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1. ¥

TEEMOFIME - BEMEORHRO DI, B CESICESWDEERERIRD
bh3, b, MFEORZETOERIZ LY | EERRR & OEELFTIRERE
FEENNEAINEZITTC, ChoOEELZ RICHERBEITRET S Z L BB
BEL o TR EEMERES L WEOEARFTE 2016 (EAL 28 £ 6 A 2 B KIREHRE)
KEWTH, EFNERMREOERORE{LHEERHL 2 L LI T3,

FREAEFERERDZ, EREAPEEE w7 7 A ABBEEDCERS LHLMT
Bippl e, 20D AMERCESEICET BRI +LEHT 5 £ TOM,
UHEEDNOREEZBMIZFTIZLAMHFINIBEITH LUERATS L LI, BUE
AR LB LERNLRE D2 LR —EOEFRE - EFREBEcER
TAHAILBEETHD,

LMo T, KHA FIA Tk, AEERECINE TRFLA TN S EZIEER -
HEMRAMICE X UTOERERORERFERAZIEET 2800 b 0ERER, X
FERUBEEHETT, |

2B, BHA BT A 3, BSTREAERREREREOBE. AREFHEABRES
ARIEEES, —REEEAN B ARBEBRAR ES ., FEFREAEDEAN ARMEESET
— R A B AERESOBID S & ER L.

HBLRIEES : 72V P ZARSE 1200mg (B4 : 77V X=T (&
=R %))

RBLRAMETIIPR - DT REARETT - BR O I/ MBI

HELROPBRCHR (L EREREHORFE LEE % IR  SIBR R REe T - BR O/
AR RS DB A _
HINKRTTF o, A7V EXFENRPARAY AT BT
Z) EDOFFRIZBWT, BN, BARKET 7V ) X< (BEF
AL Z) £ LT 1[E 1200 mg & 60 43717 T 3 BRI Cafbih
95, B, MERSOIEENRRIF THIIX, 2 BIAUED
B 5L 30 oM E TEMRTE 5,

{L2EBEEBER IR O YRR R0 AT - R OIE/ AR BE D%

&

BE, AR TT YY) X<7 (BeFE#kz) & LTI1E 1200
mg % 60 435:) T 3 BRIRIR T AREET 5, B, MERED
BAERRFCHIE, 2 B BUKOR S 30 S EcE
WCx B,

8% R AT hAMMUEKRRAH

I




(B35) _

ANKT T F o OHEXIIHER. BERUCHE

ZhEES ISR - FE/NERRE

BHEERUCRE: BE. RACEILVRTFF L LT, 18 1[E300~400 mg/m? (3
) EBE L. PR L b 4 BRAET S, TRk 1AL, #
ERHVIRT, 2B, 5B, S5, KB, ERC L DBEERET 5,

SR7 ) EZXeAOPREXITHER, RERVCHE

PhEE TR « FE/ NIRRT

AERUCHRE : BE. BRACEAZ V#3402 LT, 1 B 1EH210mg/m? (EEREHE)
Z 3 BRI CTARREEL, 272K &b 31 F%k%ﬂ‘éu h&als—
NELT, #EZHRVIET,

ARV A= (BETFHER) OPREXEHE, HERCHE

PREIZIE | R ERE % 5 < BIBRORRE AT - 28 DFE/ NIRRT

RERCRE  thoRERIEEE L OBV, B8F, RARESASVX<T7 (&
EFRHBL) L LT 1E 15mgke (FE) & R@lfRPERT 2, BE
B 3 MR LT 5,

FERRBRICIT AR A 0 s - R 3. BHERE 0E (P5~) &8



2. AH DK, {EREF

Fe v MY 7 AERE 1200mg (R4 7TV Y X=7 (BEFRRL), DT IR

#F1) ¥k, AED Genentech, Inc.tZ & D Al X172 programmed cell death ligand 1 (BATF .-
PD-L11) x93 a7 0. Gl (BUF, MgGll) #7277 XDk MEE/ 71
—FNABETH B,

CD274 (PD-L1) X, EENICBWTHIRERFICRE L TBL, Bkl
oSER (T #IJ3, B MIIRR OV F 2 4% 5 —T Mik) SRB4 5 cD279 (BT, PD-
11) XU*CD80 (B7-1) LFES L, EINEEZRITHHT2 L E X 50TV 3 (Immunity
2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7=. PD-L1 %, fx OEBHEIZD
I LTV A Z & (Cancer Inmunol Immunother 2007; 56: 739-45) AR5 X TR Y. PD-
L1 & PD-1 %47 L7-@RigE, EEMRARFSRRNR T Mg 00WBEZEEET 5
BRFO—E LTEZBNATNS, ,

AFlix, PD-L1 OAMBSMEEICHS L, PDL1 & PD-1 L ORAEMAET ST &%
L0, BAGURFFRENZ THROMREEEEEZER L, MEOMMEINRT5LEL
HhTWa, - . ‘

IR OOMEN L, AFITEMERICN T 2 RBRECRVBI b0 LEF SN,
JE/NFIIRNPEE B 2 RS L LRI E R L, At REMRUESHELRHER S
N,

ARIOERABFCESBEOCRERIGNCLZ2REERAERH bbb, EEXEET
ICED NS D, AROFEDPRURERITIE, BEOBEL+HITTH, REHR
BOLNIEBETIL, R LU EEFRIS BN e BREFOEM &EREL T
W ERBEITV., WEOREFISIC L 2BEAREDLN S BEITE, BIBRER
NERIDBREEOEEVMABEIT O LERDH D,



3. EREERK . '
IR REZ 2 ST - B O IENIRRE O ARG HMEZ ITo e 2B ERROKEY
R, =

(F%hH]
OHEELFREMAERE (0AK FE)

7T F R EETEERER OB 5 RN ERET - BROJEDNHIEE DS
1,225 4] (EFIEE 613 5, KX LB 612 F) 2082, A& & FE &30 (DOC)
DADER LR M BT 2 FE IR L EME L2, A4l 1,200 mghbody NIt F¥#F
¥ 75 mg/m? & 3 EHEHRR T AREE L,

BT X AMeEniz 850 81 (AN 64 flE ) O2BFEMICEBWT, F4
BHTFEFX AR LB L CTEEFHA (BT, 108)) OFERERNRZD LI (A
P— Kt [95%E8EXM] - 0.73 [0.62, 0.87]. P=0.0003 (&5 log-rank #E]), FRE

(95%IEEREMT IIARBET 13.8 [11.8,15.7] # A, FEFXFEAEFHET 6 (8.6, 11.2]
FRTH-T (E1),
+; ERMRRTEER OF, TEGFRI) BT ERBIMXILRSLY o HixF—¥ (BT [4LK))
BeEETFREOSE T, 7 F I NAREHMERRBICNA, ThEh EGFR [REEAXIZ
ALK [AEEA%HE T 5 FEMEEANC L 5 5HER H 3 BESAL AN b,

1.0 . PR (B Rllogranki®SE) 0.0003
09- i L {# (555 BERR R
: - F 223l 260 A (8.6, 11.2)
084 P ’ FRAATT 1380 A (118,157
: e, N —F H(95%{EFRERD 0.73(0.62,0.89)
0.7 ;
40 06
Y& 05
i 044
0.3
0.2
0.1 Festel
R [PIPON . PEIVLTT

004+ 15t
T

]

15 18 21 24 "21A

T
0 3 5 9 12
FFE 425 363 305 248 218 188 157 74 28 1
FeaFELE 425 . 336 263 195 151 123 98 51 16

1 OS @ Kaplan-Meier #i#2 (OAK R (£BHEH)



Q@EEILFSE I HAFRR (IMpower150 3A5R)

{LEZEFRERE O 72" B LR % Bk < SRR RE AR ST - B R O JE/ N BT A SR 1,202
Bl (BAEAHlIZET) ZRRIZ, A& 1,200mg & hoRBHEER (AAXRTTF
YERZ Y EXEN [ABE, 4020)] XEAIALETTF o7 ) Z2xEA+RAVI
~7 (EETHEHEL) [BE. 400461 :OSEREOEMERTESMES, AL
BIEINETTF o +,57 Y # R BA+NY X7 GRIEFHE L) [C BE.400 1)
& BT DM IMERERE M L 727, PR OMRR. EGFR BinTRRBAERZ ALK
MEBEFEEoRE (1576) K< 1,0456 (AERAN67HlzEt) @ ITT-WT £H
ZBWT, AFIPHEEE (BE 3504 THERE (CRH337H) LU TEEMEER
Tdh5 0S8 DHEEREENDED bI (~¥F— Pk [95%51EREM] : 0.780 [0.636, 0.956]
P=0.0164, A EAKENMA 0.0184 [FFHI log-rank RTE]D) . FRIE [95%EFHREM] i3A4H]
BEFIEE B B¢ 192 [17.0,23.8] # A #HBEE CHET 147 [13.3,16.9]1 WA ThH -7 (2018
FEI1AN2AT—Fhy A7, E2), 2B, AEGATE (A B 349 F) T2V Ti,
SHEREE (C#3376)) 3T 5 08 OFBERERIIBD b R0,

* : EGFR MTERBMNIT ALK ERETHBEOEE T3, 12 BEGFR AHERL ALK
B 5T 5 HEEIEERIC & BI8REN 5 5 BEFEL AN bR,

#2: B AR T T F T 6mg - mi/mL FBY &, 237 U F FE0E 200mgm?, <A XS (GREETHR
#x) 1115 mpke % 3 ARMRTRE L,

107 PIE (B Bllog-rankif 8 0.0164
094 thaffiE (os%fEFHRE M)
i BCP 14.745(13.3,16.9)
08 ; . FFJUXTT +BCP 1924 H (17.0,23.8)
074 N , NF—F L (95%{E$RER) 0.780(0.636, 0.956)
40 08 -
& o5 e
#H 041 iy
T Bimrrivxer M P
034 coALKTSTF
PR
0.2
BCP Co
0.1 —ewemin FFIUZLTT + BCP
+  frsiw
0.0~ T T T T T - ] T T T T T T
0 3 6 9 12 15 18 21 24 27 20 338
X#+BCPE 359 323 206 264 235 167 {19 66 34 9
BCPEE 337 308 268 233 196 129 87 56 29 6 1

2 0S ® Kaplan-Meier Bi## (IMpower150 3B) (ITT-WT £H)



if:, EZIKJ\.%%‘%E&::}SH% ITT-WT £ ® 0S D RAE [95%EHEM] T4
R B # 7 19.8 [14.1,24.2] A B, HEEEE C B CTHERE [13.2, #EFE] VA,
AF— R [95%E8XR] - 1.311 [0.498,3.446] Th-7- (K 3), ‘

1.0H +—t
e l Pl (AE 5llog-ranki® &) 0.5823
b BCP NE {13.2, NE)
0.8 - FRIUXTT +BCP 1987 B (14,1, 24.2)
" g4 AF—FH(95%{BEERERM) 1.311(0.498, 3.446)
4o 0.6
B o5 R T
_ bofopiny
H o049 g asoxes i
0.3 CHALETSFY 5
LAV DS 18 ) b
0.2 :
BCP _ -*
0.1+ ---_;_--- FTFIYXTT +BCP
0.0 T TIEWU T T T T T T T T T
o] 3 ] 9 12 15 18 21 24 27 30AR
##+BCPEE 32 29 28 24 22 19 13 8 - 5
BCPE 14 14 14 13 11 7 6 5 4 1

E3 BARABELEMIZRBITS 08 @ Kaplan-Meier Bi#t (IMpowerl50 3B
(ITT-WT $£E)



(PD-L1SIRIR BB DA EIE R 2 )

OEEHRAFIMARE (QAKRR) K@ ANDIEEED 5 b, IEERREIC I
TPD-L1% 335 L BRI R CIEEREAEMES 5D 58146 (LLF. [PD-L1ZEH
F) ITET A ERIB LR —BOBEOF—F ITESE | PDLIRRESHICRSE
B 2T o e MR CELEDOBRIIUT O LB 0 Thot,

A ONWT, PD-Lm%ﬁdﬂt?R@ﬁ?ﬂJﬁ@%%m\ RHIDEBY Thotr,
2. PD-LIORBERRIC LT, AROEEET 7 7 A MIRETH- T,

% 1 NSRRI 317 5 PD-L1 ORBURIRBIOA I
(OAK K., 201627 TRF—Fb v b A7)

08
PD-L1 ‘&P ERE k= g [95%CI] AH— RS HEERD
(2 A) [95%CI] pfE
3 130 12.6 [9.6,15.2]
TCO »2ICO DOC 199 89 [7.7,11.5) 0.78 £0.61, 1.01] 08454
I 241 15.7 [12.6, 18.0] )
TC 1/2/3 XX IC 1273 DOGC 923 103 [838, 12.0] 0.74 [0.58, 0.93]
A3 290 12.7 [10.0,15.0]
TC 071 2 IC 0/1 DOC 284 92 [82, 1111 0.79 [0.64, 0.96] .
&K 129 163 [13.3,20.1] ;
TC2/3 X1 1C 213 DoC 136 10.8 [8.8,12.7) 0.67 [0.49,052]
A 348 12.6 [10.2, 14.2]
TC 0/1/2 22 IC 0/1/2 DOC 356 0.8 [8.6, 18] 0.83 [0.69, 1.00]
PN 72 20.5 [17.5, NE] 0.0031
: i 0. 27,0,
TC3 XIiXIC3 DOC 65 8.9 [5.6, 11.6] 43 [0.27, 0.69]

DOC: FEZFEA, *: PDL1HE (IC0, IC1. IC2, IC3), HifEO LV AE (1, 2) RUMERE (B¥EL
B, BT LERE 2BRETF L LB Cox EliF

GED TC ; MEEEERIC T S PD-LI 238 Ui EERRA S 284
IC : EEMAHLC BT 3 PD-L1 23R8 L EgsassnEiS a0 384
OAK B, IMpowerl50 SABRC{EMH L/ TCO~3, ICO~3 I TRBR

PD-LIRR OS5 EL S PD,;I;ff,ﬁ
PD-LIDBIERRAERD bhizl TCo
S, @R <. PD-LIC X ZBEREAEREIRO1%EBILED LD

TC [BRBECEAFEE <. PD-LIC L 5 BIER e i 1%, Esv% R e b b TCl
REAE TR . PD-LIC L SRS SRR 03%EL ES0%REC D b D TC2
S B <, PD-LIK X S ERE PRI R 050%E, EICEESH bR S TC3
PD-LIOEBER GRS by 160
i, BeGEME G2, PD-LIK L ZBHEREAEREE RSO 1%ERICRD bR D

IC | @R EIC a2 <. PD-L1IC L SEARG IEH S MaEMIn 0 1%EL ES%REIZ RS b b ICl
eERE A< . PD-LIC L pBtERGSEESARAEHRD%EL EI0%RHICES Lh D IC2
R ARz <, PD-LIIC L D IBERL D et e MR 0 10% Esih b d IC3




MRET B UYEERSMRIC BT 3 PD-L1 ORBRINOEDMEREER 2 RUE 4~5 O
LB0THY, RELRBEOBRE T, TCO 7> ICO B (BI85 PDLL %
I LRSI R ClEEREAE MRS 5D 3888y 1%REE KB\,
K& 3 EAREL B L BEOMEOKE S AN S WERSRS bk, 25, M5

BUPD-L1 OERFICL LT, FRAOREMET 07 7 A VTR TH o7,

#2 AR CEEERREICBT S PD-L1 ORI 0HE %
{(OAKEB, 201657 7B —¥ v b3 7)

08
PD-L] ®D e g hRfl [95%CI] ~F— REERD
' {7 H) [95%Cl1] p fE
T R
A 140 14.0 [10.1,15.9]
ICo21C0 DOC 150 11.2 [8.56,13.5] 0.75 [0.57, 1.00] 08364
AR 171 17.6 [14.2,20.4] ;
TC 1/2/3 X% IC 17213 DOC 162 113 [9.3, 13.0] 0.72 [0.55, 0.95]
A 21 14.1 [11.7, 16.3]
TCo1 231C01 DOC 212 11.3 [8.9,13.5] 0.79 [0.62,1.00] 02447
FE 89 18.7 [15.5, NE] )
TC23 X4 1C 213 DOC 99 113 [83, 13.0] 0.61 [0.42,0.88]
A 262 14.2 [12.1, 16.1]
TC 0/1/2 5> IC 6172 DOC 265 119 [9.8, 13.9] 0.83 [0.67, 1.03] oot
A3 49 22.5 [18.0,NE] ’
TC3 X2 1C3 DOC 47 87 [4.7,11.3] 0.35 [0.21,061)
S EERE .
FI 490 7.6 [4.4,12.9]
TCOoA2ICO bOC 19 71 [6.0, 861 0.82 [0.51,1.32]
A 70 9.9 [7.6,15.5] 0.7207
TC 1/2/3 XX IC 1/2/3 Doe 60 8.7 [6.2,109] 0.71 [0.48, 1.06]
At 69 7.8 [6.7,11.2]
TC 0/1 72 IC 0/1 DOC 7 73 (63, 86] 0.76 [0.52, 1.11] 2599
FE 40 104 [7.6,17.5) )
TC 2/3 X IC 213 DOC 37 07 [56,17.] 0.76 [0.45, 1.25]
A 36 7.8 [6.9, 10.6] .
TC 0/1/2 > IC 0/1/2 POC o1 75 [63.87] 0.79 [0.57, 1.11] -
AEE 23 17.5 [7.9,23.3] :
- TC3RIC3 DOC 18 11.6 [5.6,16.5] 0.57 [0.27,120]

DOC : FE#%tn, *: FEEH Cox BT

004+ iTSY¥M :
T T T T T T U T T
0 5 9 12 15 13 21 24 218
FHIEE 112 a3 74 51 43 35 30 15 8
Fe&¥2ILEE 110 90 67 39 28 24 6 7 2

4 RELESBREERAICBITS 08 D Kaplan-Meier Bi#t (0AK 3B

10
094
0.8
a7

Fezyeil
FEMNITT

PlEURRog-+nh8E) 0.0383
il (g55 R HDT
FE9%ti-7.720A(6.3,3.9)
FEMNI7T8onA (T4, 128

N —FEEosul BFEAD 0.73(0.54, 0.90)




% g
18 L
#Hosaq 0 MU
0349 omews
02+ i
P ; P 2 AL S S ot
T wmime FRUUEATT . R T FTENATT
go-l & 159 ool + iTHWW
T T T T T T T T T T T ¥ ¥ T ¥ T T T T
0 3 6 3 12 15 13 2 24 278 0 3 6 ] 12 15 18 21 2 778
FFE: 6 B9 48 3 ol 25 21 13 [ ﬁﬁﬁ a0 32 24 15 13 10 3 4 4
66 4 36 29 18 15 9 4 1 FEFLE 49 45 30 i5 10 9 1 3

5 RELEEBELMICKT S PD-L1 BHRIETO 0S @ Kaplan-Meier Bi# (OAK 3B
(EE : TC 1723 XX IC 123 o BFEEF, £ : TCO0 20 IC 0 DBEEEM)

QEBLREMAERE (Mpowerl 505888 [CHAANBNBED S B, PD-LIEEE
KT AEEBELNE—EOBEOT —F CE-S& | PD-LIBREERIC BRI
AT 2T o T MR CZ MO RIIULTOL B Y Thol,

AR OWT, PDLIOREBRRENOFHIMEORBRIL, K30 LBY ThHot,
723, PD-LIORBRRRICEGT, FHOREMET 07 7 A VIIFEHKTH 72,

3 ESHBRAIBITS PDL oRFREINOFDE (0S, rTr-wr &)
(IMpower130 2Bk, 2018451 H 22 AF—F B v b 7)

oS
PD-L] &L e fiEx thiufl [95%CI] Y — R LEERD
(#A) - [959CT] P&
B B 167 17.1 [13.5,20.4]
TC O 7> ICO ’ 0.82 [0.62, 1.08
CB 172 14.1 [12.9, 16.3] [0.62,1.08] :
0.7283
TC 1/2/3 XX IC 1/2/3 BE# 192 225 [182,26.1] 0.77 [0.58, 1.04]
C R 165 16.4 [11.2,22.9] ’ e
BE . 230 19.1 [15.8,23.8]
TC0/1 72 1C0H/1 CBt 21 143 [13.3, 16.4] 0.77 [0.60,0.99] 0.8585
B 129 22.2 [17.0,26.1] ’
TC 23 X 1C2/3 CH¥ 116 16.7 [10.5, 24.2] 0.82 (0.58, 1.17]
BE 288 " 18.2 [16.1,21.0]
TC 0/1/2 H>2 IC 07172 cg M 144 [13.3,16.7] 081 [0.65,1.02] 0.4630
B2 71 25.2 [18.7,NE] ’
TC3 X4XIC3 oy 65 15.0 [9.8, NE] 0.70 [0.43, 1.13]

* 1 FER@HI Cox B

10



[Z2]
OEELRFE MR (OAK )

HEERIIAFFED 573/609 B (94.1%), FEF XFEABEO 555/578 ] (96.0%) 1278
HHi, BRE L OERBFREERE TERWVEEFERIIAARE 390/609 # (64.0%). F
& X RE 496/578 il (85.8%) IR bk, FBEREN %l LORRBEESEET
FRVWEBTERIIRIOLEBY ThoTz,

£4 BB SUUEORERFESRTETERAVAEES (OAKRR) (RSN RER)

srerRk433E (SOC: System Organ Class) HHIEE (600 7))
HAEZE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) Filgg (%) #% (%) Filgk (o)

FRBEERTETCEAVWERAESS 390 (64.0) 90 (14.8) 0

—f% - @HFWED L URSEORIE ©202(332y | BEyH | 0.
Py 87 (14.3) 3(L3) 0
EIE 51{8.4) 2(0.3) 0
FHE 49 (8.0) 0 0

BiBEE - L T - 1361(22.3) 6 (1.0): 0
Bl 53 (8.7) 2(0.3) 0
FHl 47(1.7) 3(0.3) 0

EEBIUETHEREESE - 119(19.5) $(1.3) 0
RE 42(6.9) 2(0.3) 0
T 5 38 (6.2) 2(0.3) .0

s L oEREE 86 (14:1)- TSN 0
BRRRR 52 (3.5) 0 0

B, ARBECRBWTHEEMERNZESR 1068 (1.6%). FF#sERESE 43 5 (7.1%) . KRB -
BEOTH S H 0.8%), 1 BBERF 1 5] (0.2%). FURBMEIERE 27 ) (4.4%), RIF
BREEE 16 (02%). TEAEERE 16 (02%) . hEREE (¥ - SL—EREE
SEEte) 116 (1.8%), Buds - BiE% 5 B (0.8%) . infusion reaction 8 B (1.3%),
7%« EECHRARE 2 B (03%). BHERE (RAETREEERSE) 56 (0.8%) RUE
EoEMESo#l (1.5%) BEHbhi, iz, Mk, BOMEN, EEGEIE, O
firde B OV e M/ MRIBAMESEBER IR D Db o o, ARMERFEIRILIIEEER

(BBEREMEE 28T 230EHRBRETRT,

@EEELFRISEMAFER (IMpowerl50 FER)
HEFRIIAFGAR B B D 386/393 F (98.2%) | xTFRHEE C #E D 390/394 1 (99.0%)
R LI, BBREE OREBBERTE CERVWAEERITAHO AR B £ 370/393 #]
(94.1%) . XEREE C BED 377/394 il (95.7%) FB bhvl, AAIGHARE B BickBWT
AH & ORFERBEE CERWEEFERIL 286/393 41l (72.8%) KBD LI, FHHE
A3 5% EDAR L ORRBEEREETERVWEEERIIRSOLEBY Thotz,
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%5 REEN S%LLLOKK L ORRBRREECERVHESR
{IMpower150 38 (ZZ2EMiTRER)

RERIXSHE (SOC: System Organ Class) BB (3935
EA5E (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
{MedDRA ver.20.1) i (%) g (%) i (%)
A ORREENEETCE R 2FEHR 286 (72.8) 104 (26.5) 5(1.3)
BEEREE . | 141(35.9) L25(64) 1(03)
TR 65 (16.5) 10 ¢2.5) - 0
Ei 53 (13.5) 8(2.00 0
% 28(7.0) 0 0
& 26 (6.6) 3(0.8) 0
0PIZe 1(3) 2(0.5) 0

T 2 ARE LD B

i {16.3)
T’ IEE 38(9.7) 0
BB & R THRRE 129 (32.8) 10 (2.5) 0
i 50 (12.7) 5(L.3) 0
T IERE 35(3.9) 1(0.3) 0
REHE 20 (3.1) 0 0
BEPRIRTT 73 (18.6) ~ 26 (6.6) 0
ALT #8im 20 (5.1) 5(1.3) 0
KRR LI UERRE - T0(17.8) 13(3.3) .0
FakER 41 (10.4) 6 (1.5) 0
69 (17.6) o 6(1.5) 0

BEERB LUHSSHRREE

41 (10.4)

308

34(3.7) 8 (2.0)
PIIEER . - 56(14.2) 4 (1.0) 0
FRp R B IR T e 39(9.9) 1(0.3) 0

73, AHIGHRRE B BT W CRIEMEMAR 13 81 (3.3%) | FHEERSE 32 1 (8.1%) .

Kipd - EEOTH 18 6 (4.6%) . 4 3 61 (0.8%) . FREREEREREE 60 #1 (15.3%).

BISHREEE 2 41 (0.5%). TEAWERES 3 (0.8%) . HREE (¥ - SL—E
EREESTe) 20 ] (5.1%) ., JKde - BEREZS 1 18] (0.3%) . infusionreaction 13 {7l (3.3%),

4% - BB RMRAE 1 ) (03%) ., BHEREE (REFTHEMTRAS) 1H 8%, &
EOREEE 10 i (2.5%) RURBMEGHERBAE 11 6 (2.8%) B3BD b, &
7o, 1 BUEERRR, EERFEAAE. R4, AR M UM Rt i/ MR SRR
RO LMo, AREBRERAIEEES (BERTERELED) 2E0HEH
BERERT,

BARNBEERICK T 25 EFRTAA0 AR B B0 36/36 7] (100%) . wTHREE C 3
D 24124 ) (100%) IZRH O, BREL ORRBEABE TE RWAEESIIAHIG
FIRE B B 36/36 71 (100%) . FHEREE C D 24724 f (100%) 12580 iz, AFPHRRE
B BICRBWTAR L ORRBEESTE TERWVAEFRIT 3536 Fl (972%) KFBDL

12



. FHRER 1% LOFH L ORERRABTETELRVWHEFRIIR 6 DLBY T
o,
#6 BRABREEFICIVCRAER WU LEOFR L OERBRITE CERVWEEER
(IMpower150 B (R2HERITHSEE)

FEBIXSER (SOC: System Organ Class) BEE (36 )
HEAFE (PT: Preferred Term) _ £ Grade Grade 3-4 Grade §
(MedDRA ver.20.1) Fltk (%) Bl (%) ik (%)
AR oRRERREECE W2 EES 35(972) 16 (44.4) 128)
gmEE - . . e06se | 383 0
B . 9(25.0) 0 0
Bl _ 9 (25.0) 2(5.6) 0
=1eES 6(16.7) 1(2.8) 0
g 4(11.1) - 0 0
BERBIUCE TGRS Co o 2055.8) 2{5.6) c
5 11 (30.6) 2(5.6) 0
— - SRFEESIURESMORE - | . 18(50.0) 0 . 0
BER 14 (38.9) 0 0
B 7(19.4) 0 0
BEARIRTEE N . 11 (30.6) 6 (16.7) 0
F PR 5(13.9) . 3(13.9) 0
AST #8n 4(11.1) 0 0
ALT $/m 4(11.1) 0 0
R LUsEmE - S - 10@78) | 5(139) 0
HHEGE 9 (25.0) 3(8.3) 0
PR ' S 1 sy | 0 0
B AR AR T 5(13.9) 0 0
BN BREERETLEE 4(11.1) 0 0
EB LT v AFREE R A ¢ ) ~3(8.3). .0
HEMF P RBE 4 (11.1) 3(8.3) 0
i 4(11.1) 2(5.6) 0
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4, HERRIZDOWT

(LRI D b 5 BECHEAT 5B BBAM L LCEARERE 25H%)
RBELNTVB I 0D, YHRE RFRE) EUCERTEIRBR CHINE
BB, TOLET, EELY X7 EFREAE RMP) KESE, AROERLLEMER
HE~OW G R D B MR Ch o T, ARIOREFEN 2 BELDH - HEL, AH
DBEIC L BERBER R LB T 3 2 & BSERED, UF0O~@0
FRCEEETRERCBNTERT 2 & Th b, |

@ HRioONT

Q-1 THD (1) ~ 5) OWTFhILRIHLE T ERTHDI &,

(1) EAFERENEET S BAZROESEI RS EHERF RS A SREEIL R,
HIIERAS A B FOEHENL SURDE, MRS A BFRBE e &) (L3044 B 1 AREAL 1 437
HEaR) | |

(2) HrEEaRb: (FRC29E 6 A 1 HIRR ;- 85 JERR)

(3) HEFRMEIHEET 2BABIEERE (BARFESEERP. BADFEHE

 BARR. RABEESHEERR &)

(4) AR(EFIERERE L, ARbERENE 1 O3 b2FRENE 2 OfEgk e
IRDBEHEIT>TWDHEER (ERX 284 7 H 1 HERR 1 2540 HERR

(5) MEMEEANGERMBEOMREEIC R BHEIT-o TV 25 (ER 28 £ 7
B 1 BHEA - 1290 HigR)

@-2 MEOEFRERCRWERZERREOM S22 M L BRE2/FOEM (TRD
DTSR YE T A ERM) A, YEBREROFACET ABROREE L LTEEBSA
TWAIE,

#*

EMMRIFREE 2 FOMPTHEZET Uickic 5 FL EOBABROEBRTEL
ToTWaBIE, 35, 2 LT, BAEYHIES XL LEBREEZOMEL
ToTWBHZ &,

EMMGIrIE®E 2 EOYEMHEEZET LB 4 £ EOBKEREF LTS
k. 96,3 ﬁBU:(i\ W DB A SERE & & R FOREIHE 1T -
TWasZE, :

@ BRHNOEEMFREFBROESICONT

EERERERCHET I ELENRES N, MESENSOBBRED., - &
AHEFLMIEFROTER CEMSICHT 5 BHRME, FEERRRE LESBA0RE
L. ERFEOHIATEN B EHRAE S TN B2,
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® BUHER~O#IRIZ oW T

@-1 HEREHIicBET 3 EY
FIEMEMEBEOEERBERSRA LRI, 24 FEBFERH O T, MR

HEERBRIZBWT, BB LUZAERCS CTAREER R CT S0RIER OERNC 4

RREOKENRY BPREDLNL, EbICHErTERERBSE S TWEHZ L,
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