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programmed cell death ligand 1 (LLF. [PD-L1]
EWVIHINTHTBE S v T 2 6L(LATF, T1g61 )
LWH )BT I 2D MEE S 7 m—FLHUR
Th b,

CD274 (PD-L1) &, ZEAERWIZI W THUETR M
FIHBLLTRY, EHEE LY o Bk (T Mk,
BANE N N F = 7 0% 7 —T fifld) FIZHET 5
CD279 (LLF, PD-1) &£ H,) KTRCD8O (B7-1)
EREA L, ENEERAICHET S EE 26N T
W5 (Immunity 2007; 27: 111-22, Int Immunol
2007; 19: 813-24), F7=. PD-L1 %, fEx DIEG
ML BB L CTuwWabd Z & (Cancer Immunol
Immunother 2007; 56: 739-45) MAIME SN TEY .
PD-L1 & PD-1 %1 L7=AREE X, NS S Bty
FH7e T M) & OB ERE & BT D80 —>
ELTEZXLNTND,
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CD279 (LL'F. IPD-1J) JK&TX CDBO (B7-1) &#E&A
L., EINEEZAICHETDIEEZLRTVD
(Immunity 2007; 27: 111-22, Int Immunol 2007;
19: 813-24), F7=. PD-LI1 %, Ffix OEEHMALIC
HIEE L TWAHZ & (Cancer Immunol Immunother
2007; 56: 739-45) MNHMEIN TV, PD-L1 &
PD-1 %4 L7z 1. BRI bR 072 T
AR S OBBEE Z T ST O —>2 L LTH
ZBHITWD,
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B TEREGEXIIRDEY R EXF—EF
(LA, TALKY W9 ,) EE BT &
FTIX, 7T AR ST LEREEICIN A,
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XREEZITONDIRMIZHDZ L), BHHIZEY) 7 L (BIEHOZBOXISICE LTS & O3
BLIE DN T E DRGNS TN D Z &, 2T ONDOEMEICH DT L), BEHICEY) e ALE

D TEDLWREIDBESTWDZ &,
18 X— 6. IR L THET & HH 18 N— 6. WHICEEL THETNEHHE

(O~® 1)
@EZREWEH O~ 3V A2 MZOWT
s MEMMERLRIOLDLNAEZ ENHHD
T, KRN OG- Tk, BRER (7

(D~ 1)
@DERBWEH O~ 3T A2 MZOWT
s WMEMMEERNLLDLNDLEZENH DD
T, KRN O G &> T, BERIER (7




We PRI, ik, REEVE) ORERE R OWIE X
PR A DO EMSE, BIEL 712475 2 &,
F7o. MENZE U TS CT, i~ —h —
LEORELZFHTHZ L,
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DIRFEZ + 7 TBlET 25 2 &, 723, infusion
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HI I pe ks (TSH., 0ERfE T3, i
Bt T4 FFOWIE) 2FEMT 52 &,

(%)




ZARZ

s HHEET A R Z A
TV I A~T (Bin A R)
(W74« 7'y MY 7 s ERE 1200 mg)
~ /N B ~

STt 8 A
JE A T E A



H &

AN e

X LI

AHN DR, 1ERET
i PR RS AR
Higklc oW T

RN By ey

BEICER L CTRHET & HIH

P2
P4
P5
P7
P9
P10



1. [ LI
IS DN - BEMEOHER DT DIZIT, B SIESFITE SV i B A A R
BND, 6T, IEOREREMOMESRIZ L0 | FUKEIRS 72 & OHH 72 3 1E A%
FPEHRLDAREIND T T, 2O OERMNZ EIZHNERBFIRMLT 5 2 L BBED
FRRE L 2o TRV RFEMBOE & O AT EE 2016 O3 28 4 6 A 2 H M#EIE)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE AR ESR ST, KEEASCL 2T 0 7 7 A AVDBBEEOEIRSL & D IR
RHZENDD, DD, HER LSBT HIERSHERET 5 £ TORM,
MHEIRMOREZMLZIT 5 2 EnHIFF SN EBFIC LTERT S & & bic, mIfE
RMFEBL L 7B B3t & D 2 & A fE7e— 8 O B il 7= 3 S BE ¢ A
THZENEETHD,

L7 oT, KHA RTA4 Tl BARBEESINE TR LTV D EFEIREN -
BRI EED & | DUT O EIK S O el 70 8 2 HEE S 2 8L b MBI 8k B 2
FROEEFREEZRT,

I, RHA BT A %3 MAZATBAE NEIR M ERESH OHE, NS EEEARAE
BRI o, —AFERNE N A ARBRIRNBHE S FEdREFTEENE A B AR P2 &k O
—MRFEETEN B AR ZR 2D/ EERL LTz,

KGr L I B EIEN T2y MY T ATEERE 1200mg (— 4% - T T V) X~ T (Es
THREHL %))

R LT BAREUIAR « TR N e il

HEERDAEROHE : AVRT T F U RO bR Y REDOHHHICEBWT, @HE, A
377V XA~T7 (EiafH#z) & LT1[E 1200 mg & 60 43
23T C 3 EM MR CARMEEET 5, el YIRERGOBFMENE
HChiuL, 2 BIHLIEEOEGREEIL 30 oM & THEMETE 5,

LUl TR R AP T SR

(%)

HNRT T F o OFEIT R, LR OHE

AR ESR AN i ) fob

FER OV - 8%, RAIZIZH VR T F L LT 1 A 1A 300~400 mg/m? ({53
mfE) Afh L, Dl b 4 EMRES S, k1 7—ré L, &
G203, ek, &b, i, FA ERIC L0 BEEHEET 5,

T MARY FORRESUIZN R, HIER &
BRE SR « i/ N g



FELOHE : = FARY FELT, 1 HE 60~100 mg/m?> (KFEME) % 5 H R
WEHEL, 3HEMARESTS, Zhz17—nE L, 52V IET,
7ed, B BEITHEA, ERICI D EEHERT 5,

FRRERER IZ 31T 2 Ao ik - MEIE 13, R OE (P5~) S



2. AANIOFHE, ERET

T b 7L 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF TR

A v ,) 1E, KED Genentech, Inc.iZ & Y A X 7172 programmed cell death ligand 1
(LLF, TPD-L1J & 9,) izxtd 27 e v Gl (BLF, MgGl) £vw)H,) 47
7 FADE MEE 7 a—FAHiETH D,

CD274 (PD-L1) &, EENIZEW THUFEIR RIS IZEI L TRV | & ELY
V8ER (T MR, BAMIfR L N F = T % 7 —T fifn) 2B+ 5 CD279 (LLF, [PD-
1] &»5,) KUCD80 (B7-1) &ifia L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24) , F£7=. PD-L1 (%, Fix Off
EARIEIZ HRBLL T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S A
TV, PD-L1 & PD-1 24 L7 i8I, JEFHIL S HFURSR A7 T Mifd & OB
T DO —D2 L LTEZLNL TN,

AFNX, PD-L1 OARASMEIRICHS S L. PD-L1 & PD-1 L OFEAZIALET 5 Z L5
0 DATURFEERR 2 T Mifa oM EFTEME 2 R U, 5 OHEM A+ 2 &5 %
LTV,

ZID DN G | AANTHENEREG T 287 R InEKIC 2 0155 b O L IR S,
/R B Akt & U T ERRRRBR 2 950 U, AME, 22t OB MEDHER S
7

AANDVE P BB DRERINC L D RIEREDR & bbi, BEEXIIELT
(CEDATREMD B D, AFIDOBG- T R ORERIZIT, BEOBRE 7512470 BEN
R BTG AT, FEBL L2 RITIE U7 s MR 22 Nk & B8R 2 R D RN &g L T
WYL ERFE ATV W OSIEOGIZ K D RIER S DN 2581213, BIFEBE R
IV CHIDBGE O RLEZAT O MERDH D,
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[ A7)
O EREILFEZ 1 /FEFRE (IMpowerl 33 55k)

(LB IETRE 0D 70\ HE AR N IS BB 1403 5] (A AR N 42 BlaETe) ZXtBIc, K
# 1,200mg, WIVRTZF RO MR ROGEAEE (REIRE, 201 F) OFREKL
WEEME T T 'R, VR T T F o KO bRy ROBARE (777 2R, 202 §1)

&g 2 5 T/ MAHRRER 2 FEhi L 7272,

HRRHT OFE R, 2EEEMICIN T, RFIHETT 7 AR & ik U C 325 HiE
THDHEAEFHM (LU, T0S) &v),) OFBERIEENGED HL ONF— Kb [95%
{EHEXH] :0.701 [0.541,0.909], P=0.0069 [ &5 log-rank & & ], A E AKAER M 0.0193) |
WL [95% S HE X ] IIAKIRE T 12.3 [10.8,15.9] WA, 7Z7 & HREET 103 [9.3,11.3]

HATH-7- (K1),

#1 : HERIE O FAEIT Veterans Administration Lung Study Group (VALG) staging system for SCLC |2 £5-31»
THIkr STz, £, REA/NRIZMEEE IS DARIEH L B #RE (CRT) ZEfTL. 232

BT DAL FHIE, HEPRIE L CRT 706 6 7 A LU ikl U 72 10 A Nl e &

Ni=RELHMAAN LT,

*2 0 AHN1200mg (UL T FER) ROANLRTTF L AUCS 24394 740 1 HEIZ,

Z
nz

E2N

ZIr &

T RARUK

100 mg/m? %Y A 7o 1, 2, 3 HBIZ3@EMMRT 4 01 7 5%, AHI1200mg (L7

ZER) & 3 MR TRE L,
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T
atrisk#y O 3 6 9 12 15 18 21

KEIEE 201 182 159 121 74 33 5 1
FSERE 202 186 160 114 59 21 3 2

1 OS ® Kaplan-Meier #fi#% (IMpower133 i) (&R HEM)
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O EEELFES /RS (IMpowerl33 #5R)

AEFRITAAIRED 198/198 il (100.0%) . 77 B ARKED 189/196 il (96.4%) 1Z7E
DBV, TRERIE & ORFBIRNEE T X RWEFHERIIAHFIRE 188/198 51 (94.9%) .
77 B ARE 181/196 B (92.3%) TR BTz, FBLERD 5%LL EOAH] & O KRR
DBETERVEEERIR1OLEBY ThHhoT,

# 1 FELEN 5% EORA E OREBEEATETE VWA ERR
(IMpower133 #5R) (Z VAT R SAE)

FRBERIKRS ¥ (SOC: System Organ Class) AKIEE (198 4i)
FHAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) [ECD) ik (%) B (%)
AH E OREBFENGE TE WS ERR 128 (64.6) 51(25.8) 1(0.5)
B Ik E 37 (18.7) 5(2.5) 0
G 18 (9.1) 0 0
T 12 (6.1) 4(2.0) 0
{5 R 12 (6.1) 1(0.5) 0
Mg LY v SREE 26 (13.1) 14 (7.1) 0
i 17 (8.6) 5(2.5) 0
A BRI E 13 (6.6) 11 (5.6) 0
— % - EFEER OB G OREE 24 (12.1) 2(1.0) 0
T 24 (12.1) 2 (1.0) 0
PGy AR 5 23 (11.6) 0 0
FRRIREEREAR TUE 18 (9.1) 0 0
R A RE TUESE 10 (5.1) 0 0
Rth X Ok E 22 (11.1) 1(0.5) 0
FAREE 22 (11.1) 1(0.5) 0
KRG ¥ KOV TRk RS 22 (11.1) 0 0
Bl 12 (6.1) 0 0
JIEE 11 (5.6) 0 0
PR 16 (8.1) 9 (4.5) 0
AN TS 11 (5.6) 2 (1.0) 0
U P ER B 10 (5.1) 8 (4.0) 0
BE, PHEB X OWEASIHE 10 (5.1) 4(2.0) 0
AL D BG 10 (5.1) 420 0

B, AFIBETIR O CREMERMZEE 3 61 (1.5%). RS S 61 (2.5%). K%k -
HEO TR 661 (3.0%). BER 161 (0.5%). FUIRIEREREE 26 B (13.1%). FRELFEE
(X7 v « NU—IEEREEZETe) 96 (4.5%). infusionreaction 11 i (5.6%). Fho< +
BEACARARIE 1 61 (0.5%) . BHRERE (RMEMEMERE) 361 (1.5%)., BEEDK
JEREE 6 B (3.0%) M OFHERED « FEEVELF TP ERIBUE 24 B (12.1%) 2338 b
Too Fio, | BUBERIS, RIBHERERE S, N EHEREREE . SEM I E, A - BEEE
DA IR I R OV g% M L/ IR MR SR B 13788 D 7e o 72, ARITER 3B
WROLEBhEES (RRRAEERT 2 50) 230EHERE =T,
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AHN OGP 72 BE Z22W - FrE L, AR OB GIZL Y EELRRIERZRE LT
BRIZXHIGT D 2 EmMpER 72 LLFOO~@D T X C &7k iz W THEHRT S
REXTHhHD,

O Miglz>WT

O-1 TiED (1) ~ (5) OWTNNITEY T D THDHZ &,

(1) BEATBREDEET D03 U2 REEEILEIRPE S (BRERTIRAS A2 HEHEIL Rp B
H 23 A RS FEEE L SRR . MUY ARSI 7R &) CERR 3147 A 1 HIRER : 436
Jii5%)

(2) FrEtgrembt CER 31454 H 1 BRS¢ 86 fitiak)

(3) HENFRENFDEE T D 03 VB REEERT (D3 ARSI BB, 3 A2
W RBE. 28 AR EEHEE T e &)

(4) I RACFHEIEE A RE L, &*;léﬂz%féﬁ/iamﬁ12&%%15%55{%[1%2@5@ X L
(AR DI 2T > T Dfiax (R 29 47 A 1 AR - 2531 fiak

(5) #E@Jﬁfﬁlﬁ&ﬁ@fimﬁwﬁm HHMEIAR D AT > TV D litiex (R 29 4 7
A 1 BEER ;1287 fgk

-2 filis DAL K ONRIVE RIS B O 56t i 40 7 ik & fsBR &2 R SRR (TR O
WFNZRE S T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TWnWsZ &,

*

AN ETEUS% 2 FFOWIANHE 2T L7221 5 FELL EDO R AR DS RIHE %
{THoTCWBZ &, 9B, 24D RIT, BAEYEELZ T L LZBRESEZOHHE %
ITHoTWBHZ &,

ERISeFFEUGR 2 FEOMBNHE ZE T L72RIC 4 FULEORKRRERZA L TV D
Z & Dby 3R MDD A TENRE 2 G TR O BRIRDHE 217 -
Tnbz ek,

@ B OEIE S FEWAE BLOARSNZ DT

RGP E T 2 B PR E S, JIEREN O OFRERD, A2 - &2
EVEEEEAE O E B NERFI ST D E MR, AFFRNRE LTS EOME
W, ENESLHIATONDEHINES>TWD &,
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BHEEREIZ BT, 8B L2 RIWWERNICIG U CABRE B O CT 28 0 BIVEF O SR 288
IRRAOFER Y B IS S, B HICKHG ATRER R 3 > T\ b 2 &y,

@-2 ERIEFE L DAFEFEGISICET 520

IR0 D HMHY Ik e O 2 3 2 BERIEFE DRIERE=2 1) 7
75:.3. DIEEROA T ) == T H2ITOVERE L IFWME LA TE D F— LERIKH DE
S TnD Z L, ek, BHEEFIZOWT, BDABE L ZOFFITHHIEAmS T
W5HZ k&,

@-3 BIEHORZEr-CHSIZE LT

BIVEA (MEMEMZEER, TS, RIBX - EfOD—FV AL 1 BUBEIRI . N
WwbEE (FURIREEREE . RIBMEEREE . T ERAKREREE) . ’@FW‘% (X7 -1
—IEMEREZ & de) . EAEMIES)IE, M - BlBEZ . infusion reaction, ff74% « ARAL ﬁ%ﬁiﬁ#f

R RERE S (RS MR RS . HEO SRS, Ok, BIrEE ., %ML
RIS PESR BRI AL FRIEOF R O Mgzt (i H BRI | FERWELF P ERIBAE) 55)
(% LT, Y SO BRE R B O B P 2 A9 D R LB U (RIVER O R2Er<e
SIS L THRER X EELZ T ONLDXMFCHH 2 L) EDICHEYRLENTE D
RN EE S TND Z &y



5. BWEXGL 725 B

(A0 B3 2 %]

O ACSEREIE D 72 RA MR B B WO TARA, AR T T F o RO R R
R LD OEIMER RER TV S,

@  FREIZEEY T 5 B TR 2 ARKN O R G K O FH 512DV Tk, ARANOF 0
ESL SN TE LT, AAIOBRGRF L7720,
o DOTAHBNDOEZNMEN R S TWRWOHUEMIESE RS & OOFH#% 5

(2t B4 2 5]

O TRICEZY T EEIZOVWTIIAFIOTRG N ESR L SN TNWDL Z b, 54217
DI L,
o KA LSBUE DB D & 2 B3

@ IRFEATOFHIIZI VT TFREICEE S T 5 BEIZ OV T, AAlOREITHER S e

D, MOIRFEIIE D R WIGEICRY | HEREICARHZFENTL2 2L 2ZETE 5,

o HEMERREDOSIUITOBED & 5 B

o MO EGRR A CRVE R 258 0 2 B K ONEBNME O KU SR I <0 gL M it 98 55
DI IRIEVEZAL DS - B D B

*  HCOREREDOD L EE UTIEMERE L ITFEFMED B iz kB OB ERED
oraysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

0 2 < e TEBh T X 5. FMRl & [R U B HAEAHIRZR <ATZX %,

1 PIRROICI LR TNIRIR S D23, AMTITRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl EEWF A,

2 | BATAHECER OO Y O = LR S CAREAMERETE 2, ABO S0%LERA Y ATl ST,

3 RONTZHSOHEORED OZ L LnTEX720, HFO 50%LL EE Xy R+ Cilm =,

4 LT, BOOHFORY OZ L 3a TERY, BRIy RT3,




6. BHICEEL TRHET & FH

O WISCEFITZ, SERTEEE DRI D BRI EED & AR DRk K OV
RAOTDIZ LB R EWME B L T T2 &,

@ RIERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE245
ThbokETLHZ L,

@ ERFWEHDO~HXT AL MZOWT

WEMEER S 5D 2 ENHDLDOT, AFOEEIZHT--> L, BEE
e (R IR, ik, FEEVE) OfERE R ORI X S o %, Blgs 5
[ZAT5 2k, Fio, BEIR U THES CT, MiF~— —%DiE 4z £ 2
&,

AFNOP 5L EE D infusion reaction (2 2 CEAMFIZ 572D TE 5 Y
i %17 > 72 ECBsA L, ARFIE G R OARFIE G/ T %I Z A &
ET 5%, BEOREEZ /02853755 2 &, 70k, infusionreaction % F8EL L
AT, 2 TOMERLOIERNZR2ICHIET L £ TEREEZ +0BET5 2
E

FFREREREE R B B b Z &R d D DT, AFIOF HEIHART R O S5-I 11X
EHIRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E L ZEOHIE) % FElfi
T5HZ L,

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H Db D Z e NH D D
T, ARANOF G- BRAART R OG- I E SN IS RERMR A (TSH., A
T3, M T4, ACTH, M =25 — VR OflE) 2 3EhEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA B E
DHOLLNDZ ENRDHD, BENPBRDOLNTZLEICIE, BB LEFELIIL U
BLFR 72 05k & FR5R & RO R Rl & 8 U Cl Ul 2R BRI W 21 T\ IR ok
FOGIZ X2 EWER DB 23581213, ABRIOWRIESUTH 1L, R OEIE RE R
NECHOBRGEEZBET D2 L, 2B, BIFEREARVEOREICTLYEIFE
R OUEDRTRD IR NGA T, BB BB AR VE LIS O g gl o
HLEET D,

B A& T, BOEM 5D ARE L COLRIERANRET D Z R 5720,
AR OEEHETHIZHREWEM ORI 2R T D,

1 BUBEPRIG S & o, BERFES TV R—V RZELZENRHDHDOT, O
B, O, WEHEEOTRORBBCMBEMEO LI HAEET S 2 L, 1 BER
WREON T HEIZIT G EZ I L, A >R Y RFIO B2 oY) 72 AL %
152 &,
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@ IMpowerl33 3R TITEG-BALG) D 48 1 £ TiE 6 B, ZALARIT 9 BREIFHFE
THIMEDFHM Z1T > TV Z & 2 SEIT, AAIEG-HIE MR B A TR
DHERZATH Z &,

11



B HAEET A N T A
7TV AT (Bin )
(W24« 7'y MY 7 SiEERE 1200 mg)

~ /N e it e ~

Va3 044 A (it 8 HkET)
JEA T
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A o e

X C®IC

ARHN ORI, 1ERBET
fEg% (22T
BRI LI D B
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1. [ZL®IZ

3R DF NN « ZZRMEDFRMR O T2 DI, IRA SCEZIEE SV 2 E 2 23R 0
BND, 6T, IEOREREMOMESRIZ LY, FUKEIRS 72 & OHH 72 3 1E A%
FPEISMPARINDH T, 2RO OERMZ BICLERBE RIS 25 2 & BB O
AL 2o TR REMBGE R & SO AT #2016 CEAL 28 45 6 A 2 H BIFERE)
IZHRNWTH, FHNEEREOHEAOREIHELZHND Z L &SN TWnD,

FORERR PRI, REEASZ 2T 1 7 7 A VSBEfF ORI & B 52
B ZERNB D, 2O AMER RSV T 2 WA+ ST 5 £ TOR,
WHERLOBEEE T D2 ERPR SN BEICRH U THEMAT S & &b, BIE
DI BRI i % & D 2 & WS AHE e — T O B %4 7= 9 R R BE < i
THZENREETHD,

L7ei3o T, RAA BT A4 Tk, BARBEES I E TIBE LTV D ELIRER -
BRI RN S-S & | DL O RIS O S 7o 8 2 HEE T 2 8L b MBS0k B %
FROEEFREE =T,

¥, ARATA BT A %, FSIATEOE N ESE SRR IR S . AREETEAN B AR
BRI o, — M EEE N A ARBRNRH ES FEFREFITEEE A B ARNE 22 & O
—RFEEEN B AR ER TR OO b EAER LT,

WML HERE TR N 7 AREEE 1200mg (%4 T T YU RA~T (G
& HH %))

KR DEEINE  YIBRARREAHEAT - FEFE DIE/ MR T

KEERDMEROAE AL FIRIERIGHR O R LR 2 B < UIBR AR 2R ST - FER O IE/N
R it B OB
HNRTFTF o 7 ZXE LRI X7 (B
Z) LDOPEMIZRN T, lH ., RAIIET 7Y U XA~7 (EisF
FHZ) & LT 11H 1200 mg % 60 4377 C 3 38 [ R C i i
HET 5, 7B, WIEEGORAFEN R THIUL, 2 FHLED
P 5RERE 30 ol £ CHEMTE 5,

{ESHRIERERIR O YIBRNGE 2R AT « 38 O I/ N fifiee FE D 55

PAN
=

W RANIZIZT 7Y ) A~ 7 (B Hl#z) & LT 1IE 1200
mg % 60 437 F C 3 RIS CAalEET 5, 2B, PRS0
DENER BAFCThauX, 2 [0 BB GRHIT 30 /3 £ TR
fic& s,

e AR 58 ¥ F AU S




(%)

HNRT T F o ORI, HiEROHE

ZhRE SIS« FE/ I e

FER O R - 8%, RAZIZINVRTZ7F L LT, 1 H 1A 300~400mg/m? ({5
i) 25 L. Pl 4liRETs, Zhzelr7—ne L, &
Hafvikd, ok, w5813, Fil, A RIS XV @ T 5,

X7 Y XV OMEIIE, AEROCHE

BHRE ST AL © FE/ N T

FER OV & s, lAICIE A7 U 2% LT, 1 H 1 E 210 mg/m? (A ERE)
 3HEET TSR L, e &b 3EMRET S, ik 17—
NELT, BE5EBRYIET,

NNV AT (Bin M Z) OREITZNER, HEK &

BRESIIZN R « R LR 2 B < GIBRANEEZR AT « P& D IR/ I i e

ML O & hOHFEEMEGA L OfFIZB W T, @ RAZIENA X7 (&
o z) & LTI 15mgke (KE) Zmil@ffikNER 4%, &5
g% 3 ML E L35,

FRIRERER (Z 31T 2 M o ik - MEIE 13, BRAGE OE (P5~) &



2. AFIOKE. FHT

TR MY Y AR 1200mg (%4 7TV ) XA~T BB Z) . T TR

1 Evvo,) 1, KkED Genentech, Inc.iZ & Y AI#L X #17- programmed cell death ligand 1
(LLF, TPD-L1J W 9H,) 23507 a7 Gl (LR, lIgGl) Ewvwo,) 47
77 ADE MEE/ Z7a—F ik Th 5,

CD274 (PD-L1) &, EFNICEWTHRIE MBS L Ty, kLY
>8R (T #ifa, B O F = 703 Z —T flild) 12589 2% CD279 (LA, TPD-
1] &Wvo,) KUCD80 (B7-1) &ffA L, HEISEZAICHIET LI EFEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, fix DOJE
EAREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 23Rk & S
TH Y. PD-L1 & PD-1 &4 L7ofRE&I%, MG HURR A 72 T Mifas & OB BEE
AT 2HFO—2 L LTEZLN TV D,

AHKNL. PD-L1 OFIaMEKIZFE S L, PD-L1 & PD-1 & OFEEAHET 2 Z L5
0 DATURFFER e T MO/ EFEME 2 R U, B O A2 s 42 &5 %
LT3,

ZAIH DR G  ARFNTHENENEG 6T 22 R VG b o L HIfF S,
/KR it AR A kPG & LT BRIRERIR A2 i L. A2, Lt K OB EMED e
iz,

ARFNOVE IS < IBEE DL FOSIC L D EWEME RN & b biv, BHEXITELT
(CED AR D D, AFNOBG R OREGRIZIT, BEOBRZ 7512470, BENR
D b TG AR, BB LI FRITS U MR e ik & R & Ff O EAN &dEHE LT
WO 7R BRI 22 ATV B OSSO & 2 EWER 2388 256113, Bl BB R
IV CHIDB GO RLE ZAT O MR DH D,



3. FEIR R

BIBRAREZ2HELT « FFI8 D IE/ N AR O A GBIRFIZ AL 217 - 7= F 72 BR R EER O pliig %
R,
(A %hE]

OEFEILFRFMAHRER (OAK k)

77 FFWE e BT FREIRE D & 2 VIR RE 7R HEAT - FFFE 0 FE /N i ops AR
1,225 Bl CRAIRE 613 B, Rt & FwRE 612 ) 25412, AFl & R4 F &/ (DOC)
DA ZINE R OV A % bei 3 2 BB A RRER 2 550 L 72, AN 1,200 mg/body X i K& #
XL 75 mg/m? & 3 0 R R R L 7o,

KON T o Z 2L E T 850 B (HAN 64 Bl a&Te) OEBEEMITBNT, AHl
FECREZ TRV S e U CRAEFIR (BLF, T0S) &Wo,) OFERIERDR
HiL (NN — R [95%E#EIX ] 1 0.73 [0.62,0.87]. P=0.0003 [J&%!] log-rank i 7E]) .
Rl [95%EHEX R ] 1ZAAIRET 13.8 [11.8,15.7] B A, REXXH/AEETI.6 [8.6,
11.2] #HTH-7= (K1),

* bR TR (LT,

[EGFR] £\ ), ) BB TERBME IR R ESF—F (UL

T TALK] W), ) @EBETBIEOBRE TR, 77 F A ST bRECN L, 2hE
U EGFR FHEMEMH XL ALK FAEER 2 A 3 2 FUBHEIEGE RIS K D168 IEN & 5 BHEDBHEAAND
nic,
1.0 Il (IR bog-rankd3SE) 0.0003
fA PR (con BT
0.9 FeSFeilaen e 112
A FEATF 3 mA LR 157
1R. AT - }tr (SR 0730062 0.67)
0.7
40 06
I 05
i 0.4 g
M~
03 A it
0.2+
01 FRoriel
004 B %
0 : 5 g 12 5 13 21 24 276
e X7 425 A3 305 242 218 188 157 74 28 1
FtafFil 425 35 263 196 151 123 98 51 16

1 OS ® Kaplan-Meier Hiff (OAK

AR (ZRAEEM)



OFEBEILF S I AHFRER  (IMpowerl50 7R5%)

{EFIFIERE D 72" R b B 2 B < BIBRASRE 72 HETT - P38 D FE /Nl e AR 1,202
B (HARAN 93 BilZETe) Zxt8IT, AAI1,200mg & OHEEMIESA (WAL RT T F
VAR T ) ZExL [ARE, 402 6] UIHNVER T TF o487 ) XX 4R K
~7 (B z) [BEE. 400 61]) & D& G OE MR V22 E, JFf Y
BIE(HIVR T TF o +37 U ZXB )L+ _RY <7 Gl R %) [C BE.400 41])
& Hei T 5 S AR 2 FhE U 7272, TP RIMEIT ORE R, EGFR BinFAREBGM XX ALK
A EITBEoBE (157 61) Z2B< 1,045 61 (BAN 67 B2 &Fe) @ ITT-WT ££[H]
WZFRWNT, AAIGHIRE (B #E 359 7)) TxiMEE (CRE337 41) &bl L CHERHEHE A
T b 0S DAERIEENZD it (NP — R [95%F 1 X ] : 0.780 [0.636,0.956]
P=0.0164, A EKYEG{H] 0.0184 [JB5H] log-rank KE]) . HHRAL [95%(EHEX ] 1ZAHA
OF FEE B #£C 19.2 [17.0,23.8] 7 A, *}#R#EE C #£C 14.7 [13.3,16.9] 7 A TH - 7= (2018
1A AT—=20y A7, KM2), 7k, REGTRE (A BE 349 1)) (2O T,
SIFRRE (CBE 337 f) 12Kk 5 OS DA BERIERITRD /e hoiz,

*1 : EGFR BAFERGMEXIT ALK & B85 FEIEOBE TIX. £ 24 EGFR BLEEM T ALK
BRI &4 3 2 FUEMENEEAIC & 2 10N & 5 BE AN STz,

#2: ANVAKRT T F L 6mg - min/mL AHY &, X7 U Z X BT 200mg/m?, NNV AT BB TH
#iz) 1315 mgkeg % 3 HHEERECHE LT,

el P{ili (2 Hllog-rankiR ) 0.0164
0.9+ P RE(SHIEMMEM)
0.4 BCP 14.75F (13.3,16.9)
2 FFJYXTT +BCP19.20 8 (17.0,23.8)
0.7 b Y INF—FEL (95%4E $XE) 0.780(0.636, 0.956)
o 06 \-\
=) \w
& il M“"'“ﬁm
#H 04- i o,
B: R/ X7 **w...\__‘_:...
031 c:ALKRTISF> et
CRAS/DEE 8 1P
0.2+
BCP
O.ljJ wimimin PFJYXTT +BCP
+ 5
00 T ’TBW) T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
A#|+BCPEY 359 323 296 264 235 167 119 66 34 9 2
BCP# 337 308 268 233 196 129 87 56 29 6 1

2 OS ® Kaplan-Meier #i# (IMpowerl150 iX52) (ITT-WT 4:[H)



Flo. BARNEBEEFNCKIT S ITT-WT £H D 0S OHJfE [95%FHEXHE] 1TAA]
OFFREB BEC 19.8 [14.1,242] H A, xH#REE C BECTHEEARE [13.2, HEEARHE] T A,
A= R [95%(RHXM] : 1.311 [0.498,3.446] Th-7z (X3).

107 Pl (B Hlog-rankiR5E) 0.5823
0.9 5L (95%4R SHE M)
BCP NE (13.2, NE)
0.8 FFIYXTT + BCP19.80 B (141, 24.2)
0.7- NF—FH(95%ERRM) 1.311(0.498, 3.446)
gg_ 0.6 ¥ et
W 05 e vt
08 ocwia Vet
BININV/ATN T -
034 C:ALKRISF -
P STy EEIL ‘e
0.2 !
BCP -
0.1+ -'-;--- FFIYXTT +BCP
0.0 54y
T T T T T T L] L ¥ | 13
0 3 6 9 12 15 18 21 24 27 308
A#H+BCPE 32 29 28 24 22 19 13 8 5
BCPHE 14 14 14 13 1" 7 6 5 4 1

3 BHAANBEELEHICEIT S 0S O Kaplan-Meier #i#E (IMpower150 7-5%)

(ITT-WT £[])




(PD-L1FEBLR IR DA WM M V22 4=1E)

OEBEILFE B MAHRE (OAKRER) ITHAANLNTZEED H b, BRIz
CPD-L1 &8 U 7o A & O il g fifa 2’ (5 o 5 #1E (BT, TPD-L13EEL
F| WD) ICETAERPE LN OBEDT — X |ZH-S X PD-LIFTLRSE
BNERBENIRNT 21T > T2 B IMER VL E2EDORERIZLL T LB ThoTz,

HRIMEIZHOUWT, PD-LIOFEIRILOAIMEORERIL, 1D LB ThoT,
723, PD-LIOFILRMIC K 5T, AFOLZEET a7 7 A4 VXFERETH - 72,

# 1 [ESEHRRRIRIZ BT 5 PD-L1 O FEEIRIL B DA s
(OAK RBR, 2016 E7THTHT—2H v b4 7)

oS
PD-L1 D B G Bl R [95%CI] INH— R RHAEH D
(7 A) [95%CI] p fE
A 180 12.6 [9.6,15.2]
TCO~>1C0 DOC 199 8.9 [7.7,11.5] 078 [061,1.01]
A 241 15.7 [12.6, 18.0] 08454
TC 1/2 FIC 12 : R 74 0. )
C 1/2/3 XX IC 1/2/3 DOC 999 103 [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 584 92 [82, 11.1] 0.79 [0.64, 0.96] Lo
A 129 16.3 [13.3,20.1] '
TC 2 JIC2 ’ ) 49,0.92
C23 X 1C2/3 DOC 136 10.8 [8.8,12.7] 0.67 [0.49,0.92]
348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 i L J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
A 72 20.5 [17.5, NE] 0.0031
TC3 XIFIC3 ‘ - 0.43 [0.27, 0.69
X DOC 65 89 [5.6,11.6] : !

DOC : K& F¥/, *:PD-L1 38 (IC0. IC1., IC2, IC3)., HiREDO L VA % (1. 2) KOV (RY¥E
R, FERTE ERE) ZBHIRT & L7zJ@hl Cox [Al

GED TC : EIEHEAEIC 31T B PD-L1 235 L2 EEMla s 5o 584
IC : JEBEHAMRIC 31T 2 PD-L1 23881 L 7= S5 M S Z A 23 5 o 2 5 A
OAK 7k, IMpowerl50 FBRTHEH L7z TCO~3, ICO~3 [T THRZH

PD-L1FELO 5y Hi L PO
PD-L1 DGR IG 238D B TCO
X%, Yeaim ez BfR7e < PD-L1IC L 2 PGPE RS S SR O 1% A 178D Hiv b

TC | Qetasi)E |2 BAMR72 <, PD-LUC K 25 ROG 23 ML O 1%L 5% A 12580 B D TC1
a2 BR{R 7 < . PD-L1IC L 2 B SOo 23 oA a O 5% L | 50% A0 12 788D HA1 5 TC2
Guta B EEIZ BAfR 72 <. PD-LUC K 2 Bt s 23 S Al A D 50% LA EIZEE 8 Hiv b TC3
PD-L1 DRSS D3GR B 7200 1C0
i, QBRI BIR 7 < | PD-L1IC & 2 B G A IEEHE I s M O 1% AR @b S b

IC | Yeassfif|lCPfR7e <, PD-LIIC & 2 B i i 2N i s e R 0D 1%L 5% AT IC 80 H D IC1
Jufani B 1 Z B3GR 72 <, PD-L1IC K 2 BPE RO A3 e i 52 i 0 5 %L 10% AR 7 B D IC2
Yeth R ISR 22 <. PD-LINC X % B PE i 2 i e S il 0 10% L FIZsE 55 1C3




FEART K OVEIEAR R R R 351 D PD-L1 OIEARIBI DAL 2 X 4~5 D
ERVTHY., RFELEEORETIZ, TCO 7> ICO B (EEAHICHBIT 5 PD-LI %
EEL U7 MBS AR K OB R M e i 23 5 0 2 EA AW 1% 1280,
Rt & X' R L i U2 BRO RO R EZ I/ WVMEAINZED BTz, 7ok, kA

K ONPD-L1 OBBRIZEI T, AFOLZEM T 7 7 A VTFREETH -T2,

2 MR ONESEAERRIRRIC BT D PD-L1 O R ER L O A%
(OAK R&Bk, 2006 E7THTHT—4h v A7)
0S
PD-L1 @D BB il RILfE [95%CI] INH— R RHAEH D
(B A) [95%C1] p g
e - bR
A 140 14.0 [10.1, 15.9]
TC 0 7> IC0O DOC 150 112 (86, 13.5] 0.75 [0.57,1.00] e
A 171 17.6 [14.2,20.4] '
TC 1/2 FIC 12 ’ 72 [o. )
C 1/2/3 XIXIC 1/2/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
AHK 221 14.1 [11.7,16.3]
TC 0/1 7> IC 0/1 DOC 1 113 [89, 13.5] 0.79 [0.62, 1.00] oar
A 89 18.7 [15.5,NE] '
TC 2 IC2 ’ 61 [0.42,0.
C23 X 1C2/3 DOC 99 11.3 [8.8,13.0] 0.61 [0.42,0.88]
A 262 14.2 [12.1,16.1]
TC 0/1/2 7> IC 0/1/2 DOC 265 1L9 [9.8, 13.0] 0.83 [0.67, 1.03]
A 49 225 [18.0, NE] 0.0017
TC3 X3 1IC3 DOC 47 8.7 [4.7,11.3] 035 [021,061]
R b B
A 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
con co DOC 49 7.1 [6.0, 8.6] 082 [0.51,1.32] 0.7207
A 70 9.9 [7.6,15.5] '
TC 1/2/3 3UZ IC 1/2/3 DOC 60 87 162, 109] 0.71 [0.48, 1.06]
A 69 7.8 [6.7,11.2]
TC 0/1 /> IC 0/1 ) 52, 1.11
con co DOC 72 7.3 [6.3,8.6] 076 1052, ] 0.9299
AHK 40 10.4 [7.6,17.5] '
TC 2/3 XIX IC 2/3 DOC 17 97 [5.6,17.2] 0.76 [0.45, 1.29]
A 86 7.8 [6.9,10.6]
TC 0/1/2 7> IC 0/1/2 ’ 0.79 [0.57, 1.11
’ DOC 91 7.5 [63,8.7] [0.57,1.11] 04902
N 23 17.5 [7.9,23.3] '
T I ’ ) 27,12
C3Xid1C3 DOC 18 11.6 [5.6,16.5] 057 [0.27,1.20]

DOC : REX Xt/ *: IEEHI Cox ElF

AR
FE2FEIL 1o

4 R EREEFEEMICIT S 08 @ Ka

EFRE

074
06
054
04-
034

014

HUE! +
T

F Ao

auty
T

0
112

a3
30

a1
=3

plan-Meier i

# (OAK #bR)



5 fF A EMIZIIT 5 PD-L1 HEELKBLA]TO OS @ Kaplan-Meier Hiff (OAK 5U5R)
(Z£IX : TC 1/2/3 X IC 1/2/3 D FBEFEM . AX : TC 0 5> IC 0 D BEEE)

QE B FEFE AR (IMpowerl 50588%) IZHAAN SNT-HBEZED H B, PD-LIFEILE
BT A IERNE LN —EDBRE DT —Z IZH-3 %, PD-LIFESHLRERNIER AT
fIRAT 24T o T2 A e OV B DFEFIILL T D LB Y Th - 7=,

HEIMEIZOUWT, PD-L1DOFEBUIRILAI DG ZIEDRERIT, RIDEBY TH -7,
723, PD-LIOFILRMIC L 5T, AFOLEET a7 7 A4 VEFERETH - 72,

#= 3 JEEMRERIARIZE T S PD-L1 OFILRAHIOF 2 E (0S, ITT-WT 4£H)

(IMpower150 5%, 201841 H 22 HF —# F~ b4 7)

0S
PD-L1 @D BehRE %k Rl [95%CI] ANP— R ZHAEH O
(HA) [95%CI] P &
B B 167 17.1 [13.5,20.4
TC 0 7> IC0 ﬁ L J 0.82 [0.62, 1.08]
C ¥ 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 3UE IC 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C e 165 164 [11.2,22.9] ' -
B 230 19.1 [15.8,23.8]
o) . ) ) )
TC 0/1 7> IC 0/1 Bt 21 143 [133, 164] 0.77 [0.60, 0.99] s
B 129 22.2 [17.0,26.1] '
TC 2/3 XI% IC 2/3 C Bt 116 167 [10.5,242] 0.82 [0.58,1.17]
B 288 18.2 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 Bt 7 144 [133. 167] 0.81 [0.65,1.02] .
B #E 71 25.2 [18.7,NE] '
T I . ’ ) 43, 1.1
C3 XIXIC3 C Bt 65 150 [9.8. NE] 0.70 [0.43, 1.13]

* . JEREHI Cox B
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[Z41]
OEFEILFRFMAHRER (OAK k)

BEFGIIARAIEED 573/609 B (94.1%) . & & FE/AHED 555/578 fi (96.0%) 127
D HAL, TREREE & OREERENEIE TE RWVAFEFRIIAAIRE 390/609 ] (64.0%), N
& Xt LRE 496/578 B (85.8%) (ZERD BTz, FELZD 5%LL EORIEIRMBEE T
XRVWEERGIIRIDLEBY ThoTz,

#4 BHEEN 5% EOREBRAEECEXAVEERS (OAK R (LM o2 ER)

FRERIRSYHE (SOC: System Organ Class) AHKI#E (609 i)
JLARGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) B (%) B (%) B (%)
REBHENEE CTE RN ERG 390 (64.0) 90 (14.8) 0
— % - AFFEEL KOG OREE 202 (33.2) 15 (2.5) 0
57 87 (14.3) 8 (1.3) 0
e 51(8.4) 2 (0.3) 0
FHEL 49 (8.0) 0 0
B IR 136 (22.3) 6 (1.0) 0
N 53 (8.7) 2(0.3) 0
TR 47 (1.7) 3(0.5) 0
KB X O FHRREE 119 (19.5) 8(1.3) 0
B 42(6.9) 2(0.3) 0
% O FEIE 38(6.2) 2(0.3) 0
R K OB E 86 (14.1) 9 (1.5) 0
BAHER 52 (8.5) 0 0

728 ARFIFHZ B CRVEMERMZER 10 61 (1.6%) . FFHERERETE 43 61 (7.1%) . KIG% -
EEDO TH 56 (0.8%). 1 BHEFRIF 161 (0.2%). HLIRIREERERESE 27 5 (4.4%). B
FEREFEE 161 (0.2%). FIEAEEREREE 161 (0.2%). fPitfEE (F7 2« N —IEGRE
HhETe) 116 (1.8%). AKdde - Bl 5 6 (0.8%) . infusion reaction 8 B (1.3%). )
% - BERUTRARIE 2 51 (0.3%) . BHEREIEE (RHE HIEMERE) 561 (0.8%) KUVE
FEDREREE 9B (1.5%) Ml bivlz, £z, Bk, EmPEEm, EAEMR®EE, O
48 S O M ifn/ MBI MR SR BEIR 1 RR 6D & V72 0> o 7o, AFIE RIS BLIR LI X B E 54

(BRI AEME R 251 25 0EEREZ R,

OQEBEILFFMAERRER  (IMpowerl50 #U5#R)
B EFGIIARAIGHHHE B BED 386/393 14 (98.2%) . xHEHE C £ 390/394 Hi] (99.0%)
2RO B, TR & OREBIRNGE T 7 WA ZEHFZIIAAIOHEE B BE 370/393 1
(94.1%) . *THREE C BED 377/394 1] (95.7%) (258 Hivi=, AFIGHHARE B BEIZH W T
AH & DR FEBURDEE T X 2 WEEFGIL 286/393 i (72.8%) IZRDH Hiv, HILE
M 5%LL EOARKNE OREERENPTETCERVWEERFRIIRSOLEBY ThoTz,
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#£5 FEENS% FOARK L OREBENGE T RVEEHRS

(IMpower150 FBR) (22 aMEMRHT S H])

#EBIRHE (SOC: System Organ Class) B # (393 fi)
FAGE (PT: Preferred Term) “ Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) BilEx (%) Bl (%)
AH & DRRBMRPEE TE RV EES 286 (72.8) 104 (26.5) 5(1.3)
B 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
[ 53 (13.5) 8(2.0) 0
Y 28 (7.1) 0 0
s i 26 (6.6) 3(0.8) 0
0% 21(5.3) 2(0.5) 0
— % - EFEER X OGN OREE 141 (35.9) 14 (3.6) 0
i 64 (16.3) 7 (1.8) 0
) RE 38 (9.7) 4(1.0) 0
B8 KOV T AL RRRE 129 (32.83) 10 (2.5) 0
FI5 50 (12.7) 5(1.3) 0
% ) FENE 35(8.9) 1(0.3) 0
JHEE 20 (5.1) 0 0
AR 73 (18.6) 26 ( 6.6) 0
ALT /0 20 (5.1) 5(1.3) 0
A K ORaEREE 70 (17.8) 13 (3.3) 0
RIS 41 (10.4) 6 (1.5) 0
B S R L OV & FL Rk 69 (17.6) 6(1.5) 0
FAi 41 (10.4) 3 (0.8) 0
M LN ARG E 57 (14.5) 20 (5.1) 1(0.3)
=il 34 (8.7) 8 (2.0) 0
o WARE 55 56 (14.2) 4(1.0) 0
FPR BB RE AR T 39 (9.9) 1(0.3) 0

7% AFIOFREE B BEIC B W CRIBE MR R 13 61 (3.3%) | IFHERERETE 32 41 (8.1%) .
KRGS « EHEED THI18 1] (4.6%) . WS 3 # (0.8%) . FLIRIREEERET 60 1 (15.3%) .
R HERERRE 2 61 (0.5%) . THE(REEREREE 3 4] (0.8%) . MfklEE (F7 2 - NL—IJE
BEREEE 2 G Te) 20 61 (5.1%) . JIM2% - % 1 %1 (0.3%) . infusion reaction 13 il (3.3%) .
i - RO RIRIE 1 51 (0.3%). BpkRefmE (RAME MEMERRE) 116] 2.8%). &
FED R JERERE 10 ] (2.5%) M OFEPELFHEREE 11 61 (2.8%) AR LT, £
T 1 BUBERRSE ., ESERG MR, ORJE, VA IMAMER K OV M . M M S B 1
RO DI o T, REWEAFRBURIUIEE RS (RRAEMRT 2 51) 2508
R E R,

HARNBEEMICI T 20 FFGIIAFIOHEE B BED 36/36 f (100%) . xR C B
D 24/24 51 (100%) (ZFRD B, JGERIK & ORI EBMRNEE T 2 WA EFLITIAKIG
FHRE B B 36/36 6] (100%) . X HREE C BED 24/24 5] (100%) (Z788 Hivt-, AAFIGEHRE
B BB W TAH & ORREBEBRAGE TERWAFFERIT 3536 #i (97.2%) 158D 5
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. FBBERD 10% A EOAK L ORFEBENEETERVAEFEFLRITER 6 DLEBY T
Hol,
#6 BANBHEEMBOTRHEEEN 10%LL EORHF L ORFEERNEE T RWFHERS
(IMpower150 FBR) (22 aMEARHT S H])

ZERIRS¥E (SOC: System Organ Class) B (36 f31])
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) B (%) B (%)
A E ORBEEFEDEETERVWERERS 35(097.2) 16 (44.4) 1(2.8)
Bl 20 (55.6) 3 (8.3) 0
X 9 (25.0) 0 0
T 9 (25.0) 2 (5.6) 0
A% 6 (16.7) 1(2.8) 0
Mg - 4 (11.1) 0 0
R KO FARARRE 20 (55.6) 2 (5.6) 0
P 11 (30.6) 2 (5.6) 0
—i% - 2FEER LRSI OREE 18 (50.0) 0 0
s 2k 14 (38.9) 0 0
FEL 7(19.4) 0 0
R IR R A 11 (30.6) 6 (16.7) 0
I R ERER 5(13.9) 5(13.9) 0
AST B0 4(11.1) 0 0
ALT H870 4(11.1) 0 0
Rt L Ok E 10 (27.8) 5(13.9) 0
BAHER 9 (25.0) 3(8.3) 0
o WE 8(22.2) 0 0
FOR BRFEREAR T 5(13.9) 0 0
FOIK BRAE RETLESE 4(11.1) 0 0
MR LY o SREE 7(19.4) 3(8.3) 0
FEENE AT BRI E 4(11.1) 3(8.3) 0
= 4(11.1) 2(5.6) 0
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4. Jigkiz>W\ T

(LFRERE D & 5 BB IR T 2551213 KRS & LT ok A (251 E)
NESNTNDZ D, YLiE (& {ﬁJ HE) Z i )2 ST X DR T DL
Wb, O LT, EFELY A7 EHGHE (RMP) (2D X AHIOERKGZ VR
TEEN~D W IR 23 8 2 gk Td - T, RAN OG- E )78 A 22 W - K L, AH
OFGIZ I BEZREAZRBBLLBICHIST 5 Z LR ERTZD U ToO~O0
TRCEEZTHRICBWTHERAT & TH 5,

O Jigglz>WT

O-1 FTRED (1) ~ (5) OWTNNITHEYT DR THDH Z &,

() JEAEFBREDSIEET 503 A FEEEILS RS ERE T RS A SR B SRR
Hig A3 A RSB IL RUR e U ARSI 72 &) (BRIITAE 7T A 1 AR : 436
fiz%)

(2) HrEtkrembe CERR314E4 A 1 BB - 86 ik

(3) HARENFIRENFDEE T D 0N AU EEFRT (D3 AR B, 23 A2
W 1EBE, 23 AR HEE R B /e &)

(4) KA FIRIEE A RRE L, %;Efb%ﬁ?{z%bu:%11;%;!%{!:%%/211[1:%2@7@%% %
R DR Z T > TV DHEER (CEAK29 47 A 1 HIKER - %nm >

(5) #ﬁﬁﬂifﬁmﬁﬁﬁm%@m RILYEIAR D R AT > TV D iR (CERE 29 48 7
H 1 BEEA ;1287 fitigk)

-2 fififeg DALIRIE K ORI E I FE R O RIS 53 72 50k & R & RO ERl (FR O
WFNNZREE T D ERN) 23, B2 REOARANCET HEROBEEE L L TRES N
TnasZ &,

*

ERTaFIUE% 2 SEOPIINHE Z1E T L7112 5 LU EO DR AIGIROEEIRHE %2
fToTWBZ &, 956, 24N RIT, DAEYEREZ 3 & UBRRIESSONHE %
T TCWNWAZ L,

ERifa 5% 2 EOWIHEZE T L7-1%12 4 FFLL FLOBIRRRAZ A L T\ 5
Z L, 9B, 3HLEIR. MO N AR E G e FER IR T O B IRIHE 21T -
TWbHZ &,

© PBEHNOEZESEHRE HOMEKHIZ DN T

I SERE B E T 2 LA AR E S, BEEREN D OFRAED, A - &
EVEEIEIOE O B B ONERTZ SR D R, AFFR08/E LG o®RE
¥, HPNHSODIATON D IKHINE S TWDHZ &,
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® EWER~DXISIZHOWT

@-1 fak Az B3 2 Eif:

VR M e BB oD S 7 RIVE FH S 828 L 72 BRIT, 24 BERETRSIRIRHI O T | M5kt a% S
HEERERR I C BV T, RBE LZEIERICIE U CABREE L O CT O EIWER ORIz 03
IR ORE RN Y B IS S, BB ISKHSATRE AR R 28 > T B = &y

©-2 EFRUEFEIZL DA EFRAISICHE Y 2 B

P ATBRRITHE D 2 I 72 e O RE 2 A 3 D IR E D RER e =2 ) v 7
EUOIEROAT ) == 7 EATOEIRE L HRE A TE 5T — AEFREHIDVE
HENTNDZ &, ek, BHEHIC OV T, BABRHE EZOFIRICHFITAmENT
[AY R

@-3 RITEHOZEr-CRHISIZE LT

BIVERT (VB MRS, ATFREREREE . KIBZk - EEO TR R, 1 BUOBERWE. N
WwibEE (FURIRERERE E . RIEHRREREE . T IRl E) . shikfEs (F7 0 - b
—IERRE A B de) . EEAN M E, Mk - BEMEZR . infusion reaction, fj 7% « AT FlFRIE |
EREREE RMEMEMBRSE) . EEOKLEESE, LK, BEmEgm, oMk
IR PEERBES | AL PR IE ORI IR 0 it 7t (A BRI | FEEMELT T BRIV E) 55)
(23 LT, ke XATr B E R R O M2 A 5 EA & EEE L (RITER o2
KIS L CTHER OB EA T ONLEMEICH L2 L), EHICTHURLENTE S
KHINFESTNDZ &,
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5. BGxG LD EE
(B0 B+ 2 5FH]
O AHOHAE G TROBEIZBNTAIER RSN TS,
o TITFFHRFEGORCTERIEREEZ AT 2 URAGER B B/ IV UL HRE OIE
/NS B (EGFR & 1n A BT ALK B A B B0 B iz n e
AU EGFR T 1 > FF—¥EA T ALK T v o> & —BER OG5 E
HET HEE)

@ AFOMOFUEMEESEA] & O SIE TROBEICE D THEEN RS T
Do

o HNKRTTFr, NI YEZXVNLFOSNINY X< (BEaRz) EO0tH

Be b ARSEERRIEIE O 72\ R B RO % bR < BIBRARBEZRHETT « FRRS O IE/ N AT

B (7272 L. EGFR B+ R 1T ALK & s Tt 0 BEIIRL) B

@  FRCIZEZ M T 2 I/ NIt BB (b3 D AR O 5 OME 7RI DV T, K

BOBMEPHNL SN TE LT, AAFIOELGIZRE DR,

o ItREBE KT B ARK OB G & OO FLEMEIEE A & O 0f & G-

o ALTFHERED B 2 BEITKT D AR LA o GUENEIERE A & OOF 5

o LRI D 72\ R b R R IR B K 00 B 5 J OVt o B A
Torl & OO G-

o ALFIRIERE D 20\ W IR BB B ISR B ARK 0 BB 5 @ TAAI D
AIPEDIR SFLTO 2R WM O FLEEEIE S A & OOF 5

@  AFNZEERE S AR (OAKEER) 12\ T, 2REMIZE T FEZ Fkr
Bk L CEBIESREES LTV D, 7272 L, R Lo B3 Tk, TC02>2ICo
B (HEERERRIC 381 D PD-L1 & R 81 U 7= B A & OS2 M e g i 23 5 & 2 &
EMRNTIH 1%AR0) ITBWT, REX XA i LTZBEOROKE IH/0N
SUVMEHAAED LI TWD Z e D ALFEIEREDO H 2 ¥ LEEOBFIZB N T
IZPD-LIFHLR G R LI L CAA O G AR OYWi2 35 Z ENEE LV, PD
LIZBLENTCONDICOTH D Z & DR SN BFIZB W T, ARFILSOTEH
B L EET D,

B, Ravnl RX~7 GEEiz) oar =42k (BRE4 : PD-L1
[HC22C3 pharmDx % =1] ) | i@HﬂJ%ﬁ@(E'AA7HJXV7(ﬁE¥
KM Z) O3 R =A B IR ISR I A PD-L1 & 5L L - fEE i A
5@5%%@&?%&%%5)%%5LtFIL&F@$%f%of AKFN DB
(54 « > ¥ FOptiView PD-L1 (SP142)) 2 L 2 FHRENSREE 2 55121%, LA
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T OXHREZ BB IIAKNOERE DRI R ZRETE D,

SCHREE)

(24

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

MEIZ B4 % S H]

O FRICEHYTL2EFICOWVTIIAR ORGP DL INLTWDE I D, &5 %21T
bipunz &y

ARHFND RS xF Ui BUE O BEERED & 5 B3

@ BEFIOFMICBWT FREICEUY T 2 HBEICHOW T, AR ORGITHELE L7

Z?)i\

il DIEFEBIEL DS 2 WIGEITIRY | HEICAHI LT 52 L 2B ETE D,
B MR B OA D UL DOBEED & % B3

P 1 A A C RV 52 & 3R D 2 FBE S ONE B D HU A7 il ¢ <0 Sk G il ¢ 45
DRI RIEPEZALDN I 3L D B

H O RBOH 5 BE B MR L ITHEREMO B O R EOBEERE O
b5 EE

ECOG Performance Status 3-4 2 O

(2 ECOG @ Performance Status (PS)

Score
0 AL B8 UGB TE 5, FEWiRT L E U HFAEENGIRZ <172 2,
1 R LR ENSHIBR S D 208, BMTARE T, MRIERESCE - COEXEITITH Z N TE D,
B ROV FEE, FBIEE
2 BATARECTHDOHDEID O Z L3 R CalREEAERIF TE 2, B D 50%LL Eid~y RO CilZ 4,
3 [EONTZHZOHEDEIY O L LNTERY, BHO 50%LL EE2 Xy R TilmZ 7,
4 LTV, BOOHGOEY OZ L3a TERY, BRIy Rk - CHId,
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6. HHICEL CHETREHE

O BACEFEO A, ROEIRTEER DIRAIT 2 BRI IS & AR K 0 Feitk K& OV F
RO DI LE IR E H IR L T BRI 2 &

@ BFEBRIBICINL D, BE T T OFEICEIER EREZ o L, FEZ25
TobEHETHZ L,

@ ALFHRIEREZ AT 2 UIBRAREZR ST « FERE O I/ INIIEATE B 12 3\ TRk
2815 % PD-L1 %381 U 7= FEigAlfn & ONE BRI e s 5 o 254 bR L
72 ECARIOBE AR EZHETT 5 Z ENEE LWV, ZTROBRHERTE RWEAIC
X, AFIOfEH OB S &2 @YK L7z ECEET 5L,

@ ERBERAO~R Y AL MIONWT

WEMEEERDN S 5D Z ENHDDOT, AFOEGIZHT--> L, BEE
M (PRI R, ngmik, FEENE) ORER L O X fRiRds O L, B4 157
IZAT9 2 &, Fio, LEIE U THE CT. i~ — " —F0RE&Ex FEiT 2
ek,

AFNOPe 51X HEE O infusion reaction (2 2 CEARFZ 572X D TE 5 %
i &1T > 72 ECBgA L, ARG L OB G4 T 213310 Z v A %
ET D%, BEOIREE+0IC8lEiT 52 &, 728, infusionreaction ZFEHi L
AT, 2 TOMBEROIERNERICEET 2 E CREEZ HoBlET5 2
Eo

FFEBEREE N D S D Z LN D D T, AFI O EBIERT K OF% 5-HAM Th X
EHARCHTRERER A (AST. ALT. y-GTP. Al-P, B VU /LB EDHIE) % Fhi
THZ L,

FOR IS RERE S | RIBEEREE L O TREEREREL S LN DLZ ERHDHD
T, AF OG- BMET K O 53R R ZE BN wepsRefAr (TSH, bz
T3. 8 T4, ACTH, I =5 —VSEDHlE) 2%+ 52 &,

AR OEHIZ XY | BEORIE TR T 5 &5 2 S Dk~ 7B E
DHLONALZ ENb5D, BENEOLNTZHAITIE, BELLEFRIIS U
BHY 72 R0k & R A RO AN & s U C bl 28R R2 M 217V I8 EE O S
FOGSIZ XD EWER NSO 25 E8121E, ARIOWRIESOI I, ORI RE R
NECHIOBRGEEZBET L2 L, 2B, BIRRERVE S OREICTLYEIE
HOUEDNRD IR WAL, BIE BB R VE LSO g il B
HLEET D,

B GE T, BEBNSEI ARGB L T ORIERNRERT D Z 08B D570,
AR OBEHET %I HRIERM OB 3 ITEET D,

1 BUBEPRIG 23 8 Db, BERBMES b7V R—Y RZELZ L RHDHDT, M
B, D, WEM-EOFERORBBCMBEHED LA s T 52 &, 1 HUbER
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WREEDN ST ER G A2 I L, A A Y URIEI OG5 O Y) 72 AVE &
192 &,
® OAK RER T3 5-BA4A2° 5 36 1 £ T, IMpowerl 50 55k Cix# 5-BA4E0 5 48 i %
TiE 6 HEMR, TALABIIO TR oRER S 9 MR CTAEMEOFHME 21T - T
722 L EBBI, REEGHILELRICEGRE TR OMREITO T L,
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