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1. XU

EEROFE - REMORBREOTDITIE, BRI XEBSIESWIBEERERBRD
bbb, &biz, WEOREEMOESIT LY, PUEKERER L X OEFRNRITRERE
FEELBEBINIPC, Ib0BEESERICHERBEICRMET 2 Z L BNERED
BEL 2o TRY BEMBIEE & YWHEOEARSE 2016 (FEL 284 6 A 2 A MHRE)
ZEWTh, EHNERLEOHRORBILHEEZRS Z & L Eh T3,

FRIERBFEREAL, BEERSEZEM T 07 7 A VBRBEFOERR LA LM
RpBZERHZ, ZOED ADMERCREEMICET 2ERS+0EFWHT 5 £ TOM,
VHEEROBEZMZT 2 Z LM INIBECHLTHERTS L & bIT, BHF
FRBE U BT NERRIGE L 5 L SRR — OB 2T SR o R
THZLREBETH S, '

LieBoT, BHA FT4 T, FARBRELINETRELNL TN ERIRER -
R A ESE UTOERGOEEREREZHEET BN LLERER, B2
HFRUVEEFEERETRT,

RE. BRTA KT A %, MSLITBOENEIER EREBRREHE, ARTEEARK
WRERERZS, —AEARBEEARES, HEFEFEHEAN B AMERZRR Y
— RN B AR RS OB Db L fER LT

HRERDEER: TV I 7 ARHHE 1200mg (—iA : TFV I X7 (H
fmFiaiz)) ’

HEERBPEXINE  CIBRFIEARETT - BR OIS

HEERBAERCAR - (2 FHERIBR O R T LR % B < YIERTRER ST - RO
IR AE OBE
HARTSFr R7 Y FHREARVRAY R (BiETHE
Z) LORERNT, B, BRARRTF Y X< (BEF
¥ z) L LT 1E 1200 mg % 60 4947 T 3 BREMR TAHEE
BT 5, 2B, YIEREOAFERRF THX, 2 BHLED
BRI 30 o E CAEMTE B,

T 2EFREE BRI O BIBR AN BB 70 4T - B 38 0 3/ MRa i A 0%

&

B RARRRT 7YY XA<7 (BiaFllz) & LT1E 1200
mg & 60 AT 3 B CABET S, ok, EHRED
AEMEDRRIFTHNE, 2 BB L EORSFFEIL 30 7F % TE
WT&E3,

i 3E R 7E % PR EREREH




(B%5)
FNRTTF o OHEIIEHR, BERVHAE
BIRESUTZNER - FE/INHRA R ‘
RERVCHRE: BE., RARKIEAILVRFIF - LT, 1 B 1E 300~400 mg/m?’ ({53

EfE) 2REL, 2 b 4 BRRET S Zhk17—neL, #
BEEZDIRY, 2B, RERT, Fi, KA ERICIVEETERT 5.

R ) EFXEAOBEIIDHR. AERVCHAE

SHRESIEZN R « FE/ NIRRT

RAERCAE B, RAIKEAZ YV Z3EA»L LT, 1 B 1 H210mg/m? (EREH)
Z3MEMTCRMBEL, P b 3BMRETS. Zhi 14—
NMELT, B#5ERYIET,

ARV AT (BiEFHERLZ) OPRIIDR. BERUVAE

BREN ISR - R LB % R < SIBRNARARET - BR O/

RERCHE  hOPBEERA & ORI T, BE, RARRAAV <7 (#
mFHBL) & LT I1ME 15mgkg (KE) & RMERNERT5, RE
FfRIE 3 JWREL E &5,

BERRICB T AEESOBE - BRI (3. BEREE 0E P5~) &R



2. ARIORE. (ERBF .

Fev b Y 7 AL 1200mg (—RE 7TV Y X7 (RETFHEIEL) . BT IFR

#1) ¥, KE®D Genentech, Inc.iz & ¥ Al X 417z programmed cell death ligand 1 (EAT,
PD-L1)) ekt 2%E7 07 ) Gl (AT, MgGll) ¥77FADe MEE/ 71
—FTNAEERTH D,

CD274 (PD-L1) Ik, &FENEBWTHERTHRSICERA LB, HFiEkLEY
VSER (T HEMA, B MIBAR O F 2 T A% 5 —T JI) HiCRE 5 CD279 (BAF. [PD-
1]) ROCD80 (B7-1) &#ES L., AENEERACHET S LELZONTWS (Immunity
2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7. PD-L1 i, f4 OEEMRIZH
FH LT\ 5Z & (Cancer Immunol Immunother 2007; 56: 739-45) H3#iE X TE Y | PD-
L1 & PD-1 2/ L7-BKIZ, EEMRATRSRNZ T MEH 5 ORBESE & HHEd 5
BREO—ELTELLRATWS,

A#lE, PD-L1 OHIESMERICES L. PDL1 & PD-1 L OEAZAETET I LEC
L, BAFUFIFRNZ T HROMIRESEEZEM L, MEOHEMEMHIToLE X
LT3, . '

b DHMRS D ARIREEIERC T 2 RIBRRIC R VB b L MRS,
AR BE T Xt & UBRRRBRE Z L, A3, R2RUCEFEFFER S
iz,

AFIDIERKRE I &S < BECRBERMC L BEERERH bbh., EEXIEET
CE B MRS B, AHORFPRUESBICIE, BEOBRLHSITTV. BER
b BB AT, S L BRI Ui PR AR ik & IR % R BN LB L T
SRR B B 1T\ BEORERSIE L AEEASRDR 3BT, BIREER
N VEIOREEDENR LB RTT 5 BERD B,



3. ERERARIR
EIRAGE IR EST - BROIE/NAIEINE O A BRICFH M 1T o T TR BEERB O R %
I

[&zhtE]
OEEEILFRIFEMIRFER (OAK RER) ‘

7T FF A E ST RRERE O b A TR R T - B OISR A
1,225 fif CRAIEE 613 5, Fe & AR 612 ) 2RIz, &K L K4 2E/1 (DOC)
DAEDER RS E T 2 FIHERREZ ER Uz, AH 1,200 mghedy it FE#
X 75 mg/m? % 3 @ FIFE MR TAfEEE L.

RONT T F MMbENT 850 6 (AN 64 FleEt) O2BEEFIBNT, FH
CHTFRES AR LB L TRAEFNR (CUF, T0S) ORBERLERSEDH LN (N
P— R [95%E#RXM] : 0.73 [0.62, 0.87]. P=0.0003 [J&H log-rank HE]), FHR{E

[95%EHAX ] HAABET 13.8 [11.8,157]) A, FEZXEA#HT 6 [8.6, 11.2]
IATHo (K1),
*; b BCRIARE T2 2k (LA, TEGFR)) MURT R BB kML Y o i+ —¥ (BLF, [4LK))
A RETREOBE T, 75 FF A2 STbE8EECME, £heh BGFR BHEERAXT
ALK FLEER 284 5 MEMEEEANIC X 5 BRER D 5 BESRLAN bR,

1.0 Piil (B llog-rankifiEY 0.0003
) : i (95%{R38END
08 " F#$til 0,60 A (8.5, 1.2
08- e, FRAUL7T 13,80 (118,157
- P, NF—F (9% BIHE M) 0.73(0.62,0.87)
0.7 &
40 0.6
f‘ﬂj 05-
1 0.4+
03+
02+
0.1 Fiddtzl
I PPOIoN PRH)ES
oo % T54M
T T T T T T T T T
0 3 8 9 12 15 18 21 24 27R
HEIEE 425 363 303 248 218 188 157 74 28 1
Fef+IL3F 425 336 263 195 151 123 98 51 16

B 1 OS @ Kaplan-Meier Hiff (OAK HB) (£AFHEMH)



@EFRILFEH N8R (IMpowerl 50 FRER)

{LFEEER O RV R T LERE 2 F < SRR ET - BROE/NIREEE 1,202
B (BAAN93 FlEate) x5z, A& 1,200mg & LOFEMEEER (WARSFF
VR Z N BN [ABE, 4020]) IFANRTIFTF L+ Y FHEL AT
v 7 (BETEERZ) [BE., 4004]) tofRARs0oFMERCEEEL, HFRALE .
FIEGNRTSF L +37 ) F RN+ w7 BEFHEMEZ) (C B, 400 #1])
&S 2 F AR L =M L 72, PRTORR. EGFR BEFERBHENIT ALK
BAEEFBEOBSE (157 F) Z2B< 1,045 5 (BAEA 67 Hl2ETr) O ITT-WT £H
W T, RAGHHEE (BB 359 Fl) TxR#E (CEE3374) &R U CEEFHMES
ThH25 08 DHEERIERPTRD b (Y — R [95%ERIXM] : 0.780 [0.636, 0.956],
P=0.0164, HEKUETM 0.0184 [[BH log-rank HRE]D) ., HRE [95%EHEH] 24K
BFRBE B BT 19.2[17.0,23.8] 7 A, XHEEE CH T 14.7 [13.3,16.9] WA TH -7 (2018
F1A2B87—Fhy A7, ©2), 2B, AEGAME (A 349 4) oW T,
REREE (CH 376D 1cxhT 3 0S OFERERIIRD bhizhol,

*1 : EGFR BRIz FERBMEL ALK MERETFHEOCBH TX. ThEh EGFR FAEERXIX ALK
PR VR & AT 5 FUBMIEERIC X ZI80ER 5 3 BE B AN bk,

2 ANBTZF 0L 6mg - minmLEYUE, 22 U FFEAR 200 mgmd, RAVXeT (BETHE
#z) 115 mgke 3 EMMRCRE LR,

107 Pl { B llog-rankiRE) 0.0164
0.9 th {5 (5% ISR R )
0.6 BCP 14,74 F (13.3, 16.9)
’ . T2 +BCp 1925 8 (17.0,23.8)
0.7 T N —F L (95%EFERE ) 0.780(0.636, 0.956)
41 06
(4 0.4+ ! e
el My
031 CihAskFSF + .
POV R4
0.2~
BCP
01 woaiwie FFIYX<wT +BCP
00 + B
il T T T T T T T T T 1 T T
0 3 6 9 12 15 18 21 24 27 30 338
FH+BCPE 359 323 286 264 235 187 e 66 34 9 ‘
BCPE: 337 308 268 233 198 129 87 56 29 6 1

2 OS ® Kaplan-Meier #i#t (IMpower150 B08%) (ITT-WT )



F, BAABEFERICBT 2 ITTWTEF D 08 OF B [95%ERXM] 145
fFRTEB BT 198 [14.1,24.2] H A, HH CHETHEARE (132, #ERE] VA,
AN — FH [95%E4EERMT] @ 1.311 [0.498,3.446] Th-o7= (F3),

1.0+ Piili {f@Bltog-ranki& E) 0.5823
0.9 A i (9s%IKFHE )
BCP NE (13.2, NE)
0.8 PFIYZTF + BCP 19.80 8 (14.1, 24.2)
0.7+ ANF—R i (95%BIREM) 1.311{0.498, 3.446)
41 06 )
W 05 s T
- b epotm,
RUNCEE RN i
034 ChLRTFFL %
IRCIESIIN iem
0.2 H
BCP -+
0.1 =ememes TFIUXTT +BCP
+ ey
0.0- T ] T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30R
AF|+BCPE 32 28 28 24 22 19 13 8 ]
BCPE} 14 14 14 13 1 7 6 L] 4 1

3 BARABEFEEMIZESITS 0S @ Kaplan-Meier Biff (IMpower150 BE)

(ITT-WT #£H)




(PD-L1ZEFRRIAB DT Z M R R L2 M)

OEEHFESMIERE (CAKRR) [THEAANDNBED > b, BERRREIZB
TPD-L1%& 38 U Egfk UEEEEms s S 284 (BUF, TPD-LIFR
)T AHERBELNZ—MOBEOT —F ICESE | PD-LIBREENCIRE
ENCIRT 21T o e A2MER VR EMOFERIIUTO LBV ThH o7,

HEEIZDWT, PD-LIORRRAOEFNEORERIL. RK1DLBY Thol,
728, PD-LIOFBERRIZ L BT, FKHoReEM T 7 v A VIZAKRTH -7,

3 1 BURAERRIZ B S PD-L1 O RBBRENOFEE
(OAK BB, 20065E TR THF—F 4 v bA7)

0s
PD-L1 &V BEH 3% e [95%CT] Y- FEE? ZHIER®
(@A) [95%CI) piE
AR 180 12.6 [9.6,15.2]
TCO A2 IC0 DOC 199 20 [77. 115] 0.78 [0.61, 1.01] o sase
A 241 15.7 [12.6, 18.0] )
TC 1/2/3 XX IC 1/2/3 DoC 2 103 [8.8, 12.0] 0.74 [0.58, 0.93]
A3 290 12.7 110.0, 15.0]
TC 0/1 H»2 IC 0/1 DOC 284 92 [82, 1L1] 0.79 [0.64, 0.96] o ai79
AIE 129 16.3 [13.3,20.1] ’
TC 2/3 X IC 2/3 DoC 136 108 [88, 12.7] 0.67 [0.49,0.92]
AR 348 12,6 [10.2, 14.2]
-2 . R .
TC 0/1/2 52 IC 0/1/2 DOC 356 0.8 [86, 18] 0.83 [0.69, 1.00]
-~ 72 20,5 117.5, NE] 00031
' - 43 [0.27,0.
TC3 XIXIC3 DoC ¢s 89 [56, 116] 0.43 [0.27,0.69]

DOC : KFlFFEa., *: PDL1IKE (IC0, IC1, IC2, IC3), AHERO LA 8 (1, 2) RUYERE (REL
B, ERELRE) 2RET L LEBER] Cox B

@0 TC : EEABITHIT 5 PD-L1 2 RE L EEREA L0 254
1C : Iz 381 5 PD-L1 2 3H L EEREasmiast o 386
OAK 35&, IMpowerl50 3RB&THEA Lz TCO~3, ICO~3 X THRBHE

PD-LISROSEE FD-LISER
PD-LIOBEREIGAE D by TCo
RiT, PeEREIT R <, PD-LIC X ABMEE A SRR 1% EHICRD b D

TC "R BER <, PD-LLIC X & BTEb i A M ia o) 1%L ESVAein o ses bILs TC1
BRI IC R < . PDLLIC & 5 BTERG AR Anc) 5761 I S0%AKiH ICBatd b L5 TC2
REREIEFRZL, PDLII L 5B R SEERAEO0%LL EICED bh D TC3
PD-LIDBYERIGA RS b 1C0
XL, PEBEE R S . PD-LIC X B BRI M A HER O 190 RIEICRED b D

IC | EEHEIWIETE <, PDLUCL B BIER oo M e e B 0 1 %EL_E Vet i i n i H AL D IC1

EETREICBIERTE < . PD-LIIC & 2 BT R i A NEE o e de A 005 Ve o b 104 R TR IC BB B 21 5 1C2

P R AEIC [ITA7E < . PD-LLIC X B B TES o i e S iSRRI D 10%EX LI ERS D IC3




AT R OEBS AR ARIZ 581F B PD-L1 ORERRB OB SHMITR 2 RO 4~5 @
LR THY, RELEFROBHE TIX, TCO 70 ICo ¥ (EEAfkicis) % PDL1 %
FIR L BBk OEE R E AN 5D A EEN N TR S 1%ERH) 12T,
K& 2 ABEL B L BOBROKRE SHRNSVWEBAED i, 25, HEfEE
RU'PD-L1 ORBBRLIZL ST, FROREMET 0 7 7 A MIRETH o T,

#£2 ABRE RS KIT BT 5 PD-L1 ORBVRE OF S
(OAK BB, 20164E7A 71 BF—¥H v bA7)
08
PD-LI @&V 5B Flsk il [95%CI] - RS REER®
{(#R) [65%CI] piE
JERFE LR
AIE 140 14.0 [10.1,15.9]
TCOA2ICO DOC 150 112 [8.6, 13.5] 0.75 [0.57, 1.00] 05364
AT 171 17.6 [14.2,20.4] '
TC 1/2/3 XX 1C 1/2/3 DOC (62 113 [93, 13.0] 0.72 [0.55, 0.95]
AREK 221 14.1 [11.7, 16.3]
TC 0/1 H>2 IC0/1 DoC 12 113 [89,13.5] 0.79 [0.62, 1.00] sasir
AEE 89 18.7 [15.5, NE] :
TC2/3 X% 1C2/3 pOC 99 113 [3.8,13.0] 061 [042,0.88]
S 262 14.2 [12.1,16.1]
TC 0/1/2 2> IC /172 DoC 265 119 (9.8, 139] 0.83 [0.67, 1.03] oot
AR 49 22.5 [18.0, NE] )
TC3 R IC3 DOC 47 8.7 [4.7,11.3] 035 [0.21,061]
RELER '
IR 40 7.6 [44,12.9]
TCO A2 ICOH DOC 49 71 [6.0, 86] 0.82 [0.51, 1.32] a0
AFE 70 9.9 [76,15.5] :
TC 1/2/3 ik 1C 123 DOC P 87 [6.2,10.9] 0.71 [0.48, 1.06]
2K 59 78 [6.7,11.2]
TC 0/1 > IC 0/1 DOC 7 73 63 8.4] 0.76 [0.52, 1.11] o290
A3 40 104 [7.6,17.5] ‘
TC2/3 XiLIC2/3 DOC 37 07 [56,172] 0.76 [0.45, 1.29]
AFE 86 78 [6.9,10.6]"
> I
TC 0/1/2 2 IC 0/1/2 DoC o1 75 16.3.8.7] 0.79 [0.57, 1.11] 24902
AIE 23 17.5 [7.9,23.3] ' '
TC3 X3 1C3 poC 13 116 [5.6, 16.5) 0.57 [0.27, 1201
DOC: REFEEN, *: EED Cox ER
1.0 P UEAIog-ranki&E) 0.0351
] oLl (55BN
09 ngftw?.mma.z.n.s}
08+ i ig{f-ﬁ?;»ﬁ?&;—; é;'g)(o.sa, 0.9%)
Q7+ .
<I_q 06
ﬁ‘:’ 05+
iH 04+
034
02+
L0 ;t;?f-*;:?-::'
oo+t iTs4R

Ft’?*z‘gwﬁ 110

0
g 112

93
i o]

3 12

18
i a g
2 @ za

B2l 24 218
0 15 5
i6 7 2

X4 BELERFBELERICIITS 0S @ Kaplan-Meier Bt (OAK RER)



. FesFE ot
Rl f— FeAETS ' LR FEAATS T
Q0-__+ e oo !Ts\iju .
7 T T T T T T T T T T ; : : ; T
4] 3 [i} ] 12 15 18 21 24 2184 5] 3 8 g 12 16 18 21 24 2tR
FHIT 70 59 43 3% el 25 21 13 [ el 40 32 24 16 13 10 9 z 2
* 60 a4 36 24 18 'ig ] 9 1 Ftﬁ*{"}bg 49 45 30 15 10 g 7 3 1

5 RELEBBELMICEITS PD-L1 BHRFEEITO 0S8 © Kaplan-Meier Bi¥ (OAK HER)
(ZE : TC1/2/3 XX IC 1/2/3 OBEHEM, AE : TC0 A2 IC 0 D BHHEM)

@EFRILFIFMARER (Mpower SORERY) IZHMAANDNIEED 5 b, PD-LIFHR
BT AEWMAE LN —HOBEDF —F It E-S3& | PD-LIFSHREFNCETIC
AT 2T o T B SMER OEEHEORERIILLTO LB Y Thot,

HahEie 20T, PD-LIORBERRINOEEORKRIZ, RIDL Y Thotz,
28, PDLIOFBERKIIC L 6T, AFOR2MET w7 74 VIIRETHo T,

#£3 MEIREREFTIT 5 PD-L1 oRBVRE ORI (08, ITT-WT #&H)
(IMpower1S0 Bilk, 201841 8 22 A5 —& v b3 7)

- 08
PD-L1 &V BERE - fi% FRE [95%CI] AN ZHEERD
(B A) [95%CI] P&
e A
BB 192 225 [18.2,26.1] 0.7283
TC 1/2/3 I3 1C 1/2/3 cRt 165 164 [11.2: 22.9] 0.77 [0.58, 1.04]
TC 0/1 2 IC 0/1 ﬁgi ;i? 13; Eigg fgﬂ 0.77 [0.60, 0.99] o ssss
TC 2/3 XL 1C 23 2 g ifz ?2?‘, E;Zg ;gg 0.82 [0.58, 1.17] '
- TCU12 B2 IC 12 2 § Zgg i:i E;g; i;g% 0.81 [0.65,1.02] rac0
TC3 XX 1IC3 g § Z; 215:0 [[1;;37:,13113]3]] 0.70 [0.43, 1.13] '

* : JEERI Cox BF

10



[Z2i]
OEERLRFIFERR (0OAK RER)

BEERIIARBED 573/609 ] (94.1%). FEF XA 555/578 I (96.0%) 127 -
B bhi, BRE L ORRBENEE TERVWETFRITAKFE 390/609 1 (64.0%), K
& VR 496/578 B (85.8%) ITFR® bivir, FEEEMR 5%l EOERBHEREET
ERVEEERIIR4DLBY Thol,

£ 4 RBEENSULULOEERENTECERVEEER (OAK BB (Z2H4MiT s S M)

PRERIRSHE (SOC: System Organ Class) FHNEE (609 )
EAFE (PT: Preferred Term) % Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) Bl (%) B3k (%) Bl (%)
EREFEABRETE RV HES 390 (64.0) 90 (14.8) 0
—i - EFEEL I CREEMORE . 202(33.2) 1525 - 0
wE 87 (14.3) 3(1.3) 0
S 51(8.4) 2(0.3) 0
FeEL 49 (3.0) 0 0
BigwE - 136 (22.3) 6 (1.0) 0
B 53 (8.7) 2(0.3) 0
T 47 (7.7) 3(0.5) 0
EEBLUETHERESE 119 (19.5) 8(L3) 0
Bi5 42(6.9) 2(0.3) 0
T O ERE 38(6.2) ‘ 2(0.3) 0
BB L UREES _ . 1 86(141) - 9(1.5) 0
AR , 52(8.5) 0 0

723, AARETIV CRVEMATERS 10 ) (1.6%) . IFHEAERETE 45 41 (7.1%) ., KB -
EEOTHSH (0.8%). | BRERR 16 (0.2%). FIRIREEREE 2761 (44%), BI'E
BAREREE 1 6 (0.2%) . TEAEHEEREE 1 5 (02%), HREES (7 - N —iEERE
S&Ste) 114 (1.8%), M%E - B 5 H1 (0.8%). infusion reaction 8 ] (1.3%), #%
7 - BORCARRLARAE 2 1 (0.3%), BEHREEEE (RAMEMEMEERE) sH (0.8%) RUE
EORBEE o (1.5%) BEBH b, i, Kk, BhEgmn, BEEFEDE, O
B4 B O i/ MG R BRI R D b i o e, RRIERARBTURIZEES R

((BRAEAREEREEZ3D) 28DEHERETT.

QERSE A RS (Mpower]50 3W5) .
HEFRITARGERIFE B BE D 386/393 B (98.2%) | I REE C BED 390/394 ] (99.0%)
IZRH b, IBBRE L ORRBENRTE TERWEEESIIAZIN AR B ## 370/393 4
(94.1%) . RHFREE C #E0D 377/394 f (95.7%) WEEH b, FFPHARE B BHIZRBWVT
AR & OERBERBEETERVWEEERIT 286/393 #il (72.8%) KD b, FBE=E
M 5% EDoAAIE OREBFRENTETERVWEEERIIRSOLBY Thotz,

11



{

#5 RAEN 5% EOAHN L OERRBRSATETE RVEEEE
(IMpower150 B (ZC2fEARHT R ER)
. |BERIXASE (S0C: System Organ Class) B# (393 )
FEAZE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
{MedDRA ver.20.1) Bl (%) Bl (%) Bl (%)
FH & wrﬂ%ﬁ&ﬁaﬂiaﬁr% f;v\éﬁ%$§ 286 (72.8) 104 (26.5) 5(1.3)
HERlEE 141 (359). . C25(6AY L E0.3)
& 65 (16.5) 10 2.5) 0
Bl 53 (13.5) 8(2.0)
{EFE 28 (7.1) 0
g 26 (6.6) 3(0.8)
F gk 21(5.3) 2(0.5)
R S HEE e
EY 64 {16.3) 7(L8)
HIRE 38 (5.7) 4(1.0)
BN LU THRREE T129(32.8) - | 10(25)
5 50 (12.7) 5(L3)
EOEE 35 (3.9) 1(0.3)
BEfE 20 (5.1) 0
BRRRE 73(18.6). - {7 26 (6.6)
ALT 3840 20 (5.1) 5(1.3)
AR L URRES 70 (17.8) T 13 (33)
BARESR 41 (10.4) 6 (1.5
BEERELOESERES 69.(17.6) . | . 6(L5)
RAEHTH 41 (10.4) 3(0.8)
MRS SR RE L e STy 0 e D 08 e
H i 34 (8.7 8(2.0)
PSyInEE S6(142) ] ALY
FRIREEIE T E 39 (9.9) 1(0.3)

72, AFIGEARE B BIZB W CRIE MR R 13 # (3.3%) | FTHine
BEde 3 1 (0.8%) . HURBRMESAREESE 60 B (15.3%),

KB4 - BEEOTH 18 6 (4.6%).

BEE 32 61 (8.1%)

B AERETE 2 41 (0.5%) . TEMUKEERESE 3 6l (0.8%). WHRESF (¥7 Vv - Sv—iE
BB ET) 20 1 (5.1%) ., M7% - BEIEZ 1 # (0.3%) . infusion reaction 13 5 (3.3%) .
% - REURIARAE 1 5] (0.3%). BHEEEE (RATHMEMEERS 114 28%). &
EORMERE 10 ] (2.5%) RUFERMEFREREDE 11§ 2.8%) PR bk, &
7o, 1 BUEEIRAR, EUEMHEE, LK. Wi iEE M R Ot f MR SR BRI
R onhol, ARERARRRIIEESES (RERREMEE LS 220ER
HRETT,

AARABREERICE T 2R EFRIIEFAGERR B BED 36/36 5] (100%) . *FFRAE C B
@ 2424 ) (100%) [TERH b, BRI L ORRBEBRBEE TERVWEFERITAARH
FA%E B 7¥ 36/36 ] (100%) . *EPRHE C #E™ 24724 1] (100%) 1ZFBd Bz, ARG AR
B BEIZBWTAK & 0EEBEATE CERWVEEERIT 3536 # (972%) IKBHL

12



v, FHRHP 10%L LOXF E ORREHEBEETERVEEERIIR 6 DL BY T
Hoi,
#6 BERABREREAICSOTRIARR 0% LOFH L OERBERETECERVEERS
(IMpower150 3B (RAERHTH L)

S2ERIkSE (SOC: System Organ Class) B (36 4)
EAFE (PT: Preferred Term) . 4 Grade Grade 3-4 Grade 5
{(MedDRA ver.20.1) P (%) HlE (%) PlE (%)

ZH ¢ OEREEEATECERVEEEES 350972 16 (44.4) 1{2.8)

HIEHE . . 20.(55.6) 3 (8.3) 0
1Bk 9(25.0) 0 0
TN 9 (25.0) 2(5.6) 0
P8 6 (16.7) 1(2.8) 0
NEM: 4(11.1) 0 0

BB LU THEREE 1 20(5.6) 2(56) 0
% 11 (30.6) 2(5.6) 0

—§% - EREED L RS 0RE - 18 (50.0) 0 0
e 14 (38.9) 0 0
FER 7(19.4) 0 0

B PR ' 11 (30.6) 6 (16.7) i
PR 5(13.9) 5(13.9) 0
AST H4n 4(1L1) 0 0
ALT 3851 - 4 (11.1) 0 0

AHB L URRER 10 (27.8) . 5(13.9) 0
B IR 9(25.0) 3(8.3) 0

P IhEESE 8(22.2) o0 0
R ERRE S TR 5(13.9) 0 0
FRR AR RE O SE 4(11.1) 0 0

s LY v REE 7{19.4) 3(8.3) 0
ST BRI 4 (11.1) 3(8.3) 0
#Hifl 4 (11.1) 2(5.6) 0

13



4. HERICTOWVWT

L2FEROH 5 BEICERT 2SI KRS & U CEBEERE (£FIFRE
BIREDILTWSZ b0 b, SiLAE (2FRE) Z2EINCRETE SR TH 5 MR
Wb, TOET, ERG) A7 EFHFE RMP) 12E5%, FAROERSLEHER
EBH~OBAERBHZHR TH > T, AHORENETRBE 2B BE L. 4]
DOERECX Y BELBWERZRBR LICBRCHET 5 Z L ARERED, UTOO~@0
TRTEMETHRICBDTERTSETH D,

@ HERIizoWT

Q-1 FED (1) ~ (5) DT MCEYTIMETHDHZ L,

(1) BAEFBRKEIRET D BABHFEESEILRRS BE RS AR FEE AR,
HuIEE A3 AR BB AR e, HURS AR IRRIR e &) (CERR304E 4 A 1 BBFR 1 437
HEER)

(2) HEdaeml (ER 2046 A 1 B : 85 Migk)

(3) FERRAESEES DB ARFEGR (8 ABIRESREMD. 5 ARSI
WM. 3 ADREERSERRR ©)

4) ARCFEFEEEPRE L, A RALEREME | IR ERIEMG 2 OHEFREELE
EAREHEToTWAHERR (R 284F 7 A 1 BRFAR @ 2540 JERR)

(5) REMEBHLSEEMEOHEREEIBIBHET o THOAMER (EHk 28 4 7
A 1 BEFA : 1290 Migk)

®-2 MFOCFERERCREARIRONNIC A RAM L BRE2FOEM (THRD
W NNCEEY T A ER) A, YERREEOARANCEE T HIRERORMEE L Lrﬁaﬁé:&m
TWAZ L,

<

EEtITREE 2 EOVMPHESRET Li-&IiC 5 FULOBABRROBEIMES:
FoTWBI &, 9h, 2E X, RAEDRES XL LiRKREEFONES:
TFoTWnBI L,

EGHFRG% 2 FOPMTHELET L%IC 4 FLULOBRKRBREFALTVD
Zl. 36, 3FLLE, EONAERYERELSUPRSFREDHERITHEZIT-
TWHZ &,

@ BRNOEELBFHREFROEHIZOVT

EZELEREHRICET T I3EEENEB I, MERENLOFRED., A% -1
S EMER OB B E OCEME ISR 2 FRIEE, AFFRBRELEEEORE
gk BRBEENITONBEHNESTNDHZ L,
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® BMER~DOHRIZDWNT
@-1 HEBAEIIC T 5 B

R R RS D EE ARV AR LI BIe, 24 BRIBFRIEH O F., SR %
YRR BV T, BB U BHERICK U CAREER U CT £0RIHER OERICHE
RREORERRY BRICELN, EbICRSTER AR TNE D L,

®-2 EFEFEEICL 3FFFSMNCET 2B

BABRICEDIEMMNRMBRECHEREE T EREFEBRERTE=2Y 7
EEDEERDODRY J—or TETVERE LR E LT TE 55— AEREHIHBE
WENTWBE Z &, 2B, BHEHICoNT, PABRE L ZOFHRICTSITAMENT
WA &,

@-3 BIfEA ORI LT

BITER (MEMMRE, FREEE. Kk  BEEOTH. B, 1 ERRB. Ay
WS (FRIRBIEREE. RIBHREREES. TEMRERS) . mEEE (7 - <1
—EFERE 2T, EEMESLE, M2 - BilEY, infusionreaction, 4% - BEBFHAMESE
FHREET (RIMETHREMTAS)., EEOKBEEE., LHk, Bnitagim, wEitn
AR MESRBER . BT HRERIRE (INVRTFF 0, 2 ) FFELETRAY
A=7 (BizFHMEzZ) & ofRRER) &) 1T LT, SEERXILIMEREED
EftEE AT HEM B L (REROBRICHIGICE L THRERVIELZITORS
SMFITH D ZE), EHICHERAER TE ZEHNAE- TS L,

15



5. NS LRDBE
[(FzE B 5 FIHE] ,
O FEOEFAZFITROBEICENTHMERRERLTND,
o TS HAE SRR A T 2 YIBRRRER DB B/ IVEISUIER O
INBRATRE RE (EGFRBETFER T ALK MEBETHEOBRE TIXENT
L EGFR 51 ¥ & —¥HEH XX ALK F v ¥ 0 & —PHER OIEHRE
LHETHBE)

@ AHOMOFEMSEERA L OFAREXTROBEZBOTEDENREATY
%o

o INKRTTFFU ATV EXFENREVERINRV T (BaFlERz) Lo

®5 - LREERO R G LR 2B HIRRRERETT « IO IE NI

B (7272 L. EGFREEBTFEE I ALK @BESEETFBEOBEIIRL) BAE

@ TFRICKY T3/ RN B o 3 AR OB RO AR RIC OV TR, &
FIOEMERFEL SN TR LT, ARIORERE L 2BR,
o WRBREI N B AR OEME 5 R U OREMIEER & OHRRE
o LEFOREO b B BB B AR L hOREMIEER & O RR S
o (LEEERIREE OO ARV R T B R I R B AR 0 B B R M o FLEENENE
EA L OHBRE , '
o {LERERIRIE O ARV IERE b R A I AT B ARK 0 B 5 R U@ TAHID
ISR STV ARWORBEIEREER L OfHHR S

@ AFNIERERFEIERER (OAKRR) 2BV T, 2RItV T FeF X1
BRI L TEBHERRIEEN TWD, L. RFELEEOBE T, TCOH2ICO
# (EEEEICRT APD-L1 2R3, L iz BB L CIEE R A A 5 ) 5 F
BAHBWTR B I%ER) TBWT, FEZ AL i LI EORHROKE E AN
SWEABBD b THWDZ Ehb | WFREEO D D RIFELERBOBFIZBNT
I¥PD-LIBHR LR Lz L CHRBOR SR OHNE T2 2 L BEFE L\, PD-
LIRBERTCOMDICOTH B = & AR SN BHEITIBV Tk, ABIDUSL O
BRELEET D,

BB, NATrY) X7 (BEFHEERZR) Oar_=F B (BR5%E4 : PD-LL
IHC22C3 pharmDx [# =] ) X YPD-LIEHE (E: Rs7v) Xv7 (BEEF
M Z) Oy = B CIIEERE B APD-L1& KR L i EEME A
EHAEEOATHEENS) 2R LERFELEROBE ThH- T, KEOBW
¥ (AR5E4 : < & FOptiView PD-L1 (SP142)) {2 L A EREXEEE2ES12iX. L

16



TOXRELBEZRXFRDOREOWELRETE D,

XWRE)
+ Gadpgeel S et al. Ann Oncol 2017; 28(suppl 5); Abstr 12960

[ZatticBd 2 9E]

O TRIZEATIHEEFCOWTHAAORESERL ENTNDE LD, REETT
bianZ &,
* AFIORSICH LBEIEOBEERO H 5 BE

@ WBEBIOFMICBNTTRIZEYET3BFITONTH, FAFoRERH#ERIh 2D

A, MOBERIREA VRSB Y . BMECAHRERT 52 L 2 EETES,

» MEMEMRBOSHINIIEOMEDD 5B

o JOEEGRE TRER R0 5 AE R UTEEME O BRI SR i R %
DI IHEM TR B b5 BE _

o HEAREEBROHDBEEIBENE L REREOE CRERBOETED
h BB

»  ECOG Performance Status 3-4 ‘®2 DB

2 ECOG ¢ Performance Status (PS)

Score
] E{ B2 EHTEH, BRATLFLBEEFRIHBRLITAS,

i POREICIH LW IEENIRIB S 528, ST T, BIER-CE - TOERIITS N TE3,

il : BVWRE, WEEEE

2 HTAETESOSORYD O Z LT~ THREEMERCERYy, BPO S0%EER~<y FATHR
il

3 BohtEHROSOED DI L LATELRY, BRO 0% EESy FPEFCRIT.
2B, BHOEOEIDI e TELV. BRIy FIEBFCEST,

17



6. BEIBLTHEETAXIH

O HATEZCNZ, WERTESBRET IEREICESEEHNOBMER HEIER
RO b HBERERETHICEBR L THOERT2Z L,

@ BEBBICEILL, BEXIEORECASMERCEREEZTSHAL, RELZR
ThbRETaz L,

@ LEEEER AT 5 ORRRERLET - BR OISR ES TR CIEIEEHRE
2B 5 PDL1 #RE|ULIEEMIEE CIEEEHEAEMEN 5D 586 bR L
7o FCARIOBREREERHRITE Z ENEE LW, FRLBHERETERWEAI
i, AFIOFEHOBEE L EENHWT L ETiRETH DL,

@ ERBMERAO<RI AL Moo T

RIEMMERRHLLNEZ LRHHDT, AROESITH - T, BREKE
W (R EEE, ek, HBEE) OBBRURE X BREOCEHRSE, BEL+52
TS 2 &, Eh, BBRECTHEE CT. MiF~— v —%0ORELRRET S
e,

AR O EIZEED infusion reaction 2 2 CRABFIZ /R0 TE HHE
21Tl L CHA L, AFIREP R UARRE R TRIT SN ZVTA 28
ET 5%, BEORER+SICBETHZ L, 7235, infusionreaction #FEH L
AT, ETOBERVERAZREETIECEEL+OBETAZ
&,

- FRBMESRERE S H Db D T L3 H 5O T, ARIORE AT R OB 51

L ERIRSIC R AR R E (TSH., 8 T3, B T4 SEORE) 2FEMTD
Tk,

AROBEZ LY BEORERIGICERT 5 &5 2 bhdHix RRBHE
Rbobhd o tibd, BEREDLNIEAICE., BRELEERILE LA
HIPRAY 72405 L IRR A R O [E I & EHE L OB 2SR RIT, BE RS
RS L 3RIERREDN I BEIIE, FRORERIZFIE, RUBBREF
NEVHIOBREEZEZETDZ L, 2B, BIRNEERL ey OREIZLVENE
ROWENRED LRRVESIZIE, BIBEE ST LSO REERF OB
LEET 5,

BERTHR, BRI OBy AEA L THOEHERRRR T A2 L RBBD,
AR OB ERTHIZLBER ORRIHSITEET 5,

1| BUERE D B bbb, BERHES N TV R—VRREBZZERHBOT, O
B, B, BEHZOEROFBELMBEED LR HAEE T/ &, | BF
FRRPNIBAITIIBEE P, A R ) VEROBRES OB AEE
752,

18



® OAK RERTITEERIAEN S 36 W E T, IMpowerl 50 BRER CIIIREBRME 5 48 A E
Ti% 6 BRI, FHRBEWPRoRERD 9 BRIEE TEOMEOFHMEZT> T
T Z & EEE T, ARBEPTEHNICEBRE CHROMREITI Z &,

19






