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{EZARIERETRIR O Y BRANRE 72 AT - #3138 D IF/ Nt 38 D 55

AN
=

W NI 7Y ) A~ 7 (BRI Z) & LT 111200
mg % 60 4377 T 3 IR TR EET 5, 28, PIEEEO
AN RAFCTHAUX, 2 BIA IO GRFFEIZ 30 /M % T
i cx 5,

B R 9T ¥ E AN S




(%)

ANRNT T F o DEXNTINFR, FELOH&E

=R EeIE S AN N

FEROHE - @s, BRANZIE VAR T Z7F L LT 1 H 1E 300~400 mg/m? ({3
mig) 5L, 2 s b 4 ERREST S, Zhalr7—re L, &
G 07, 7o, BEGEIT, Fln, KA BRI K0 EEHEET 5,

R Y HXEAOREIIR, ALK

=R A EeIE S AN N

RELOHE @, A7 ) Z2%8 8 LT 1A 1A 210 mg/m? (K3 HIFE)
3T CRIREL, D7 &b 3EMNREST 5, Zhxk 17—
Ve LT, &5 &2 IRT,

NNV AT (B Z) OEEXIIZE, AER AR

BhRE ISR« V- BROE 2 B < BIBRANREZRHETT - FRR8 D FE/INHIRa fifiJe

RER O & thoBEEEEEA & ORI T, 8%, RAZIENANV X~ T (GE
R z) & LT I1E 15mgke (KE) ZR8HEIRNERNT 5, &5
MIbAIE 3 EILLE &35,

BRRGRBRIC BT 2 8 FAI O Tk - M&lE 13, ERRpdE) o (P5~) SR



2. AKHIOFHE. TEHEF

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

1) X, K[ED Genentech, Inc.iZ £ U fl|# 4172 programmed cell death ligand 1 (BLF,
[PD-L1])) (27 5% 7 a7V Gl (BLF, lgGl)) ¥7 27 7 A0k MEE/ 71
—FTNAHUERTH D,

CD274 (PD-L1) &, AAEHNICEW CHURRSMREIZREE L TV . & kLY
2 RER (T ML, B ML O 2 7)1 7 —T #ilflg) S84 % CD279 (LLF, [PD-
11) %OVCD80 (B7-1) &AL, BB 2 AIZHIET 5 B 2 5T (Immunity
2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 |%. f& x4 OEEMIEIC T
FEHLL T\ A Z & (Cancer Immunol Immunother 2007; 56: 739-45) 235 & CE Y . PD-
L1 & PD-1 #41 L7o#RIKIT, MG HURAFRA 22 T Mfu)s b O EBE % Bk 5
BFro—oL L TEZLNTND,

AFNZ, PD-L1 OFIEAERICHES L, PD-L1 & PD-1 &£ OfEAELET S Z L5
K0 BATURRFEA 72 T IR O ARG ETENE 2 958 U IR OB 2 I35 L& %
HTVD

_m%@‘ﬁlﬁz‘) B ARFNTENMEER IR 28 7220 055 b o L ]IS,
FE/ B R At g & U T BRI & FEhE L. A bk, e R O D R
iz,

AFNOVEAEFF IS D BEORE IS L DRIEHENH bbh, EEX iiﬁt
(=D AR T%ﬁw‘bé ARFA @&’Eﬂj&(}&%ﬂ?’ﬁ (I, BEOBEZ 5TV, RED

D BTG AT, B L2 FRITS L?‘_%?F'%E’Jfot%ﬂuﬂakfi%%%“ﬂ:ﬁﬂi}:@# LT
ﬁ@fﬁﬁﬁﬁﬁiﬁ%ﬁ%ﬁb\ W DSOS & D RIER RO 5581213, @I RE R
JVE CHNDOP G5 O YR AL E 21T 9 JZ\%# EE) Do



3. BRIRRE
BIERANRE 2R AT P& DI/ NN D AKGE IR L Z R 24T o 72 £ 72 AR RABR 0D Rl &
Y,

[H2hE]
OFE BRI A AR (OAK #ER)

77 FF 8 o B AL ERIERET O B D IR AR R AT - T8 O I/ R it R
1,225 f5i] CARAIRE 613 5], N2 X% 2/AEE 612 ) 2 %512, KKl & R4 *%&/1 (DOC)
DA MM V2 e % Pele 3~ 2 S5 AR AR 2 Fh L 7. A4 1,200 mg/body X ik K& #
X&/V 75 mg/m? % 3 [ C AR ERE L=,

RONZ T 2 2MEE 72 850 Bl (HARN 64 BlxGie) ORBFEEMICINT, KA
FEC REZ RS e U CRAEFAIR (LLT, T0S)) OFBRIERABD B (N
P— b [95%E#X ] : 0.73 [0.62, 0.87]. P=0.0003 [&H!| log-rank #E]) . H A

[95%(EHEX ] 1 IAKIEET 13.8 [11.8,15.7] BH., FEXFEAEET 9.6 (8.6, 11.2]
HHTH-7= (K1),
*: RGNS AR (DU, TEGFR)) AR B SUIAR M ) /)X —8 (LT, T4ALK])
O BE TBEOBE TR, 77 FF A 2 ST L FRIEICM 2, 2 BGFR BLEMEH U
ALK REMER 2 A9 2 PUEEEBERIC X 21BN H 2 BENMAAN LT,

1.0 {8 (Bllog-rankiEEE) 0.0003
| o2& (95%{ SFBR AT
09 Fta%tz)l 9.6n H (8.6,11.2)
08 TS AvT 13.8nA(11.8,15.7)
: I =t (95%{5 AT 0.73(0.62,0.87)
0.7
d0 06
Mo
b 054
H 044 - .""““'“‘»-.
03 b e
0.2+
014 Feaftl
| ereiaie FTFEIATT
o4+ T54L)
! T T T T T T T T T T
0 3 6 9 12 15 18 21 24 278
FEIRE 425 363 305 248 218 188 157 74 28 1
FEaftIL & 425 336 263 195 151 123 98 51 16

1 OS @ Kaplan-Meier it (OAK k) (2HEHEH)



QIE BEIL[F 2 1 AHFER (IMpowerl 50 #XR)

(LFRAERE D 72N R BB % B < BIBRASRE 72 864 T - PR 8 D FF/ NG it AR 1,202
Bl (AARN 93 FlzEte) ZXRIC, AAI1,200mg & MOFEENMEEA] (LR T F
VANRT Y ZXR [ARE 402 61] XIIINRTTTF NI U XL AN X
~7 Bz z) [BHEE. 400 61]) & OfFAEGOE MR et E, JFHY
FIE (WK T TF o +37 U Z XN+ X< 7 (EBIs T-#H %) [C #E.400 41])
& Hei g D S AR & Fh U 7272, TR RIMRET OFE R, EGFR BinFAREBGME L ALK
A e BE (157 F) ZER< 1,045 61 (HARN 67 filZzEte) o ITT-WT £
[ZFRWT, AAIGEEE (B HE 359 f51]) TxERREE (CHE337 1) & el U CFZEHmHE B
T D 0S DHBERILENED HAL (T — R [95%E#E XM ] 2 0.780 [0.636,0.956]
P=0.0164, A E/KUEMIH 0.0184 [JE5I log-rank #E]) . T HAE [95%ZHE XM 1A
OF F#E B #£C 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—20y A7, [M2), 723, AREGHEE (A FE 349 #]) 2OV TIL,
STHEHE (CHE33761)) 12695 0S DA BERIER TR b o7,

*1 : EGFR AR TR T ALK &85O ERE TIX, £424 EGFR BLEMEH 3UT ALK
BRAEVER %453 2 HUBMEIRIS AT & 2 IR & 5 BB A AL BT,

#2: WNVAKRT T F 0E 6mg - min/mL fHY &, X7 U Z X 200mg/m?, NNV AT (BB TH
#az) 1% 15 mg/kg % 3 WREEME TR E Lz,

107 PIE (/B Rllog-ranki2 ) 0.0164
0.9+ ch go {8 (95% IS FEX )
0.84 BCP 14.71 A (13.3,16.9)
: FFJYAXTT +BCP 19.24 8 (17.0, 23.8)
0.7 NHF—FEE (95%{E#EXE ) 0.780(0.636, 0.956)
4o 06 \"IH.H
¥
s 027 thqh"“‘*u-r
#H 04 S,
B:RALXTT %t
037 c:ALRIZF X —
PR ax)L
0.2+
BCP
0.1 =vmimim FTYIUXTT +BCP
L
0.0 T i *TBU]J T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 338
KE+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 #if7% (IMpowerl150 i) (ITT-WT 4£[H)



Fo, BARANBEEMCEKIT D ITT-WT £H D 0S O HAE [95%EFEXE ] 13454
OEFIE B BEC 19.8 [14.1,24.2] 1 A, XFHREE C BECHEEARHE [13.2, HEEARHE] I H.
Y — R [95%(EdE X M]] : 1.311 [0.498,3.446] Th-o7- (X 3),

1.0 4+
""" NN T ] PfiE (J& Blllog-rankiR3E) 0.5823
0.9+ by h R (95%/S RERX )
s BCP NE (13.2, NE)
0.8 S5 FFUYZXTT +BCP19.85 H (14.1, 24.2)
074 INY—RLE (95%{E%BX ) 1.311(0.498, 3.446)
40 06+ ‘
& 051 osacy I
i bt
# o4 B: RNV ATT '
0.3 C:hHILARTSF “
AV DEES ) o
02 7 !
BCP =
0.1 T 7F7JIURXIT +BCP
g
0.0 T *l-ﬁ-D ke T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30AR
AFK|+BCPEE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

3 HARANBHEHEHICEKIT S 0S O Kaplan-Meier Hif7
(ITT-WT %)

(IMpower150 #5#)




(PD-L1ZEBLR LRI O A 0 K OV 42E)

OEBE LR MRS (OAKFRER) ([THAAN LIIZEBED 9 5| EEMRERAICB W
TPD-L1Z& %8 L 72 IS/ & OE = s g i 23 5 oo %14 (LU, TPD-L138EL
F) AT D ERBG SN —EOBE DT —ZITHADE | PD-LIZEBLRERNLRRK
WNZIEHT 24T > T2 A INER OV ZRMEORERIZLLTDO LB Th o7z,

BHEIMEIZHOUWT, PD-LIOFEBURIL DG IMEDFRERIZ, K1 LB THHoTz,
72%. PD-LIOFRBURIIC L &3, AAlOLZEM,ET v 7 7 A VITFREETH - 72,

# 1 EEMHBBARIZI1T 5 PD-L1 ORBURILH O A 20k
(OAK RBA, 2016 ETHTHT—2 v A7)

0S
PD-L1 @D BeHRE %k gL [95%CI] AP — R ZHAER O
(B H) [95%CI] p fiEi
ARHE 180 12.6 [9.6,15.2]
)
TCO0 7> ICO DOC 169 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]
ARHE 290 12.7 [10.0, 15.0]
TCOM A 1C 0N DOC 284 92 [82,11.1] 0.79 1064, 096 04479
ARHE 129 16.3 [13.3,20.1] :
TC 2 IC2 ) 49,0.92
C23 Xk 1C2/3 DOC 136 10.8 [8.8,12.7] 067 1049,092]
She 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 i [ 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: FEZFE/, *:PD-L1 %&E (CO0. IC1. IC2, IC3). BHAEDOL Y A% (1, 2) ROYEME (RY¥E L

Pogt, FERLEOR) 2T & L7zl Cox Al

GEV TC ¢ fRIEEHARR S %é PD-L1 Z 38 U 7 AR S 5 27 E
IC : FEEAAMIZ 35T 5 PD-L1 23881 L 7= fEE IR Mg s & o 214
OAK R, IMpowerlSO R CHEH L7- TCO~3, 1CO~3 (X TRSM

‘3
PD-L1Z& Bl Sy JE ALY PDLLL%%%
PD-L1 DFGVER S 3T B LR 0 TCO
S, Bt BRI BAERAR < | PD-LUIC & B MRS ASIIEHIIE O 1% AN 1258 B 5
TC | GettnmfeiCBItRre < | PD-LUIC & B EMERIC SR D 1%L ESY%AMIZ 80 b1 5 TC1
%éaﬁrga: BIER72 <, PD-L1IC £ & BatEBOS 2SI D 5% 1-50% AR s ed DAL % TC2
Gutagm I BER 72 <. PD-L1C X 2 B PE e A s Al 0 50% 0L EIZRD Hivd TC3
PD-L1 DFGVER S 3T B A7 0 1Co
X, Yefah i)z @%ﬁ< HNJKJ%%%&W@E%@H%E%@@W%%»mb%ﬂé
IC ;’éé%ﬁrﬁa: PAPR78 < o PD-L1IC & B FalE b 23 M v i s 2 M D 1 %L 1 5% s b 5L D ICI
GetsB B I BGR 78 < | PD-LUIC & 2 Bt i 2 R I S il D 5% L) 1= 10% AR st B AL % IC2
Getasg | BEFR 722 <. PD-LIIC K 2 Bl SOe 2 RS e A O 10%LL EIZERD Hivd IC3




FEARA K OVEIEAR AR R K2 361 D PD-L1 ORFRIABI DA NEILE 2 O 4~5 D
ERVTHY, RFELEEORETIZ. TCO 7> ICO # (EEMARICHIT 5 PD-L1 &
FEEL U7 BB AN K OB R M e i 23 5 0 2 EA AWV b 1%KR5H) 1B\,
R RV RE & ik U7 BRONR O KR E VNS WEADFED Hivie, 728, M
M OVPD-L1 OFRBLRICE O ARAOLZEMET 27 7 A MEFERTH -T2,

F2 2 AR R OMEBSEAR R BT 5 PD-L1 OFBLIR L O A Bk
(OAK RBk, 2006 E7THTHT—42H v A7)

oS
PD-L1 @ED BehRE %% HRLfE [95%CT] NP — R ZHAER O
(B H) [95%CI] p &
IR LR
A 140 14.0 [10.1,15.9]
TCO 2~ 1C0 DOC 150 112 [8.6,13.5] 075 10.57,1.00] 08364
AHR 171 17.6 [14.2,20.4] '
TC 12 IC 12 72 [o. )
C 1/2/3 XUX IC 12/3 DOC 162 113 [93, 13.0] 0.72 [0.55,0.95]
A 221 14.1 [11.7,16.3]
TC 0/1 72 IC 0/1 DOC 1 113 [89, 13.5] 0.79 [0.62, 1.00] o
A 89 18.7 [15.5,NE] ‘
TC 2 IC2 .61 [0.42,0.
C23 Xk 1C2/3 DOC 99 11.3 [8.8,13.0] 061 1042,088]
N 262 14.2 [12.1,16.1]
] . . .
TC 0/1/2 7> IC 0/1/2 DOC 265 119 [9.8, 13.9] 0.83 [0.67, 1.03] oon
A 49 22.5 [18.0, NE] ‘
TC3 XiZ1C3 DOC 47 8.7 [4.7,11.3] 035 1021,061]
ICRE
A 40 7.6 [4.4,12.9]
T O | .82 [0.51,1.32
COn>ICo 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 1C 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
COonmoIco 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 17 07 [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 [6.3,8.7] 057, ]
ARHE 23 17.5 [7.9,23.3] 04902
T I : e ) 27,12
C3XiZIC3 DOC 18 11.6 [5.6,16.5] 057 [0.27,1.20]
DOC : RteZXxt/, *: FEEHI Cox [H)F
1.09 Pl JBRlllog-ranki&E) 0.0383
094 P (s5%(EIBERD
FtA%tILb 7.70 A (6.3,8.9
084 7FINATT 8.9 A (7.4,12.8)
N —F b (95% (5 3BT 0.73(0.54,0.98)
0.7+
@ 06
‘E 05
H 04
03+
0.2+
01T s
00_ I? T T T T T
BB 112 R - R S U
FaftILEE 110 39 28 24 6 7
4 RV EREBEEMIZEBIT S 08 O Kaplan-Meier HifE (OAK #R5R)



FEea%til
........ PFIA7T

1.0 10
094 09
08 084
074 074
4o 06 40 06
i 051 H 05
H 044 H 04
03 03-
02+ 094
CT_,...,.. P5i1) 014

(:(‘7 T T T DO? r‘

0 3 i 9 12 15 18 21 24 278 0

FHFE 70 59 48 35 29 25 21 13 6 AFE 40

60 44 36 24 18 15 9 4 1 FeaF L e 49

5

V- B R B E LTI T D PD-L1 ZELRILAI T O OS @ Kaplan-Meier HifE (OAK #5k)

(Z£X : TC 1/2/3 XX IC 1/2/3 DEFEM. AKX : TC 0 7> IC 0 D BEEER)

@EEE LR FE AR (IMpowerl50i85R) ITHAAN HN-BED H 5, PD-LIFEEE
RTINS O N — O BE DT — |2 H-3% | PD-LIFHRERIERNIC
FEMT AT o T2 A IME R OZ ORI T LB Y TH-o 7=,

HRIMEIZHOUWT, PD-LI1ORELRIBI OB IEDRERIL, K3D LB THoTz,
728, PD-LIOFILRMIC K 5T, AFOLZEET a7 7 A4 VIR TH - 72,

3 JEEMERIRIZERT D PD-L1 OFRBLRRBIO A ME (0S, ITT-WT 4£H)

(IMpowerl50 X5, 20181 H 22 A5 —X b v v 4 7)

o
PD-L1 &1 Be Rt %K P [95%CI] AN R ZHAEH 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] 853
B i 129 22.2 [17.0,26.1] '
TC 2/3 XX 1C2/3 C Bt 16 167 [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 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 65 150 [9.8, NE] 0.70 [0.43,1.13]

* o JEfE R Cox [B])7

10



[ 414]

OFE BRI R AR (OAK #ER)

BEFRGUIARAIRED 573/609 1 (94.1%) . KX X EB/HED 555/578 B (96.0%) (278
DB, TRERIE & OREBHMRAGE T & 2V FHGUIAAIRE 390/609 61 (64.0%). K
& X VRE 496/578 1] (85.8%) IZRBS BTz, FHLED 5%LL EDRIERERAGE T
TRVHEEFRZIIRIOLEBY ThoTo,

# 4 FEBED 5% EOREBESEE TERVEERS (0AK KB (VAT S ERH)

BRI 5% (SOC: System Organ Class) AHIHE (609 i)
FEAGFE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) Bl (%) B (%) BiE (%)
REBENEE CE RN ERES 390 (64.0) 90 (14.8) 0
—f% - 2FEEB LR GHOKE 202 (33.2) 15 (2.5) 0
W57 87 (14.3) 8(1.3) 0
e 51 (8.4) 2(0.3) 0
JE 49 (8.0) 0 0
B I 136 (22.3) 6 (1.0) 0
LD 53 (8.7) 2(0.3) 0
T 47 (7.7) 3(0.5) 0
B $ L OB P ARk 119 (19.5) 8(1.3) 0
P 42(6.9) 2(0.3) 0
Z D FEE 38 (6.2) 2(0.3) 0
R L OB E 86 (14.1) 9 (1.5) 0
AR 52 (8.5) 0 0

7RE . AFIFEZ IV THEEMEMZEE 10 61 (1.6%) . ITHgRERE 43 61 (7.1%) . KEGK -
EED TH 5B (0.8%), 1 BUHEIRIE 161 (0.2%). FUIRIREREREE 27 5] (4.4%). B
BEREREE 161 (0.2%). FEEARHEEEREE 1 6] (0.2%) . MElES (F7 2 « S —JEfERE
Exate) 116 (1.8%), KK - #EES 5 ] (0.8%). infusion reaction 8 il (1.3%). %
%%« BRUHRRIE 2 1 (0.3%) . BEREREE (RAE HEMEBRE) 561 (0.8%) MUE
FEDRJEREE 9 ] (1.5%) Me8d biviz, Fiz. Wk, witEgimn, e mOaE, O
2% Je QNG e MR I/ NI D PSR BEIR 1R 8 B L7203 o 7o, AREIEF S BRI B 5
(MR REMRT 2 50) 2B UEERE =T,

QEFRL R MAEERER (IMpowerl50 FXER)
AEFZRIIARAOIHEE B #ED 386/393 i (98.2%) . xt FREE C #ED 390/394 1 (99.0%)
IZF88 B AL, TRBRIE & ORI RBRN G E T X WA EFRITIAKIOHRE B 1 370/393 4
(94.1%) . XFHEEE C #ED 377/394 5] (95.7%) ([ZFRD b7z, AAIGFHEE B HEIZHB N T
AA & DR FEBURNEE TE WA EFGIL 286/393 ] (72.8%) IZRDH Hiv, FIL=H
D 5%LL EORK E ORBEABDGETERWAEEFERZIIRSOLBY ThoTe,

11



£S5 FBIED 5%LL EOERK L DREEHEAGETERVWEEESL

(IMpower150 FBR)  (ZZ MRS H)

#EBIR2HE (SOC: System Organ Class) B # (393 f)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bl (%) Bilg (%) BiEx (%)

A& DRRBRPEETERVEHEEFS 286 (72.8) 104 (26.5) 5(1.3)

= RfEE 141 (35.9) 25 (6.4) 1(0.3)
T 65 (16.5) 10 (2.5) 0
[ 53 (13.5) 8 (2.0) 0
B 28 (7.1) 0 0
[T 26 (6.6) 3(0.8) 0
0% 21 (5.3) 2(0.5) 0

— % - EFEER X OB G OREE 141 (35.9) 14 (3.6) 0
i 64 (16.3) 7 (1.8) 0
flpApd 38(9.7) 4 (1.0) 0

BB KOV T AL RRbE 129 (32.3) 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

g R R A 73 (18.6) 26 (6.6) 0
ALT #4510 20 (5.1) 5(1.3) 0

R L OB E 70 (17.8) 13(3.3) 0
BN RIS 41 (10.4) 6 (1.5) 0

R R & OV A MRk 69 (17.6) 6(1.5) 0
R 41 (10.4) 3 (0.8) 0

MiEEs LY v CREEE 57 (14.5) 20 (5.1) 1(0.3)
2. 34 (8.7) 8 (2.0) 0

W isE = 56 (14.2) 4(1.0) 0
FOPR IR REAR T 39 (9.9) 1(0.3) 0

723 ARFIOFHIEE B BEIZ I W T RBE MM R 13 61 (3.3%) \ ITHREREE 32 4 (8.1%) .
K2 - BED TH 18 B (4.6%) . S 3 61 (0.8%) . FLIRARERERETE 60 1 (15.3%) .
R HERERRE 2 B (0.5%) . TEEHEREREE 3 B (0.8%) . MifklEE (F7 1 -« N L—JiE
RS2 o) 20 B (5.1%) gk - B2 1 41 (0.3%) . infusion reaction 13 5] (3.3%) .
ok« BERURRMRSAE 1 61 (0.3%) . BFERERES (RMERIEMEERE) 16 2.8%), &=
FED R REIEE 10 1 (2.5%) M OGEEELFHERIRAE 11 61 (2.8%) @O LT, £
T 1 BUBEPRYE . EIERGMEAE, OMRJE. VAIMAER i K OVR P i RIS S5 BRI X
RO IR0l AEWEAZFBURDUIEEFS: (RAMEERE 2 51) 23 0%
fERZ R,

AANBEEMZI T 25 FFLIIAFIOAEE B FED 36/36 il (100%) . xFRERE C HE
D 24/24 5] (100%) (258D B, 1RBRIE & ORREBERNGE T & 2 WA FHGIIAAIE
FARE B BE 36/36 151 (100%) . S HRRE C BED 2424 6 (100%) (238D BT, AHIGEHEE
B BRIZEBWTAH & OREBEBENEE TERWAEESRIT 3536 ] (97.2%) IZRD L
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AUy FEBLED 10% EOARHF L OREEBNGE TERWEEFZIIR 6 DBV T
HoTr,
#6 AARNBEEMICIEOTHREEDN 10%LL EORA L OREBEBENEE TERWEEFRS
(IMpower150 35%)  (ZZ MM TS H)

ZERIRS¥E (SOC: System Organ Class) B Rt (36 f31))
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bl (%) Bilg (%) Bl (%)
AHIE DRRBEN G ETERVWEFEESL 35(97.2) 16 (44.4) 1(2.8)
B IR 20 (55.6) 3 (8.3) 0
XA 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
FEIE 8 X OV TR Rk 20 (55.6) 2(5.6) 0
W5 11 (30.6) 2(5.6) 0
—f - REEER L OGO REE 18 (50.0) 0 0
TR 14 (38.9) 0 0
FHEN 7(19.4) 0 0
BRI R A 11 (30.6) 6 (16.7) 0
I P EREOR D 5(13.9) 5(13.9) 0
AST #4n 4(11.1) 0 0
ALT #4/0 4(11.1) 0 0
Rl L OREREE 10 (27.8) 5(13.9) 0
BAR 9 (25.0) 3(8.3) 0
o WiE 8(22.2) 0 0
RS RE AR T E 5(13.9) 0 0
R RE TUE E 4(11.1) 0 0
Mg LY v RAREE 7 (19.4) 3(8.3) 0
FEENE AT H BRI E 4(11.1) 3(8.3) 0
A i, 4(11.1) 2 (5.6) 0
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4. ftigklZ>W\ T

{LFHIERED & 5 BENMHE A T 255101 KRS & Ul A pcER A (25178 4)
DTSN TNDZ ED, Ykl (é{ﬂn}*iﬁ) ZE U E S T & D fax T D H
NoD, ZDO LT, EHEMY R 7 EHFHE (RMP) (ZHDE | AKHI 0 EHK L2 AR
[EEN~ D FIHI3 & DR Td > T, AR OGN EU) B 22 W - FrE L. AH
DFEGIZ I BERBIEM 2RI LRSS T 5 2 EBNRERT-D  LLTFTOO~@D
TARTEWETHRICBWTHERT I RETH S,

O FEFRiz >V T

O-1 TR (1) ~ (5) OWTHNITES T Dk THDH Z &,

(1) EATBRENSFEET 205 A2 B EERLRIRBTE (BRE T DS A2 EE L SR P
HE S AR B EE L R e . MBS AU RSIEIRRE 7R &) (R 30 4 4 A 1 HIRFAL - 437
Ji5%)

(2) FrErsREmbE CER29 4 6 H 1 HEEA © 85 fifiak)

(3) FEAFIRENFFEE T D 08 A BT (DS U2 REEEIE EIRPbL. 25 A iais
W I19PBE. D3 ARSI EEHEE R 72 &)

(4) RAFEIEE A RE L, %%{K%f?ﬁfiﬂﬂﬁ122157*5!%1[:%%?%1][!%2@?}& X L
(AR DI 21T > T Dfiag (R 28 427 A 1 AR« 2540 fiak

(5) #ﬁ@@rﬁl@ﬁ@ﬁm%@m HHMEIAR D AT > TV D litiax (Rl 28 4 7
A 1 BEER 1290 gk

@D-2 i DAL M ORI IS BRI D 56 TS 59 70 ik & REBR & FF O IR Al (FR D
WTNDNIEES T D ER) A, MR OAANCE T 2IEROBMLE L L TRE S
TnnHZ L,

*

ERFFIUSE 2 FOWHEZE T L721RIZ 5 FELLEDO D TR DB IRIHE 2
{ToTCWAHZ &, 96, 2480 Bix. BAREYREZ T & LTBRRIERE T ONHE %
IToTCWVWBHZ L,

RIS FFEUGR 2 FOMBNHE ZE T L72RIC 4 FULORKRRERZA L TV D
Z&o 9B 3AELLRIZ. MO A TEYNRE G T PRI S O BRIRAHE 21T -
TNWbHZ Lk,

© BN D [ 3 S E EAE B OARHNZ D\ T

I RE B E T 2 B AR E S, JIEREN O OFREA, A2 - &2
EVEFEIFHE OB L EAF T 2 FmiR it AEFRPBE LTS E 0RE
. EDRERMNATON DRI S TWnWD Z L,
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@ Al ﬁéﬁﬁf\@;ﬂm:ob\f
-1 fax Az B3 2 ik

[ ’f’f@ﬂmﬁ% SO BEEERBIVER A A LTBRIC, 24 BRSSO T, Uiz T
BHEEREIZ BT, 8B L2 RIWWERNICIG U CABRE B O CT 28 0 BIVEF O SR 288
fﬁmﬁ@ﬁ%zﬂé AHICAE DIV, BHICHIS AR EH RS> TN D Z &,

@-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 BEHOZWr=oxH B LT

RITER (RUEMEMZA, IFHEREREE . KIG% - Ef@—l\dr e, 1 BUBERIA. N
WS (LRI RS . BRI REREE . T EARREIEE) | ’JFEfo[‘a (FZ7 2 -1
—IEERE 2 ) . BAERLHE ) IE, IMZE - BEMZE | infusion reaction, 4% « AHAL T AbARIE |
RRRERE R (R ME MR RS . EEORERE, LR, WmEE i, e
IR PESEBER . EMELF TR ERIVAME (DL R T T F o 2RI U ZXR VRN
A=7 (Bio i z) & OFRERERE) ) 16 LT, Mi%hiag XITaBERER O
HPEZ A3 2 EA & U (RIEA OZWr-ox S IcB L THRER SR E =T 6D
FHCHDH L), BEHICHEYIZRAENTE DEHNESTNDHZ &,

Hf}

15



5. BGxIG L b EE
(G2 PRI B3 2 950H]
O AAOHEABELGIL FROBFEIZBDTHIEN RS LTV 5,
o TITFFHRFEGTRCFIRIEREEZ AT 2 URAGER B B/ IVE IEREOIE
/NIRRT BB (EGFR Bin AR UL ALK A B s Bt BF it h®
A EGFR F 1 o0 % —PIHEA T ALK F 1 32 5 —PRLEA DTG EIE
HHET HEBE)

@ AAFOMOPUEMEEEA & OB GIE TROBEIZB W THEMES RS LT
a3

o ANKRTTFU NI VEXRAVKEPRIN AT (BnHfaz) LOfFH

B G- ALFRIERE D 72 F - B R % bR < BIBRASRE 72 AT - PRI DI/ INHE R fiti

(7272 L. EGFR &G ZER T ALK BB B IEDBE TR ) BE

@  FRLCEZY T 2 I/ NIRRT BB (3 D ARRI O Fe b K O F IR IC DT, A

FDOENENFEL SN TR ST, KO GXG LR B 720,

o INPRABFITRT D AK O BB 5 K O O FUENE R A & O OF 5

o ALFEIRIERED B D BF KT D ARHF L oGBS & O 0f G-

o ALERIRIEE D 72\ b R R ISR D ARH 0 BB 5 R OV o B
Borl & OOF 5

o ALFIRIERE D I W IRV E R B SR D AR O BB 5 & U@ TAAI D
BRMEDR STV RW O FLEMEEER & O OF %5

@  AFNTEFEILFE S MR (OAKERER) 2\ T, 2L T M kL
B L CERBIEARGES LTS, 7272 L, R B EOBE TIX, TCOA>DICo
B (EBSHARIZ 35 1T 2 PD-L1 & 385l U 7= JE Al e K OS5I s Ml 23 o5 6> 2%
ARV TI G 1%A0) IZBW T, REZ BB L i LZBEORNERDO K E S8/
SUVMHAARBD HAILTND Z LD ALFIRIERO & 2 ¥ LR D EEITB N T
IZPD-LIFEL R LR L2 ECAKOER G AT OB A2 3252 ENLEE LV, PD-
LIFEBLHRNTCONDICOTH D Z & DR I NI BFITB VT, AFILS D5
BRI L BET D,

B, NATu ) X7 (BETHEEL) oo =42 (k5E4 : PD-LI
IHC22C3 pharmDx [# =] ) [ZX UPD-LIFEFE (F: Ra7vl A~v7 (ElET
FHRZ) D3 = W EE CIIIESARIC 35T 2 PD-L1 &2 R 8L L 7= JEE M 3
HODEEORTHESND) MR LIZR T LREORE TH - T, KAIOZE
R (5E4 « > Z FOptiView PD-L1 (SP142)) (2 K 2 FAE NN EE 2 55121E, U
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T OXRE % BE AR OB EO B2 HFTE 5,

SCHRSE)

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

[Z 4RI B3 5 FIH]
O FRICEHUTLH2EFICOWVTIARA ORGP D SILTWE I D, &G E21T
bz &

AHND RS %t UIBUE O BEERED & 5 B

@ WRATOFHHIZI W T TFRRISIE S T 2 BE IOV T, AAlOHRGIIHEE S0
R, AOTRIEERE N L WVGEIZIRY | HEICARZHEHAT 52 L2 BETE 5,

FIE MR B D& O0F T Z DBIED & 2 B

P 1 A A C VB 5 % 3R D 2 FRAE S ONE B D FCH A i ¢ <0 Sl Y it ¢ 25
DRI IRIEVEZAL DN - B D B

HOSERBOH 5 BE X IXEMHE L ITHEREMEO B CE R R OB ERE O
b5 EE

ECOG Performance Status 3-4 2 B4

(

£2) ECOG ® Performance Status (PS)

Score

0 A< MR IRBTE D, Bl E R U HFAEERHIRZR <ITZ 5,

1 WRRZIE LG ENIHIBR S 2 28, SATRIRE T, BAEESME > COEEIIITH 2 &M T 5,
B WFE, FHIEE

2 BATAMRE CH DO E DEY O Z & T T R TAMRELEDMEREIZTE 2V, HHO 50%LL EIE~y RALTill
=7,

3 RONTZHODOHEDEIY OZ L LTERY, HFHO 50%LL &2~y KTl 23,

4 2<LEF v, BOOHEORIY O el TERV, BRIy ROR+TiId,
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6. BHICEEL TRHET & FH

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

@ BRGNS, B XTE OFBRITAH MR OBtz +odA L, FEER
ThbokETLHZ L,

@ AbFRERE A AT 2 UIBRA R 72T - FR3E O I/ Nl a it B 2 do TR Ak
23517 5 PD-L1 Z 8B U 7= FEES M K OB SR g i 23 5 oo 5 E & b sl L
7o L CARRI OB G A EZAWTT 52 ENRLEE LVD, ZRODNHERTE RWEAIC
X, ARFIOEH OS2Il L E T35 &,

@ EREWERHDO~RT AL MZONT

MEMEMRER D 5D Z ENRNH LD T, RKEDOEGIZH T~ Tk, BKLE
AR (PR RIS, ik, EVE) OREFE R OWET X A O %, B4 145
ZAT5 2k, Fio, BEIRUTHE CT, MiE~— —%DREa £ d 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEEAMFIZ 572D TE 5 Y
fifi 24T > 72 L CTRRAAE L. AFE G T L OAKRFF G THRITASA 29 A 2
ET D%, BEOREBL+2ITBILET 52 L, 723, infusionreaction ZFEHL L
AR, R TOBELOERNZERICEET 52 E TREZ 08575 2
Eo

FURIREREREE 2N DD Z L3 d 5 DT, KAIOF5-BihGHT & O 5-H1H
HIREMIRY IS FOR IR RER A (TSH., iz T3, Wl T4 FORE) 2T 5
&,

AFNOFEEGIZ LY | WEORIEFINTER T 5 L& 2 B DHER 2 R RESHIE
DHLOLNDZENHD, BRENRBOOLNTGEITIL, BELEFRIIS L
B 72 05k & RER 2 FF D[R Ail &g U Cl bl 2 g N2l 2470 Il O
FOSIT X 2 BWER 2N g0 2 355113, AFIDORIE T I, K OREIE RE AR
NECHIOREGEEFBESTHZ L, ok, BIREKERLVE L OREICIYEIE
R OYGERFRD IR WIGEITIL, B BB R VE LSO sz il o BN
HEET D,

BT %, BOAR N OH I ARE L CHORIERREBLT A2 Z B 570,
AFNOEERETHRIZSRIER ORI 2B T D,

1 BUEPRIS 23 do D odL, BERIGMES b T2 R—= RIZEL 2 ENHHDT, H
. Bl WS OFER ORBLLMAEED LIS HaEET 5 2 &, 1 BHER
WREDLNTHGEITIT G LRI L, A R Y CRFI OB EEORE ) 22 ILE 2
1792 &,

18



® OAK #HBR Tl G-F4E2> 6 36 1 E T, IMpowerl 50 38R Tl 5-BA467 5 48 I %
Tl 6 HREME, 2 LEITWT oS 9 HFHRRE CHMEDRHE 21T > T
722 & HBBIT, REBGPIXEMICEBGRE TR OEEREZITH 2 &,
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