HER #B-3-4
31. 1. 16

REERHEETA N7
TTFV IV RA<T (BinTH#LX)
(BR7E4 : 78> b Y 7 Bl 1200 mg)
~ FE /N B it R ~

YRk 3 044 A (PR3 041 2 AKET)
B4 BE


THRDE
スタンプ


Bk

AN e

X LI

ARHN DR, 1ERET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH
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P14
P16
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1. IXLHic

PSR DF NN « ZZRMEDFRMRE O T2 D121, WRASCEZIC IS 238 E 20 23R
bND, 5T, IEOREFEMOMEAIC LV | FUKEIRL 72 & OHHE 72 8 MR R
FREZRMDARIND T T, 2 b OERGNZ EICHNEREBFITRMLT 5 2 L BBEO
PR & 72 o TRV RRIFMBGE S & YR O FARTTEE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, MEERASRZ 2T 1 7 7 A VDBEF DESES & B 5 i
B BB D, 2O AL OREMICET A ERS+H0ERT 2 £ TOM,
MHEIMOBEZMLZIT 5 2 EnHIfF SN BT I LTERT 5 & &b, BIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7ei3o T, RAA KT A TiE, BARBEES I E TITHE LTV D EFEIREN -
BRI EED & | DUT ORI O Feit 70 8 2 HEE T 2 8L b B e Bk B %
F RO EFREE T,

B ARTA BT A %, MANIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, — A EENE N A ARBRIRNBHE S FEREFNEENE A B AR 22 &k O
—MRFERTEN B AR ER 2D/ 0 b LR LTz,

XML RDERE TR MY ZEMEE 1200mg (—i4 T T YU X7 (B
& AR Z))

RZERDMENTNE - YIBRARAEAHEAT « FFIE D IE/ N T

HEERDMERORE  ALFFRIERIGR O R LR % b < UIBRARREZ0 AT - R DIE/D
iR s B D% A
HNRTFTF o X7 ) ZRRALJORNNY 2T (& TR
z) EDOPFRIZBWT, @F., RAIIZT TV U X~7 (BIET
FHAZ) L LC1E 1200 mg Z 60 437F T 3 i R EIRE C i i
W5, 2B, PEEEOEFENBFTHIVUR, 2 B BLUFED
e H-REIE 30 R £ CHEMETE B,

{EEBRIEERIR O YIBRANRE 72 AT - FR38 DI/ Nl fitee 38 D 55

AN
=

WHE., BRANCET 7YY X~7 (EElfz) & LT 1 [FE
1200mg % 60 Z3 77 T 3 W [FEHIFE CTRiEEET 2. 72, #lllE
HoORARENBIFCTHIVUE, 2 [0 B LFEO&K 5-REIE 30 0 &
THEAFTE 5,

B 3E R 2 PAMEERR A S




(%)

TIVKRT T F o ORI R, FEROHE

SHRE TR « FE/ IR g

FER O E - @%, RAIZIEAVRTZ7F L LT, 1 H 1 300~400mg/m® (K7
miE) a&G5 L, PR b 4 ERESTS, Zhxzl1 77—l &
B2 0T, ok, BERIL, i, KA ERICE D BEHEET 5,

R Y HXENAOHEEIIHFR., AELVCHAE

SHRE TR « FE/ IR g

RELOHE @, RACE 7 ) 2580 E LT 1 A 1A 210 mg/m? (KR HEFE)
Z 3R T TREEEL, e b 3 EMRET S, 2hvz 17—
NELT, BEZ#0IRT,

NNV AT (BloTHlfZ2) OZEEUIZIR, HELOHE

BBESUTENR « R RO 2 B < UIBRNRE 7R EEAT - 38 D IR/ Al

MEROHE  hoPuBEMEEA L ORI T, @H., RAIKEAINV X7 (B
forfifazx) & LT1IE 15mgkg (FH) ZriEsIRNER T 5, &5
bR 3 RLLE & 9D,

FRRRERIC 31T 2 B FA O ik - MEIT 13, BRAAE] OE (P5~) S



2. AERN DR, 1EREF

T Y 7 EREEHE 1200mg (—i%4 T TV U XA~T (Bla#z) . DLF IR
1) 1%, K[ED Genentech, Inc.iZ £ U fl|# Z 4172 programmed cell death ligand 1 (BAF,

[PD-L1])) (23 5% 7 a7V Gl (LUK, lgGl)) #7277 A0t MEE/ 71

—FTNAHURTH 5,

CD274 (PD-L1) %, AEHNICE W CHURRSMREIZHEE L TV, & kLY
2 RER (T M, B ML O 2 71 7 —T #illig) S84 % CD279 (LLF, [PD-
11) %OVCD80 (B7-1) &AL, S B 2 AIZHIET 5 & 2 5T % (Immunity
2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 |%. fEi 4 OfEEMIEIC T
FEELL T\ A Z & (Cancer Immunol Immunother 2007; 56: 739-45) 235 & CTE Y . PD-
L1 & PD-1 #40 L7-fRBE 1, SR PRI 72 T Ml 6 OWRE 2 A4 5
BFoO—oLLTEZLNTND,

AFi%. PD-L1 OMIFAEICHEA L, PD-L1 & PD-1 & DOfEAZEST 5 Z L4
E 0 BABURRFEA 72 T IR O MBS ETENE 2 958 U RS OB 2 I35 L& %
HITVD

_m%@‘ﬁlﬁz‘) O ARANTENMEER IR 28 72210 055 b o L IS,
FE NIRRT AR 2 g & L T2 RRIRERIR 2 2t L. A i, et R R D HeRR
iz,

AFNOVEAEFF D BEOREISIZ L DRIEHENH bbh, EHEX iiﬁt
(=D AR ﬁbw‘bé ARFA 0)&5@&0&5?& (T, BEOBEZ T5IATV, RED

D BTG AT, B LI FRITS L?‘_%?F'%’Jfot%ﬂuﬂakfi%%%OEEﬂik@# LT
ﬁ@fﬁﬁﬁﬁﬁiﬁ%ﬁ%ﬁb\ W DSOS & D RIER RO 5581213, BIFRE R
JVE CHIDP G5 O YR AL E 21T 9 JZ\%# EE) Do



3. ERPRARE
YIBRASRE 72 1T « FF3E D I/ N itiJes D AGREFIZ 3l 2 17 - 7= E 72 WK RER O iliis &
AT

[ 2]
OEPFEILFRFMAHFRER (OAK k)

77 FF 8 o B AL ERIERET O B D IR AR IR AT - T3 O /R it B
1,225 f5i] CARAIRE 613 5], N2 F2/AEE 612 ) 2 %512, KKl & R4 F%&/1 (DOC)
DA MR OV e % bl 9~ 5 S5 AR B & F20E L 72, AHAl 1,200 mg/body ik K& %
XL 75 mg/m? % 3 E [ bR C A ERE L,

KOS T o H Db ENT= 850 Bl (AAN 64 Bl ETe) OEBRFEMICBWT, AH
BT REZ RS e U CRAEFANIR (BLF, [0S)) OFERIERABD HIL (N
P— RNt [95%E#X ] : 0.73 [0.62, 0.87]. P=0.0003 [J&H!| log-rank #iE]) . H i

[95%(EHEX ] 1 IAKIEET 13.8 [11.8,15.7] BH., FEXFEAEET 9.6 (8.6, 11.2]
HATHoT=- (K1),
*: LR BRI 2 5 (BA R, TEGFR)) 5T 28 B SUI RS Y > /30l F—€ (BUF, TALK])
AEBE T BE TR, 77 FF A 2 ST LRIEICM 2, 2 EGFR FLEMEM U
ALK LR % A3 % HUBEIIAIC X 2 185N & 2 IBE SA AN ST,

107 o1 (B log-ranki#) 0.0003
0g o g (95%( SHEEAD
. FiiF il o.6nH(8.6,11.2)
084 e Fri) w7 1380 (118, 15.7)
’ s, I = Eh(95%BFEELRT) 0.73(0.62,0.87)
0.7 &
40 06
Mo
i 054
1H 044
0.3+
0249
014 Friftil
| areraca FrRSN AT
004 + FTE4)
T T T T T T T T T T
0 3 3] 9 12 15 18 21 24 27TH
FEIEE 425 363 305 243 218 183 157 74 28 1
FtaftL 8 425 336 263 195 151 123 a3 51 16

1 OS @ Kaplan-Meier #iff (OAK #RER) (£BEFEE)



OQEBEIFI M AHFER  (IMpower150 #5R)

(LFRERE D 72 R A BB % B < BIBRANRE 72 861 T - FR 38 D FF/ NI R it AR 1,202
Bl (AARN 93 FlzEte) ZXRIT, AAI1,200mg & MOFENMEFEL] (LR T F
AR ) ExR [ARE 40261 XIZHNANRTTF o+ ) XN+ X
~7 (B z) [BEE. 400 61]) & oA GOEIMERNZeME, JiHY
WIE(WNVRTTZF o +X7 ) X)L+ X< T (Bfa L 2) [C#E.400 #])
& Pl 2 S IIAHRRER 2 Sl U 7=, IR OFE R, EGFR BAn 2R X1T ALK
A A B EEDEE (157 F) ZE< 1,045 61 (BAN 67 flzGte) @ ITT-WT 4£[H
(2R T, AAIGHHRE (B H#E 359 i) TxHRHEE (CHE337 1) &bl U CHBEREHMH
Th D 0S DHEBRILENED HIL (N — R [95%E#E X ] 2 0.780 [0.636,0.956]
P=0.0164, A E/AKUEMH 0.0184 [JB5 log-rank E]) . HRAE [95%FHX ] 1TAFA
OFF#E B #£ T 19.2 [17.0,23.8] 7 A, *HH#E C #£ T 14.7 [13.3,16.9] W A TH 7= (2018
1A ABT—ZAy A7, HM2), 723, REJHBE (A FE 349 #) 2OV TIL,
XPRRRE (C B 337 f5) ITK9 5 OS DA EBERIERITRD otz

*1 : EGFR B{nFARBGMET ALK & B FIHIEDEE Tid, £ EGFR FE/EM % ALK
BSEVER %45 2 FUBEIEEAIC X 5 IRRIER & 5 BE A AN ST,

*2: ANRTZF AL 6mg - min/mL FHY &, N7 U Z 2 00E 200 mgim2, ST A= T (BB
#a2) 1% 15 mg/kg % 3 i [ CHRE Lz,

107 PiE (/B Bllog-ranki2 %) 0.0164
0.9 L {E (95%ISFARE )
0.8 BCP 14.71 A (13.3,16.9)
) FFJY)AXTT +BCP 19.24 8 (17.0, 23.8)
0.7 NHF—FLE (95%{EREE ) 0.780(0.636, 0.956)
iﬂ 0.6
E 0.5
H 044 ) ~
B:R/ALKTT “
0.3 c:ALRIZF - —
PR ax)L
0.2
BCP
0.1 mvmimim FFIYATT + BCP
L
0.0 T i *TBU]) T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
AE|+BCPE 359 323 296 264 235 167 119 66 34
BCPEf 337 308 268 233 196 129 87 56 29 6 1

2 OS ® Kaplan-Meier Bi# (IMpower150 328%) (ITT-WT £H)



EiE.

AARNBELEMCIIT S ITT-WT £ 0S Ol [95%EHEXE] 134K

OFAREB #£C 19.8 [14.1,242] # A, XREE C BECHEEARE [13.2, #EEARE] W A,
Y — R [95%(EdE X M) : 1.311 [0.498,3.446] Th-o7- (X 3),

107 PIiE (B Rlllog-ranki& %) 0.5823
0.9+ h R (95%/S RERX )
BCP NE (13.2, NE)
0.8 FFUYRTT +BCP19.84 A (14.1, 24.2)
074 INY—R L (95%{E%BIX ) 1.311(0.498, 3.446)
40 0.6+
& 051 osacy I
i e
# o4 B: RNV ATT '
0.3 C:hILAKRTSFY S
AV DEE S ) oo
0.2+ '_*
BCP
01 =e=eme- 7F7JIURXIT +BCP
g
0.0 T *l-ﬁE> ke T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30A
A¥|+BCPEE 32 29 28 24 22 19 13 8 5
BCPEf 14 14 14 13 11 7 6 5 4 1

3 BARABELEIZEITS 0S ® Kaplan-Meier it (IMpowerl50 3R8k)

(ITT-WT £H)




(PD-L1ZEBLR LRI O A 0 K OV 22E)

OIE BRI R AR (OAKFRER) ITHAANONTEBE D 5 6, EEHRREIZ BV
TPD-L1Z& 58 U 72 fE G & OSSR e fiin 2 5 5815 (LU, TPD-L13§E]
F) AT D ERBG SN —EOBE DT —ZITHADE | PD-LIZEBLRERNIRK
N IRHT 24T > T A INER O ZRMEOFRERIZLL T LB Th o7z,

BHEIMEIZHOUWT, PD-LI1IOFEBURIL DG IMEDFRERIL, Rl LB THHoTz,
72%. PD-LIOFRBURIIC L B3, AAlOLZEM,T v 7 7 A VTFREETH - 72,

# 1 EEHEGRAICI T 5 PD-L1 ORBURILA] DA $hiE
(OAK #HBr, 20165 7T TBETF—F vy bA7)

0S
PD-L1 @1 PGB Ik gL [95%CI] AP — R ZHAER D
(B H) [95%CI] p fiEi
AR 180 12.6 [9.6,15.2]
2D
TCO0 7> ICO DOC 199 89 [77. 11.5] 0.78 [0.61, 1.01]
A 241 15.7 [12.6, 18.0] 08434
TC 1/2 IC1/2 : R .74 10.58, 0.
C 1/2/3 XL IC 1/2/3 DOC ) 103 [88, 12.0] 0.74 [0.58,0.93]
AR 290 12.7 [10.0, 15.0]
TCOon A 1C 0N DOC 284 92 [82,11.1] 0.79 1064, 096 04479
AR 129 16.3 [13.3,20.1] ‘
TC 2 IC2 ) 49,0.92
C23 XL 1C2/3 DOC 136 10.8 [8.8,12.7] 067 1049,092]
$E 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 A5 [ J 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8]
AT 72 20.5 [17.5,NE] 0.0031
TC3 XIFIC3 ‘ - 0.43 [0.27, 0.69
X DOC 65 8.9 [5.6,11.6] . !

DOC : REZFt/, *:PD-L1 #&H (IC0, IC1, IC2, IC3). BIAEDO LY A8 (1. 2) ROHMA (RFEL

Pog, FERLEOR) 2T & L7zl Cox Al

MWC E LRI %5HHJ%%ﬁLt@Fﬁ@#£wé%A
51 A P AT M TR A ot 5 81 2
OAKﬁ% WMMwwOﬁ%Tﬁ%LtTWN3IG%GGT%%%
‘3
PD-LIFBLOD /35 P%Eﬁﬁ
PD-L1DFGVER S D3R8 B A7 0 TCO
ML, Y@ |z %M&<lmL1;5%r B DRSS ARG 0D 1% AT 12 386 B AL D
TC %éﬁ@ﬁ%%ﬁ<‘PDUKié%ﬁﬁfﬁﬁgﬁhmw@Lb%%ﬁLmb%hé TC1
GBI | C PR e <, PD-LUIC & % RGN D 5% L L 50% A 125800 H AL % TC2
GeEasR I BEMR7e < PD-LUC X 251 G2 EEANE D 50% L EIZR@o b b TC3
PD-L1DFGVER S D3GR B U720 10
Xx, YefashpE(c %%ﬁ<lmL1 & 2 B B DIEIE R G BRI 0D 1 %A I 7R B D
ICc %é%gmﬁ%&< PD-L1IZ & 2 Bt S 23 I R S e el 0D 1% L) 1 5% A (B sD DAL D IC1
e s FAfR 72 < PD-L1IC K 2 [ttt b 3 BRI oa s i 0D 5% DL 1= 10% A 1 58 6D H A1 5 1C2
YL sR LIS BMR 7R <. PD-LIC & B BME UG EF R A AR DO 10%LL EIZiR O 65 IC3




FEART R OEIEAAR IR A2 3517 5 PD-L1 ORBUR A OANMEITE 2 KO 4~5 D
ERVTHY., RFELEEORETIZ., TCO 7> ICO # (EEMHkICHIT 5 PD-L1 &
FEHL U7 BB AR K OB R e i 23 5 B 2B AW Y 1%AR5H) 1B\ T,
R /R & ik L72BRONR O KR & VNS WVEADFED biviz, 7eds, i
M OVPD-L1 OFRBIRICE O RAOLZEMET 27 7 A TR TH -T2,

# 2 MR KR CNEEEGRR I T 5 PD-L1 DOIEIIRILI DA Shik
(OAK #Br, 20165E7THTHET—F vy b4 7)

oS
PD-L1 @D BehaE % L [95%CT] AP — N R (1)
(B H) [95%CI] p &
e - bR
A HE 140 14.0 [10.1,15.9]
TCO 2~ 1C0 DOC 150 112 [8.6,13.5] 075 10.57,1.00] 08364
AR 171 17.6 [14.2,20.4] '
TC 1/2 IC1/2 .72 [o. )
C 1/2/3 XiX IC 112/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
A 221 14.1 [11.7,16.3]
TCOon A= ICon DOC 212 113 [8.9,13.5] 079 10.62,1.00] 02447
A 89 18.7 [15.5,NE] ‘
TC 2 IC2 61 [0.42,0.
C23 XL 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
A 262 14.2 [12.1,16.1]
] . . .
TCON2 721C 0172 DOC 265 11.9 [9.8,13.9] 083 [0.67,1.03] 0.0017
A 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
R b R
A 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
COn>1ICo 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 XX IC 1/2/3 DOC 60 87 [62 10.9] 0.71 [0.48,1.06]
A HE 69 7.8 16.7,11.2]
TC 0/1 > IC 0/1 . 52, 1.11
ComoIco DOC 7 73 [6.3,8.6] 076 [0.52, 1.11] 0,929
ARHE 40 104 [7.6,17.5] ’
TC 2/3 XX 1C2/3 DOC 37 0.7 [56 17.2] 0.76 [0.45,1.29]
A HE 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 [6.3,8.7] 057, ]
ARHE 23 17.5 [7.9,23.3] 04902
T I : e ) 27,12
C3Xi2IC3 DOC 18 11.6 [5.6,16.5] 057 1027,120]

DOC : R Xt/ *: FEREHI Cox [BlF

107+ PlEUBRIIog-rankt&TE) 0.0383
094 ” PO (95%{FTER D
Nl Feddi)l 7.70 R (6.3,8.9)
08 ) FTFS) AT 89nH (7.4, 12.8)
=, =1 bk (95%(5HEEERT) 0.73(0.54,0.98)

0.7 <
4o 06
W
I 054
H 044

0.31

-+
02+ [ PR
014 [ eI
e FFIIITT
on4_ + 5
T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27TH
FHIEE 112 93 14 51 43 35 30 15 8
FEfFEILEE 110 90 67 39 28 24 16 7

X4 REELEZBEREEMIZBITS 0S O Kaplan-Meier HifR (OAK #R5%)

9



1.0 104 =
084 03
08+ 024
074 074
qn 064 40 06
¥ s ¥ o5-
& [l
H 044 4 04
0.3 0.3
02+ T 02
04— Fadizl 01 Ft2ftiL
g P— TR I R I e
nod 4 iTEYY ool +
T T T T T T T : T . T T
o G fi g 12 15 18 21 24 ?7H 0 3 3 9 2 15 2 21 24
FHEE 70 59 43 35 29 4] 21 13 i EFEE 40 32 24 15 13 10 9 2 2
60 44 38 24 18 15 9 4 1 FraFtLE 49 45 30 15 10 9 3 1

X5 RELEEEBREELEFICBT S PD-L1 HEBRIH]ITO 0S8 @ Kaplan-Meier B} (OAK FRER)
(K : TC 1/2/3 XIX 1C 1/2/3 DBELEF, £ : TC 0 52 IC 0 DBAELEM)

QE BRI FE MAEFER (IMpowerl5S0iRER) (THAAN DNZBED H 5, PD-LIFEEE
IZBIT 2 EMBIE LN —FOBRE DT — X ZHSE | PD-LIZBIRERNTRENIC
BENT 24T > T A IME R OVZ 2 OFRERIZLLTO LB Tho T,

BHEHEIZDOWT, PD-L1DOFEEARIAB OFE M OFERIL, £IDEEBY THo7-,
728, PD-LIOFIRMIC K 5T, AFOLZEET a7 7 A4 VEFRERRTH - 72,

= 3 EEHSMRIKICIT 5 PD-L1 OREFLVRHEADOFEZME (0S. ITT-WT £H)
(IMpowerl50 3ABk, 201841 H 2 B —# v hF7)

oS
PD-L1 D Be 5Bt %K HhefiE [95%CI] AN R ZHIEH O
(B A) [95%CI] P fE
B & 167 17.1 [13.5,20.4
TC O 7> IC0O ﬁi [ J 0.82 [0.62, 1.08]
C R 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 XX 1C 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
C Bt 165 16.4 [11.2,22.9] ' T
B ¥ 230 19.1 [15.8,23.8]
TC 0/1 7> IC 0/1 C it 1 143 (133, 16.4] 0.77 [0.60, 0.99] ) ssss
B i 129 22.2 [17.0,26.1] '
TC 2/3 XX 1C2/3 C Bt 116 167 [10.5,24.2) 0.82 [0.58,1.17]
B ¥ 288 18.2 [16.1,21.0]
TC 0/1/2 7> IC 0/1/2 C Bt 979 144 [13.3 16.7] 0.81 [0.65,1.02] o
B #E 71 25.2 [18.7, NE] '
T I . ’ ) 43, 1.1
C3 XiXIC3 C Bt 65 15.0 [9.8. NE] 0.70 [0.43,1.13]

* . JEJ@ R Cox [B])7

10



(224 14]
OEFEILFRFMAHFRER (OAK k)

BEFRGUIARAIRED 573/609 1 (94.1%) . REH X EB/FED 555/578 B (96.0%) (278
D H AL, TR & ORIEBIRI A E T & 2WVE FEFGUIAAIRE 390/609 # (64.0%). K
& X LRE 496/578 i (85.8%) IZRRD BTz, FEBLEN 5%LL EORRERENEE T
TRVHEERERGIIRIOLEBY ThoTo,

£4 FBREN5%ULOEREBESTETERVEESS (OAKRB) (ZeMMITiREH)

B RIARS$E (SOC: System Organ Class) AAEI#E (609 1)
HAREE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilE (%) BilE (%) Bi% (%)
NRBEARNEE TRV HEESR 390 (64.0) 90 (14.8) 0
—% - AHREER L OGN O 202 (33.2) 15(2.5) 0
5 87 (14.3) 8 (13) 0
W 51(84) 2(03) 0
B 49 (8.0) 0 0
R E 136 (223) 6(1.0) 0
ML 53 (8.7) 2(0.3) 0
T 4777 3(05) 0
FERG ¥ K OEE PRk 119 (19.5) 8(1.3) 0
FP 42(6.9) 2(03) 0
7 5 e 38(62) 2(03) 0
Rt L O E 86 (14.1) 9(1.5) 0
RAIEER 52 (8.5) 0 0

7. AFIFEC IO THEMEMZE 10 61 (1.6%) . ITHREREE 43 i (7.1%) . KI5 -
EED TH 56 (0.8%). 1 BUHEIRE 1641 (0.2%) . FUIRIRERERES 27 ] (4.4%). B
BEREREE 161 (0.2%) . FEEARHEREREE 1 6] (0.2%) . MkES (F7 2 « S —JEERE
Lrate) 11461 (1.8%). Mk - Bl 5 51 (0.8%) . infusion reaction 8 i (1.3%). #%
%%« BRUHRMRIE 2 1 (0.3%) . BERElEE (RAEHEMEBRE) 561 (0.8%) MUVE
JED R EREE 9 f] (1.5%) AR b, £/, FER, EmtEEm, \EmEE, O
2% Je QNG e MR I/ SO D PSR BEIR 1 ERR 8 B L7203 o 7o, AEIWEFZEBURILIX B EH 5

(R EMERTE 2 5T) 2B UEFERERT,

@EBEHFFE MRS (IMpowerl 50 #EH)
A EFRIIARFIOHAEE B BED 386/393 Bl (98.2%) | kHHAEE C BED 390/394 1] (99.0%)
(D B AL, TRERIE & DR RBIR O E T & 220 A EFZITAKIOFFBE B B 370/393 1
(94.1%) . XTHRREE C HED 377/394 f] (95.7%) Z3B0 bivTe, AHIGFAEE B HEIZI T
AKF & DR BEEMRDEE TE RVAEELRIT 286/393 ] (72.8%) 1RO B, FEEK
P 5%LL EOAFIE ORNEBENEE TCERVWEEFRIIRSOLEY THhoTz,

11



£5 REERS%ULOEKH L ORRBEATETERVEEFR

(IMpower150 FUBR) (L2 RER)

#EBIK2HE (SOC: System Organ Class) B # (393 fi)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) BilEE (%) Bilg (%) BilEx (%)
A& DRRBRPEETE RV EFS 286 (72.8) 104 (26.5) 5(1.3)
e 141 (35.9) 25 (6.4) 1(0.3)
THi 65 (16.5) 10 (2.5) 0
T 53 (13.5) 8 (2.0) 0
B 28 (7.1) 0 0
Mg - 26 (6.6) 3(0.8) 0
BRSPS 21(5.3) 2(0.5) 0
— % - EFEER OB GEMOREE 141 (35.9) 14 (3.6) 0
i 64 (16.3) 7 (1.8) 0
% 38(9.7) 4 (1.0) 0
BB K OV TRk RE 129 (32.8) 10 (2.5) 0
PR 50 (12.7) 5(1.3) 0
% ) FENE 35(8.9) 1(0.3) 0
JIEE 20 (5.1) 0 0
YR 73 (18.6) 26 ( 6.6) 0
ALT 50 20 (5.1) 5(1.3) 0
Rt L OREREE 70 (17.8) 13(3.3) 0
EEXONEBIES 41 (10.4) 6 (1.5) 0
B R B X OV SRRk 69 (17.6) 6 (1.5) 0
R 41 (10.4) 3 (0.8) 0
MiEEs LY v SREE 57 (14.5) 20 (5.1) 1(0.3)
2 ifi. 34 (8.7) 8 (2.0) 0
PNy s 56 (14.2) 4(1.0) 0
FOPR IR REAR T 39 (9.9) 1(0.3) 0

723 AFIOFHEE B BEIC W CRBEMEMZE E 13 61 (3.3%) , ITHREREE 32 4 (8.1%) .
KMo - EEEDOTHI 18 B (4.6%) . FES 361 (0.8%) . FUIRHRBERERETE 60 51 (15.3%) .
BRI HERERREE 2 B (0.5%) . TEEHERERETE 3 6 (0.8%) . MfklEE (F7 2 - NL—JiE
EREFE 25 Te) 20 651 (5.1%) . AMZE - BEMZ 1 61 (0.3%) . infusion reaction 13 3] (3.3%) .
ok - BERURRRMRAE 1 61 (0.3%) . BHERERS (RMEREMEERSE) 16 28%), &=
EOREREE 10 6] (2.5%) ROFEEPELFPEkBAE 11 6] (2.8%) @O b, *
7o 1 BUBEPRYS ., EIERGMEAE, DR, VAIMAMER il K OVR I i RIS S5 B 1 X
RO LR oTle, REWEARBURIIIBEEFS BRREERE Z2E5T) &5 8
fERE R,

AARNBEEMCI T 2 H5FFLITAFIOARE B FED 36/36 il (100%) . xFRERE C BE
D 2424 5] (100%) (278D B AL, 1HERIE & ORFEBIRNAE T X 7o WA FERERITAAIOF
FARE B B 36/36 151 (100%) . % HREE C BED 24/24 1] (100%) (2388 HiT-, AAIGFHRE
B BRIZEBWTAH & ORRBEBNEE TERWEEERIT 3536 ] (97.2%) IZRD L
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AU, FEBLEED 10% EOARF L ORRBEFBBEETERWEEFZIIR 6 DBV T
HoTz,
#6 HAABEEFCIBOTREEN 10%U EOFKH L ORRBEEPEETERVWEEFSR
(IMpower150 FUBR) (L2 REH)

ZEBIRS¥E (SOC: System Organ Class) B Rt (36 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) BilEE (%) Bilg (%) Bl (%)
AHIE DRRBMENGETERVWEFEES 35(97.2) 16 (44.4) 1(2.8)
Bl 20 (55.6) 3 (8.3) 0
A 9 (25.0) 0 0
L 9 (25.0) 2(5.6) 0
AN 6 (16.7) 1(2.8) 0
Mg - 4(11.1) 0 0
BB X OV T ARk 20 (55.6) 2(5.6) 0
PR 11 (30.6) 2(5.6) 0
—i% - BEFEER IO SEAORE 18 (50.0) 0 0
TR 14 (38.9) 0 0
FHEN 7 (19.4) 0 0
IR R A 11 (30.6) 6 (16.7) 0
I P EREORD 5(13.9) 5(13.9) 0
AST ¥4 4(11.1) 0 0
ALT #4/n 4(11.1) 0 0
R L OREREE 10 (27.8) 5(13.9) 0
BAR 9 (25.0) 3(8.3) 0
o WiBEE 8(22.2) 0 0
RS RE AR TE 5(13.9) 0 0
R B TUE SE 4(11.1) 0 0
Mgk LY v RREE 7 (19.4) 3(8.3) 0
FEENE AT H BRI E 4(11.1) 3(8.3) 0
=il 4(11.1) 2 (5.6) 0
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4. FEFIZOWVT

EFFRIERE D & 5 BB T 2561213 AR & LT I RGER A (2 51FR )
DEELNTNWD Z Enb, Ykt (}Jﬂnﬁﬁ) Z BN I T & D T D E
NoD, O LT, EXEMY R 7 EHEGFHE (RMP) (ZHD X AHI O EHK LR
{EEN~ D 1A 75 & D e Tdo o T, AR OG- EU) B 22 W - FrE L. AH
DEHIZ K DE%?@C VEFH’S_’%’%%%LKW CHST D Z ENRERTZD L FOO~@ D
TRCEMATHHICBW AT & Th D,

D HERRIZOWT

@-1 TR (1) ~ (5) OWTINIIHEN T Dlisk ThHDH Z &,

(1) EATHRENIEET 203 A Fa LS RS (BN RS A2 s B LR P |
Ml A3 ARSI SRR . ik S A SIERRE 72 &) (CFRR 30 45 4 A 1 HIER 437
%)

(2) FrEksREslE (R 294 6 A 1 HEFS - 85 fiiak)

(3) BN FE NG ET 203 AT (23 AR EWPE, 03 A2
W I19PBE. 23 ARSI EEHEE R 72 &)

(4) SRACFEIEE A RE L, %;Eﬂ:#éﬁfiaﬂuﬁ12&%3%%%/2?1[1%2@5@ X L
(AR DR 21T > T Dfiax (AL 28 427 A 1 AR 1 2540 Jiak

(5) #ﬁﬁ@ﬁﬁlﬂﬁﬁfibuiﬁm@ RILEITR D M AT > TV Dtk CEEk 28 4F 7
A1 BEER ;1290 gk

O-2 s DAL K ORI E I FE B O RIS 53 72 50k & RBR & RO ERl (FRO
WFINZRE S T D ERN) 23, HE2REBORANCET HEROEEE L L TREIS N
TWbZ &,

*

R FFIUSE 2 FEOWHEZE T L721RIZ 5 FELLEO D AVTRR DB IRIHE 2
ITHoTWBHZ L, 96, 24D EiL, DAY Z £ E URRESG S ONHE %2
IToTCWVWBHZ L,

RIS FFEUG R 2 FEOMBNHE ZE T L72RIC 4 FULEORKRRERZA L T\ D
Z & Dby 3L MDD A TENRE 2 G TR R O BRIRBHME 217 -
TWbZ &,

© BEADERRBFEHREEROEHIZONT

PG EE BUCIE R 2 BMEE DS RLE S, BRSO OB D, A2 - &2
IR OB P ONERISE IR 5 iRt AFFRMNELE LGOS
. FRESNITAT DN D IEHINE > TN D Z L,
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@ BIEH~DOFIRITONT

@-1 MRk 5B s

MR B O EERRWEA A LIBRIC, 24 FFRIZERTHIO T YHiZhtisk )X
IV T, B L ZEIERICIS U CABEEBE R O CT O RIWER ORI 243
IR ORI Y B O, EBICKHIS TR A NS> T D 2k,

(3)-2 EREFEIC L D2FEERMNCICET2EH

DN D D HMA 2 O e 2 A T 2 EFEEEE PRIEHE =2 v 7
%a DI OA T ) —=2 T 2TV EIRE L ERE LA TE 5T — A EFIEH 2
I TNDZ &, B, BIAHICOWT, BABE L ZOFRICHSIZEAmENT
WnHZ k&,

@-3 BEHEADOZWrox N LT

BIVEH (RVEMERZRE, IFRBRREE . KK Ef@—l\dr RO, 1 RUHEIRIE . N5y
WS (FURIRBERERE S . BRI HRREREE . T EAREREIEE) | ’JFEFfX[‘a (FZ72 - N1
—IEERE A G de) . ENEAL M JI0E, 2% - BEZR ., infusion reaction, 2% - BEKCAR ALARIE |
EHREREE (RAMEMEMEBRYE), BEEOREREE, LR, BWilEg i, i vkimn
IS PESE BT . FEEMELF TR ERIRAME (DAL R T T F 2 N7 U Z XL KON
A~x7 (Blori#az) & OPFREERE) %) (236 LT, Mihtiax XTI BREFREER O
HME A AT D ER & U (BEHOZK-oXSICE L CTHRER SR EZ T 6
FHEZHDZ L), EHITHEUIRLENTE DIERHNESTNDZ &,
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5. B#ExtpL s BE
(G2 PRI B3 2 S ]
O AHOHEABE LT TROBE BV THEIERREN TN D,
o TITFFHRHEGOCHERIEREEZ R T 5 URAEERTIB B/ IV SUIHFROIE
/RS B (EGFR & in T AR NI ALK &85 B0 BE iz
A EGFR F 1 ¥ > % —PIHEA it ALK F 13> X —PREA DTG EE
LA 5 EE)

Q@ ARHFOMOPUEMIEER & OOFAZR I TROBF IV TAEIERRILTY
Do

s HINAKRTTFL RNTVEFEALKOSNANV AT (Blar#z) & O

&5 ALFRIERE D 72O R L RO 2 B < BIERANREZR HETT « FEIE O I/ NHE e fiti

B (7272 L. EGFR BnfE R T ALK & & B0 BEITRL) BE

@ FREICEZ ST D IR A S D AR DG K O TIEIC OV TEL A

FIOAIENHSL SN TE LT, KAIDKREFRLE LR LR,

o IREBEITHT 2 AR OB G & UMt O FLEMEE A & OO xS

o ALFRIERED & % BT DA L MOGUEIEREA & OOt S

o ALZRIEIRE D 72\ R b B AR TR D ARH o BB 5 K OVt D U
TRl & DG

o ALFERIERE D 2V IR LB BE AT D AKH| O B 5 K 0@ TAA D
BEIMENRTR S TW R W OFUEENEEE A & OfF 5

@ AFNZEEEFRFIAERR (CAKRER) 2B\ T, 2FEHIZHE T MEZ XL
RIS L CEBEDSRGES LTV D, 7272 L, R BRI BE TliE, TC0A2ICo
B (EEHARRIC I 2 PD-L1%& R U 7= JE A M OB S5 s e M 3 o5 b 5
BRI B 1%AKM) IZBWT, FeX FB AR E il LIZBERORERDO K E Z530)
SUVMEARED DN TWVD Z ENnD  LFEEIEREDOH 5 /¥ EREOBFIZBNT
IIPD-LIF B R R LTz ECAKOZR GG OYKZ 352 ENLE LV, PD-
LIFEBLRNTCONDICOTH 5 Z & R SN RBEFITB W TI, RAILSOIRE
BN L EET D,

BB, NavrYXvT7 (BETE#Z) Oar =423 (k5E4 : PD-LL
IHC22C3 pharmDx [# =] ) 12X VPD-LIFHR (7 : Xa7vnl) X~v7 (EaT
A Z ) O3 R =AW TR 1T 2 PD-L1 %2 3681 U 7= FEE A in 23
EODEEORTHESND) 2R LR ELEEOBE TH- T, AFIDOZH

W (RFe4 > % FOptiView PD-L1 (SP142)) 1T & 2 HRAE N RNEER 4121, LL
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TOXEEZ2SE AR ORE DA G2 T 5,

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

(&R 4 2 9]

O TFTRUSEY T 2RFIZOVWTEIARFOEENETE SN TWDHZ b, #EEIT
DNz &,

ARFN D ATk Ui TUE DBEAERED & 2 B

@ IRFEATOFHIIZIB VT TFREICEE S T 2 BEIZ OV T, AAlOREITHERR S e
DS, MOIRFEIIE D R WIGEITRY | HEREICAHZFENTL2 2L 2ZETE 5,

VMR B D& 0F T Z DBIED & 2 B

P 1 A A C VB 52 & 3R D 2 FBAE S ONE B 0D HCH A i 2 <0 Sk Y it ¢ 45

DRI IRIEVEZAL DN - B D B

H OSSR BOH 5 BE X IXE A L ITHEHEMEO B CE R R OB ERE O

b5 EE

ECOG Performance Status 3-4 2 B

(2 ECOG ¢ Performance Status (PS)

Score

0 MR IEBTE D, FBFRTIEE U REAESHIRZR <ATX D,

1 PARRIZI LU NEBNEHIBR S 223, BMTRHE T, BRAIEHECHEE - TOMEHEITITI 2 LR TE 2,
B WFEE, FHIEE

2 HATAMRE CH DO E DEY) O Z & T T X TAMRELEDEREIZTE 2V, HHO 50%LL EIE~y RALTill
9,

3 RONTZEZOHGDOEIYDZ & LNTE R, HFD 50%U L&~y Rk TiI 3,

4 2<L@FRv, BOOHEORIY O Lixed TERV, BRIy RO+ TiId,
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6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI 5 EBHFITEED & ARH DRk K OV
MAOTDIZ LB EWME B L TS5 Z &,

@ BRGNS, B XTE OFBEITAH MR OBt E +odA L, FEER
ThbokbETHZ L,

@ AbFRERE A AT 2 UIBRA R 72T - FR38 O I/ Nl Ra it B 12 F W TR Ak
23517 5 PD-L1 Z 8B U 7= B AE & QBRI g i 23 5 oo 5 E & b iEsd L
7o L CARRI OB G A EEZAWTT 52 ENLEE LD, ZRODNHERTE RWEAIC
X, ARFIOME OS2Il L E T35 &,

@ EREWERHDO~RT AL MZONT

MEMEMERERD 5D Z ENRH LD T, RKFOEGIZH T~ Tk, BKLE
AR (PR RIS, Ik, T8EVE) OREFE R OWET X A O 3%, B4 14
W79 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
Z&,

AFNOP 5L EE D infusion reaction (2 2 CEAMFIZ 726D TE 5 Y
fifi 24T > 72 L CRRAAE L, AFE G T L OAKRFFGHE T RITASA Z 3 A 2
ET 5%, BEOKREBL+2ITBILET 52 L, 723, infusionreaction ZFEHL L
TS AL, 2 TORBER OERDERIZEET 52 F TREL 85T 52
Lo

ORI REREE 23 oD Z L3 d 5 DT, AAIOF 5B hGHT & O 5-H1fH
HREMIAY IS FOR IR RER A (TSH., iz T3, Wl T4 FORE) 2K 5
Z&,

AHNOFEEIZ LY | WEORIEFRINTER T 5 & & 2 BN DHER 2 REESIE
DHLOLNDZENHD, BRENRBOOLNTGEITIL, BELEFERIIS L
B 72 5%k & RBR 2 FF O [ Al &g U Cl bl 2R g N2l 2470 Il O
FOSIT & 2 BWER A g o 2 355 121E, AFIORIE T 1L K OEIE R AR
NECHIOREGEEFBESTHZ L, ok, BIBKERLVE L OREICIDEIE
MOUEDTRD HIRNGE T, B BB RV - LSO S i o8
HLEET D,

BHR&T %, BOAR N OH I ARGE L CHORIERREBLT A2 Z B3 570,
AFNOEERETZRIZSRIER ORI 2B T D,

| BUEPRIS 23 do D oA, BERIEMES T2 R—= RIZEL 2 ENHHDT, H
8. Bl MRS OFER ORBLLMAEED LIS HoEET 5 2 &, 1 BHER
WREDLNTGEITIT G LRI L, A R Y CRFI O GEOREY) 22 ILE 2
1792 &,
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® OAK FRBR CII# 5-BA4A0> 5 36 1 £ T, IMpowerl50 5Bk C i3 554625 48 i &
TiX 6 EMIMIR, ZNLBERIXWToRER S 9 MM HE CH ORI 21T > TV
7l RSB, ARAERG P EMICERRE CHROMREEITH L,
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