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AR ) O —EUOEIZ DWW T ) (BT 11 A 22 B AT 3EAE SRS R 1122
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1. IIL®IC

EER G DA B  ZARMEDOHERO T DI, WA SCEEICIE S -l B 722 H 23K 0
BND, S5, IHEOREEMOMESRIC L0 | FUREIRG 72 & O30 725 BV E R
FPEZGPERINDH T, TN O OEERGLZ EICHNERBEIRUET 2 2 & B3RO
FREE 725 TRV REMBGEE & 0 FEAR T #2016 CFk 28 45 6 H 2 H BFERE)
IR WTH, FHERNEOHEHORB(LHEEZ XD Z &L ShTWna,

BORE SRR AT, KB ERR R e T 0 7 7 A ADBEFEDER G & B SR
RHZENDD, O, AHEROEEMEICET 2IERN 0S5 F TOM,
WMHEIRMOBEZ R 2T 5 2 EPHFRF SN BFICR L CTHERT S & &b, FlfE
AL LB B 23t 2 & D 2 & W ATRE 72— O BF % jiii 7o 3 Rk R <6
THZENHETHD,

L7i3o T, BHA RTA4 Tl BIREMES N E TR LTV D ESEIREN -
BHF RN EED & | DUT OSSO il 72 5 A HEHE 3 D BLA 0 b B 7 Bk & %
F RO EFRHERT,

I, RITA BT A %, MSIATBOE N ESEG EFERR O, AAENEANBAR
BRI s . —MRAERE N A ARER IR N R R 2 M OV BN B AR -2 O W /1 D
b EAERL LT,

KG LI D EEN T2y MY ZURTETE 1200 mg (— %4 T T Y U A~T GEB
THAHEZ))

R ERDIREIRE « BIBRAHE 72 i e

HEEBDMEROHE : "NV X+ 7 (BEFHHIRZ) EOfFHICEBN T, @F, A
77TV X~7 (EaRiz) & LT1[E 1200 mg & 60 43
2207 C 3 EE MR CREFET 2, 23, YIERG ORAEMEN R
I ChiuX, 2 B H LA O G 30 /oM £ CTHEMTE 5,

B I 5E 3 PR

(%)
NNV AT (Bia ) OREEXIINE., HEK O E
BRESUIIZNAL « YIBRABEZR T e
MEROHE : 77V ) XA~7 (Baifiz) Lo T, @E, lAIZIE
N A~7 (Binf##z) & LT 1E 15mgke (RE) 2 mimaEikA
HEHT 5, HKEMRIE3EEUEE T,



2. AR DK, TERERF

Ty MU 7 REENE 1200 mg (—#x4 7TV X7 (B HEZ) . DL,

[ARA &9 ) 1, KIE D Genentech, Inc. 12 & 0 A# X 417- programmed cell death ligand
1 (LIF, TPD-L1J] EW9,) 29207 7Y Gl (IgGl) 7277 A0t M
T/ 7 a—FAHRTH D,

CD274 (PD-L1) &, EAENICE W THFESMIaEICHEE L TR | & kLY
> RER (T M, B #ifla e O F = 7 1% 7 —T filifd) SI2HELT 5 CD279 (LT, [PD-
1] &WH,) KOUCD8O (B7-1) Eiffie L., MELEZAICHIET LB TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), %7z, PD-L1 {%, ffix DfE
BAaIZ H 3B L CTuvbd Z & (Cancer Immunol Immunother 2007; 56: 739-45) 238k 4
TH Y. PD-L1 & PD-1 241 L7of8I, JESMIG S U R A9 72 T Ml & O KRS
ZEET DHTFO—2 L LTEZLNTND,

ARANL, PD-L1 OMFLSMEIRICHE S L, PD-L1 & PD-1 & OB ERET 2 2 L5
X0 BAFURFFRA 7 T Ml ORI G ETEME 2 R U, 5 OMM A s+ 2 &5 %
LbTW5,

ZIH DR | AANTHEMENE IR T 287 218 REIC R 0155 b 0 & HIfF S,
R B 2 b 52 & U7 R PR AR 2 320 L . A 20 2t R OB R S 7z,

AANDVE P B DRIERURIZ X D BIERERN & o, HEXIIELT
(CEDATREMEDR & %, AFN DB G- h R OFREGRZRITIT, BEOBLRZ 712470 BEN
D LT G AR, FEL LI FRITS UM e ik & R 4 Ff O EAN &oddE LT
WO ZR BRI 2 ATV I DOSE OGS K D EWEH 23880 5561213, B BB R
I CHIOBGE DY) IRALE 21T 5 MR D D,



3. EREREE
BIBRABE 72 FF BRI D KGRI IZ Rl 21T » 7= 72 R IR e BR O it & 7~ 97,

[ 2hE]

[EIBRIL R ZE 1 AHFER  (IMbravel50 #5R)

EHALFHIEE D 72\ Child-Pugh 7358 A OUIFRAHEZ2 Il 51501 1 (HARA
61 Bz ETe) 2 BRIC, AFIB IR X< 7 (Ein i z) (LT, "Ry X< 7
EVD ) OOFRES (RAEIGHARE, 336 ) OFER NLEeE Y T 7 =7 hb
et (LT, (Vo9 7=2=7) Lo ,) (YT 7==T78 16501 & led 55 4R
AR A I L 72",

FERUHEE O—>Th 22 (LIT, T0S] &5 ) O OfEE, ITT
HERIZBWT, RAPFABECTY 77 2 =7 LI L THEREEDRD HiL (N —
R [95%EHE XM : 0.58 [0.42,0.79], P=0.0006 [J&5! log-rank & ], MifHlA = Ak HE
0.0033), HHAE [95%(ERXHE] IIAAGHHRECh R ERZE (HEERE], Y I 7 ==
TEEC 132 [104, HEEARHE] PATHH-7 Q01948 H29 HF—% v b4 7, ¥
D, b9 >0 LEHEFH™E H CT& 2 RECIST ver.1.1 (2555 < 7R RS H & 12 L 2
e A AR (LR, TPFS) LW 9H.) 18OV Th, FMIFOFEE. ITT £z T
AEGEABETY 77 = =T LB L THREREERRBD biL (N — N [95%EH
X : 0.59 [0.47, 0.76], P<0.0001 [J&%5!] log-rank 7€ ], WA EAK%E 0.002), Hik
i [95% I HEIX M ] 1IAKIGHHEET 6.8 [5.7,83] WA, Y77 ==T7#T4.3 [4.0,5.6]
HHTH-7= Q01948 H29 AT —H B v A7, X 2),

1 REEEYE (REZAIT 2 ) — ATEARE. T O REaRE, <A 7 ol R, BRI
W RFBIIRAL SR s, HOAARRE ) OIS & 72 B B XA Sz,

*2 - ARFIBEARETIZAA 1,200 mg RS X< 7 15 mgkg % 3 B2 & ICEIRNEES., V57 =
STHTIHY I 7 2=7400mg & 1 H 2 [BREO#E L,

10 |
gy, o P B

0‘8 " L -
@ 06 - et e
@ 54
b 0.4

0.2

0

ERA2EMI» 5088 (B)
Atrick % 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
ARIGHEEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VI72oO% 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

1 OS @ Kaplan-Meier #i## (IMbravel50 3B) (ITT £H)



RE A

04

SRV AHE

Vo o £ Sy i <
0.2

Atrisk ¥ 0 | 2 3 | 5 6 7 8 9 10 1 1213 1 15
FRIFHERE 336 322 270 293 232 201 169 137 120 7 50 16 3 1 7
VIT2ZD08 165 18 100 81 80 57 M 3 215 9 | 2 ]

2 PFS @ Kaplan-Meier gh## (IMbravel50 3Bk (ITT £H)

HANBEEMICIIT S 0S O H gLl [95% S IX ] 1T AKGF A RE i ol A [HE
EARRE], YT 72 =T7RET 149 HEEARRE] WA NP — R [95%E/XH] : 1.71
[0.50,5.84] Th o7z (KM3), £z, BARNBEFEMIZIIT S PFS Ol [95%E1HH
X NEAFIO AR TR RERZE 6.4, HERBEIVA, Y 77 = =7 /T 7.7[4.2,12.7]
A =R [95%EFE XM : 0.85 [0.39,1.86] ThH-o7= (K4),

].O + -~ —
o \—-‘ V5 7==TH

0.8

mﬂmmﬁ//
4u 0.6
)
b
#H 04
0.2
0
EEAE M T ()
Atsisk % 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

AEIHERE 35 35 35 34 33 30 30 29 26 2 17 9 8 5 3 1 1
VIZLmD8 260 23 22 2 22 20 20 20 18 14 11 7 5 4 1

M3 HAAMEFICHITS 0OS D Kaplan-Meier #hif# (IMbravel50 35%) (ITT £MH)

1.0

0.8

AR

<

i Rt < 1

0.6

S
'S

A AR A

S
)

0

Atrisk¥r 0 1 2 3 ' 5 6 7 8 9 10 1 12 13 1" 15
FRIHAESE » . » 29 8 % 2 17 15 10 { { 2 | 1 1
e Et=tok.- JT 21 20 16 16 10 1

M4 BARANEMIZEITS PFS D Kaplan-Meier Bi%t (IMbravel50 38 (ITT £H)




[Z41]

PRICIA S IIAERRER  (IMbravel 5055%)

B ERGUIARAIOFHRE 323/329 ] (98.2%) . VT 7 = =7 #F 154/156 {3 (98.7%) |
RO B, BB KA CIIAR TSNV A~ T VT T 2=THETIIY 77
T =7) & OREBRDGE TE RVVE FERHRIIAAIDHEE 276/329 il (83.9%). VT
7 = =7 R 147/156 Bl (94.2%) (\ZFBD BTz, FBLHEDN 5%LL EOARA] & O TR
BECTEXRVWHEERRILR1OEBY ThHo T,

F1 BEHENSWULOEH L OREERBEE CERVWEEER
(IMbrave150 3Br) (Z2MAEITIREMH)

B RIS HE (SOC: System Organ Class) AFIOFHEE (329 f1)
SEAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BilE (%) B (%) BiE (%)
AKNE OREERNTE CTE RN HEES 252 (76.6) 90 (27.4) 4(1.2)
R AR A 107 (32.5) 41 (12.5) 0
AST 80 45 (13.7) 14 (4.3) 0
ALT #410 34(10.3) 7(2.1) 0
mH e Y Le s #in 27(8.2) 2(0.6) 0
1. IR E > 23 (7.0) 7(2.1) 0
— % - REEER L O G ENOIREE 91 (27.7) 6(1.8) 0
97 49 (14.9) 5(1.5) 0
FEEL 27(8.2) 1(0.3) 0
Bl 83 (25.2) 12 (3.6) 1(0.3)
T 34(10.3) 1(0.3) 0
B 19 (5.8) 0 0
I3 KO TRk RS 82 (24.9) 2(0.6) 0
) FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
Rt L Ok 58 (17.6) 6(1.8) 0
AAGHOR 29 (8.8) 1(0.3) 0
o WARE 55 35 (10.6) 1(0.3) 0
BRI RE AR T 25(7.6) 0 0
BE, FER L OWE S BHE 33 (10.0) 7(2.1) 0
EAIZLE D BUS 32(9.7) 6(1.8) 0
BB L ORI EE 33 (10.0) 6(1.8) 0
EHES 27(8.2) 4(1.2) 0
1 R 21 (6.4) 8(2.4) 0
i ML 17(5.2) 7(2.1) 0

7B ARPFHBACRS O CHRVEMEMZE R 3 61 (0.9%) . ITHEEERRTE 87 # (26.4%). K%
K BEOTFH S F (1.5%) . BER 76 (2.1%) ., HUARBRFEREREE 39 61 (11.9%) . FIFEHRE
B 1 (0.3%) . FIEACHEREREE 1 6] (0.3%). MfRIEE (¥F 2 - NL—ERENFSE LS
Fe) 1 1 (0.3%). infusion reaction 32 1 (9.7%) . EHEFEREE (JRANE FIEMERREE) 2 7l
(0.6%) . BHEEOREREE 2 B (0.6%). EMEEM 16 (0.3%), 4FHHERBED - FEEVE:LT
HERIBAME 21 61 (6.4%) K OVEYYIE 20 B (6.1%) MR baviz, £z, 1 BUFERP, &
FEARIETJRE, B¢ - BEMRIE . Wik - RRBCTIRARIE ., (O 2. MERE BIEGERE, SyEMEm MK
BB PEERBER 38D B iLe o 7o, AR EFRFEBIRDUIBE SR (RRAREMERE 2 5T)



EUEHERE T,

AARNBEEMICIB T 20 FFEGIIAFOFHBED 3535 #i (100%) . xHHREED 23/23
Bl (100%) (278 B, 1RERFE & ORRERNAGE TE WA FEEZIIARAIGHIRED
31/35 B (88.6%) . *RFHRRED 22/23 B (95.7%) \ZFB& HiLiz, AFIPFHBEHCBW T, %
B 5% L EOARK L ORREBNEETERVAFEERIIR 20LBY ThoTo,

£2 BAANBEEFICBVTRIARR 5%L EOAH L OREBREPTETERVEEESR
(IMbravel50 FBr) (REMMEITISREM)

# B BIRS7$H (SOC: System Organ Class) AFIOFHEE (35 1)
FEAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bk (%) % (%) Bk (%)
AL ORRBEFRVPEETERVWERERES 28 (80.0) 8 (22.9) 1(2.9)
— % - RHEER LU G OREE 10 (28.6) 1(2.9) 0
T 5(14.3) 0 0
TN 5(14.3) 0 0
T 2(5.7) 1(2.9) 0
MERES. MIERE & UHtRES 8(22.2) 0 0
TS E 6(17.1) 0 0
i R FR A 6 (17.1) 3(8.6) 0
AST #4/n 2(5.7) 2(5.7) 0
¥ KO TRk S 6 (17.1) 0 0
% 9 FEIE 3(8.6) 0 0
ERINIR NG 3(8.6) 0 0
i K OvRE RS 6 (17.1) 2(5.7) 0
K7 VT 2 e 3(8.6) 0 0
AAGHOR 2(5.7) 0 0
B Ik 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
PN o0 BT 3(8.6) 0 0
FOPR BRFE REAS T 3(8.6) 0 0
B5E, Pk L OWE A IHE 3(8.6) 0 0
TEALLAE S BG 3(8.6) 0 0
A5 e 2(5.7) 2(5.7) 0
8 I 2(5.7) 2(5.7) 0




4, HEERIZDOUNT

AHN OGO 7 BE 22 W - FrE L, AFORGIZ L HELRWEHZ BB LT
BRICKHET D Z ENKEERTZD LT OO~ T X T &I hsicB W THEHNT
REXTHD,

O HRIZONT

O-1 T2 (1) ~ (5) OWTIMNIHEE T LR THD Z &,

(1) JEATBRENIEET 25 A FE LR RS (BB RS A2 s SRR B |
HiE A A RSB UPIRE . HUEAY AR 7R &)

(2) FrEHERES LT

(3) FBEFFIHE NI E S 203 AiHOEEERT (8 V2SR EIRPE, 2 A sl
7190, D3 AR EEHEME R BT 7R &)

(4) SRAbFERIEE A2 E L, SSRAE BN 1 U SRALBRIEINGE 2 O fi sk KL e
(AR D AT > TV D fifiar

(5) UM IR AL & BN O f i B YE 4R D e H & 4T - T B ik

O-2 e oAb Rk & O BINE R OIS IS 147 20 ek & iR & B BERT (F
ROWTNNTEE T HERM) 23, GESEROARFIIET SIROEES & L TERE
SNTNDHZ L,

ES

PERRRFFEAS 2 2 SEOPIIHE ZE T L721%12 5 UL EO R A IRREOEERHE &
1ToTWBZ &, 95, 24N BT, NARWEEAR & LBERESES:OHE %2
THoTCWNWAZ L,

ERIE PSR 2 FOYHAHEZIE T L72121C 4 UL EDORKRKERZH LT\ 5
Z &, OB, 3ED R, TR O DS A SRY R A T e ISR S O B IR AHE 217
STWBHZ &,

@ BENOERGEFEREEDOMEHICONT
E;‘é%‘%i&mfﬂ'& IEFTHETEE DR E S, BEEAEND OFRE N, Aok - &
SEHRFIIE RO E B O ERTSE ST 5 E et A FFRNRAE LhE oMt
%A’ﬁ HEDRERLDIAT O D EH DT> TND Z &,




@ BITEA~DX Rz 2OV T
@-1 fERRfAcH]IZ B 5 B

VL M FR S D BB R BIVEF 28 8 A48 L 72 BRI, 24 WERETRSIRIAHI o0 | Mk I
HEESEIC BT, BB UZRIERIZIG U CABEE L O CT ZORIVEH ORI /3
IRRRAOFER Y B IS S, B HIKHE ATEER AR 3 > T p 2 &y

@-2 BEFRUEEEIC L 2AFFRINCET 2 E S

8 ARSI 0 5 B IH) 2 i M O RE 2 A D IR IEFE NEER =4 U v 7
EEDIEROA T ) == 72TV ERE L2 A4 TE 2 F — LERERH 3
SN TVD Z &, 2B, BiAHIZOWT, BABE L ZDOFRIZ I BmasnT
WhHIZ L,

Q-3 BIER OZELHIGIZBE LT

RIVER (RVEMERR S, ITFRERERRE . RIB%K - EEEO TH, R, 1 BRI
WibEE (FURIRAERERE S . RIBHREEREE . TRAEERE) . mRkES (7
—IEERE A B de) . BIEM M STAE, IMAE - BEEAE . infusion reaction, 4% « REKUT BIARIE |
EREREE (RMEMEEBRSE) . EEOKERESE, Ok, MIKRERMEGER, Fi
PRI, SR M MR ER B . (L FIRIEDF IR O ik # M (dFEkisid . FEWE
AP ERIBAME) . ALFRIEDF R ORYUIES) 1Tk LT, Mgk 3B ER &R D
B2 AT D ERD & U (BHEH ORZK-oXSICE L CTHRER SRR EZ T 6 b
FECHDZ L) EHICHEDRLENRTE 2IEHNESTND 2 &,

I

P15
1%

\P:j\
>N



5. BEXIRLIRABE
[HZhEIC B3 2 FIH]

BV SFRIEFE D 72\ Child-Pugh 4338 A OYIBRNEE 22 AT AR B 12 B TARHI
BN X7 & ORFFEGOFEIMER RSN TND

FREIZRE Y T 5 BE TR D AR OG- J O RITHEIZ DV TR AAI DA R D
ML SN TELY, AROHREGXR LRG0,

(224t

O TAHANDOHINED R L TOIRWOFUEPEREE I & Off 5
JIFTRIE (R 5 ) = VIEAIRIE, 7 VA BBEARIE, ~A 7 0BG R
5, ITEhARIERR IR TE/ T B L A ZE AR R . ORI IESE) DS & 72 2 FTFilie
FRABE

(2R84 % H1H]

O TRICEYTIEFICOWVTIEIAKORENER E SN TWDH I b, FHET
Hrpnz &,

AR D E Iy kE UiEBUE O REERE D & 5 B3

@ IBEFTOFHICIB VT IR S T 2 BEIZOWV TR, ARAOE G ITHELE I 20

. MOTERERPIL A 2NGEIZRY | EEICAFZERT 52 L 2BETE D,
)& @%ﬁ$®AﬁXi%®%ﬁ®%é$%

Jia s i P A A C VL B & 7R D 2 FRAE M QN Bh 2 0D Jis S i i g e oS Y M i ¢ 2
0)H$GC?<ﬁEﬂEZ§fKﬁ>¥%?)%L§>%%%§

H SR B O 5 BE XTE M L ITHEREMEO B CAaE R EOBEERE O
RN ey

ECOG Performance Status 3-4 =V

(ED ECOG @ Performance Status (PS)

Score

0

A< R TEBITE 5, FEFETL R U R AEAHIRZ <AT2 5,

1

PIREIICI LUETNIHIIR S0 523, AMTHIRE T, BAEERE > TOMERITITH 2L N TE D,
Bl - VR, B

2

BATARE CH O G DEIY O Z L IF T R THRELEEREIT TE A2V, H D 50%LL FIE~y RAATI| I,

ROENTZHOOHORID DO Z L LN TE720, HHED 50%LL L&y R Cil 29,

2LEF RV, BRI OZ LFa TERY, BRICNy Rk TilId,

10




6. HEICE L THEETREEIE

O WASCGEFITINZ, BEIRTEEE DRI D ERFE I 5D & ARH O Rk K O =L
RO DIZ B EHRE IR L ChBERTHZ &,

@ TBREBIRIZHENL D B XUTZ OFIRITHIER EREL a0 L, REL 5
ThoEET5HZ &,

@ EREWEHDO~RT AL MZHONT

MEMEERRH oD 2 EDRH DD T, RKEDOEHIZHT-->TlE, BRKRIE
W (PR, ik, FEEVE) OB R OWHE X SR O s, Bz +5
2179 2 k. F7o, HEITS U TRE CT, iE~—F —FDMm& % Ehid 5
Z &,

AFNDOFEITEE O infusion reaction (25 X CERARZ T2 X LD TE 5 UHE
i 217 > 7= ECHAA L, ARG R OKRFIE G THRITANA Z A &
ETHE, BEORIELZ H/0Ic8l533 52 &, 728, infusionreaction Z %51 L
THAITE, 2 TOMBEROIERNERICEET 2 E CHREE+0BET5 2
Lo

FFREREREEN B B Db Z L3 d D DT, AFIOF HBIRART R O 51 11X
EHHNCHTHERER A (AST. ALT., y-GTP. Al-P, BV /LEEDRIE) % £l
THZ L, k. UIBRAREERNTHINGE DY a . ITHEREFE T 23 F 8L L 72 BR O A
DIRIE « IR A I OJENE & ITHNCERE LT\ D (IR SIESR),

R IRPERERE | R FSREFE = K OV T IRAEREEE R H bbb Z ERHDH D
T, ARFN OG- BAtART M OB G- I E 0 Ny ek ie A (TSH, 8
T3, Wi T4, ACTH, I = F Y —VEORIE) 2 FET5Z L,

AR OEHIZ XY | WEOREESINTER T 5 LB 2 S Dk~ IR B E
DHLONDLZ ENb5D, BENRBOLNTZHAITIL, B LEELRITS L
B 20 ik & kR 2 RO [ AT & s U Oyl 2R R W A ATV B sk
BOGIZ & B EWER R BON 25 E121E, ARIORIESIH I, K OEIE E A
NWEUHIOBRGEEBETDHZ L, B, BIRRERNVE L OEGIZEYEIE
HOUEDTRD HAVRNGE T, BT BB R VE - LSO S il #l oBm
HLEET D,

BT, BOAM O AR L T OEIERNRBET 22 1B D720,
AR OG- T #HIZHRER ORBUZ 3 ITEET 5,

1 BUBERIE N & Dot BERFMES 87 R—=V AZEDLZ ERHHDOT, O
B, O, NEMEOERORBHRCMBEED LA +a0EET 22 &, 1 bR
DN G G2 IE L, 4 A Y CRIFIOE G5O Y) 7 AVE &
152 &,

11



@ IMbravel50 FRBR I EGBIAE D 54 1 F TlX 6 WRIRINE. Z i LARE 9 W fEkE T
HMEOF M 21T > T2 Z L 22 BI0, AFIEGHILEICE SR TR
WEITH Z b,

12



BEfERHEET A RTA v

7T AwT (BisTH#Z)

(BR5Ee4 : 78 Y 7 JIEFRE 1200 mg)
~ FE 7N e i R ~

R 3 04E4 A (80249 AKET)
BT BE




B

AR O

T U®IZ

AFNORHH, 1ERER

i R A

HiE%IZ DT
Behxtg Ll DBk
BHICERE L THEE T NEHH

P2
P3
P4
P17
P19
P21



1. IIL®IC

E%&@ﬁ%éaﬁé@@%%@k TIE . WA SCEE TSN T E Ao A A3 sk D
SID, S5\, IHEORFERMOMEAIC L0 | FURESL 72 & OS50 72 5 LRk
125 3 i D3 7 éﬂéqu ;ﬂE@E%DD%E BRI T 5 2 & RO
AR k&otbb%%%&@5&&$®%Kﬁ%ﬂmWQ&%$6ﬂzB% IR E)

R WThH, FERLEOHEHORBEIHEEZ XD L snTnb

BOHLE B R IR, %ﬁ%%%ﬁé@7m774w#%fmz% EHIH DN
BB NDD, 2O AR O 4 %#é%$#+A*ﬁ¢éif@W
W EELOBELEIZIT D2 &#%ﬁénéﬁﬁ IR LTS D & b, BIfE
RN LTI B e kbt 2 & 5 2 & DN AR R — 7 O B 2 7= 9~ [ SR A B <
THZENHETHD,

L7z o T, RAA KT A4 Tl BIBBERESCINE T/ LN TV D EFIKEN -
BEE RN S & . DUT O I O 5t 72 6 2 HEHE T 2 Bl b B e Bipk &%
F RO EFRHERT,

BRI, RIA RTA 0% MSIATBOE N EE G EFRERRR O, A rEEAN R AR
BRRIES o . —ARFEEE N B AR IRNBHE 2 | RrE e FINEENE A H A 72 kO
—RAEEEN B AR ER TS OO0 b EAFR LTz,

XRLERDEEN T2 N T AREE 1200mg (% 7TV U X~T (G
&2 )

R ERDMEINRE - UIBRARREELT - TFFE O IE/ NI i

REERDREROHE AL FPEIERIGE O R LR 2 bR < UIBRARE 22 1T - B D FF/)s
AR s B D& E
it OHFEEMEIRE A & OOFHIZIB VT, B, AT 7Y U X
~7 (Efs7HHELz) & LT 11E 1200 mg % 60 437>7FC 3 #HfH
ElR CRIEFET 5, 7. PIEIERGOREND BIF CThiL,
2 [m1 B LIRE OB 55 13 30 43 & TR T X 5,

{ESIRIERER IR D YIBRANE 20T - #38 O I/ INlie fifigess F8 A D 45

AN
=

HWE, RAZET 7Y ) A~ (Bl l#az) & LTI E 1200
mg % 60 537 F T 3 M RIRE CAEEET 2, ek, FlElRG- 0
AR BAFChHUL, 2 [ H IO GRRHIX 30 /3£ T
T 5,
3 MR 5E ¥ F PR A S




2. ARNORE. TEREF

Ty b7 REEE 1200mg (—ix4 7TV X7 GRS Z) . LI TR
Al &EvvH,) 1E, KED Genentech, Inc.iZ &V AI#Y X 4172 programmed cell death ligand 1
(LLF, TPD-L1) &vv9,) IZxtd 2E s e > Gl (IgGl) 727 7 A0k MEE
7 a—F AR TH D,

CD274 (PD-L1) &, EENICE W THFESMIaEICHEE L TR | kLY
VRER (T MR, B OV F = Z v 7 —T fifn) £ B35 CD279 (UL T, [PD-
1] &WH,) KOUCD8O (B7-1) Eiffe L., MELEZAICHIET LB TWD
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), %7z, PD-L1 |%, ffix DfE
BAalZ H 3B L CTuvbd Z & (Cancer Immunol Immunother 2007; 56: 739-45) 238k 4
Tk Y. PD-L1 & PD-1 241 L7813, JESMIG S LR R A9 72 T Ml & O KRS
ZERET DT O—D L LTEX LN TND

AAFNL, PD-L1 OfffasMERKIZRE S L, PD-L1 & PD-1 & OFSAEAAET 2 Z L5
X0 BATURFFRA 7 T Mt ORI G ETEME 2 R U, 5 OHM A If+ 2 &5 %
b TW5

_m5®ﬁﬁﬂ%,ﬁﬂiﬁﬁﬁf XTI RIS 2 V1D b o E IR S,
FE/ AR i FR T A kP & LT BRIREBR 2 S5 LU, A b ﬁéﬁ& DA VED R
iz,

AN OB 3D BEDOREISIC K 2BIEREN D bbb, E%Xi%t
\ZE D AT @ﬁ%é Kﬂ@&@*&@&ﬁ% T, BEOBELZ TSIATV, BEN
b biTe j:%ﬁbt%%_ELK$W%@ﬂﬁ&E%%%OE%&LﬁLT
%@&W%%ﬁ%ﬁw\ﬁg®ﬁ£ﬁm_ BITEI DN BE DN 561213, B BE A
W%/ﬂ@%5%®ﬁﬂﬁﬂﬁ%ﬁ5%£ﬂ%éo



3. EREREE
YIBRARBE 72 HEAT « FFFE D FE/ NI B fitideg D AR R I Z BFAM 217 - 72 35 72 B AR 5RO il &
=T,

[ %hE]

OEFEILFR B AR (OAK #RER)

7T FF WE a BT T RIEIET D & D UIBRASRE 2R HEAT - FRRS OO FE /M B it g AR
1,225 5] (RAIRE 613 6], F¥ & v AR 612 #]) &2 %12, KF#H| & FE 4 Ft&/1 (DOC)
DA INE R OV M 2 Lhiie 9~ 2 S AR R & Jahi L 7=, A 1,200 mg/body XiE K& %
XL 75 mgm? & 3EMMERE (BAF, TQ3W) & )H,) THRIEHEHELR,

BN T o F b ENT 850 B (HARN 64 flaETe) OEBEEHICBNT, KA
BEC REZ RV L il U CRAEFIR (BLT, TOS) W9 ,) OFERIERDGRD
HiL (= R [95%FHEIX ] 1 0.73 [0.62,0.87], P=0.0003 [J&%!] log-rank 2 7E]) .
gLl [95% EHEX ] 1ZAKIRET 13.8 [11.8,15.7] W H. REXFLARETI6 [8.6,
11.2] IATH-7= (X1),

* o ERBER T E A (BUF, TEGFR) 29, ) UGS BERME SRS Y v % F—F (B
T. TALK) 209, ) BAEE BSOS CIX. 77 F 8L SREREC L, Zh?
U EGFR PR X ALK FUEFER 243 2 Hrll M IEEIc & 2 168 IE2 & 2 BF LA AN D
nic,

1.0
094
0284
074
06
054
0.4+
034
024
0.1+

T#EE

Fraft)l
....... FrA)EwT
oo4d  + THA

T T T T T T T T T T
0 3 & 9 12 15 18 21 24 27H
+E|EE 425 363 305 248 218 183 157 74 28 1
FaftIL 8 425 336 263 195 151 123 98 51 16

B 1 OS ® Kaplan-Meier ghift (OAK &) (2BFLMH)



OEFRIL[E 11 FHER (IMpowerl50 #-#)

(L FRAERE D 72 RS RS % R < BIBRASRE 70 HE1 T - PR D FE/ KA e AR 1,202
B (HAN 93 BlEETe) xRz, AHKI1,200mg & OFUEEMIEEA] (WAL RT T F
VAR Y EZXEL [ARE 402 06]] XNV KRTTF A RT Y ZXE LA NN X
~7 (GEE M Z) [BEE. 400 61]) & OOFHEGEOEIMER O LZ2ME, Db
WIE(DNVKRT T F o+ 37 ) XX+ Ry X7 (Enf-##2) [C#E.400 51])
& Pl 2 S IAH AR A 520t L 72", T RIfEHT OfE R EGFR BinF 2 25 X% ALK
A I e BE (157 B) ZER< 1,045 61 (HAN 67 BlZGte) o ITT-WT £
BT, ARAIGHHREE (B #E 359 i) CTxIIREE (C#E 337 1)) & bhig L C 223 B
T b 0S DA ERIEENTE D i (N — R [95%FHE X H]] 1 0.780 [0.636,0.956]
P=0.0164. AE/KYEMM 0.0184 [JEH log-rank FE]) . T HAE [95%EHE XM ] 1ZAFH
OF FHEE B #£ T 19.2 [17.0,23.8] 7 A | *FHEHE CH#ET 14.7 [13.3,16.9] W H TohH -7z (2018
1A BT—20y A7, K2), 7ok, REOFHEE (A B 349 1) (2O T
SITHERE (CHE337H) (x5 0S DA BERIERITED SN ho Tz,

*1 : EGFR 5128 RIS T ALK S SO 3 Tl £iEh EGFR FLE/EH ST ALK
BRAEVER %453 2 FUBEIEES AT X 5 IRRIED & 2 BE A AN BT,

*2 0 AK 1,200 mg, HVARTTF 2 AUC 6, 737 U X FE/ 200 mgm?, ~NT AT GBS
%) 15mg/kg % Q3W T4 Xt 6 = — R 54 . AHKI1,200mg KON A= 7 (BIEFHHLZ)
15 mg/kg 28 Q3W THhH- ST,

1.0
0.91
0.8
0.71
40 0.6
E 0.54
H 047 +.
B- R/ XD "
034 c:ALRISFY e
VAV DEES J]P
0.2+
BCP
014 =imemem FFUYZXTT + BCP
L
0.0+ |+ *TBU]J T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
AF|+BCPE 359 323 296 264 235 167 119 66 34
BCPE 337 308 268 233 196 129 87 56 29 6 1

2 OS ® Kaplan-Meier Bt (IMpower150 3B (ITT-WT 4£H)



F7.

AARNGEEIICIIT 5 ITT-WT 4£H 0 0S OF A [95%E X M1 1344

OFHBEEB BET 19.8 [14.1,242] B H | xIWEE C B CTHEEAEE [13.2, #EEARRE] T A,
NP — RE [95%133E XM ¢ 1.311 [0.498,3.446] Toh -7 (X 3),
1.0
0.9
0.8
0.7
4__[[ 0.6
MJ&LE 05
#0049 5 oxeo i
034 C:ALRIZFo &
AV DL L ) e
0.2 i
BCP b
0.1 T 7TVURTT BoP
0.0 T TTB@U T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 308
AF|+BCPE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

X3 AARABEHELEMICEKITS 0S D Kaplan-Meier Hhif

(IMpower150 &) (ITT-WT 4£H)



OEIFRIL[E 5 1M1 FHFER (IMpowerl32 #-#)

(LB D 22 W R 2 BR < EGFR #fa A RN, ALK Ala#E s D
BIBRAREZR AT - TR OIE/ NIRATE B3 578 5 (HARAN 101 fl& &) ZR5IC, K
#11,200mg, 77 FFHHK (WNVRTTZ7F I AT TF ) RONRA FLFE R
MU T LKF (LT, XA RLRE R EWD,) OFFRES [ARAIGHHRE. 292 4]
TOEMER VL EMEE, TTFFEE (DNRTTFUOXIFIT AT TF ) LR A
MUt ROOFHES [RHERE, 286 f51]] 2 & bhik 4~ 2 55 MARRER 2 90 L 7=, AAKIDf
FHRECxIIRAE & ol U CEEFHEEE O—>Th 2 MmHEA R (LR, TPFS) &
9.) DHBRIEENED HiL (O — K [95%E#EX ] 0.596 [0.494, 0.719], P <
0.0001 [J&H log-rank fR7E]. AEAKERH 0.0040), F9AE [95%FHEXM] 1ZAFIDE
FRET 7.6 [6.6,85] A, xtHEETS2 [43,56] WATHH-7= (20185 H 2 HT
—& 1y AT [X4),

*1 1 KA 1,200mg, HARTTF L AUCE XUET AT T F 2 75mg/m?, <A b L%t F 500 mg/m? %
Q3W (Fr=—=2m 1 HBIZHE) T4 Xk 6 a—xBE54%, AFKI 1,200 mg LA R LFt R
500 mg/m? 7% Q3W T 5 X iz,

*2 . WNVIRTTF 2 AUC 6 XUTT AT T F 2 75 mg/m?, ~4 h LF%+& K 500 mg/m? % Q3W (5 =2—
A0 1HBIZEE) T4XE6 2 —2AEHH, ~A FLFtE R 500mg/m? 2 Q3W T G-I/,

1.0
09
08
4o 074
Ith 06
H 05+
g 0.4+
0.3
02

BB TST ol L
01+ =emimem FRIFAF:ARFT ST F AL F 2

541

0.0+

0 3 6 9 12 15 15 21 B

FFIGARE 202 231 169 120 88 43 11
TIEEE 286 195 15 72 44 11 3

4 PFS @ Kaplan-Meier Bif% (IMpower132 3&k) (ITT £H)



@Y/ T AR (IMpower130 7ER)
LFRERED 72 R EECE 2 bR < BIBRANRE 72 84T « PR3 DI/ NG Al R 724
B 26t B0, AFHN 1,200 mg, HIVRTTF U KOs U 2R (T7 3 U REA)
(LT, Tnab-PTX) & 95,) OOFHESE [ARAIGHHRE, 484 Bil] ™ DA itk K U2 2%
. ANVAKRTTF KO nab-PTX OOFHEE [XFEEE, 240 ] 2 & bblig 4~ 2 S MFHER
B2 SEhe U 7o, HTRIRMT OFE F . EGFR AR T MG X T ALK &85 1Btk o
ZBR< 679 BlD ITT-WT MW T, AAIGHHEE (451 #) TxiFEEE (228 f7) &tk
L CEEFMEEA O—>Th D 0S DA ERIERPRD bV (AN — R [95%(E18
X1 0.791 [0.637,0.982], P=0.0331 [J&%l| log-rank /&1, A E/KAEH 0.0425), +
JAE [95%FHEX ] 1ZAKIOFHEET 18.6 [16.0,21.2] B H | T 13.9 [12.0,18.7]
A TH-T- Q0184FE3IHAISHT—X Iy h47, K5),
*1 : AAI1,200mg, HARTTF L AUCE 75 Q3W T, nab-PTX 100 mg/m2 A3 18 IR T, 4 X% 6
a— 2§ H5% . AHKI 1,200 mg 25 QAW &5 iz,
*2 1 HILRTFF 2 AUCE 725 Q3W T, nab-PTX 100 mg/m2 7% 1 HEFEIFE T, 4 itk 6 = — 255
77

1.04
0.9
0.8
0.7
0.6
05+
0.4
0.3
0.2

THEEE

FEBE DA TSF ek VO RE )
014 ==—=—=— FHIFAF:FHHIETZTF e 00T R
+ 54

0.0

T T T T T T
0 2 4 3] 8 10 12 14 18 18 20 22 24 26 28 30 32H

FHIGEEEE 466 427 284 355 319 298 271 220 168 130 88 B9 40 19 10 4 1
STREEE 229 207 176 162 147 132 119 96 75 58 39 24 13 8 1

5 OS ® Kaplan-Meier #i## (IMpower130 3B) (ITT-WT 4£H)



(PD-L13& BUR LA D A 2 K Oz 4)

OEFEILFFMAHRE (OAKRER) I[THAAN DN BHED S 5| EEHER K IZ B
CPD-L1% 884 U 7= JEEEAI A % OB EH S fa g M 23 5 D 2 F14 (LT, [PD-L1%EH
K EWI,) ITHATDERM G LN OBE DT —ZIZESE | PD-LIFEH RS
BNCERB AN INT AT > T B MR R ORERIFIULTO LB Tho Tz,

HIPEIZHOWT, PD-LIOFBLRILOAIMEDORERIL, 1D LB THoTz,
728, PD-LIORBRBIC L &3, AFOZEET e 7 7 A VIERETH- T,

# 1 EEHEBRIEIZEIT B PD-L1 ORBIRIEI O F 2
(OAK #HBR, 2016 FE7TH 7T BT —4F by b4 7)

0S
PD-L1 ®1 B G1E %k P [95%CI] AN R ZHAER D
(1 A) [95%CI1] p fiEl
A 180 12.6 [9.6,15.2]
TC 0 7>> IC 0 DOC 199 89 [77.11.5] 0.78 [0.61, 1.01]
A 241 15.7 [12.6, 18.0] 08434
TC 1/2 IC 12 : RN 74 T0.58. 0.
C 1/2/3 XX 1C 1/2/3 DOC I 103 [88, 12.0] 0.74 [0.58,0.93]
A 290 12.7 [10.0, 15.0]
TC 0/1 7> IC 0/1 DOC 534 92 [82, 11.1] 0.79 [0.64, 0.96] et
A 129 16.3 [13.3,20.1] ‘
TC 2 FIC2 ’ ) 49,0.92
C2/3 XiL1C2/3 DOC 136 10.8 [8.8,12.7] 067 [049,092]
348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 AT L J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AR 72 20.5 [17.5,NE] 0.0031
TC 3 XX 1C3 ' " 0.43 [0.27, 0.69
A DOC 65 8.9 [5.6,11.6] . !

DOC : K& ¥+, *:PD-L1 %8 (IC0, ICL1, IC2, IC3). HIAMED LY A % (1. 2) KOS (RY¥LE
R, FERT ERE) &AL LizfEhl Cox A1)

G5V TC ; JEEBHARIC IS D PD-L1 2368 L 72 @B A 5 554
IC : MEGHAMRICH5 1 D PD-L1 A 565 L 7= Mg M se e a3 &5 60 5 F1
OAK #Hk. IMpowerl50 FERCHEMH L7z TCO~3, 1CO~3 X TFRSM

PD-LIFELO Sy i PO
PD-L1 DGR 23R S 37200 TCO
X, PesR I BIER 72 <, PD-LIC X 2 Byl RO 3 SN D 1 %A 780 HAL D

TC | GettsR P\ ZPAGRZR < PD-L1IC & 2 BrtE e 3 B fia O 1%L 5% A (S s éh 5415 TC1
e s I PR 72 < | PD-L1IC K 2 P51k s o 23 BEg A 0 5% LA S0%A 12 mdh 515 TC2
Yuth g B 2 BER 7 <, PD-L1IC X 5 BE SO AN SN O 50% L EIZERO 5 b TC3
PD-L1 DGR IS 2358 HAv7aun 1C0
X, Yetasf g BIERe < | PD-LUC K 2 B RO 3 IS S M O 1 %A L 70 H 415

IC  YeessfElCBaMR7e <, PD-L1IC X 2 Boih o 28 B i o0 e I 0D 1%L _E 5% A 1278 H 5 IC1
et R (2 [ILR 72 <, PD-L1IC & 2 B E I i S s sa s M O 5% LA E10% AR5 127260 Hiv D 1C2
e sR I PR 7e <O PD-L1IC X 2 B o 23 s iR sa s il O 10% 2L EICRE S Hivd 1C3




FRRRTY K O BS AR AR A2 381 D PD-L1 O3 BURILHI DA Zh 1L 2 RO 4~5 D
EBVTHY, R EREORE T, TCO 2»o ICo B (EEEMICHIT 5 PD-L1 %
FEHL U 7 AR I K OISR M a8 M 2s 5 & 2 FIE VT b 1%A0) 128V T,
R % X2 ARE L R LB O RO R E /NS WE GRS bl 7ds, ffRi
KOPD-L1 DFBRIZE O, KFIOZ2MET 07 7 A VEREETH - 72,

2 AHERE R OEEMEBSBAIZIIT D PD-L1 ORBURILEI DA Bk
(OAK B, 2016 5E7T A 7TBT—4 by bF7)

0S
PD-L1 "V &5 B HeiE [95%CI] AN — R ZHAEMD
(7 A) [95%CT] p fiEl
R B -
o G heny  momu
e g PN s
wosoeor gt S Y mmene
TC 2/3 X% IC 2/3 D%?é SZ 11?; E;SSSII;”S]] 0.61 [0.42,0.88]
TC 0/1/2 7> IC 0/1/2 ;f jé 52? i?g 32811;69]1] 0.83 [0.67, 1.03] Soons
TC3 X IC3 ;': Oﬁé :g Zzi 5870111\”;]] 0.35 [0.21,0.61]
b B _
R R
TC 1/2/3 X% IC 1/2/3 fj‘i Zg Z:? Ezg 132% 0.71 [0.48, 1.06]
TC 0/1 7>> 1C 0/1 f Oﬁé gz ;2 %2; ;6%] 0.76 [0.52,1.11] 09290
TC 2/3 XIX1IC 2/3 fo% :2 lg:‘; EZZ :;g 0.76 [0.45,1.29]
TC 0/1/2 7> IC 0/1/2 f o;?é S? ;2 %ZZ ;g? 0.79 [0.57, 1.11] 4005
TC3 XL 1C3 DZK Oé?é ?Z HZ gz ?zg 0.57 [0.27, 1.20]

DOC : REZ Xt/ *: IE=ER Cox [

1.0
094
0.8
0.7
0.6

aN
(=]

W
Ik 054
HH 0.4
0.3+
-
024 [ PR
a1 FaElL
....... P AT
004+ 154
T T T T T T T T T T
0 3 5 9 12 15 18 21 24 2TR
FENEE 112 93 74 51 43 35 30 15 8
FEaFE)LEE 110 90 67 329 28 24 16 7 2

6 RFELEEABELERICRBITS 0S M Kaplan-Meier #ift (OAK FRER)

10



104 104 =
;
054 094
08+ 08
074 074
40 06 40 0.6
ﬂtt 05 T 054
# 044 Hoaq 0 R{TTTT
03 034
02 4 02+
014 Festtl 014 Fessen T e -+
S FriNATS srmmie FEIITT
0o+ iTEYY ool +  dT54
7 r T T T T T T T T T T T T T T . T T
0 3 fi 9 12 15 18 21 24 27A 0 3 A 9 12 15 18 21 24 278
THEEFE 70 59 48 35 29 25 21 13 & 40 a2 24 15 12 10 ] ? 2
Re4%t)LEE 60 44 & 24 13 15 9 4 i 49 45 30 15 10 9 7 3 1

B 7 BRY¥ERBARFEEFICEIT S PD-LL EBRIAITH OS D Kaplan-Meier Bkt (OAK 3EkR)
(B : TC1/2/3 XX I1IC 1/2/3 DBEEF., A : TC 0 5> IC 0 DBAFEM)

OQE PRI FEF MAEER (IMpowerl 50585R) (ZHHAAN BNTZEEZE D 5 B PD-LIFEELE
WZEET BIERDGE SN OBE DT — 2 1233 %  PD-LIRBRERNIERRAIC
fRMT 24T > - AR ONLRMEDOFREFIZILL TO LB ThoT-,

BERWEZHSOWT, PD-LIDOFEIURDAI OFIMEDORERIT, K3ID LB ThH -T2,
2B, PD-LIOFEILRILUC L & AFOZEMET 07 7 A VIZFRETH 72,

# 3 ESMEBREICIIT 5 PD-L1 ORILREBIOEZIE (OS, ITT-WT £H)

(IMpower150 3Bk, 20184E1 A 22 BT —F v +A7)

oS
PD-L1 1 BehRE k= HofE [95%CI] NP — R ET ZHAEH O
(B A) [95%CI] P fE
B 167 17.1 [13.5,20.4
TC 0 7> 1IC0 Ei L J 0.82 [0.62, 1.08]
CRE 172 14.1 [12.9, 16.3]
; 0.7283
TC 1/2/3 XX IC 1/2/3 BB 192 225 [182,26.1] 0.77 [0.58, 1.04]
C R 165 16.4 [11.2,22.9] ' T
B ¥ 230 19.1 [15.8,23.8]
TC 0/1 %> IC 0/1 . ) .60, 0.
ConmoICo C B 21 143 [13.3, 16.4] 0.7 1060, 0.99] 08585
B #f 129 222 [17.0,26.1] '
TC 2/3 XIX IC2/3 C 1t 116 167 [10.5.242] 0.82 [0.58, 1.17]
B ¥ 288 182 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 . .81 [0.65, 1.02
C 0/1/2 7> IC 0/1/ C Bt 272 144 [133 16.7] 0.81 [0.65, 1.02] 630
B #f 71 25.2 [18.7, NE] '
TC3 XX 1C3 C Bt 65 150 [9.8. NE] 0.70 [0.43,1.13]

* . JEREHI Cox [l
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[Z41]

OFEBELFRFMFEFER (OAK )

BEREGIIAAIFED 573/609 §1 (94.1%), REH FE/EED 555/578 B (96.0%) (278
DB, TR & OREBMRNEE T E R WA FEFRIIAFIRE 390/609 61 (64.0%)., N
T & B URE 496/578 3] (85.8%) ITRES B LTz, FELED 5%LL EOREREFZRNGE T
THRVWAERGIIFRI4OLEBY ThoTz,

£ 4 BEEN5%ULORLBPEBFECTERVEESS (OAKRR) (BEMMITIREN)

FE RIS y¥  (SOC: System Organ Class) AFHIRE (609 1)
JEAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) % (%) % (%) B (%)
KPR NEECTE RN ERS 390 (64.0) 90 (14.8) 0
—i% - R EEDL OGO REE 202 (33.2) 15 (2.5) 0
$ 57 87 (14.3) 8 (1.3) 0
I )9 51 (8.4) 2(0.3) 0
FEEN 49 (8.0) 0 0
H ke 136 (22.3) 6 (1.0) 0
TN 53 (8.7) 2(0.3) 0
T 47(7.7) 3(0.5) 0
KR L OE TR 119 (19.5) 8(1.3) 0
P 42 (6.9) 2(0.3) 0
Z 9 38 (6.2) 2(0.3) 0
R KO ERE 86 (14.1) 9 (1.5) 0
AR 52 (8.5) 0 0

728 ARAIBEC B O CRVEMERMZE R 10 61 (1.6%) . TFHEREREEE 43 61 (7.1%) . K% -
EEO TH 56 (0.8%). 1 BHERIF 161 (0.2%). FLIRIREEREREE 27 1 (4.4%). B
BEREREE 161 (0.2%) . T EIRHEREREE 1 1] (0.2%) . MRBEE (7 v - N L —JEfGER
LaEte) 1141 (1.8%). Mgk - B¢ 5 61 (0.8%). infusion reaction 8 {5 (1.3%). i
% - BRBCHRLARE 2 611 (0.3%) . BHEREREE (RAIEEMERE) 56 (0.8%) KUE
FEDREREREE 96 (1.5%) B biviz, F£io, Bk, wimpEgimn, e DE, O
9 Be OV e M I/ MBI PE SR BEIR 133800 & U725 1o, AREIE 28 BUIR LIS B S 52

(BEARREMRET 2 5T) 2B UEHEREZ =T,

QE IR MR (IMpower150 #5#)
B EFGIIARAIDHHEE B BED 386/393 fi (98.2%) | xf HEEE C #ED 390/394 1] (99.0%)
IZFE 8 DAL, TRBREE & ORI RN EE T X WA FHRITAF DL B B 370/393 4
(94.1%) . XFHEHE C BED 377/394 6l (95.7%) (2D v, AAIPFAEE B #RIZBWNT
AH & DR FBHRBEE T X 2WVEEFRIT 286/393 i (72.8%) 12D B, FHILE
M 5%LL EOARAE OREBEENTE CEXRVWEEFERRIIRSDLBY THoTz,
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K5 FEEH 5%LL EOKA L ORRERPEETERVAEER

(IMpower150 &) (REMEMITISRER)

#EBIRHE (SOC: System Organ Class) B # (393 f)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) BilEx (%) Bl (%) BiE (%)
KAl & DR RBERENEETERVWEHEES 286 (72.8) 104 (26.5) 5(13)
B Ik 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
G 53 (13.5) 8 (2.0) 0
[ 28 (7.1) 0 0
Mg - 26 (6.6) 3(0.8) 0
0% 21 (5.3) 2(0.5) 0
—i% - RHEEL LGB OIREE 141 (35.9) 14 (3.6) 0
W57 64 (16.3) 7(1.8) 0
) E 38 (9.7) 4 (1.0 0
B2 K OB T ALk RR & 129 (32.8) 10 (2.5) 0
A9 50 (12.7) 5(1.3) 0
Z 9 35(8.9) 1(0.3) 0
i 20 (5.1) 0 0
YR 73 (18.6) 26 (6.6) 0
ALT #9)1n 20 (5.1) 5(1.3) 0
Rtk L OvREEE 70 (17.8) 13 (3.3) 0
BAEHE 41 (10.4) 6 (1.5) 0
B RSB I K OV G FL AR R 69 (17.6) 6 (1.5) 0
RA &Y 41 (10.4) 3(0.8) 0
MRS LY R RREE 57 (14.5) 20 (5.1) 1(0.3)
2. 34 (8.7) 8 (2.0) 0
oy WP 56 (14.2) 4 (1.0 0
FOPR BRFE REAS T 39 (9.9) 1(0.3) 0

7R ¥ ARAKIOFHEE B BEIC I TR MR B 13 41 (3.3%) | IFHRERE T 32 i (8.1%) .
KM% « BEEDOTHI 18 Bl (4.6%) . WEd 3 6 (0.8%) . HURIREEREREE 60 1 (15.3%) .
A RERERRE 2 651 (0.5%) . TEEMRHERERETE 3 61 (0.8%) ., MfkfEE (7 « NL—JE
EREE 2 de) 20 1] (5.1%)  AKZE - BEEZ 1 1 (0.3%) . infusion reaction 13 {3 (3.3%) .
1745+ BESOTIBMREE 1 0] (0.3%) . BHREREE CRAVERVEIEEA5) 1146 2.8%). &
FED R EREE 10 B (2.5%) R OFEEWELFHREREE 11 6] (2.8%) M@ b, £
foo | BMMEIRNS, EERRENRE. DY, VEIPER I B ONEIEME MR VS EERS
B LN T2, ARWERRBLIMEES RREERE 2 1) 2 At
[ S B

AARNBEEHICK T 264 FEFELIIAFIDENEE B B 36/36 1] (100%) . xtHRHEE C #E
D 24/24 1] (100%) (ZFBD HaL, RBRIK & DRREERAEE T E RWAFHGIIAHADE
FARE B BE 36/36 151 (100%) . > HEEE C BED 24/24 6] (100%) (2388 vz, AFIGFHEE
B BEIZIB W TAA] & ORRERSPEE TE WA FEGIL 3536 il (97.2%) 158D 5
AU, BB 10%LL EOARK L ORFEFEGENGECTCERWEERFRIIEXR 6 DBV T
Holz,
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#6 HARABEEHICBWOTRERD 1000 EOXA L OREBEEAEE TERVWEEES
(IMpower150 &) (REMMITISRER)

FREBIRS¥E (SOC: System Organ Class) Bt (36 f31)
HARFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) BilEx (%) Bl (%) B (%)
AH & OREBEBRPEE CERVWEFERS 35(97.2) 16 (44.4) 1(2.8)
Bl 20 (55.6) 3 (8.3) 0
X 9 (25.0) 0 0
N 9 (25.0) 2(5.6) 0
% 6 (16.7) 1(2.8) 0
Mg - 4(11.1) 0 0
B & OV T ARk be s 20 (55.6) 2(5.6) 0
PR 11 (30.6) 2(5.6) 0
—i% - R EERL LG OREE 18 (50.0) 0 0
1 2k 14 (38.9) 0 0
FEEN 7 (19.4) 0 0
B R f A 11 (30.6) 6 (16.7) 0
A ER B 5(13.9) 5(13.9) 0
AST 5§ 4 (11.1) 0 0
ALT #3n 4(11.1) 0 0
R K OB E 10 (27.8) 5(13.9) 0
AR 9 (25.0) 3(8.3) 0
Por WA 8(22.2) 0 0
B IR FE REAR T 5(13.9) 0 0
FODR i e U e 4(11.1) 0 0
Mg LY R RAEE 7(19.4) 3(8.3) 0
FEENE AT Bk i 4 (11.1) 3(8.3) 0
=il 4(11.1) 2 (5.6) 0

QE BRI R MAHFER (IMpower132 55k)

BERGIIAFIGHRED 286/291 B (98.3%) . *IREED 266/274 1] (97.1%) 1Z7
SV IREREE & DK RBIRD G E T & WA FEFRITIAFIDHRED 267/291 151 (91.8%) .
XFHRIED 239/274 B (87.2%) (ZFE® b7z, FEHHRD 5%LL EDAFH] & O RBILRH G
ECEXRVWEERRIRTOEBY ThoTz,
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KT FEEH 5%L EOKA L ORRERPBETERVAEFER

(IMpower132 3ER) (REMMEITISRER)

#EBIRHE (SOC: System Organ Class) AHNGEHEE (291 B1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) BilEx (%) Bl (%) BiE (%)
KAl & DR RBERENEETERVWEHEES 214 (73.5) 77 (26.5) 8(2.7)
— ik - 2HEER OGO RE 115 (39.5) 19 (6.5) 1(0.3)
Iy 47 (16.2) 7(2.4) 0
97 30 (10.3) 7(2.4) 0
FEEL 23 (7.9) 2(0.7) 0
B EhEE 94 (32.3) 13 (4.5) 1(0.3)
T 39 (13.4) 1(0.3) 0
T 32 (11.0) 4(1.4) 0
[ 24 (8.2) 0 0
MiEEs LY v SREE 61 (21.0) 17 (5.8) 0
25 ifn. 43 (14.8) 8 (2.7) 0
KR ¥ KO TRk RS 72 (24.7) 8 (2.7) 0
W5 26 (8.9) 2(0.7) 0
% O PEIE 15(5.2) 0 0
g R iR A 65 (22.3) 12 (4.1) 0
ALT H4/0 33(11.3) 3(1.0) 0
AST ¥4 32 (11.0) 1(0.3) 0
Rt L O EREE 46 (15.8) 11 (3.8) 1(0.3)
AR 26 (8.9) 0 1(0.3)
PN oy B 21 (7.2) 2(0.7) 0
FOPR BRFE REAS T 15 (5.2) 1(0.3) 0

B AFIOHHREC RO TRIE MR R 15 61 (5.2%). FFHSREREE 45 61 (15.5%) .
KIGHK « BEOTH OB (3.1%). FER 16 (0.3%). 1 HEERE 141 (0.3%), HURAR
PEREREE 24 6] (8.2%) . FIEHEREREE 1 651 (0.3%). TEEMHEREREE 1 61 (0.3%). #fk
B (70 - NU—EEEHEL ST 56 (1.7%) . I4k - 8655 2 61 (0.7%) . infusion
reaction 6 5l (2.1%) . BHEREMRETE (RAERIEMBRE) 76] (2.4%). BEEOKLGEE
8B (2.7%) . Lfihde 161 (0.3%) . GFrERD - FEEELT TP ERIBUE 24 1] (8.2%) K&
OVEYIE 32 1 (11.0%) A8 iz, F7-, HEEMMIE, MR - MR EAE, %
1 PR i Ny ONp M il NI PSR BN 133850 & L7270 o T o AREINE A FEBLR DL X B
F4 (BAMEERELEET) 230EHBRE =T,

@A EMARRER  (IMpowerl30 75#%)
BEEGIIARANGHIRED 471/473 B (99.6%) . X IREED 230/232 1] (99.1%) 127D
BV AIREREE & ORIRBIRNGE T & WA FEERITIAFIGHHRED 455/473 41 (96.2%) |
SFHREEDD 215/232 1] (92.7%) (ZRBD BTz, FEHLRD 5%LL EOARA & ORIRBERA T
ETEXRVWAFEFRIIRSOLEBY ThoT,
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K8 FELEH 5%LL EOKA L ORRERPBETERVAETER

(IMpower130 3ER) (REMMEITISRER)

#EBIRHE (SOC: System Organ Class) AHNGEHEE (473 B1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) % (%) B% (%) B (%)
KAl & DR RBERENEETERVWEHEES 354 (74.8) 151 (31.9) 6(13)
B Ik 191 (40.4) 35 (7.4) 0
TR 108 (22.8) 16 (3.4) 0
L 80 (16.9) 9 (1.9) 0
g i 49 (10.4) 8 (1.7) 0
Y 33 (7.0) 1(0.2) 0
—f% - BFEER LR GHAORE 191 (40.4) 25 (5.3) 1(0.2)
W57 117 (24.7) 12 (2.5) 0
) E 47 (9.9) 7 (1.5) 0
MR LY v SRbEE 100 (21.1) 56 (11.8) 0
25 ifn. 65 (13.7) 32 (6.8) 0
I P ER IR E 36 (7.6) 20 (4.2) 0
[N E 29 (6.1) 7 (1.5) 0
PR Hs K OV PRk RE 123 (26.0) 4 (0.8) 0
P 37 (7.8) 2(0.4) 0
Z 9 FEE 33(7.0) 1(0.2) 0
i 30 (6.3) 0 0
HE K OB E 93 (19.7) 19 (4.0) 0
AR 55 (11.6) 4(0.8) 0
K~ 7" %20 A 24 (5.1) 3(0.6) 0
B R fR A 100 (21.1) 37 (7.8) 0
i 41 (8.7) 12 (2.5) 0
U R EREOE D 29 (6.1) 16 (3.4) 0
oy WARE 55 60 (12.7) 2 (0.4) 0
FRAR IR RE AR TOE 48 (10.1) 2 (0.4) 0
B #E SR 36 K OV G LR R 75 (15.9) 7(15) 0
7 P 28 (5.9) 1(0.2) 0
RA S 25(5.3) 4 (0.8) 0
ME s, MoERds K OERR RS 68 (14.4) 5(1.1) 2 (0.4)
e PR 26 (5.5) 4 (0.8) 0

ek, AFIPFHFEC WO TR MR 22 61 (4.7%) . FTFERERRE 23 B (4.9%). K
W% « EHEED TR 19 #] (4.0%) . HAREERERES 67 il (14.2%) . RIEEEREFRSE 5 4

(1.1%) . T AR 2 6] (0.4%) . RS (F7 0« NU—EBRESE 2 5T) 29
1l (6.1%) . infusion reaction 9 % (1.9%). fH7k - MBUFHRME 2 61 (0.4%) . BHERERE
= ORMEFEMER ) 1261 (2.5%) . BHEORJERETE 3 61 (0.6%) . WilrEE i 1 4]

(0.2%) . IFHERID « FEEELF R ERRE 66 1] (14.0%) J OVE&YLAE 35 f51] (7.4%) 73
WO LT, £, BER, 1 RNERE, EEMESE, MK - BEK. DR & O
PE L IO PESE DRI TR0 D DI v o Ty AREWEHEBLR LI EE RS (B A E
Bt at) 25 0EHERE T,
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4. HEFRIZOWT

{LFRERE D & 5 B T 2581203, ARBSM & U F R A (261FR4E)
DMELNTND Z D, HgnE (BFFHE) ZEUICIE CE Dk Th 2%
WD, D LT, EXEMLY A7 EHFHHE (RMP) (ZHED &, AHI 0O ERKGLZ MR
TEEI~ O MR 23 86 D ik T > T, AFNOE G- 1@ U722 EE 22 W - FrE L, A
DOFEIZ XY HERBERZ BB LRSS T 5 2 EBNUERT-D  LLFOO~@D
TARTEWTHRICBWTHEHT 2 XETH D,

O HERIZONT

@O-1 FREd (1) ~ (5) OWTNNIEET Dfick ThHDH Z &,

(1) EATHBREDIEET 208 A B ILRPE S G E T RS A2 R EEHL U B
I AN A2 EGBLEEHL SR P . IS AU e &)

(2) FrERERETRPL

(3) HEMIRAFENFRE T 23 U2 FHEEEIRIT (DS AR TP, 25 A2
B AIREE. YA EEEHEE R 2R &)

(4) AHALFRIER 2R E U, ASREFRIEINE 1 3SR b ARIEINE 2 ol 7
AR D R AT > TV D itk

(5) UM AL B BN DO M EE FHEE AR B Ji &2 1T - T B Jitiak

D-2  FliE DAL E K ORIE S BURE O et I 2 43 72 itk & #RBR 2 RO [ERl (TR O
WTADNTEE ST D ERM) 2, MR BOARFICET HEROBMLE L LTERE SN
TWnZ &,

7

AR FTEUS% 2 FOMBIHEZE T L72&IZ 5 FFLLED D AIRE O ERIRIHE %
{THoTWBZ &, 95, 24ELL BT, DAL Z £ & UBRRIES S OHE 2
IToTWBHZ &,

ERIGFTES % 2 FONBINHEZE T L7 4 FFUL EORRRERZH LT\ 5D
Z L, 9B, 3FL R MO A SR A S T MR AR O R IRIHE 21T -
TWbHZ &,

@ BENOERGEFEREEDMEHITONT
E;‘é&.‘%i&’f“@ﬁ IEFT HETEE DR E S, BEEAEND OFRE N, Aok - &
SEHRPIIE RO F B O ERTSE ST 5 Eiett, A FFRNRAE LGE oMt
%?’% SEDERLMNITATON D IRHINFE S TN D Z L,
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@ BITEA~DX Rz 2OV T
@-1 fERRfAcH]IZ B 5 B

VL M FR S D BB R BIVEF 28 8 A48 L 72 BRI, 24 WERETRSIRIAHI o0 | Mk I
HEESEIC BT, BB UZRIERIZIG U CABEE L O CT ZORIVEH ORI /3
IRRRA OFER Y B IS S, B HIKHE ATEER AR 3 > T p 2 &y

@-2 BEFRUEEEIC L 2AFFRINCET 2 E S

8 ARSI 0 5 B IH) 2 i M O RE 2 A D IR IEFE NEER =4 U v 7
EEDIEROA T ) — =2 T 2TV ERE L2 LA TE 2T — LEREH
SN TVD Z &, 2B, BiAHIZOWT, BABE L ZDOFRIZ I BmasnT
WhHIZ L,

Q-3 BIER OZELHIGIZBE LT

RIVER (RVEMERRE, IFREREREE . RIB%K - EEO TH, R, 1 BUERA
WikEE (FURIRAERERE S . RIBHREREE . TERAEERE) . mkfES (7
—IEERE A B de) . BIEM I STAE . IMAE - BEJE . infusion reaction, 4% « REKUT BIARIE |
EREREE (RMEMEEBRSE) . EEOKERESE, Ok, MIKERMEGER, Fi
PERIL, SRt MR PSR B . (L FIRIEDFRRF O ik F M (dF ek FEWE
AP ERIBAME) | AEFRIEOFIIRE O BYYWES) (T LT, Yaghiax ST B ER &R o
M2 AT D ER & U (BHEH OZK-ORSICE L CTHRER SRR A Z T 6t
FECHDZ L) EHICHEDRLENRTE 2IEHNESTND 2 &,

I

P15
1%

\P:j\
>N
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5. BEXIRLIRABE
[B2hiEc B+ 2 FIE])
O ARHOHEAFEHIXTFRROBEIZBOTHIMEI RSN TN D,

77 FFE G b R 2 AT 5 U B #I/ IV ST R DI
/N B (EGFR &5 AR T ALK Al A B G Bt o B Clixzhn <
A EGFR F 1 ¥ > —PEAIIT ALK F 1 3 > & F—BHER OB E
HAT D EE)

@  AHF O OGUEMEESA & O R GIT FTROBE TV THRMEI RS TWY

Do

HINVKRTTF o N7 EXRNLVEONN XD GBis R z) & O
Be b ALERIEIE O 22\ R RO 2 BR < BIBRASREZR LT - B O IR/
JE (7272 L. EGFR EfnF2 B X ALK & & s BP0 BE I3 <) B
TFIFFRHK (VAT FTFUoINIINRTFTF ) RORA FLFk REDOHF
AP AR O 22\ R EROE & bR < BIBRARBEZRETT - BRI/ N
Jififs (7272 L. EGFR {72 5 i ALK @Al s Tt o BE 3R ) B
ANVKRTTF RO Y 2R (TIL7 2 UBER) L ofFfAKS (b5
PEIEIE D 722\ R R 2 B < BIBRAREZR AT - R O IF N RaAtiEE (7272 L,
EGFR Bin 12 5% 3T ALK @l & BIn F IO BF TR <) B

@ FREIZEZ 4 T % I At BB (T3 2 AR OG- M O T IEIC OV TR, K
FIOFIEPHESL SN TR LT, KA OREGRIRE LB,

i tl R~ 2 ARKI O BB G- K O O FLEMERE A & O DFA &5

AU FAEIE D > 2 BN 2 AH & A OFUEMENEE A & O fF S
{EEFRETE D 72N - b B BB 1Sk 2 AR 00 B - & OV o> i 1
A & OO RS

(LFFIEE D 72 W IER - B R BB %9 5 AR o Bl 5} U@ TAA| O
BRIPEDR S TR ML O LM R A & O ff &5

@ AANTEBIERB IR (CAKHER) IZRBW\ T, 2fFKMICEWT s kL

B

& U CTHEBPENRGEES LTV D, 7272 L, R LR B3 T, TC0A2IC0

B (EEAERIC 31T 2 PD-L1A R B U 7= FES Al AL K OISR M S M Aa A &5 b 5 H
BN TIH1%AT) ([CBWT, Re X SRR L il LTZBEOEDORE S/
SUVMHAARBD I TND Z L0 b ALFRIER DO B 2 /¥ LR D BEIZH N T
IEPD-LIBLR G R L7 L CARB O GAIG O 2325 Z ERLE Ly, PD-
LIBELERNTCODICOTH 5 Z & R SN BEITB W TE, RAILSOTREE
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BRELZET D,

BB, NhTe ) AT (Binfz) Oar o =AUk (ko4 PD-LL
IHC22C3 pharmDx [# =] ) IZ X WPD-LIREIHE (F: a7 r ) X~v7 (BET
ML) O R B R ISR B A PD-L1 & % EL L /- EE AL
SO DEIGORTHESND) 2 LR ERBEOBRE TH-> T, AFIOZE
S (G4 - X Z FOptiView PD-L1 (SP142)) |2 & 2 HRE N REE 254121, L
TOXEREZZEIAROREDW B ERFTTE 2D,

SCHRE)
Gadgeel S et al. Ann Oncol 2017; 28(suppl 5): Abstr 12960

[tz B3 2 9]

O FRISESY T 2RFIZOWTIEAROEENEEZ L IR TWDLZ e h, AT
DIRNT &,
o KAIOS IR LIRBEUE DBEERED & % B

@ WEATOFHHICIB VT FREICEE Y T 2 BH IOV T, AHlOREITHERE S

DS, AOTRFBIIE DN R WIGEIZIRY | HEICAHIZHEHT 22 L 2BETE D,

o MEMMEEOEHIIEOBED® 2 BHE

o JEBEiGR A CRIE R 2780 D B K OVEEIE 0O HUR B TE I 0 G it 2 55
DRI RIEPEZALDN I B3 D B

s HOSEREOH L EEUTIEMERE L IXHEFMED B CalZ kB OB ERED
RoRaN ey

e ECOG Performance Status 3-4 "2 @ #¥#&

(2 ECOG @ Performance Status (PS)

Score
0 4 < A IRBhC X D, FFRTE A U R EATE S KRR <ATZ 5,
1 WHRRZIE LOTEENEHIBR S AL 5 728, SATAIRE T, BRI - COMEEIIITHI Z LN TE 5,
B WFEE, FEIEE
2 BATARECH O HDEIY O Z 3T RCTHRELEDMEEIT TE vy, HHD 50%LL EIE~y AT\ I,
3 RONTZAZOHDOEIY DZ & LMTERY, HHEO 50%LL L&~y RO CilZd,
4 2LE@T RV, BOoOHEORIY O L3 TEXRV, BRIy RKORFTiId,
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6. HEICE L THEETREEIE

O WA SCGEEITIN A, BOEIRGEER TR D BB 1T I & ARH D FeM: Je ONEE 1E A
RO DIZ B EHRE IR L ChBERTHZ &,

@ TBFREBIRICHESL D, B T DOFIBITHINER OERMEEZ @ L, FEE S
ThoEET5HZ &,

@ bLFREREZ AT 2 UIBRARE 2 AT - FFE O I/ N s B 12 d8 W TURNE SR Ak

({2315 % PD-L1 ZJEEL L 7 g iife M OV SR M S M ia A8 5 ob 2 B & b sl L

7~ ECARAOBGEAEZHMTHZENEE LV, FULONRHERTE RWIEAIT
Z. ARFIOMEH OS2 @O Lz E TG TH 2L,
@ FEREWERHDO~RY AL MZONWT

MEMEERRN D oD 2 EDRH LD T, RKEDOEEGIZHT--> TE, BEKRIE
W (PRI IREE, ik, FEEVE) OfERE & OWES X SR 0 s, Bz +5
2179 2k, F7o, HETSCTHRER CT, iE~—F —FDMm& %4 Ehid 5
e,

AHFNOFEEILEE D infusion reaction (2 2 TEAMRZ 725D Tx 4 U
i %17 > 72 L CBAA L, ARG R OKRFIE G T HIT A Z o1
ETHE, BEORIELZ H/0Ic8l5824 52 &, 728, infusionreaction Z %5 L
AT, 2 TOMBEROIERNERCEE T2 E TREEZ +0BET5 2
Eo

FFHEREREE N & S oD Z & 3 d 5D DT, AR D 5-BIERT K O 531 i
TEHARCHTRERER A (AST. ALT. y-GTP. Al-P, B U L E LV HDOHIE) % Eif
THZ L,

FORIRFSRERR | R FSREFE = K OV T IRMAEREEE R H SN b Z ERHDH D
T, ARANO B G- BAART R OB G- 3 E R Ny ik Be A (TSH., s
T3, 8 T4, ACTH, I =T —VEORIE) #FEid 52 &,

AR OEHIZ LY | WEOGRE SIS T 5 &5 2 HILdEkx e R ECRE
NHLOLNDZERHDH, BREPRO LNIHEITIE, BB LERIIL U
BEFAA 72 Gk & FR R & RO R AT & s U Cl bl 2 g W 2 170, mE ok
FOGIZ £ 2 BWER D B 23581213, AR ORI ST 1, ORI RE AR
WERIORGEZEBERT DL, 0B, BIBERLVE S ORSIZLYEIE
R OUEDTRD SR WGEITIL, BT BB R VE LSO g il Fl oBm
HLEET D,

BHK TR, BOAM O AR L T OEIERNRBET 22 ERnH D720,
AR OEEHETHIZHRIERORBUZ A3 ITEET 5,

1 BUBEIRIF N 8 D bodv, BERFYEY R TV R—Y RZEDLZ ERHHDT, O
B, O, MEHEEOEIRORBCMBEED LRI H0EET 52 &, 1 PR
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RO ESICITEE 2RI L, A 2 Y VR OG5 O] 22 LE %
17952 &,
® OAK FRERTITBGBALE D 36 # F T, IMpowerl50 55k, IMpowerl32 5Bk & OY
IMpower130 #k T i3 5-Blia7~ 5 48 % Tix 6 BHMIE, Th LRIV J o
Bt 9 MIRINE CHIMEDOFA 21T > T2 Z & 2B E 10, ARG EBIC
WG RRAE CHROMREITD Z &,
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REFEREETA FT A~
TV AT (BisTH#X)
(B5E4 - 7Y MU 7 SIE#RE 1200 mg)
~ 7N e Bt 9 ~

ST 8 A (4F0 2 4F 9 AGET)
BT EE




B

AN S

T U®IZ

AFNORHH, 1ERER

i R A

HiE%IZ DT
Behxtg L e Bk
BHICERE L THEE T REHH

P2
P4
P5
P7
P9
P10



1. IIL®IC

EER G DA B  ZARMEDOHERO T DI, WA SCEEICIE S -l B 722 H 23K 0
BND, S5, IHEOREEMOMESRIC L0 | FUREIRG 72 & O30 725 BV E R
FPEZGPERINDH T, TN O OEERGLZ EICHNERBEIRUET 2 2 & B3RO
FREE 725 TRV REMBGEE & 0 FEAR T #2016 CFk 28 45 6 H 2 H BFERE)
IR WTH, FHERNEOHEHORB(LHEEZ XD Z &L ShTWna,

BORE SRR AT, KB ERR R e T 0 7 7 A ADBEFEDER G & B SR
RHZENDD, O, AHEROEEMEICET 2IERN 0S5 F TOM,
WMHEIRMOBEZ R 2T 5 2 EPHFRF SN BFICR L CTHERT S & &b, FlfE
AL LB B 23t 2 & D 2 & W ATRE 72— O BF % jiii 7o 3 Rk R <6
THZENHETHD,

L7i3o T, BHA RTA4 Tl BIREMES N E TR LTV D ESEIREN -
BHF RN EED & | DUT OSSO il 72 5 A HEHE 3 D BLA 0 b B 7 Bk & %
F RO EFRHERT,

I, RITA BT A %, MSIATBOE N ESEG EFERR O, AAENEANBAR
BRRMES o . —ARFEEE N B AR IRNEBHE S FrE s FINEENE A B AR 7S RO
—RAEEEN B AR ER TS OO0 b EAFR LTz,

G &R HERG T/ MY 7 AERE 1200mg (— 4% T TV ) X~ T (BB
THAHEZ))

JOE JNAY TR E L S Y E i N i i

WNEERDREROHE : WAVRTTF o RO AT REDOHFHICBWT, @, A
X7 7YY X~7 (Ea R z) & LT1[E 1200 mg & 60 43
2207 C 3 EE MR CREFET 2, 23, YIERG ORAEMEN R
I ChIUE, 2 B LABEO#GREEI 30 72 £ TR TE 5,

f¥E IR 9E ¥ F . PANREERE S

(%)

TIIVRT T F o ORI R, AEROH &

IS AR E SN ] b

FELOHE @5, RAZIEIAVRTZ7F L LT, 1 A 1A 300~400 mg/m® (A%
mfg) b, Dl b 4 EERES S, ekl 7—rE L, &
HAa#0 T, 72k, &EGEIT, e, RAE BRI X EEHEET 5,

T MRV ROBREXIIN R, ALK OHE
B S AN b



HELROHE : = bR RELT, 1 BHE 60~100 mg/m®> ((KFHFE) % 5 HFEGEA
WEEL, 3BEMERETS, hz17—nE L, 5280 IET,
¥, BhEIFEA, ERIC I EEHERT D,

FRARRBRIC R 1T 253 AI D ik - & 13, BRG] oE (P5~) &



2. FBAIDOKE. TERBF

T MY 7 REEE 1200mg (% T T Y ) X7 (BRI L) . LT TR
Al &EvH,) 1, KED Genentech, Inc.iZ & Y AI#E X 4172 programmed cell death ligand 1
(LLF, TPD-L1) &v9,) IZxtd 27 e > Gl (IgGl) 727 7 A0k MbE
J 7 a—F PR TH B,

CD274 (PD-L1) &, EENICE W THFE Ml EICHE L TR | kLY
> SER (T MifE, B il e OV F = 7 0% 7 —T filifld) %8325 CD279 (LR, TPD-
1] &WH,) KOUCD8O (B7-1) Eiffie L., ENEZRAICHIET LB TWD
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), %7z, PD-L1 {%, ffix DfE
BEAaIZ H 3B L CTuvd Z & (Cancer Immunol Immunother 2007; 56: 739-45) 238k 4
Tk Y. PD-L1 & PD-1 241 L7of#8I, JESMIG S LR RR A9 72 T Ml & O B ES
ZERET HHFO—D2 L LTEX LN TN,

ARFNX, PD-L1 OAIASMEIRICAS S L. PD-L1 & PD-1 &L OFEAZIAET 5 Z L5
K0 BATURFFEA 7 T Ml ORI G ETEME 2 R U, 5 OHEM A s+ 2 &5 %
HILTND,

D DHEN D AFNTENEEZH ST D8RRI R 0 E 5 b o L HifF S,
/RS B Akt & LT ERRRRBR 2 320 U, AME, 2tk OVEEMEDHER S
7o

AN VEFIHEFFIT 5o < MIE DRI RUGIT & 5 BIERSEN & b, S XL
I3 % AR B ARG R O BT 1T, IBE OB T T, RE A
D BB ANT I, FEEL LT BRI U SEP 7 Ak L SR A R & S L
TR GBI & 1T\ . M DRI RISIT £ 2 BUWER A EEb N 25 A 1T, B R
N LI DB 5D R AT 5 BB I B,



3. EREREE
T AR N s O 7GR I Z B 21T - 72 BRI RER O kg & 7,

[ 2hiE]
O FEESILFEZE /IR (IMpowerl33 #5R)

(b PRI R 0D 70 N IR N N s EB 11403 5] (AR N 42 il & de) ZxfBiz, A
1 1,200mg, AR TTF 2RO MARY ROGEHEE (ORFIRE, 201 61) OF MK
N2 78R, IVRTTF o RO MRy ROFRES (77 BAREE, 202 45)

& 2% T /MARRER 2 92k L 72",

AT ORER ., REFLEHICIBWT, KFFETT 7 AR & g U T EEFIEH
ThHEAFHR (LT, ToS) £v),) OFBRIEENRD LU O — K [95%
fEHEIX[#] : 0.701 [0.541,0.909], P=0.0069 [ & 5! log-rank f& & ], A & K HEM M 0.0193)
HHRfiE [95% S HEIX M ] IXAKIRET 12.3[10.8,159]1 H A, 7 Z 2 AREET 103 [9.3,11.3]

HATH-7- (K1),

*1 o A o> FE LT Veterans Administration Lung Study Group (VALG) staging system for SCLC [Z -5\
THIr Sz, £, REA/ NI ST 2 IR #RE (CRT) &M@t L. 2o
EDT DAL FHRE, HEHPRE XL CRT 206 6 47 A LU Rk U 7o 2 IS Al N ia s & 2l S

NizBE LHAAN LN,

*2 . AHI1200mg (T 7T R) MOANALRTFTF L AUCS 2% A 7LD 1 HAID,

T ARV

100 mg/m? 2 &%+ 7 v 1, 2, 3 HHIZ 3BEMMERT 431 7 v, AH1200mg (LT~

ZER) & 3WEMHRTHRE L,

1.0 Mo
09 l-""‘::f‘,
’A..)
084 a%‘
074 "’.'.':_s_‘
4'1 06 T 3'-._:'\ u\\
o : W
i 057 " s
H 044 - ““’“"-».”
] ™ ™,
03 't-...m.....&.m“ .
029 armimen Itk Ll T
0] ====#FB T
v TRy
00+ T T T T T T T T T
atrisk%x 0 3 6 9 12 15 18 21 2418
KEIE 201 182 159 121 74 33 5 1
TSRE 202 186 160 114 59 21 3 2

1 OS @ Kaplan-Meier #i#t (IMpower133 #ER) (£BRE£EMH)




[Z41]

O EELFESE 1/IEFRE (IMpowerl33 #5k)

AEFRIIAAIFED 198/198 # (100.0%) ., 7 Z7 EAREED 189/196 5l (96.4%) 1278
DB, TRBREE & OREBRNEE TERWAEFLRITIAAFIRE 188/198 51 (94.9%) .
7T B ARE 181/196 i (92.3%) IZF® HavTz, FEBLHEN 5%LL EDOARA] & DR FEIR
DEETERVAEFRIIR1OLEBY ThoTo,

K1 RBBEER WL LEOFA L OREERBEETERVAEER
(IMpower133 #BR) (ZEEMTSRER)

BB ¥ (SOC: System Organ Class) AHIEE (198 i)

HARGFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bil% (%) ik (%) Bi% (%)
AHE DR EBEENEECEX VWA FEESR 128 (64.6) 51 (25.8) 1(0.5)
B IR 37 (18.7) 5 (2.5) 0
g 18 (9.1) 0 0
T 12 (6.1) 4 (2.0) 0
5% 12 (6.1) 1 (0.5) 0
M L VY R EE 26 (13.1) 14 (7.1) 0
i 17 (8.6) 5(2.5) 0
i PRI E 13 (6.6) 11 (5.6) 0
—i% - BHEER OB OIREE 24 (12.1) 2 (1.0) 0
Ty 24 (12.1) 2 (1.0) 0
PN iR 23 (11.6) 0 0
PR BB REAR T 18 (9.1) 0 0
PR BRFE RE T SE 10 (5.1) 0 0
Rt L Ok E 22 (11.1) 1 (0.5) 0
EXORERIES 22 (11.1) 1(0.5) 0
FERG ¥ X OV T sk b 22 (11.1) 0 0
W% 12 (6.1) 0 0
i i 11 (5.6) 0 0
YRS 16 (8.1) 9 (4.5) 0
JIIRANY o el 11 (5.6) 2 (1.0) 0
I R ERER D 10 (5.1) 8 (4.0) 0
G, PEB X OEAIHE 10 (5.1) 4(2.0) 0
HEAITEE S BUS 10 (5.1) 4 (2.0 0

728, ARFIFECBWTREMERZEE 3 6] (1.5%) . IFRaEREE 5 61 (2.5%) . K% -
HEDTH 6B (3.0%). BER 141 (0.5%). FUIRHRBERERETE 26 1] (13.1%) ., Fh#RREE
(X7 v « NU—JEERESE 2 &) 9B (4.5%). infusionreaction 11 1 (5.6%). fH#k -
BT REIE 1 61 (0.5%) . EHEREREE (RAE MEMEBRE) 361 (1.5%). BEEDK
JEREE 6 B (3.0%) K OMFHERIRD « FEVELF P ERISAE 24 61 (12.1%) 233D B
7o FE7o. 1 BUGERP, EIBHEREREE ., TRAHRER S, HEEM MM, MK - Bk,
DM 2% PRIAER i R OV e M 1 MR I SR B 158 8 D7 Do 7o, ARIWEFE B
ROLEB S (BRREMAET 2 5T) 23 OEHERE =T,



4, HEERIZDOUNT

AHN OGO 7 BE 22 W - FrE L, AFORGIZ L HELRWEHZ BB LT
BRICKHET D Z ENKEERTZD LT OO~ T X T &I hsicB W THEHNT
REXTHD,

O HRIZONT

O-1 T2 (1) ~ (5) OWTIMNIHEE T LR THD Z &,

(1) JEATBRENIEET 25 A FE LR RS (BB RS A2 s SRR B |
HiE A A RSB UPIRE . HUEAY AR 7R &)

(2) FrEHERES LT

(3) FBEFFIHE NI E S 203 AiHOEEERT (8 V2SR EIRPE, 2 A sl
7190, D3 AR EEHEME R BT 7R &)

(4) SRAbFERIEE A2 E L, SSRAE BN 1 U SRALBRIEINGE 2 O fi sk KL e
(AR D AT > TV D fifiar

(5) UM IR AL & BN O f i B YE 4R D e H & 4T - T B ik

-2 fififeg DAL KL ORIE I FE IR O X% TS50 70 Jik & R 2 RO lEAl (FR D
WTNNIEE ST HER) 23, SRR BOAFNCE T 5B OFEMEE L LTRESH
TnnHZ L,

ES

PERRRFFEUAS 12 2 SEOPIHE ZE T L721%12 5 UL EO R A IREOEERHE &
1ToTWBZ &, 95, 24N BT, NARWEEAR & LBERESES:OHE %2
THoTCWNWAZ L,

ERISeFFEUG% 2 FOPMINHE ZE T L7211 4 FULORKREREZA L T\ D
Tl OB 3EULIE, DD AL A G T FFIR N S O BRIRHHE 21T -
TWAHZ &,

@ BENOERBEREEDEHITONT
l:;*iuufﬁ%& HUZHEH T 2 HER D ACE S L, BEREED O OfFHRE D, A2 - %
AR RO E B L ORI 2 iR, AERFRRDPRAE LIGE0WE
%A’ﬁ FERHESLINTATON D IRHIIE > TN D Z &,




@ BITEA~DX Rz 2OV T
@-1 fERRfAcH]IZ B 5 B

VL M FR S D BB R BIVEF 28 8 A48 L 72 BRI, 24 WERETRSIRIAHI o0 | Mk I
HEESEIC BT, BB UZRIERIZIG U CABEE L O CT ZORIVEH ORI /3
IRRRA OFER Y B IS S, B HIKHE ATEER AR 3 > T p 2 &y

@-2 BEFRUEEEIC L 2AFFRINCET 2 E S

8 ARSI HE 0 5 B IH) 72 i M O RE 2 A 3 D IR IEFE NEER =4 U v 7
EEDIEROA T ) == T 2TV ERE LT 2 LA TE 2 F — LEREH S
SN TVD Z &, 2B, BiAHIZOWT, BABE L ZDOFRIZ I BmasnT
WhHIZ L,

Q-3 BIER OZELHIGIZBE LT

RIVER (RVEMERRE, ITFREREREE . RIBJK - EEO TH, R, 1| BRI
WibEE (FURIRAERERE S . RIBHREEREE . TRAEERE) . mRkES (7
—IEERE A B de) . BIEM I STAE . IMAE - BEJE . infusion reaction, 4% « REKUT BIARIE |
EREREE (RMEMEEBRSE) . EEOKERESE, Ok, MIKRERMEGER, Fi
PRI, SR M MR ER B . (L FIRIEDF R O ik # M (dFEkisid . FEWE
AP ERIBAME) . ALFRIEDF R ORYUIES) 1Tk LT, Mgk 3B ER &R D
M2 AT D ER & U (BHEH OZK-ORSICE L CTHRER SRR A Z T 6t
FECHD Z L) EHICHEDRALENRTE DIRHNE->TND Z &,

I

P15
1%

\P:j\
>N



5. #EXIHB LR DBE
[H5hIEIZ B3 % F1E]
O AL O 72 A Nl B SRS W CARA, AVRT T F U RO bR
¥ REDOPFHE S O MMER RSN TN,

@ TREICEEY T 2 BT D AR DO F G K OE TR W TR AFIOAF D
WL SN TELT ., AFIOEEGXR LB,
o O THEAIDOAZMEN RS TWZRW L OFUEMIEE A & Off &5

(22t BE3 % 1]

O TRICEYTLEECOVWTIEIARAOEENER L SN TS Z D, 52T
Oipnwz &
o KRFNDRSITKRE LIEBUE DBEERED & % B

@ WEATOFHIICIB VT FREICEE Y T 2 BH IOV T, AHlOREITHER S

R, MOTEFERAL D 2 NGEIIRY | HBEICAFIZHENT 52 L 2EZETE 5,

o HEMMREDOEH LT DOEDH % BE

o G RR A CRVE R 238 £ B K ONE B D HU Bl ¢ R0 Jsk Y fiti ¢ %
DI IIEPEZAL D T DI D B

o HOMERBOD L EE TR L ITHRMED B CaER B OBER D
o5 BHE

»  ECOG Performance Status 3-4 =V 0 #BF#

GED ECOG @ Performance Status (PS)

Score

0 A< R TEBITE 5, JEFETL R U R #EAEAHIRZR <AT2 5,

1 PIREIICI LUEBNIHIR S 523, AMTARE T, BAEEE - TOMERIIIT ) Z LN TE 5.
Bl - BEVFRE, B

2 HAATARE T A OE OEIY O Z LT R THRENERITTE 20, HPO 50%LL I~y FACil 2,

[RHNZASOHOEID OZ L LM TERY, BRO 50%LL EE <y RHR1Cild =9,

4 LT, AOOHFOMY OZ L3 TERY, FERICy Rz,




6. HEICE L THEETREEIE

O WASCGEFITINZ, BEIRTEEE DRI D ERFE I 5D & ARH O Rk K O =L
RO DIZ B EHRE IR L ChBERTHZ &,

@ TBREBIRIZHENL D B XUTZ OFIRITHIER EREL a0 L, REL 5
ThoEET5HZ &,

@ EREWEHDO~RT AL MZHONT

MEMEMERR D 50D Z ENHDHD T, REORGIZHT=> T, HHRE
M (RE RIS, Wk, FEEVE) ORER R OWEE X A O F %, BlEs 145
(ZATH 2 &, Flo, HREIDECTHIE CT, Mif~—V—%0mAL £ 5
Ze,

ARANOFE 51X EFE D infusion reaction (i 2 TEBRFIZ 225D T 5 #E
fifi 21T > 72 B CTRRAAE L, AAE G- R OAKRFIFE G T RIS Zd A &l
ET 5%, BEOWREEL /2B T 52 L, 723, infusionreaction 2 FEHL L
TS AL, 2 TORER OERPERIZEE T2 F TREL 085752
Lo

JFSREREE 2N H oD Z L 03 5 DT, RHF OG- BhhwHT M OG- IR 1%
EMIMICAFHREM A (AST. ALT. y-GTP., Al-P, B UL EVEDRIE) % FEli
THZ L,

FOR PG RERE T . BRI S R N T RAEEEESZE N H b5 2 EndH LD
T, AANIOE5-BALERT & OB G-I e WIRIZ N e sERe R A (TSH, #HE
T3, l#fE T4, ACTH, M a5 —VEORIE) % Eifid 52 L,
AHNOEGIZ XY | WEOREFISTERRK T 5 L& 2 BN DER % REEIHRE
DHOLONDLZENHDH, BEPBDOONTGEITIE, BBLLIEFRIILS U
B 70 ik & BB A FRO R Al & s U CE bl 22 8RBz Wr 217 il EE o5 yE
FOGRIT X 2 BWER 2N g0 2 355113, AFIORFES Tk, & ORI BE AR
IWEVHIORGEEZZETHZ L, ek, BIBRERLVE S OREGIZEDETE
R OYBEEDFRD HINRWIEEITIL, B BB R VE LSO sz iAo n
bLEET D,

BeHHET 1%, BOHRI 8 AR L COLEWERN BT DL Z R H D720,
KRN OEEHE TR HRIER ORI 3BT D,

1 BUERIS S B & i, BERFEMES R TV R—=Y RIZELZ ENHHDT, O
B, Bl TR OIERORBRCMAEED LIS H0EET 52 &, 1 BBER
AREONTGEIZITHRG 2RI, A R VA OG5 OHEY) 72 L8 %
17952 &,
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@ IMpower133 iR CII#& 5-BAth2 5 48 3 & Tik 6 WHERIFE, Z A LRI 9 3 R
THMMEOFHI AT > T2 Z & 2 BEIC, AFEG P IESICE SRR TR
DHERZEITI Z &

11



REFEREETA FT A~
TV AT (BisTH#X)
(BR5E4 : 7' bV 7 SFEE 840 mg)
~FLE~

SFTE1L 1A (FFf 249 AWET)
JE A @A




B

AN S

T U®IZ

AFNORHH, 1ERER

i R A

HiE%IZ DT
Behxtg L e Bk
BHICERE L THEE T REHH

P2
P3
P4
P7
P9
P10



1. IIL®IC

EER G DA B  ZARMEDOHERO T DI, WA SCEEICIE S -l B 722 H 23K 0
BND, SHIC, ITEORFEHIFOMESIZ LY, FUKREZS 72 & O HF 72 5 HE %
JFFEELDPAREINLH T, 20 DOEELZ B HERBFITRMET 2 2 L 2ARED
AE L 7o TR REMBGEE & SO 2016 CEAL 28 42 6 A 2 H MFEIE)
IR WTH, FHERNEOHEHORB(LHEEZ XD Z &L ShTWna,

BORVE RS E SRS, KB EC L2 7 v 7 7 A )V RBEF O ERK S & 5 M 5
RHZENRDD, ZOD, AR OLEMICET A ERD oSBT 5 £ TOM,
UL EHEG OB EER 2T 5 Z ERIRFENHBE IR LTEMAT L & & bic, BUE
FDRFEBL LT BRI B ki & & D 2 & DN RE 7 — 18 O B % Y 7 9~ PR e BE <
THZENHETHD,

L7z o T, KA KT A Tk, BIFBES 2V E TITBE LTV D EFIFH) -
BHF RN EED & | DUT OSSO il 72 5 A HEHE 3 D BLA 0 b B 7 Bk & %
FROEEFRHZRT,

B ARTA RTA %, MSIATEE NEIE G ERE R OE . AEEANBAR
R R B 7 ox . —MeAt BN A ARERIR NEFE S R O HE N B AR T2 O W10
b EAERC LT,

KGR DEIES T2 MY AT 840mg (— k4 T TV U A~ T (BT

HHHEZ))
W% ERDMENIHE « PD-L1 Bt D RLE o ZRHIREM DD HER2 Fatk o FMAE XX
3T

HELRAMERVOAE : N7 U ZXvL (TATIIRER) L ofHIcBWT, BH.
FRANCIET 7V A~7 (Bfar#Haz) & LC1[A840mg %
60 777 7F T 2 MMM THREFET 5, B, MEERGOIE
P RAFCTHIUX, 2 [B1H LAEO & 5-RERIE 30 43 £ THEfE T
x5,
3 IR 9E ¥ F  PAMREER S
(%)
Ry Y XN ((TOAT I RER) ORREUINE. HIELAUOHE
ZhRE SR - Fm
FEROHE : 77V ) XA~7 BEFHIRZ) LOfHIZEWT, BE, BRAIZIER
U A%/ E LT, 1 H1E100mgm? (KRFRERE) % 30 5500 TR
WEmEL, 22 b 6 AMIRET 2, @ 1 BG4 3 EMEE L., 4
WHEIIWES S, Zhax 12— LT, &GEEEVIRT, ok, BF
OARREIZ XV B ET D,

2



2. ARIOR, 1ERERF

TN T RREE840mg (—ik4 T T U A~ T (B z) . UIT IR
Al &EvH,) 1E, KED Genentech, Inc.iZ &V AI#Y X 4172 programmed cell death ligand 1
(LLF. TPD-L1) &9 ,) x5 s a7 > Gl (IgGl) 727 5 20kt MEE
J 7 a—F PR TH B,

CD274 (PD-L1) &, EAENICE W THFE Ml ICHE L TR | &bl
> SER (T MifE, B Ml e OV F = 7 4% 7 —T filifld) %% 8325 CD279 (LR, [PD-
1] &W9o,) KUCD80 (B7-1) &iffa L., HEISEZRICHIET D LEZ LN TS
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), %7z, PD-L1 {%, ffix DfE
BEAaIZ H 3B L CTuvbd Z & (Cancer Immunol Immunother 2007; 56: 739-45) 238k 4
TH V. PD-L1 & PD-1 &40 L7ofR¥K 1%, MESHIQANHURAE A 72 T Ml & X%
ZERET HHFO—D2 L LTEX LN TN,

ARFNX, PD-L1 OAIASMEIRICHE S L. PD-L1 & PD-1 &L OFEAZIAET 5 Z L5
KU BATURFFRA 7 T Mt ORI G ETEME 2 R U, 5 OHM A s+ 2 &5 %
HILTND,

ZNDDHEN D AFNTENEEIGH ST D8RRI R 0 E 5 b o L HifF S,
HFBF 2R L LR 2 i L. A2ME Zat OB MEDHER S vz,

AHFNOVE BRI S B EE O KNI L D EWERSEN & bbb, EEXIIET
ICEDLAREMER S 5, RFIOEEH RO %L, BEOBES A 1512470, BED
R ST HAITIE, FEBL LI FRITIS U B 22 55k & BBk 2 B EEHl & Hifs L ¢
WY 2RI 21TV, B ORI X D RIER A Seb D 85A11E, B R
N RO G5O E) e ALE AT O MR D,



3. ERRRGE

RVECZFME (LT THR] &9 ,) Yot b Rl aER = 24 2 (BUT,

THER2] L9 ,) PP FINARRE ST 58 L O AR B &2 1T - 72 3 7 B R AR
DRAE &~ T,
[H72hH:]

O [EEESLEF AR ARER  (IMpassion130 75#)
Rl « FEIE LI ISR 9- 5 2E MO RTAIREE D72\ HR [aiEH> HER2 a0 FHFAHE
AT FRFEFLER RS 902 5 (AARN 65 il Gde) ZXERIT, AH| 840mg KUV 7 U # %
T (TAT7 I EEED) (LT, Tnab-PTX] &V 9H,) OOFHES CRAIDEHERE. 451
B) OFINER N2t E 77 B AR KU nab-PTX O #E (nab-PTX B, 451 f51]) &
bed 9 % 56 11 FRERBR 4 FEh L 72", EER b SN2 BE D S B 369 il (AN 25 f

Zade, AAFIOHARE 185 i, nab-PTX ¥ 184 f5]) 7% PD-L1 Btk & Sz,
T U MEINTZEBED S B, PD-L1 BHEREE LIV T, AAIOFHEE T nab-PTX

BE & Hl U CEEIHMBIE R O — > Th 2 EA YR O B RIERENZED b (Y

— Kb [95%(5#EIXH] : 0.62 [0.49,0.78], P<0.0001 [J&Hl log-rank fE ], A B /KUERM

1 0.005) . H Il [95%EHHX ] (ZAFIOFHEET 7.46 [6.70,9.23] %7 A nab-PTX F¥

T4.96 [3.81,555] WHThH-7- Q0184 A 17T HT—X Iy bA7, K1),

#1408l A 1A 708 LT 8 1T KOS B BICAKRHIXILT 7 R &2 5 RNEES: L7, nab-PTX X 100

8 N 15 A HICEIRNEL- LT-,

*2 . X OptiViewPD-L1(SP142) % I C., JES AR AT
MRS 5 B EIA (1) 12OV THEHIUE S,
STz,

10 -

0.9+

0.8 4

0.74

0.6 4

054 \
0.4+ \

0.3+ ;S \

mg/m? &5 1,
175 PD-L1 & %81 L 7 SR M 0%
IC1/2/3 (IC=Z1%) T® D412 PD-L1 B & )ity

RIQBAEZRS
r

0.2 A "

0.1+

0.0+

nab-PTXE%
KEIGEFEE
158y

at risk £

nab-PTXEE
ARG

X1 EHEALFLR O Kaplan-Meier gi#t (PD-L1 Bt BEER)

0
184
185

a6
127 62
146 104

o
44
75

12
22
38

5 18 21
1 5 5
9 10 6

4

30

33(8)



[Z41]

O EELFEBIHEERRE (IMpassion130745)

B EREGIIAAIOHEED449/45261 (99.3%) . nab-PTXHED429/438%1 (97.9%) 1278
Hiv, 1RBRIE L ORRPIRPEE T & RWE FEFRIIAFO HEE436/4521051 (96.5%)
nab-PTXHEIZ410/438%1 (93.6%) B ALz, FHLRD5%LL EOAFA| & ORIFERD S
ETCEXRVWHEERIRIOELEBY ThoT-,

F1 FEBEN0UEORF L OREERNETETERVWEEESR
(IMpassion130388R) (ZEMARITHREM)

BB S7$8 (SOC: System Organ Class) AFIOFHEE (452 1)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) B (%) B (%) B (%)
AF & DR RN EETERVEFEESL | 368 (81.4%) | 104 (23.0%) 1(0.2%)
— ik - 2HEER OGO RE 210 (46.5%) 19 (4.2%) 0
7 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1(0.2%) 0
) E 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
& IRk 196 (43.4%) 13 (2.9%) 0
ETEn 105 (23.2%) 2 (0.4%) 0
T 78 (17.3%) 4 (0.9%) 0
{H L 35 (7.7%) 1 (0.2%) 0
Mg i 27 (6.0%) 1 (0.2%) 0
FEIE 8 KOV T ARk bE 157 (34.7%) 6 (1.3%) 0
P 51 (11.3%) 2 (0.4%) 0
O PEIE 40 (8.8%) 0 0
MiBAE 39 (8.6%) 1(0.2%) 0
MiEFs LY v GRS 76 (16.8%) 15 (3.3%) 0
#rif. 54 (11.9%) 2 (0.4%) 0
I HP BRIV E 29 (6.4%) 11 (2.4%) 0
PG WP 77 (17.0%) 3 (0.7%) 0
BRI RE A T 57 (12.6%) 0 0
SRR 107 (23.7%) 14 (3.1%) 0
SHTR 35 (7.7%) 1 (0.2%) 0
LR 23 (5.1%) 0 0
ME g, MRS & OMiERm RS 76 (16.8%) 7 (1.5%) 0
% ik 30 (6.6%) 0 0
e R B 28 (6.2%) 3 (0.7%) 0
Rt L Ok kEE 78 (17.3%) 8 (1.8%) 0
BHEOE 43 (9.5%) 2 (0.4%) 0
i R A A 78 (17.3%) 24 (5.3%) 0
ALT #4710 33 (7.3%) 6 (1.3%) 0
AST H#4 29 (6.4%) 7 (1.5%) 0
B SR S L OV ARk e o 71 (15.7%) 3 (0.7%) 0
B 29 (6.4%) 0 0

. AFIPEHBEIC B WO TRIEMEMZE R 11 6] (2.4%) . FFRSREREE 47 61 (10.4%) .
e 2 Bl (0.4%) . KB « BED FHT9 B (2.0%) . FARAMERERZE 78 #i (17.3%) .
BIFEHEAEREE 5601 (1.1%) . MMZE - BARZ 2 1] (0.4%) . PRRRPEE (K7 - N L —JEfE
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HELZ L) 3461 (7.5%), BEOKERES 4 4] (0.9%). Ei¥eESE (RIEMEME
EREE) 215 (0.4%) . infusion reaction 7 %1 (1.5%) . 4FFHERJEUD « FEEM:AT BRI E
43 Bl (9.5%) K OVERYIE 43 Bl (9.5%) A bivie, £7o, 1 BBERW, T HR(AHEHEE
s, HIEMMEE, AR, BRBURELE ., O, WWiltEa i, Sy i Mt
SREER IR B o7z, AEIERZRBURIUIEERES (RRAREMHRET L 5T) &
BUOEINERE T,



4, HEERIZDOUNT

AHN OGO 7 BE 22 W - FrE L, AFORGIZ L HELRWEHZ BB LT
BRICKHET D Z ENKEERTZD LT OO~ T X T &I hsicB W THEHNT
REXTHD,

O HRIZONT

O-1 T2 (1) ~ (5) OWTIMNIHEE T LR THD Z &,

(1) JEATBRENIEET 25 AL SR (BB RS A2 s SRR L
HiE A A RSB MLUPIE . HUEAY A RIR P72 &)

(2) FrEHERES LT

(3) FBEFFIHE NI E S 203 AiHOEEERT (8 V2SR EIRPE, 2 A sl
W 719pBE, D3 AR HEHEME R BT 7 &)

(4) SRAbFERIEE A2 E L, SSRAE BN 1 U SRALBRIEINGE 2 O fi sk KL e
(AR D AT > TV D fifiar

(5) UM IR AL & BN O f i B YE 4R D e H & 4T - T B ik

®-2  FE DAL KL ORIVE R FEHINF O X TS50 70 505k & R 2 RO EAl (FR O
WTNNIEE ST HER) 23, SRR BOAFNCE T 5B OFEMEE L LTRESH
TnnHZ L,

ES

PERRRFFEUAS 12 2 SEOPIHE ZE T L721%12 5 UL EO R A IREOEERHE &
1ToTWBZ &, 95, 24N BT, NARWEEZ & LBERESESOHE %2
THoTCWNWAZ L,

ERfitaZrES1% 2 EOWIINHEZME T L2122 5 FELL O IR O 2 A SKYRE %
GTIIRIESE S OIRHE 21T > TV DH Z &,

@ BENOERGBFREEDMEHICONT
E%%%%mﬁ:%$¢éﬁﬁﬁﬁmﬁéh\%%ﬁ%#%@%ﬁﬁm\ﬁ@ﬁ-ﬂ
SEERPI RO E B O ERTSE ST 5 E it A FFRNRAE LGE oMt
%% SEDERLINITATON D IRHINFE S TN D Z L,




@ BITEA~DX Rz 2OV T
@-1 fERRfAcH]IZ B 5 B

VL M FR S D BB R BIVEF 28 8 A48 L 72 BRI, 24 WERETRSIRIAHI o0 | Mk I
HEESEIC BT, BB UZRIERIZIG U CABEE L O CT ZORIVEH ORI /3
IRRRA OFER Y B IS S, B HIKHE ATEER AR 3 > T p 2 &y

@-2 BEFRUEEEIC L 2AFFRINCET 2 E S

8 ARSI 0 5 B IH) 2 i M O RE 2 A D IR IEFE NEER =4 U v 7
EEDIEROA T ) — =2 T 2TV ERE L2 LA TE 2T — LEREH
SN TVD Z &, 2B, BiAHIZOWT, BABE L ZDOFRIZ I BmasnT
WhHIZ L,

Q-3 BIER OZELHIGIZBE LT

RIVER (RVEMERR S, ITFRERERRE . RIB%K - EEEO TH, R, 1 BRI
WibEE (FURIRAERERE S . RIBHREEREE . TRAEERE) . mRkES (7
—IEERE A B de) . BIEM M STAE, IMAE - BEEAE . infusion reaction, 4% « REKUT BIARIE |
EREREE (RMEMEEBRSE) . EEOKERESE, Ok, MIKRERMEGER, Fi
PRI, SR M MR PR ER B . (L FIRIEDF R O ik # M (dFEkipid . FEWE
AP ERIBAME) . ALFRIEDF R ORYUIES) 1Tk LT, Mk T B ERER D
B2 AT D ERD & U (BHEH OZK-oXSICE L CTHRER OS2 Z T 6 b
FECHDZ L) EHICHEDRLENRTE DEHNESTND 2 &,

I

P15
1%

\P:j\
>N



5. #EXIHB LR DBE
(A 2hilc B3 2 HIA]

O BB - FBRAEICKT 22 MEORTREED 2\ PD-L1 Bt (EEHEECST 5
PD-L1 % %81 U 7= FEEHEE S0 M 23 5 60 2 EIA A 1%LL ) @ HR 2% 75>> HER2
Btk o PR RRE T HRILEBE 1BV TAAI L nab-PTX & OFERE GO0
DRI TND

728, PD-LIOREBURILICOWTIZT TV Y X~7 (Efaf#Haz) oar =7
VWK (54 - X Z FOptiView PD-L1 (SP142)) ZHWTHIET S Z &,

@ TFRUZEEY T D EBEFITKRT 2 ARFI OG- K OE I IEIZ DWW T, AFI OB N
LS TE LT, ARAIORGXG LB,
o DOTABIOHDMENRR STV O FTEMEEE A & OOf 5
o TR - RIS

(Z B3 2 5]

@® Tua IZHES T HRBFICOVWTIARRORGENERE SN TNWDL Z e, 51T
PRIk
o FHANIORSTITR L BEUE DB D & 2 B

@ WBHEATOFHIICIB VT FREICEE Y T 2 BE IOV T, AHlORGITHERR S

D, A DOTRFIEIIE DN R WIGEIZIRY | HEICAHIZHEHT 52 L 2B ETE D,

o [WEMMZEREOEDFXI i%@ﬁjﬁj{@&')é BE

o JEBEGR A CRIE R 270 5 B K OVE B O HU B IHE I 0 G fiti 2 %5
DRIV B DI D B

s HUOREREOH L EBESUTBMERE L IXEFEMED B Dk E OB ERED
b DB

»  ECOG Performance Status 3-4 "V 0 H&

() ECOG D Performance Status (PS)

Score

0 2 M2 JEBTE 5, FTATL R U HEARNHIRZ <172 25,

1 V‘]{ZISE’J CHUWEBNEHIR S 225, AMTRIEE T, BEAESECIE - TOMEREIAT O 2L TE %,
CROFE, B

2 H:TTT ECHDOHGOMEY OZ LI T X THREVMMEEILTE /20, HHFO 50%LL EIZ~y RATIE T,

WONTZHSOHFORY DZ L LMNTE7R, HFEODO 50%LL EE~y KRR CiZd,

4 LT, BOHOEY) O LiE3e TE RN, BRIy KT I,
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6. HEICE L THEETREEIE

O WASCGEFITINZ, BEIRTEEE DRI D ERFE I 5D & ARH O Rk K O =L
RO DIZ B EHRE IR L ChBERTHZ &,

@ TBREBIRIZHENL D B XUTZ OFIRITHIER EREL a0 L, REL 5
ThoEET5HZ &,

@ EREWEHDO~RT AL MZHONT

MEMEMERR D 50D Z ENHDHD T, REORGIZHT=> T, HHRE
M (RE RIS, Wk, FEVE) OREFR R OWEE X A O =%, BlgEs 140
ZATD 2 &, Flo BEDG CTHE CT, G~ — U —F0M& %2 Eiid 5
Z &,

KA DOPH- 1L EE D infusion reaction [Z{ifi 2. TEABFIZ 14572 D T 5 U
fifi 21T > 72 B CTRRAAE L, AAE G- R OAKRFIFE G T RIS Zd A &l
ET 5%, BEOWREZF2ICEZETHZ L, 708, infusionreaction ZFEL L
TS AL, 2 TORER OERPERIZEE T2 F TREL 085752
Lo

JFSREREE 2N H oD Z L 03 5 DT, RHF OG- BhhwHT M OG- IR 1%
EHENIFHSRERM A (AST, ALT. y-GTP, Al-P, B U /LB EDHE) % Kl
THZ &,

FOR R RERE S | BRI S R N T RAEEEEZ N H 6N 2 EndH 5D
T, AANIOE5-BALERT & OB G-I e WIRIZ N e sERe R A (TSH, #HE
T3. 78k T4, ACTH, I =T —VEDHIE) #FEhid 5 2 &,
AHNOEGIZ XY | WEOREFISTERRK T 5 L& 2 BN DER % REEIHRE
DHOLONDLZENHDH, BEPBDOONTGEITIE, BBLLIEFRIILS U
B 70 ik & BB A FRO R Al & s U CE bl 22 8RBz Wr 217 il EE o5 yE
FOGRIT X 2 BWER 2N g0 2 355113, AFIORFES Tk, & ORI BE AR
IWEVHIORGEEZZETHZ L, ok, BIBKERLVE L OREGIZXEENE
R OYBEEDFRD HINRWIEEITIL, B BB R VE LSO sz iAo n
bLEET D,

BeHHET 1%, BOHRI 8 AR L COLEWERN BT DL Z R H D720,
KRN OEEHE TR HRIER ORI 3BT D,

1 BUEIRIS S B & i, BEREMES R TV R—=Y RZEDLZ ENHHDT, O
B, Bl TR OIER O R BRCMAEED LA H0EET 52 &, 1 BBER
AREONTGEIZITHRG 2RI, A R VA OG5 OHEY) 72 L8 %
1792 &,
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@ IMpassion130 Bk Clx& 55465 48 i £ 1% 8 MR, AL LARRIE 12 R
PR CHIMEDOFMAIT > TWe 2 L A2BEIC, AAIF G I EMICE &R A TR
ROMEGREATH Z &,
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