIIE, R TOBELOIERPERICEET 2 £ CRETZ +oBlET 52
Lo

JFps e . PSS, B EMEIRE R RS LD Z ERH DT, AFIOF 55
BEFT R O G-I I E MR irskseRe & (AST. ALT., y-GTP, Al-P, £ UL
EEONE) ZFEMT DL,

HORIRBSRERE T, RIS S M OV P RAEEEE NS b 2 e nd 50
T, AFIOFG-BRARG R OPe G-I I E SN WA REfR A (TSH, b8
T3, UEHfE T4, ACTH, Ifh =T —SollE) #FEhiid 52 &,
AFNOEEAZ L0 | WEORPERISITER T 5 & & 2 b b ikx 7o B IE
DHLONDZERDD, BENPROOLNTIGAITIE, BHLEZIIS LT
PR 722 Gk & RRBR A FE O R A &L E U Clli bl 22 BRI W 217\ I o
B £ B EWER BB 5 5E8101%, AFIORIESOIH IR, & ORI E R
NECHIOREEEZBETHZ L, B, BIBREFRLVE L OREIZLYRAIE
M OBENRRBD LR WIGEITIE, RIE BE AR VE LSO s il oBm
HLEET D,

Pe 5T %, Bl S5 ARGER L T DEWERBRBT L 2 ERlb D720,
AR OEEE T RIS RWEH ORBI 223 ET 5,

1 BUFEPRI (BIGE 1 BUBEIRIB 2 &) Db Sbdu, FERPMES 7 v F—2 2
IZELZENRHHOT, H¥E, Bl WRMAEDFER OF B M E D F5A12+
SERT D & 1 BERE AR DG A I G AL, AR Y U
H O HAEOFEY) R EEITH T &,
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@ IMpassion130 Bk ClI B G-BAAED O 48 1 F Tid 8 HMRIRR, Z AL LARRIT 12 E [ R
@ CAHRMEDRAM 21T > TV 2 L 2B, AAIFE G HITEHIIC g R4 T4
ROWMEREATO T &,
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1. IXT®IT

3R DA IE - RAVEDOMELR D T-DIZ1T, WA SCEE I IE S =il E 7 23k 6
bND, ST, IHEOREEMOMEAIC L0 | FUREIRS 22 & O 72 5 BLE R
FFERMPAR INLHT T, 2O OERNZ2 B LERBE IR 2 2 L B O
B L 7o TR0 REFEMBOEE & EOFEARTT# 2016 CEEL 28 4F 6 H 2 H Ml E)
ZBWTYH, FFMERNEOFEHAOREHEEZXD Z L L ShTn5,

BOR BT EIR ST, EEHEERRO L BT 0 7 7 A VDSEAE DB, & B S v R
BRHZERNDD, 0D, GINEROLZEMEICET D ERA 0T D E TOR,
UHERGOBREZRZ T2 2 ERMFRF SN2 BFICH L THERT 2 & &b, BlE
FRE U - BRC LB e ki g & D 2 & ANAHE e — & O B % Jiii 72 97 R A% R i
THZENHEETHD,

L7eo T, RAA RTA Tk, FBBEEROZNE TILE LN TV A ETFIETFHY -
BHFR RIS & | LUT O 3K 5 0 St 7068 2 HEE T~ 2 8L O B e gipk . B %
FROEEFHERT,

¥, ARKITA BT A %, MSIATBOE N ESE RS AR, ASEEN AR
BRI s . — bR N B ORERIR NRHE 2 J OV ERTE N B ARl O 1 71 0
b EAERCL T2,

WG LR DERY T T V) X~ T (BRI Z)

RGERDIEINE « GIBRARE 72 Mg

MG ERAREROHE « Zhredam
7TV A7 BIEHELZ) OPIEERERHT 60 437 T
W L, PR 5O BEMER BAFCThIVUX, 2 BIHCBEOE S
RFIE 30 70 CHIME T & 5.

GIBRANBE 72 TR
NNV AT (B Z) L offIcIsWN T, @i, R
X7 7YY X~ T (sl z) & LC 1A 1200 mg % 3 i8R

T C A EfHE T D
BEE ke A AN

(%)

NNV AT (BIa R Z) ORISR, HIEROHE

e SAFZh R YIBRASRE 7 JHFHH g

HELOHE : 77V ) X~7 (Blarliiz) oI T, @, BRAIZIER
NURX~7 GEFfEZ) & LT1IE 15mgkg (IKE) % SiHEERIRN
W%, BESERIE3EMU EET 5,



2. AFIOKK. 1ERBFF

7TV AT (BB Z) (LT, TRAL vy ,) 1%, KEO Genentech, Inc.
(2 & v AIf & 7= programmed cell death ligand 1 (LLF, [PD-L1) &9 ,) 124 5%
a7 )Gl (gGl) 7275 2Dk MEE /7 a—FAHETH 5,

CD274 (PD-L1) 1Z, AEENIZE W THRESMREICHBLL TR | & bL2Y
VoSER (T MM, B Mk OV F = 7 0% 7 —T fMile) FICHELT 5 CD279 (BLF, [PD-
1] &EWwo,) KO CD80 (B7-1) &ifia L., SEISELZAICHIET L EEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 (%, fEix OfE
SEHINEIC 3B T\ D 2 & (Cancer Immunol Immunother 2007; 56: 739-45) 23445 S
THY ., PD-L1 & PD-1 240 L7, ISR AN FURAE SR 72 T Ml & OB B %
ZlERET 2 FO—o L LTEZBNTWS

AFNZ, PD-L1 OMFESMERIZHEA L. PD-L1 & PD-1 &£ OfEAZET 2 2 L4
X0 BAPURFRET) 72 T MR OIS ETEE 2 150 U S O¥ETE A2 6l 55 & B 2
SY (R GAYN

IO O G | ARFNTEMEMEE S 2 8- IR 2 0 55 o L HifF s,
JHF AR B & xR & U= R aER 2 520 U A2, 228k R OBEMEDS MR STz,

AFNOAE ARSI < DO RIERISIZ L DRIERSENH b, EEIIET
IZE S TH f@%%é AR OB K OB EZIZIT, BEOBIE 2 51TV, REEH
RO BT, B LI HRIDN LtﬁF"ﬂE’]?ﬁtfﬂﬁak fxﬁﬁ%ﬁ’DEEﬂﬁk HHEL T
JE@Jthﬁ‘E'J Lﬁ%ﬁb\ W E DG RO X D RIER A DAL 258 121E, BB BB AR
IV CHND IG5 DGR AL E 24T O %\%37%3?) Do



3. EREREGE
BIBRAHE 72 e O AAGRIRF I\ Z R A 217 o 7= B2 BRIk O i 2 79,

[ 2]

[E B[R 26 111 AR (IMbrave 150 55%)

2 HALFFIERE D 720 Child-Pugh 7338 A OYIBRAHE 22 TR BET1501 ) (BEARAN
61 Bl Z5Tp) ZXIRIT, KRR RRAY X7 (BETHIRZ) T, R X+
E9,) OO CRAIDHEERE, 336 B) OFINER R ENEEY T 7 ==T b
et (LU, TVo7x2=7] L\WoH,) (YT 7==TFE 16541 &Ll 2% 1141
iR A FEhE L 72"

FEFHEH O—>Th 2 2AFHM (LLF, T0S) &9 ) OHEMENT OFER, ITT
HEHICBWT, KA CY 7 7 = =7 B R L CHRERIEE RO H L (O —
R [95% S #E K] ¢ 0.58 [0.42,0.79], P=0.0006 [J&5I] log-rank f&E ], WifllA E/K%E
0.0033), HUE [95%[EHAKIA] 1IAKIOFHEE Crh iR HEERE], Y I 7=
THET 13.2 [104, HEERRE] WH TH-o72 01948 H29 HF—X b~ A7, ¥
Do, b9 —DOOLEEMIEH T 5 RECIST ver.1.1 {255 < M7 FEMEERI ¥ E 12 K 5 4%
WA IR (AT, TPFS] £V 9,) I2oWTh, ETORE. ITT £HIZHBWT
ARPFRBETY 77 = =T HEE il U THBIERDGRO HAL (N — R [95%(5HH
X7 :0.59 [0.47,0.76], P<0.0001 [J&5] log-rank K& ], MifIA EAYE 0.002),
il [95%(SHEX M ] 1XAAKIGHHARECT6.8 [5.7,83] WA, Y77 ==TRET43 [4.0,56]
HHTH-7= (201948 H29 AT —4% 1y b4 7, K2),

| RERE (BRI & ) — VENRRE, T U BN, ~ 4 7 RS, IFEIIRIE
W AFBINR L 2R . ORI S) OIS & 72 2 BE IR Shs,

2« ARFNGEFIBECIIARA 1,200 mg ROV X~ 7 15 meke % 3 8 S L ICHIRNE S, Y57«
ZTHETIRY 77 2=7400mg % 1 B2 EREO#F/E L,

1.0

g Sy " FE R

0.8 "‘x\“ . _
ﬁ-\__‘I-“\-‘\  — ny . T
4o o = Ty —
i?; VF7==T8 y P
0. A
5 o .
0.2
0
EiEawHtHo08E (B)
Arrisk 3% 0 1 2 3 4 5 6 7 8 9 10 1 12 13 14 15 6 17

FAIGHARE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VITZAZJBE 165 157 143 132 127 118 105 94 86 60 45 33 24 16 7 3 1

B 1 OS @ Kaplan-Meier Bift (IMbravel50 3B) (ITT 4£H)
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At risk ¥ | j i " - (i i y i
FHRIGFFAR VIR

\.-ﬁjl:jﬁ ¥ i 108
X2 PFS @ Kaplan-Meier #i#f (IMbravel50 38%) (ITT M)

AARNBEENNZIT D OS O H A [95%(F 4 X ] ] 13AAN Of FRECH deflliAe 2 [HE
EARRE], Y7 7=2=T7RET 149 [HEEARRE] D H. ~P— Kb [95%(FHEXH] : 1.71
[0.50,5.84] Th otz (K3), 7o, BARNBHFEMIZISIT D PFS OFIAE [95%(E 45
X NEIARFOFHEE CHR AR EE (6.4, HEEARREI A, Y 77 = =TT 7.7[4.2,12.7]
A, ~YF— R [95%EFE XM : 0.85 [0.39,1.86] Th-o7m (X4),

1.0
VIF TR
e
’/
-
ks <
;
40 0.6
o
_Lh':
04
0.2
1]
EEEET T ho0EE (B
g 0 1 2 03 4 5 6 7 B 8 10 11 12 13 14 15 16 17
AMpER 35 O35 3% 0¥ 3 3 MW ® ¥ 20 17 9 & 5 3 1 1
i Bt - S 23 1 n 22 20 20 0 18 14 1 T 3 4 I

X3 BAALHIZHITS 0S D Kaplan-Meier #i## (IMbravel50 28%) (ITT 4£H)
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[Z41%]
E PR LRI NS (IMbravel 5073X5%)

BEFGUIARFIOFARE 323/329 5] (98.2%) « VT 7 = =7 154/156 ] (98.7%) |2
BB, BRI (AFIDFRBECIIARISUINAYV AT VI 7 =TT Y 77
= =7) & OREHBENREE TE RNV FHGIIARFIOFHTE 276/329 5] (83.9%). V7
7 = = 7R 147/156 B (94.2%) \ZFB 8 BT, FELFEDN 5%LL EOARH & OFRFBFRN
WETERVWEERRILR1OLBY ThoTo,

#1 FBERES%ULEORH E OREBERRTEETERVWEESR
(IMbravel50 3BR) (REMMITIIRER)

SRERIKRIE (SOC: System Organ Class) AFIOEREE (329 f)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) Bl (%) BE (%)
A E OREBEFBEETCERVEFEFS 252 (76.6) 90 (27.4) 4(1.2)
i RAR A 107 (32.5) 41 (12.5) 0
AST #4n 45 (13.7) 14 (4.3) 0
ALT H4/0 34 (10.3) 7(2.1) 0
e L e s En 27 (8.2) 2(0.6) 0
M MR IR 23 (7.0) 7(2.1) 0
—i% - EFEER XL OE G ORE 91 (27.7) 6(1.8) 0
%1 49 (14.9) 5(1.5) 0
FEEL 27(8.2) 1(0.3) 0
H kS 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
L 19 (5.8) 0 0
R X O TRk 82 (24.9) 2(0.6) 0
% 9 FEIE 43 (13.1) 0 0
5 29 (8.8) 0 0
Rt LOREREE 58 (17.6) 6(1.8) 0
ARG 29 (8.8) 1(0.3) 0
oS 35 (10.6) 1(0.3) 0
FR AR AR (K T oiE 25(7.6) 0 0
BE, BEB X OWESFHE 33 (10.0) 7(2.1) 0
AL S RG 32(9.7) 6(1.8) 0
BB L OUREES 33 (10.0) 6(1.8) 0
EHR 27 (8.2) 4(12) 0
I RS 21 (6.4) 8(2.4) 0
& I 17(5.2) 7(2.1) 0

7B AAIDFABEC W CREMEMZE 3 61 (0.9%) . IFHEGEREE 87 5 (26.4%). K
% - EEOTHIS B (1.5%) . BER 761 (2.1%) . FIRAREEREREE 39 61 (11.9%) . A&l
EHRREREE 1 1 (0.3%) . FIEMAHEEEREE 1 61 (0.3%) ., MREEE (F7 2 « N U—JEfE
BESE 2 &) 161 (0.3%) . infusionreaction 32 5] (9.7%) . WFHERERE S (JR M4 & M Y
REE) 261 (0.6%), FEIEORERETE 2 B (0.6%) . WEIPEEM 1 6] (0.3%) . #HERE
Do FEBWVELF R ERBE 21 61 (6.4%) K OUEIYE 20 f1 (6.1%) 235D b7z, Fiz,
| BUBEPRYP . EETERGEEJ)NE, MMt - BAMRSE. gk - BREUTRIARIE, OFFJ, MERE BIE
ERE, Sape M IMRIBUME IZFRD B AR 0o 7o, A FHEFERBURDLIBIE RS (R



MRAERT 2 5T) 2 ETEFHERER~T,

AARNEE LN T 28 FFLIIARBARED 3535 B (100%) . xFHEED 23/23
Bl (100%) (ZFE®D b, 1RBRHE & DIRRBIRDGIE T & 2 WA FHRIIAFOF IO
31/35 Bl (88.6%) . *IHEEED 22/23 1] (95.7%) \Z58& Hiviz, AFIPFHBEIZIBWT, &
LR 5%LL EOARK & ORBEBEENEE TERVAERRIIR 2D LB ThoTz,

#2 BARABREEMICBOTRERE S%ULOAK L ORRBEESBTETERVEEES
(IMbravel50 3BR) (ZSMMRHTHREH)

FERBIRS¥E (SOC: System Organ Class) AFIGFHEE (35 1)
HAEFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver22.0) Bk (%) % (%) Bk (%)
AH & OREBERENPEETERNVEHEEER 28 (80.0) 8(22.9) 1(2.9)
—i% - EFEER X OGN ORE 10 (28.6) 1(2.9) 0
fs ik 5(14.3) 0 0
FEEL 5(14.3) 0 0
it 2(5.7) 12.9) 0
MEREE. MERH & UtRERES 8(22.2) 0 0
P E 6 (17.1) 0 0
g R AR AT 6 (17.1) 3(8.6) 0
AST 50 2(5.7) 2(5.7) 0
R X O TRk 6 (17.1) 0 0
% 9 e 3(8.6) 0 0
BLIR B IR 5 3(8.6) 0 0
AR L OREREE 6 (17.1) 2(5.7) 0
&7 V7 2 HLfE 3(8.6) 0 0
BAREHR 2(5.7) 0 0
HIGkEE 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
Mo nbEE 3(8.6) 0 0
FR AR RE (K T JiE 3(8.6) 0 0
BE, PER X ONESHE 3(8.6) 0 0
HEANCEES KIS 3(8.6) 0 0
I RS 2(5.7) 2(5.7) 0
& I 2(5.7) 2(5.7) 0




4. MERRIZHOWT

ARAN OG- Y) 70 B3 22 W« R L, AFORGIZ X EEARRIERZ R Lz
BRCKHET 5 Z EMRERTED LT OO~@D T X T A sk iciB W Tl T %
RETHD,

@ #EITOVT

O-1 Tied (1) ~ (5) OWTNNTHEST I THDHZ &,

(1) JEAETBREDNEE T 5 2 A2 FEERE LSRR (FREF IR A i2 B L S
Hittel A% A RS L PE L SRS . HiE 23 ARSI B 7R &)

(2) FrEWREREPE

(3) EBEAFIRINFDGE T D M AT (23 VR B, 23 AR
W 1gplE, S ARSI HEE R e e &)

4) ARAFHREE L E L, AORIES L FFEZIREE 1, SRR LRIk Rk} 2

AT SRR R R 3 DO FEYE AR D R HH 21T - T 5 Jifiak
(5) BUEMERRELAI LG EINGE O i % R B4R D R A2 4T - T B filiak

@-2 A DAL AR K ORIE I R8BI OS2 53 70 ik & iR 2 Fr o=l (F
KOWTNNTELET DIERM) 23, Lk2REBORFNET 2RO EEE & L TRE
ENTNDHZ L,

ES

RN BUS % 2 SEOWIHHE ZE T LI2%IC 5 FELLEDON ATRIEDEEEIHE 2
1IToTWBZ &, 95, 24D EiX, DAERYIEEZ & LEBRIERESONHE %
fToTWNWAHTZ L,

ERI PR 2 EOWMIHE ZE T L7=1%%I12 4 L EORFKRREER 2/ L T\ 5
ZE, OB 3EL R, AR O A SKERRE & G T e R S O B IRBHE 21T
STW5HZ &,

@ BENOEXEMFHREBOEHITONT

SN 'rfi&mfﬂi CHEHT 2 HEDELE S, BEEEEND OMFRED, Ak - &2
PRSP RO E B OERT 25 D IR L, A HEFERPRAE LI2GE ORE
%a‘%\ DNHRINNTAT O D IRHIRFE > TN D Z &y




® BIER~DRISIZHONWT

@-1 MEERMAHICEE T 2 Bt

PR PEMIR B O B 22 RITE AR A L2 BRI, 24 ReIRIARHI O T | Y #%hiak X
HHERTRR BT FBL L= BIERNCR U C AR B O CT S 0 RIEH O SN 2458
IR OFERD Y H IR AL, B BICxHE TR RHI AR > T d 2 &,

@-2 BERRFEICLDFEFEFRAISICHT B

PSRRI HED D MR R R O BRe 2 AT 2 ERUEFE PEERT =2V > 7
EEHIEROA Y ) == 7 2 TR & il 6 T 5 F— LRI 2
s TnD I &, b, Bt oWT, BABHE L ZOFRICHyITAmEn T
W Z Lk,

@-3 BIfEA OB Eroxt it L T

RIER (R MERGR R, HFRERERETE - FZ¢ - i bMERRE 25, RIG4K - EHE O FH,
Ko 1V BRUBEIRIA . Nowkeds (HURIRRERE S . BT M RERR . T EMAEeErEE) | mhfk
BEE (F7 0 - NU—JERMEE ST . BEIEMEE, KK - BiEK - 8%, infusion
reaction, Ak « BAAUHRAIARIE, BEEREMETE (RS HIEMERE) . BEEOREEE .
O, MEREEIEGERE, Vel WO e, FirEE i, R - ORI - O
Z R F =7 ALFRIEGFH RO R ENE GF R ERED . B AF R ERBE) | (b
FEVEOF IR ORRYWESE) (Tt LT, Makhtak U3 B g B O P 2 9~ 5 = Hhh &
HEEL (RHEHOZE-CRISICE L TIRER O EZZ T o OFKMFICH L L), A
HIZE G722 LE DS T & DARHIREE > T D Z &y



5. BEXRL2HBE

[B2PEICBIT 5 FH]

O 2HALTFPIERED 720N Child-Pugh 75758 A OYIBRASEE 7 AR BE 123 TARHA
KON =7 & OG- OFIMER RSN TN D,

@ FRICHYT 5 BF KT B AAO R 5RO I EIC ST, AH OB ZES
ML S THRLT, AR GHEE 2 DA,

O TARFDAHNMEN R SFL TR OFUEMERREIS A & OO G-

JpTElE (BRI =5 ) — WAENRIE, 7 DA BBEARRIE, <A 7 1 RS
k. AT ARIEREHRTE/ AT BN L 2 IR IR TE  URRRIES) OElG & 72 2 Al
A

[Z4erkicBd % 9]
O TRUIERYTHIEFICOWVWTUIAFORGNEEZE ST D Z e, &G E21T
LT &y

AFN O RT3 LIEBOE OBEERE O & % 3

@ WBERTOFHMIZB W T FRRIZEY T 5 B2 OV, AFloOF G ITHE I L0

75§\

i DIEFOERPUR A RN EITIRY | HEICAHIZEH T2 2L 2BETE D,
FVEMEE B OG0 UTZ DBED & % BE

a0 1 A A C LB A R 0D 2 JRAE S OB ME O S ik 2 <o B G e i ¢
DI RIEMEEA D B B 5 B

H OSBRI D & 25 B3 SUTIEMER A L < IXHRED A R B oOBETE
b5 B

ECOG Performance Status 3-4 "V o

4

=

P

GED ECOG & Performance Status (PS)

Score

0

< R TEHTE 5, FPAT L R U B AEESHIRZR AT 5,

1

PIREIICI LOEENIHIBR S 528, BITRIRE T, BIEECEE > TOMEEIIITO &N TE 5,
Bl BWE, FHIEE

2

BMTATRECE P OF ORI O Z LI T R THREEMEEIITE v, BHHO 50% B~y R Tl I3,

3

RONZESOHDOED OZ & LATERN, BHOD S0%L EE Xy KT ClId,

LBV, HoOHORIY O i TERV, BRIy KPR+ TiId,

10




6. BREZEBELTERIREHIE

O BACEH I A, ERCET RIS 2 B IZ RS & ARHK O Rk & O E
H OO Btz o B L T BT 2 2 &,

@ JEEBAMEIZIENL B, B XUTE OFEICA R Qa2+t L, [FE 25
ThoEGT5Z 8,

@ EREWEHDO~RY AL MZOWT

WEMERIE BN D 5D Z ENH LD T, KOOGS T- - Tk, BEIE
W (PP IR EE, wZmik, FEEVE) ORER M OWEE X Sl o F2hi s, Blggx +50
ATH 2 &, Fo, BEIDS U CHER CT, Mit~—7—%0MmE%ZEid 5
zk,

AFN O IXERE O infusion reaction (i 2 CTEAIFIZ 76 ind Tx 51
24T > 72 _ECRAAA L, ARG A ORANE G4& TR I ANA 21 2
ET 5%, BEOWRRELZ D@23 5 2 &, 728, infusionreaction % R HL L
TSEAITIE, & TOMELOERNER2ICEET 2 E CREEZ HOBET L2
E,

FFRSRERESE . 28, BILMERAE R B b5 Z &R d 5D T, AHIOHE 5
BERIT M O G- W1 FR I E WIR I ITEEBERR & (AST. ALT, y-GTP, Al-P, £V L
EUEEOWE) EFEMT D&, ks, UIBRARRER IS OW A, THSRER
ERFBL L TZBEOARFN ORIE « (- EEHE I OFEIE & 1 ZRNIE L T D (IR
FCESM),

FOR IR RERE 5 . RIBRERERE E L N TR E N H b D Z R DD
T AFNOFH-BRAART R O G- B X E IS N WS RERR A (TSH., b2
T3, W5 T4, ACTH. ffLrh = LF Y —VEORIE) 2FE M+ 52 &,

AR OEEHAIZ L0 | WEORIESUSIZERT 2 L35 2 b4 2R B E
NHLONDZ ENDD, BEPRBOLNTHEEIZE, BHLEFERIIL U
BEF 70 ik & RRBR A PR R AR & s U Cili bl 2 R I 21T\ I o
BOGIZ & 2 EWER S 256121, AFIOWRIESUIH IR, K OEIE E A
NEVHIOERESEEETD 2, 2B, BIBRERLVE OS5I L RIE
HOBERRD LR WIEEITIE, BB EE A VE LSO Al oEm
LEET D,

B G T, FoRMN O ARB L COLREIWERN RIS 2 Z LR 570,
RENOE G THRICHBREH ORBBUCHFITIEET 5,

1 BUBERI  (BIAE 1 BUBEIRI & Gde) 230 Db, BERFES F T v F—v &
IZEDZERHLOT, AYE, B, WHEOFER DR B MAEHE O FFI1C+
NEBETDZ L, 1 BB REN DN SIS 2 hIE L, AR ol
B OPe 55 OmY) 2 E 1T H 2 L,

11



@ IMbravel50 BRI EBREA S 54 B £ Tl 6 HEIMME. F AT 9 BRI T
BIEOFHE 21T > T2 Z & 2B, ARAEG I3 ESICmEgRAE THhED
MREITHY Z &,
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1. IXTHIZ

=SS DA E - LAVEDOMER DT DIZIE, IRM SCESR IS o E e 23R
HILD, EBIT, IHAEOREHEATOMEHRC L0 | FUREIRE 22 & OS50 72 58 1 %
FREIRMDEKR EN DT, 2 b OERZ BIZNERBF IR T 2 2 & BB O
MR & 725 T Y RRIEMBGE R & SO FEARTTEE 2016 CERK 28 - 6 H 2 H @EIRE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE T SR T, KB ER RN 1 7 7 A L BBEFOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LRI N BEICH L THERT 2 & &b, g
FADFEBL U 72 BIC LB 3t % & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7eiRo T, RATA RT A4 Tk, BAFEBRESS 2N E TIZE LN TV A EFIFH -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

B ARIA RTA A%, MSIATEOE NG R AR O R, ARAEETE N B A
BRARIED 7o, —MAEETE N B AR 2 R O — At ETE N B AN IE - 23405
XOWIIOH EERR LT,

WG LR BHEIE T T V) A~ T (B Z)

RGERDRREIIIE « GIBRARE 72 B BURAGH PA fik

JG LR DAEROHE © Zhredm
7T AT GBI Z) OPEHEGREL 60 530 1F T
TFE L, PG OB/ BAFChIVUE, 2 B H LB S
FREIX 30 oM £ CHEMECX D,

BIBRASHE 72 M BEPR S P i
Wi, AT TV X~7 (s rlz) LT 1 [
1200mg % 3 WFFIE CRMiEET 5, BE, 2 L Eo/hRiz
E7 7Y A7 (BIa R Z) & LT E 15mgke ((KH)
(K 1200mg) % 3 JHfHIF R C AR ERE T 5,

LU e S RPN 1D T S e o




2. AADKHE, 1ERER

TV RAwT (B L) (BLT TRHF) &uvvd,) X, KED Genentech, Inc.
12 & VAR X 7= programmed cell death ligand 1 (BAF, TPD-L1J &Wv9,) IZk4 5%
a7 Gl (UgGl) 7275 A0k MEE/ 7 a—FAHKkTH 5,

CD274 (PD-L1) 1%, AEAENIZE W CHREE RSB L Tl IHHEbLZY
VRER (T HMRE, B AR N F = 7 0% 7 —T fifd) 52588135 cD279 (BLF. [PD-
1] &v9H,) KUCD80 (B7-1) ELfEH L. RIESELAICHIET 2 B2 6 Tn5D
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-, PD-L1 i, fix DfF
BRI BB L T\ b Z & (Cancer Inmunol Immunother 2007; 56: 739-45) 23R4 & h
THY, PD-L1 & PD-1 40 L7=fRI& 1%, FEE MRS TURRRRA 722 T Ml & o Bk
ZlERET AHFD—o L LTEZLNTVA,

AFNL, PD-L1 OHIFaSEIC#5E L, PD-L1 & PD-1 & DA & HET 5 = L%
L0 BAGUTFFERI) 72 T MR OIS FTEME 2 H958 U 5 O ¥ 2 0655 & 5 2
LTS,

TS OGS | ARANT MRS ) 2 B AR IRIC e 0S5 b o L HIfF S,
e BORARGT P RS 2kl S & U 72 R R AR & T2 b L. A b, 2t O ME D iR
e,

AANDAVE BT D M EE DRPERINT L DBWEM SN & & i, HESUIETIC
ELARMDS DD, AKNOEEG PR OREGHRITIE, BHOBREZ F2ITTV, BERH
D BTG EITIE, FEH Lo HF RIS U= B MR ik & RS2 RO e hill & s L Tl
Y728 Wr 2 ATV W EE DS RIS KD RBITE 23 B o % 623, Bl BUE v
E AN OG- E DY) IR UE 21T O MR D D,



3. BEPRRRE
BIBRASHE 72 N BR8P I 0D KGR IR (2 R 2 1T o 72 3= 72 B R 5Bk D il & 7 37,

[ 2h]

O WA B R (ML39345 3R)

2 kLA B OYIBRARRE 72 B BRI EBE 150 (5] 2 XI5, ARFNOF 9ME K OV 4
PEZ RS 288 AR Z 520t U 7=, 18 mbh LD BEIZIIAH] 1,200 mg % 3 i fHfH
W (LA, TQ3WJ W 9H,) T 2 mebh b 18 kim0 BB 1 ZIIAH] 15 mg/kg (kK
1,200 mg) % Q3W THARINFES- L 7=,

ARFBRIEER I ILTZ 50 B0 5 B REIDE G IHmd o7z 1 FlabR< 49 B2 2 H%)
PEDFENT G & Uz, SRBRPHAARE A C ORI H Td 5 RECIST ver.1.1 1235 < 1A
BRIEY EEREE L K D 252038 [80% 5 K] (%) O S, 2 [l H OfiFAT (19 FilRE )
T42.1 [263,592] TH V., 80%IFHFEXE O FIRITFRNCHE L7-BEEDR (5%) %
EE 57278, ks, AMEORT RS TH D 49 FlCEBIT 5 3 BIH Ot (2021 459 A
1 B =40y b A7) 1Zk1T 2R ERBAGZICAEE L ZEFHMEE Th % RECIST
ver. 1.1 (233 < MNTRHMERE (LA, TIRCY &9 ,) HIEIC L2 BNROFERILER |
DEEBYThH-oT™,

*1 : PL PD-1 HUE TP PD-L1 HLRIC K DIRERED & 5 BE IR S iz,

#2 AR B ONEFIL, 18 IR 3 B, 18 kLl b 46 FlTH o7z,

*3 : Simon (D 2 BT WA LS X | REBRBIAAFHCIT 1 [HH RO 2 1] B OfHHEZ 2 9 il R O
24 il CEME L, 221 BILLER O3 BILLETEDRD Hi-Bac, Bk 2
LEHE L7, 9 BIOFHIIASE T LizB A Co 1 B H ORIz BT 1 HlOZBEIA30 it
., BERAEAE Lo, Z0O%, 19 OGRS T Lk S CEANCEE LT e -7z 2 [ H o
FRAT % 0 L. 8 BlOZIIATRD S Z L h, FANCHE L7z 2 [ H O 5 EER)
¥ThD 24 PIOEREHFTIC, BEEDRU EOEIMERYIHECTE D LI L, ERDIED)
PERTAT 0> 72 30 |2 Bk & Alkige L 7=,

*4 : AR EEFMEE 12, SBRBIAAREIC 1T RECIST ver. 1.1 (2355 < 1RBRHY i EIC L 588
RE LA, 1 EHRD 2 B O & T Lk, WML R & ORBOSREZHE 2
RECISTver.1.1 I35 < IRC HIEIZ L B FZRICER Lo, 7o MIMNAKIY R & O OFER,
49 (D5 RIS X BRNTEHE L TV R0y 72 3 [8 H Ofiftr & 366 L 7=,



#£1 BBRBASRRUEHER
(ML39345 382, AZEARNTHE. RECIST ver.1.1, IRC HIE, 202149 1 BF—& b v b 47)

1 g A FE (%)
WE'@W_\:[ XJJ% 29 ﬁl]
CR 0
PR 12 (24.5)
SD 24 (49.0)
PD 10 (20.4)
NE 3 (6.1)
7#£%h (CR+PR) 12
(FHhR [95%Cr] (%) ) (245 [13.3,38.9] )

CR : 522Z%). PR : #E%h. SD : L€, PD : FRAEIT. NE : fHlREE. CI: @XM
* . Clopper-Pearson i

@ FEWNFHIFEERFE (ALBERT R5R)

16 ik PA_E O YIBRAHE 7 Ja BUR WG P RE R 121 (51 & XF U . ANFI DA 20 K OV 4
PEa Bt 28 MAHRERZ F0E L7=, 18 il BB I2I3AA] 1,200 mg % Q3W T,
16 % LA b 18 B D B I2I3AFA] 15 mg/kg (kK 1,200 mg) % Q3W THEIRIN#E 5
L7,

AR RIS NTZ 21 Bl 5 &, KRB EL S 72 h o7 1 FlEFR< 20 6% G 2%

DOffrets & Uiz, FEFNIE B T%H % RECIST ver.l.1 (2355 < IRC HIEIC X 5 FES)

FOREE QUREIHAIHT—FDy b47) ZRK2DEBY THY, BEHHED 95%

FHEXE O FIRIZ, FANCRE SN -BERDE (5%) 2% Fhlsiz,

%1 : $1 PD-1 HLR T HL PD-L1 HLkIC L 2 1ERED & 5 BE TR S iz,

*) . BIBEREGEIAIERE ISR B R VLBV UED(LFREIEDENEN 3.8% Tho7- LGS
TW5Z & (Cancer 2001; 91: 585-91) % &E LEIERMRE 5%L L,

£2 BBRADRRUEME
(ALBERT RB. AN, RECIST ver.l.1, IRCHIE, 20243 3BF—F Ay 3 7)

o I (%)
%EWD = fj% 20 WJ
CR 2 (10.0)
PR 0
SD 14 (70.0)
PD 4 (20.0)
NE 0
%% (CR+PR) 2
(EHE [95%CT] (%)) (100 [1.2,31.7])

CR: 5E2FER, PR : #5FES. SD: L&, PD : HEMEIT, NE : fHMEFHE. Cl: FHEXMH
* : Clopper-Pearson 1%



[Z244E]
O SV EIEEAR RS (ML39345 #5R)
AEFRIT 49/49 B (100%) . AAI & DORBEBEFRNBEE TE WA EFRIT 47/49 §
(95.9%) (278 DTz, FBLEN 5%LL EOARAF L ORI FEREENREE T RWAHFES
IR3IDEBY THoT,

£3 RERBRS%IALEOEAF L ORRBERAETETERVWEEES
(ML39345 RBR) (REeMMiT8EH)

FRERIKRS¥E (SOC: System Organ Class) AFFe 5.5 (49 1)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) F% (%) Fl%x (%) F%x (%)
AL DREPFRDBEETCERVEAEES 47 (95.9%) 6 (12.2%) 0
g R AT 32 (65.3%) 1 (2.0%) 0
Vo HR 10 (20.4%) 0 0
M7 H Y RAT 72— 9 (18.4%) 0 0
B i ER Ee) 9 (18.4%) 0 0
AST H4n 5 (10.2%) 0 0
ALT H10 5 (10.2%) 0 0
i R AL A Ve L HE N 5 (10.2%) 0 0
i/ MR SR 4 (8.2%) 0 0
MmH e YL e o HEn 4 (8.2%) 0 0
i P EREOE 4 (8.2%) 0 0
{RERD 4 (8.2%) 0 0
1 B R AR A L g 3 (6.1%) 0 0
—i% - 2HEER L O G ORE 24 (49.0%) 0 0
% 18 (36.7%) 0 0
FEEL 6 (12.2%) 0 0
A TN FRER R 3 (6.1%) 0 0
R X OV TRk 21 (42.9%) 1 (2.0%) 0
SeI5 10 (20.4%) 0 0
% 5 BRI 6 (12.2%) 0 0
SIERRBUS K 5 (10.2%) 0 0
RN N & 5 (10.2%) 1 (2.0%) 0
ZITIE 3 (6.1%) 0 0
B IES 18 (36.7%) 1 (2.0%) 0
L 8 (16.3%) 0 0
T 6 (12.2%) 1 (2.0%) 0
Rt L Ok REE 13 (26.5%) 0 0
BARBOE 5 (10.2%) 0 0
&~ U U AIfdE 5(10.2%) 0 0
& IR 4 (8.2%) 0 0
B RS E & O A Rk E 12 (24.5%) 1 (2.0%) 0
RAfTR 7 (14.3%) 0 0
7 PR 5 (10.2%) 0 0
VU RS 3 (6.1%) 1 (2.0%) 0
M. BEhids X OithRREE 12 (24.5%) 1 (2.0%) 0
T LV — B 3 (6.1%) 0 0
IR K] 3 (6.1%) 0 0
Jitifigige 3 (6.1%) 1 (2.0%) 0
KR LY RS 10 (20.4%) 1 (2.0%) 0
=i 8 (16.3%) 1 (2.0%) 0




FRERIRSE (SOC: System Organ Class) AAN B 55 (49 5i)
JLAFEE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) BE (%) BE (%) B (%)
N WEE 10 (20.4%) 0 0
PR IR RS RE TR SE 6 (12.2%) 0 0
FOIR AR REA T E 3 (6.1%) 0 0
TR R FE 6 (12.2%) 0 0
GIEV 4 (8.2%) 0 0
FEED F 3 (6.1%) 0 0
I 4 (8.2%) 0 0
FTY 4 (8.2%) 0 0

¥, AR GENZITREMERZE 3 B (6.1%) . NTHERERETE - 1T -

AR

ER 8B (163%) . KiGHK - EED TR 1H1 (2.0%) ., R 2 41 (4.1%) HEIRIREERER

F16 il (32.7%) . BIEHEEERE 4 1] (8.2%) .

g% « Bl - FHIR 161 (2.0%), =

FEDRERETE 1 6] (2.0%) 23558 bavlz, £lo, 1 BERM, FIREAAERRET . Phith

H (X T v N EGERE A S T) | EAEM M AE, B RERE T (R MR RS |

g% - BERSCARRMRIE, (Ol 28, MERE BIEMERE, infusion reaction, ¥AMPEE ML, &M
/B E B QNS « DEERITRE « D Z ViR —T 13580 b e o Tz, AREIVEAH
FBURDUIBE RS (AMREERT 250) 280EERETRT,

@ [EHNEIHERRS (ALBERT 75)

HEFLIL 2020 ] (100%) . AHK & ORPBERBEE T 2WEEFGIT 16/20 4
(80.0%) T3 HILI-, FEELLRN 5%LL FOAK L ORFEBEENGE TX WA ESR

RIIERA4DLEBY THoT=,

K4 FEBEHY %LU EOKH L ORRBRBEETERVWEFER

(ALBERT B (Z2MMirraEq)

PRERIKS¥E (SOC: System Organ Class) BREE (20 1)
JEAFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) %% (%) % (%) %k (%)
AHIE ORBERERDEETERVDEEFS 16 (80.0%) 4 (20.0%) 0
YR 10 (50.0%) 3 (15.0%) 0
AST 54 5 (25.0%) 0 0
ALT H3J0 4 (20.0%) 0 0
U RERERD 4 (20.0%) 2 (10.0%) 0
i P EREGED 4 (20.0%) 0 0
i VR ER 3 (15.0%) 0 0
H M ERE 3 (15.0%) 1 (5.0%) 0
2 LT — L 1 (5.0%) 0 0
M2 L7 Fods A —P M 1 (5.0%) 1 (5.0%) 0
1. H B R AR A L i) 1 (5.0%) 0 0
FERG ¥ & O T Ak b 4 (20.0%) 0 0
% ) FEIE 1 (5.0%) 0 0
125 1 (5.0%) 0 0
595 1 (5.0%) 0 0
R IR ING & 1 (5.0%) 0 0
Mg LY v R fEE 3 (15.0%) 0 0

7



FRERIRSE (SOC: System Organ Class) BEE (20 f1)

HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) BE (%) BE (%) B (%)
2. 3 (15.0%) 0 0

—i% - 2HEER L OGN OREE 3 (15.0%) 0 0

HEEL 3 (15.0%) 0 0

[N 1 (5.0%) 0 0
P WS 3 (15.0%) 1 (5.0%) 0

N R 1 (5.0%) 0 0
LIRIN S 1 (5.0%) 1 (5.0%) 0
R AE IR T E 1 (5.0%) 0 0
FOIR R B RE TLEESE 1 (5.0%) 0 0

HIBEE 2 (10.0%) 0 0

B 1 (5.0%) 0 0

Mgt 1 (5.0%) 0 0
R S SR ON ey ikid e 2 (10.0%) 0 0

i A 2 (10.0%) 0 0

RAfi 1 (5.0%) 0 0
RER L OssEE 2 (10.0%) 0 0

T R ER IIE 1 (5.0%) 0 0

E RNk 1 (5.0%) 0 0
FRYLE B X OV AE HUE 1 (5.0%) 1 (5.0%) 0
H MK 1 (5.0%) 1 (5.0%) 0
JHEREE A [ 1 (5.0%) 1 (5.0%) 0
SR RE R 1 (5.0%) 1 (5.0%) 0
e e, MERE K OViEhRREE 1 (5.0%) 0 0

1 e SR 1 (5.0%) 0 0

Hiiilig ¢ 1 (5.0%) 0 0
DIEEE 1 (5.0%) 0 0
TAPEERIR 1 (5.0%) 0 0
PR RIS 1 (5.0%) 0 0
GEIE 1 (5.0%) 0 0
Bk X ORI REE 1 (5.0%) 0 0

ifn R 1 (5.0%) 0 0

EHR 1 (5.0%) 0 0

B, AFIEEHNC B CTRHVEPEREE 16 (5.0%) . IFFSRERE « T4 - B(LIEIR
ER 6B (30.0%), HURIRFEAERETE 3 61 (15.0%) ., FIFEHEAEREE 1 41 (5.0%) 237D 5
i, E7-. KRIB%K - EEO TR, Bk, | TSRS, TIMpEmE. Ik - B -
T, MRREE (X7 - SU—JEERE STe) . EIEMMAE, B O R RFRE,
EFEREREE R VEVER RS . AR - BRI RLARAE , OAhZc. mERE AR MR,
infusion reaction, ¥AIMLMEE ML, SaEMEIL/ INROBAME & OV SE « DBEHEITHE - X VR
F—=FIERD Lo Tz, RRIERRBBLRILIBEHSES: (B AERE 25T %
BB R AR,



4. MEFRIZDOWT

AFN D538 72 BE & 72 W - FEE L. xﬁwﬁﬁ*iDE%@EWﬁ%%ﬁbt
BRICRHET 5 Z g 7o LR OO~@ D X T A= T gk ic s W ClEHT %
REXTH 5D,

O HEFITONT

O-1 FFEd (1) ~ (5) OWTNNITHEYE T HMiE THDH Z L,

(1) JEAEFBREIGET DM A 2RISR (BB IS A 2 HOE L AR
HittE A3 A RS S PE L SRS . IS AU B IREIRRE . NS AL AR /NS AL
Wbe72 &)

(2) FrEHRERPE

(3) EBEFIRIN TG E T D AT (23 AR E b, 3 AR
W 1IRBE, S ARSI e &)

(4) ARALTFIRIEEZ R E L, SORIES LRSI 1, SRS b PR L2 0k 2

SUTAMRIE AL AL R 3 Ol FHEI MR D Jm i 21T > TV D itk

(5) PrERMEEE AL BN O ik FEEICAR D Ja H 21T > TV 5 ik

O-2 AP RS D b5 S ONRIME FHFE BURF OO et i (2453 72 ik & 8k 2 RO = il
(T%@%?hﬁuﬁﬁﬁéE%)# MR ORFNCEAT HIEROEMLH & LT
BlE S TnNDZ b,

#*

EE Ao 7B 2 AEDOWHINHE Z2& T L7211 5 FELL LD ATRR D BERIHE %2
ToTWAHZ e, 96, 2HLLEX, BASEYELE £ L LRSS OWHE %
1IToTCWABZ &,

ZERSe PR 2 EOMMIFHE ZE T L71-%RIZ 4 FELL L0 R 2O BEIRFHE
EIToTEY., 95, 2L RiE, BV L O 203 AV SKIRTE % 3 T s AR IR D
FERHE 2 1T>TW\WH Z &,

EERT o0 FFEUE% 2 SEOMMIBHE 2 T L721212 5 UL Eo/NER A Z G Te/ NER
BRI A G125 Z &,

@ BRHNOEIREMEREEDOMEHIZONT

A E WA BRICIE T T 2 B D ELE S v, BEEREN S OFHRE D, Ak - &
PSRN W O B ONE R (264 2 IR, A FFRNRAE LGS OWs
s EIERLITIT O SRR E S TNE T &,



® BHERA~D® RN DONT
@-1 FEsfmHIC B4 5 B

MR R O EFE 22 BIVEA 28388 L2, 24 FRRIRZIRIRHI O T, Yakhia X
IR R (2T, REL L 72 BIEANCIE U CABRE B L O CT F ORIER ORI 2
AR DORERN Y B I G O, B OICRISATRER R 23> Tnd Z &

@-2 BRREFEFIC L Z2AEFLAINICETHE S

DA D 5 B e Bl e O e & A3 D RN FE D EER =4V v 7
EEDICEROA T V== T 2TWEIRE L ERE LA TE DT — LEFRERH
S TND T &, 7ol BERMEHNZOWNT, BAEE EZOFBEICHFIZEmE T
WAHZ L,

@-3 BIfEA o2 Eroxt it LT

BIWER (FEVERRR R, IFREREREE - P2 - mifbtERRE k. RIBAK - EHEO TH, I
2 1V BUBERRI . oy Wake sy (FOIRIRESRBRRE . RIS PERERE T . T~ HRIRpERERs ) | Mak -
Bhiss - FBEIS. PRRIEE (T « NU—EEMLZET) . BIEME/E, BEEDK
JERREE, BHEREREE (RAERIEVER RS . ik - AR RARE, Ok, mERER
SEMRRE, Sose Mt MRS JE . Infusion reaction, IR ML, LIRSS « DZEFRATEY « 0
H R =T ) TR LT YRk XX R RSB O B MM A A 9 D Rl & g L

(EHWEH OZERLR B L THHRER O EZ T N AKMMICH L2 L), HHITH
UI7R BN T & DIRHIRE > TN Z &,
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5. REXRLIRDEE
(AL R4 % $E]
@© GIBRANRE 72 ot HLIRWGE PUIELARE (W TAHI D BB 5- DA IMED R S Tn D,

@ TRASEHET 2HEHFIEIC SN TR, AAOFIERTHENL SN TE LT, FAIOHK
EDSE AP N

(%
O F

/jéA

> GRS & O OF ¥ 5

PELZ B3 % 44 1H]
LSS T D BE IOV TEHAROEENERE SN TNWD 2 eb, RE5£1T

bz &,

AFN DG N6t U BE DBEIEIE D & 2 B

@ TRFERTOFHIIZ BV T FREISEZ S T D2 BE IOV TIE, AFIORGIHEE S

M,

L DOTEFERPUL A WG EITIRY | [EEICAHIZEN T2 2 L2 ZETE S,
FUEMEE B OG0 UL Z DML D & 2 BE

b 5 e PR A A C TR 52 % 3R 0D B FRAE B ONE B D S i Bk 2 <0 S Y il 26 %
DI RIEMEEA S - B D B

H OB O & 25 B OB MR L < IXFEZMEO B O ik B OB ERE O
DB

ECOG Performance Status 3-4 “FV o B

GED ECOG @ Performance Status (PS)

Score
0 S MERIEETE 5, BEa LR U HFEEEDHIRZR ATZ 5,
1 A ARAIIZE LV EHIBR S 523, BATAMEE T, BIEEE - TOEEIITO 2N TX 2,
Bl BORF, FHEE
2 HITRRECTH S OHDEIY O Z LG T X THRELEPEEII TER Y, BHO 50%L R~y FA TR,
3 [RONTZEHGOHDOEID O L LACEiRn, HEOD 50%LL E&2~Xy RO il 27,
4 LT RV, BHOHOEY OZ LFE TERY, FRIIy KPR TRIT,

11



6. BEIZBLTHEEITREHEHE

O IRFCEFIIN A, BERTEES DRI 2 BRI 5D Z ARA O RpME: K OVl (£
ROz DI B2 WA o3 ICEfR L CbiERT 5 2 &,

@ FRBEBIIAICHENI B, BE T OFIRICHE IR O a2 4 L, WSz 15
TholET5Z L,

@ ERBIEHDO~FR Y AL MZOWT

MEMENE B D oD Z ENH LD T, KFRIOFGIZHT- > Tid, BRIE
e (PRI IREE, gk, FEVGE) Offest K O X #ie A o FE %, #1824+
IZATH 2 &, Fio, HEIDS U THER CT, i~ —F —%0RE%Z Ehid 5
ek,

KENOPeHXELEE D infusion reaction Zfif 2 CTEAREIC 45D Tx AU
i ZAT o 72 ECRAMA L. ARABEG-H L ORAIR 544 T % IT A Z vt A &Y
ET 55, BEOWREEZH/ICBIET 5 2 L, 728, infusionreaction % FEH L
AT, & TOMBEROEERNE2ICRIET 2 £ TRELZ +OBET5 2
Lo

FFRSREREE . FFZe, M(LIMERAE 03D BN D Z ENd 5D T, AFIOH 5
LEET R O G-I R I E IR I iFpERERR & (AST. ALT., y-GTP, Al-P, £V L
EUEOWE) HFEMT L&,

FOR IR RERS . BT HERERE S L OV TR E N H Db D Z b DD
T, AFIOFE GBI O 5B X E IS N D IS RE R (TSH., bz
T3, &M T4, ACTH, I =2 VF > — L EDORIE) #FEiid s L,
AFNOREGAZ L | BEOGRIERISITER T 5 &5 2 b bk~ 7R B0 RE
NHLDLNAZ ENnD D, BENPROLNLGEIZIE, B LI-ERIL T
R 70 ik & RRBR A RO AT & i U Cili bl 2 SRR I 21T\ I o pe
FOSIZ X D RIER D DI 256101, ARRIOREES T IR, M OEIE BB
WECRIORESEAZET D L, B, BIRREAVEOREIZE Y EIE
HOYENRD LR WIGAEITIE, BB EE A /VE LSO il o
HLEET D,

WG TH, BoRRN O ARB L COLREIERNEIRT 2 Z LN 570,
AANOBEA& TR HRWEA ORI JITEET D,

| BOBEGRI (BIE | BUBE RIS &2 &rde) 236 Bbdv, BERWES T v R—3 2
ICEDZENHHOT, g, Bl EHSEORER DR B mAEHE O EF1C+
SEET D &, 1 BRSNS A RS 2RIk L, AR ) ol
R OBHSF O I EEZITH 2 &

@ ML39345 SBR ClIR GBLAZ 9O E . Z0%IT 6 BRHIFR (&5 1 F482725 9
FEFEREIRE, 2 2B 275 12 EEERE) . ALBERT iR ClIEEBGEN S 24 £ T
1% 8 MG, FALAREIT 12 R THIMEDRH 21T > TWe 2 & 2 5EI1T,
A G-I EBR I B ERE THOROMREITO Z &,
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