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1. I XL®»Iz

EIER OB - BEMEOHRE DT DI, T CEEICESW B ERERRRD
LD, SbIC, EEOBREMOESIC LY | FERERR L ¥ OBEH0 7 5 R
FEERMERINDHT, 2N bOEERFEICHERBEICRET 22 L AEED
ML 2> TRY RFEMEEE &k EDEAR T 2016 (EAL 28 4 6 A 2 HMEHERETE)
CRWTYH, EFHERLEOHEHOEEHER RS- & LS TS,

PR ERRIT, BEERACRAN S0 7 7 A AREEOERS LB 50
BRBEZENHD, 20D, AR CEEMICET 2 BEN - 2E/ET 5 £ TORM.
UHERLOBRELRZIT 2 e RHFIhZBHICH L THEAT 2 L L bz, BIfE
FARSFEBL LB LB IS % & B2 L WATRE 2 — 1 O B % i 7= 412 Febi Bl <
TEZEBEETH D,

Lo T, BAA KT4 2 Tid, BREMRLINETIZELON TV B EFRESEM -
B RMICESE | LT OERR O EH L HET 2B A0 b LEREF, £x
FROEEEEL T,

RIS AL BT 4 03, MSIFTBIENEE S B R AR, AEHEABA
BRIEEY S, — AR B ABRRNBES, BEEERIESEA B AERS RO
— bR A B APRR SRR OB O b & AER LTz,

MG ERDERR : Ty M) 7 AT 1200mg (—f%4 : TF VY X< (&
G Z)) :

FRERDPEIIHR  VIBRTREZRMETT - BF DI/ lRa i

$E LR ARERVAE  (LFRIERIBR O R _LEOE 2 5k < YIBRARE 2817 - RO/
HERR TR B DB A
HNVRTTFL RI Y BFRLROSAY v (BiETFHELR
z) EDOBFRIZBWT, @%. RARIZT 7YV XA~7 (BT
¥ %) & LT 1E 1200 mg % 60 43 A} T 3 BRI TaHEE
HT5, B, PIRIBREOBEEN R THIX, 2 BB LED
B 5L 30 4oR E CEMTE B,

{LZEPRIEBEIE R O IR RE 22 4T - BB OB/l BE 0%

AN
(=]

WE, RART 7Y ) X7 (EnFE#z) & LT1E 1200
mg % 60 237> T 3 BRERHMRE CREFET 2, 2B, YIEEED
BEMERRIFTHNIX, 2 BB UBEORERFIT 30 0% THE
ETX B,

B IR E ¥ EH PAREREASH




B%)

ANRT T F o OREXIIZR. BERUCHE

INRESIIEN G « FE/NAmAR BT FE

FEROHRE : B%. RAZIBAILVRTZF - LT, 1 H 1[E 300~400 mg/m? (3
mH) 25 L. 22 b4 BEARET S, hx 1 7—veLl, &
B2 RY, R, BRI, S, KR ERIC IV EEERT D,

R Y EZEXBNAOPREIIHE. RERCHE

ZhEE SN R « FE/NABRa At

FEROHE 8%, BACII 2 U230 LT, 1 B 1E 210mg/m? (FREHE)
% 3 RN CAMRIEL, A< &b 3 BRARETS, ThE 17—
NELT, BEEBVIERT,

RAYR=T (BEFRBRL) ODEIE. AERVER

SRESUTEN R « b B & I < BIRRRAE AT - RS O IE/ NN

FER O E LR EEER & OERICBV T, BE., RACEARAY X< (&
EFHEHZ) & LT1E 15mgke (KE) % SEFRNERT 5, #5
RRIE 3 BRI E & T 5,

AR B 2 EFEA O - BRI 13, BREE OFE P5~) 28R



2. BRI, 1ERBF

TR R J AREEE 1200mg (k4 TV Y A=7 (BIcFHEEZ) . UT TR

A1) ¥, KE®D Genentech, Inc.iZ & Y AIB S h 7= programmed cell death ligand 1 (LR
PD-L1])) 29 2588707 Gl (UUF, lgGly) 727720 Mt/ 78
— A TH S,

CD274 (PD-L1) X, EFENIZBWTHRERMBEEICEE L TRy, G ELEY
VER (T MifE, B AR O F 2 7 0% 7 —T #Hilk) FI2HHT 5 CD279 (LT, [PD-
11) BRUCD80 (B7-1) :fEA L. A4 AICHET 2L E 2 50T 5 (Immunity
2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7=. PD-L1i%. fEx OEEMRIZ L
B L TW3B Z & (Cancer Immunol Immunother 2007; 56: 739-45) B#E I TE Y, PD-
L1 & PD-1 %240 L7 E1%, EEARSTURSRNZ T M) b o BE 4Bl 5
BFO—DE LTEZLRTWVE,

AFNZ, PD-L1 OMfE/MERICES L, PD-L1 & PD-1 L OREGZEETS Z L5
V. BAFURERFENZ THROMBREGEEEZEE L, BEOHEEEMGE T2 :Ex
LRTVB, |

INHDOMRND | AFNTEMEEIC T 2872 EICRZ VB Lo LTS,
JE/ NIRRT B &g & U BRRRBR E EiE L. A, REM R ORAMHERR
nr-,

AF OIE RIS GBEORERISIC L BIERS S H 5PN, BRIk
CE B AEMA D D, FAOREPRUEERIIL, BEOBREE HHIT, BES
B LATBEITIE, FBL LIRS U I B2 il & AR % F5-OIERT & i L C
O REHNBW ATV BEORIEIGIT & 2BAHERRSEDN 2 BEITIE, BIBRES
NE LA RS G OB IRLEET ) BENSD B,



3. BRERER
BB AR RE 22 AT - T3 DB/ N B ITE D AR I CEHI 24T o T2 E 2 R OE %
/:Ji?—o

(B 2hiE)
OHEBEEFRFEMIERER (OAK RAER)

75 FFHH & & DAL FEIERE O b 5 UIBRAREREST - BR O/ ERE
1,225 1) (RKIBE 613 i, e &3t ARE 612 F) 2RI, AK & K& X/ (DOC)
OEIMER VW22 M 2 i+ 5 FIMARRER %2 EME Lz, A% 1,200 mg/body Xix K& #
¥V 75 mg/m? % 3 3 R AR AR ERE LTz,

BN T o # 2MEE iz 850 Bl (AR 64 iz ETr) OEBEERITIBNT, AH
BTFeZ 3w BL iR L CRAEGFHH (LT, T0S) OFBREENRED LN (1
F— P [95% 58X M] : 0.73 [0.62, 0.87], P=0.0003 [JBH! log-rank #RE]) . TR

[95%SEX ] 1ZAKIBE T 13.8 [11.8, 15.7] #H. FEZXEAETI.6 [8.6, 11.2]
HATH-7= (H1),
*; b ROREER T2 250 (WU T, [EGFR)) BT EEBMSUIRMLY o/ MEx F—F¥ (BT, T4LK))
MARETHBECRE TR, 77 F AR S LLBRIEICMZ, £hEh EGFR MEERAXL
ALK FLEMER 28 2 B ESANC & 5 REES b 5 BF SRR b,

109 P VBB llog-ranki®5E) 0.0003
09- L (9s% BHX &)
: Fea%tIl9.6nF (8.6,11.2)
08 FPFNZ77 13818 (118, 15.7)
d N L (asw(ERRXAT 0.73(0.62,0.87)
0.7
40 0.6
o
i 056 )
H 0.4 e
WI“-“
0.34 R e, [P
024 '
0.1 Fatuwl
U wieieie PFEIYATT
00-4_+ 5y
i T T T T T T T T
0 3 6 9 12 15 18 21 24 278
KFIEE 425 363 305 248 218 188 157 4 28 1
kade)L 8 425 336 263 195 151 123 98 51 16

1 OS @ Kaplan-Meier #i#f (OAK RBR) (£BELH)



QEFRILF S M AHFRER (IMpowerl50 &)

{EFFEIERE O 72 R BB % B < BIBRNRE A2 1T - TR 38 0 JE/ NI i FR 38 1,202
Bl (BAAN 93 BlaEle) ZXHRIT, AH1,200mg & MOFEMEER (WAKRTTF
YAENRZ Y EXEN [ABE, 40261 UIHANRTTF AT ) F XA NN X
~7 (BEFHE#Z) B, 40041])) LOFRAREOFEDIERVOL2ME. AL
BIEINRTTF 87 Y XN +_AY R 7 (GBIE TR 2) [CBE, 400 F1])
&S BB MARRBR 2 Fi U722, R OFE R, EGFR B T+ERBGMENXIX ALK
MABETRIEORE (157 H) %K< 1,045 6 (BAAN 67 flE4Te) @ ITT-WT £
IZBWT, ARG (B B 359 Bil) TXIEREE (CRE337 ) &HE L CEEFHEEHE
Th5 0SS DEERIEERNBRD b (N — Rk [95%EE XM ] : 0.780 [0.636,0.956]
P=0.0164, A EKLERMH 0.0184 [BR log-rank HE]T) . FRAE [95% EHEIX ] 13AH
A B R T 192 (17.0,23.8] 1 A XIHR# CH# T 14.7 [133,16.9] # H TH-7= (2018
F1ARABETF—%by b A7, K2), B, RNEGHRE (A B 349 §) 2o\ T,
xHEREE (CEE3376) 12xtd 2 0OS DFEERERITFRD bR Tz,

*] : EGFR BinTEEBM T ALK MERETFBEDESE T, £h+h EGFR FREFAXIL ALK
BEMER 26T 5 ABMIEEAIC X 216RENH 2 BEREAARLRE,

¥ HARTFF N 6mg  min/mL AL R, 7V F FEE 200mg/m?, AV X (BETHE
Hx) 1215 mghkg % 3 ARIRIE CRE L,

1.0 Pl (B Rllog-ranki®E) 0.0164
0.9 cha i (os%IEFER A
obd BCP 1474 A (13.3,16.9)
: FFIYZXTT + BCP 19.21 F (17.0, 23.8)
0.7 INF—F b (95%42FRX 1) 0.780(0.636, 0.956)
4o 06
@ 0.5
H 04+ .
B: AKX T * '
034 C:hLBRFSFL e
P:{oysEEN
0.2
BCP
0.1 «weemie PFIUXTT +BCP
0.0+ T 2 *Tt)wu T T T T T T T T T T
1] 3 6 9 12 15 18 21 24 27 ' 30 338
AHI+BCPEE 359 323 296 264 235 167 119 66 34 9
BCPE 337 308 268 233 196 129 87 56 29 6 1

B2 OS ® Kaplan-Meier Bt (IMpower150 338%) (ITT-WT £H)



¥7-. BAANBEEHIZET S ITT-WT £ 0S OFRE [95%EHEXE] 1EAH
BEREE B BET 19.8 [14.1,242] B A, xHHEEE C BECHEEARRE [13.2, #HERRE] VA,
NP— FH [95%EEXE] : 1.311 [0.498, 3.446] Tho7= (K3),

07 [ PE (B Blllog-ranki25E) 0.5823
0.9+ oh L fil (95%1E #E X /1)
BCP NE (13.2, NE)
0.8+ FFJIYZTT + BCP19.85 H (14.1, 24.2)
0.7 INY—F L (95%EHERX ) 1.311(0.498, 3.446)
@ 0.6 .
it 05- -\
" L e
Ho04q g ioxes i
03+ C:hLRISFY b
I UL E YN i
0.2+ {
BCP >
0.1 g PFIYXTT +BCOP
0.0 T ;'T‘Btuu T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 308
XHH+BCPE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

X3 BAABREERMIZIIT S 0S @ Kaplan-Meier #i# (IMpower150 3E)
OTT-WT £H)



(PD-L1ZEIRIB DA M K O Z 2 )

OEBRLFF MR (OAKRER) ([THAANONZBED > b, EERBRREICE Y
TPD-L1 &R EB U 72 EEA A K Qe Rl 5o 254G (LLF. PD-L15EE -
) CEATIERIEONT-—HOBEDT — X |[ZHES& | PD-LIERARERIER
BN 2 AT > T B MR VR 2O RIZLLTO LBV Tho Tz,

BEMEIZ W T, PD-LIORBRROEIEOERIZ, R1DOLEEY ThoT-,
B, PD-LIORBRRIZE ST, AKBOEZEW T a7 7 A ViR TH - T2,

# 1 EEAERREIZIST 3 PD-L1 ORBURIRA OFE S
(OAK BB, 201678 78—y +37)

oS
PD-L1 &V BB k8 Y fE [95%CI] NY— R REEHD
(Z A) [95%CI1] p
AEK 180 12.6 [9.6,15.2]
[l et DOC 199 89 [7.7,11.5] gl L —
_ A 241 15.7 [12.6, 18.0] i
TC 1/2/3 X IC 1/2/3 Lo - 103 [88, 12.0] 0.74 [0.58, 0.93]
AHK 290 12.7 [10.0, 15.0]
TC 0/1 H3> IC 0/1 DOC 284 92 [82, 11.1] 0.79 [0.64, 0.96] i
R 129 16.3 [13.3,20.1] )
TC 2/3 XL IC2/3 i 15 108 [88, 12.7] 0.67 [0.49, 0.92]
AREE 348 12.6 [10.2,14.2]
TC 0/1/2 2 IC 0/1/2 .83 [0.69, 1.00
DOC 356 9.8 [8.6,11.8] (05 [ LEO
AEE 72 20.5 [17.5, NE] Gl
TC3 XILIC3 ) i 0.43 [0.27, 0.
— DOC 65 8.9 [5.6,11.6] [027, 0.69]

DOC: FE&x¥/, *:PD-L1FH (ICO0, IC1, IC2, IC3), FHEEOLV VA (1, 2) ROMERRE (REE

R, HFRFELEHE) 2RARTF L LR Cox BIF

Y TC  JEEAHEIZT S PD-L1 2 EBR L EEMEN S 586

IC : IEBARRRICHIT 5 PD-L1 2 %R L 2 EEREAEMIEN 5 28&

OAK BBk, IMpowerl50 B T L7 TCO~3, ICO~3 X TREM

PD-L1BEDMRELE PD,;L,?EE“
PD-L1 DBAERUS A3 bz TCo
Xk, REIBEICEEfRA <, PD-LLC & 2 B0 S IEEHIIE O 1% IR0 5l

TC | He@sREr | Baf%7e <, PD-LIIC & 2B L A BB 1%L ES%AE RO bl D TC1
Yufa s | R(%R 72 < . PD-L1IC & A BBAERUG A ISR 0D 5% L ES0%RFIC 80 bl D TC2
Qe sn Iz BfR 72 <. PD-LIZ & 2 GRS AR HAE D S0%EL EIZR D b D TC3
PD-L1 DEBHERIS 23583 b 7ans 1C0
X1k, Re@REEIC R <, PD-L1IC SR A B IS e I MM D 1% R ISR B D

IC | Befasa iz BAfR72 < | PD-L1IC & A BHER G A3h GIEMI O 1%L, ES%AERIZED D IC1
Bt s AT < PD-LLIC & B IR 5 GBI D S% LT ET0% i o s> b 3L % IC2
Yuta 5B I Bk 72 <. PD-L1IC & 2 BB UGS A IESE i S E fa D 10% UL ISR b1 D IC3




MR % OB SRR 31T 5 PD-L1 ORBRBI OB EITE 2 LUK 4~5 O
LBV THY, RELEBOBETIX, TCO >0 ICO # (EEMMKICHIT S PD-L1 &
FEER U I JEB AN OB R S MRS 5 oD A EIE DV T L S 1%KTH) 128\ T,
R & VR L R UBROBIROKRE SHV/NSVEHADED b, ek, AR
KU PDL1 OERFICE LT, AROREMET 0T 7 A VTR TH -T2,

#2 HERERUEEEGREICET 5 PD-L1 ORTREIOFIME
(OAK 2B, 20164E7 A 7T —F by b47)

0S
_ PD-L1 &V W5 By RS [95%CI] NP — FH REERD
(B R) [95%CI] pfE
JERTE ERE
ARE 140 14.0 [10.1, 15.9]
[CIOMSER DOC 150 112 [8.6,13.5] LG 08364
AT 171 17.6 [14.2,20.4] ‘
TC 1/2/3 XILIC 1/2/3 o e 113 [93, 13.0] 0.72 [0.55, 0.95]
AHE 221 14.1 [11.7,16.3]
e Bl Ea s pOC 212 11.3 [89,13.5] 079, [0s2313000 ey
AZK 89 18.7 [15.5, NE] i
leR P DOC 99 11.3 [8.8, 13.0] 0.61 [042,0.88]
AREE 262 14.2 [12.1, 16.1] ;
TC 0/1/2 2 IC 0/1/2 T o 119 [9.8, 13.9] 0.83 [0.67, 1.03] -
AHE 49 22.5 [18.0,NE] ’
UGS LA S DOC 47 8.7 [4.7,11.3] L5 [0
RE LR
AR 40 7.6 [4.4,12.9]
ICUER2LC Y DOC 49 7.1 [6.0,8.6] Ll [0y, 122 -
ANHE 70 99 [7.6,15.5] ’
TC 1/2/3 X1 IC 1/2/3 - < 87 [62. 109] 0.71 [0.48, 1.06]
AHE 69 7.8 [6.7,11.2]
TC 0/1 72 IC 0/1 . b 73 [63 86] 0.76 [0.52, 1.11] el
3R 40 104 [7.6,17.5] ‘
- TC2/3 XX 1C2/3 e 37 97 [56.17.2] 0.76 [0.45,1.29]
AEE 86 7.8 [6.9,10.6]
TR EEoNCOIR SR 91 7.5 [6.3,8.7] tap QU LY 4
P 23 17.5 [7.9,23.3] 0-4902
WEE U (6 DOC 18 11.6 [5.6,16.5] bk JLUZER AT

DOC : REZF&/N, *: JEEH| Cox [ElIF

107 BB llog-rand®) 0.0383
08 i (955 BREMD
i F 232l 7.7 8 (6.3,89
08 FPFINATT 89nA(7.9,12.8)
b N[ EE (5% (EREXM) 0.73(0.54,0.98)
0.7
4o 06
f@ 05+
1H 04+
0.3
02+ b i
01 FeRFtel
L alemrs FFIVLTT
004+ 1159
T T T T T T T T T
0 3 6 9 12 15 1 21 24 27R
FHIBE 112 93 74 51 43 35 30 15 8
FEZFRILE 110 90 67 39 28 24 16 7 2

4 RELREEEEMIZEIT S 0S ® Kaplan-Meier Hi#R (OAK RR)

9



TFINA?T
{1543

D,

£a
[T A
SHr-

Com|

M5 RYELREBELRICIITS PD-L1 ZHIREBITO OS @ Kaplan-Meier B (OAK #BR)
(£K : TC 1/2/3 Xix IC 1/2/3 DBEER. A : TC 0 2> IC 0 DBELER)

OHEERLEFRFMAERER (IMpowerl S05RER) ITHAANDNTZBHED 5 H, PD-LIFHE
BT 2 ERAF LN —HOBEDT —F IS & PD-LIHREHNERREHIZ
RET AT > 2RI R OE MO RIZUTO LB TH- T,

HHMEIZDWT, PD-LIORBERAMOBIEDRKERIT, R3IDEBY ThoTz,
728, PD-LIOREERIIZE ST, RKFOZEET a7 7 A VIZRETH- T,

#£3 AR S PD-L1 ORTRBERIOA M (0S, ITT-WT $EH)
(IMpower150 BB, 20184E1 A 2 B —Z W v b3 7)

0S
PD-L1 &V BERE Bl ol [95%CI] ANYF— R ZHAERD
(# A) [95%CI] P&
B & 167 17.1 [13.5,204
TCO 72 1IC0O i [ ] 0.82 [0.62, 1.08]
CHE 172 14.1 [12.9, 16.3] )
B 192 22,5 [18.2,26.1] Py
TC 1/2/3 XX IC 1/2/3 ‘ iy 0.77 [0.58, 1.04
X _ C 165 164 [112,22.9] L J
B E 230 19.1 [15.8, 23.8]
TC 0/1 7> IC 0/1 e - 143 (133, 164] 0.77 [0.60, 0.99] e
B 129 222 [17.0,26.1] ' '
TC 2/3 XIFIC 2/3 Py 116 16.7 [10.5, 24.2] 0.82 [0.58,1.17]
B 288 18.2 [16.1,21.0]
TC 0/1/2 7>2 IC 0/1/2 o P 144 [133 16.7] 0.81 [0.65,1.02] e
BB 71 252 [18.7, NE] )
ueen s C#f 65 15.0 [9.8, NE] 0.70 [043, 1.13]

* . JEEHI Cox [B])F

10



[Z 4]
OEEEIFRIFEMAHFER (OAK FHER)

BEELIIAHIBED 573/609 f] (94.1%), K& XL AED 555/578 il (96.0%) 1278
B, GBI L R RER AT E TE QWA EFRITIAAIR 390609 # (64.0%). F
¥ & X LBE 496/578 ] (85.8%) 5B bz, HHEEDR 5%LL EORRBEBEAGTET
ERVWEBEZERIIRIDEBY ThoT,

24 BEER5S%ULOERBERTECERVEEER (OAK REY) (REMMITHRER)

seEReadE (SOC: System Organ Class) AFKIBE (609 1)
FEAZE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) BilEx (%) FlEx (%) Bl (%)
KEERESEETERVWEFEFR 390 (64.0) 90 (14.8) 0
—f% - 2HEER LUCEBREHMLORE 202 (33.2) 15 (2.5) 0
HFH 87 (14.3) 8(1.3) 0
IE 51 (8.4) 2(0.3) 0
FEEL 49 (8.0) 0 0
HIRES 136 (22.3) 6 (1.0) 0
L 53 (8.7) 2(0.3) 0
TR 47 (1.7) 3(0.5) 0
FEE X O FALRRREE 119 (19.5) 3 (1.3) 0
S 42(6.9) 2(0.3) 0
Z 5 38 (6.2) 2(0.3) 0
FEE X UREEE 86 (14.1) 9 (1.5) 0
RAREE 52 (8.5) 0 0

7B, AFIBECBWCRIEMERERE 10 6] (1.6%). SRR 43 61 (7.1%) . RIBXK -
EEOTH S F (0.8%). 1 BIBERE 1 # (0.2%), HUIRIMERERE 27 #1 (4.4%). BIF
BSRERSZE 1 ) (02%). TIB{AHEEEREE 141 (0.2%). MRS (¥ 7 v - NV —ERKE
Sx4ie) 1161 (1.8%). AMZE - BEAEZ 5 4 (0.8%). infusion reaction 8 i (1.3%).
%« RRBUHRARE 2 ) (0.3%), BHEEREE (RMEREMEERE) 56 (08%) KUE
FEOREREEIF (1.5%) B LI, £2, Bk, BROtEEL, BEHEIE. O
4% B Ot i /MR A M SEBER 13380 D hie i o 1o, ARIERRZVIRIUIIBEEE 5
FEFEREEREE 2 ET) 28 EHERELRT.

OEBEH;FFEMAER (IMpowerl50 AEBR)
BEFSIIAKIBERE B B O 386/393 i (98.2%) . X HEEE C BED 390/394 ] (99.0%)
W3R b, TRERE & ORBEEMRNT E TE RWAESSUIAAIO R B B 370/393 £
(94.1%) . XHEREE C BED 377/394 B (95.7%) (238w bhviz, AHIGHAEE B BIZB T
AF E ORBEENRTETERWEESTRIT 286/393 i (72.8%) IZFRH LI, FEHR
5% EOEK E ODRFEEBAIBETERVAEBRRIIRSDEBY ThoT,

il



#5 REENRS%NULOFH L ORRBEABTETCERVWERER

(IMpower150 BUBR) (222 HARYT B

FEBIRSIE (SOC: System Organ Class) B & (393 1)
EAZE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bl (%) BIER (%) BiE (%)
AH L OREBEEITETERVEHEES 286 (72.8) 104 (26.5) 5(1.3)
BEREE 141 (35.9) 25 (6.4) 1(0.3)
THI 65(16.5) 10 (2.5) 0
i 53 (13.5) 8(2.0) 0
XA 28 (7.1) 0 0
Rk 26 (6.6) 3(0.8) 0
am% 21 (5.3) 2(0.5) 0
—i% - EHEER LRS- ORE 141 (35.9) 14 (3.6) 0
5 64 (16.3) 7 (1.8) 0
W& SIRE 38 (9.7) 4 (1.0) 0
BREE X O THEEE 129 (32.8) 10 (2.5) 0
5 50 (12.7) 5(1.3) 0
9 EERE 35(8.9) 1(0.3) 0
BRESE 20 (5.1) 0 0
ERARIRE 73 (18.6) 26 (6.6) 0
| ALT #0 20 (5.1) 5(1.3) 0
Rt L URBEE 70 (17.8) 13(3.3) 0
FARBER 41 (10.4) 6 (1.5) 0
EERE X U AHREE 69 (17.6) 6(1.5) 0
B 41 (10.4) 3(0.8) 0
MR LY R 57 (14.5) 20(5.1) 1(0.3)
Z 1. 34 (8.7) 8(2.0) 0
AR ILEE 56 (14.2) 4(1.0) 0
RS REIR TE 39 (9.9) 1(0.3) 0

2B AFIVFHEE B BIZ R\ TRIEMEMZE 13 61 (3.3%) | FFHRAEEE 32 #1 (8.1%) |
KBss - BEO TR 851 (4.6%) . M 3 61 (0.8%), FRIBEEEREE 60 # (153%).
BIEHEREIEE 2 4] (0.5%) . TIEMHAEREE 3 61 (0.8%). MREE (¥7 « NL—JE
REEE 2 E1e) 20 ] (5.1%) . ARZ% - BERRZE 141 (0.3%) . infusion reaction 13 #1 (3.3%) ,
4 RERCRRRRAE 1 6] (03%). BHEEREE (RAEMENEBERS) 14l 8%, &
BEOREEE 10 f (2.5%) ROFEBWEGFREBAE 11 61 2.8%) »RBOLIL,
Too | BUMERRIE, EOERREEANE, DIFJ. WMAEE M B OB /MR M SR BER 1
ROLNIEMole, REWERARBBRRIIBEESES BAREBRELET) 280E5H
FERERT,

AARNBEEFICE T 2HEFZUIAHFIOFAEE B BED 36/36 # (100%) . xHR#EE C B
D 24/24 ] (100%) 258D i, BRI L ORREGNTE TE WA EBERIIAFIOE
FARE B £ 36/36 Bl (100%) . *THREE C BED 24/24 ). (100%) (23R b=, AHGEHE
B BBV TAR & ORRBEENTETEX RVAEZLRIT 3536 # (972%) ICRDS

2



. FEERD 10%U LOAF L OREBESEETERVWEEFRIIR 6 LBV T
HoTz,
#6 BAABREEMIZBOTRERR 0% LOXK L ORRBEENRBTR TE RV EER
(IMpower150 BRBR) (ZLtEARIT*REH) '

BERIRSHE (SOC: System Organ Class) . B (364
FAZE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) FIER (%) filEx (%) Bl (%)
AFIE DRBEBEBEREETERVWEHERESR 35 (97.2) 16 (44.4) 1(2.8)
BGlEE 20 (55.6) 3(8.3) 0
B 9 (25.0) 0 0
B 9 (25.0) 2(5.6) 0
amZ% 6 (16.7) 12.8) 0
g 4(11.1) 0 0
BB X O THRES 20 (55.6) 2(5.6) 0
BB 11 (30.6) 2(5.6) 0
—i% « EHEER LRSS ORE 18 (50.0) 0 0
BER 14 (38.9) 0 0
FEEL 7 (19.4) 0 0
BRI 11 (30.6) 6 (16.7) 0
PR 5(13.9) 5(13.9) 0
AST 88/ . 4 (11.1) 0 0
ALT 880 4(11.1) 0 0
RBB LOFRREE 10 27.8) 5(13.9) 0
BARBEOE 9 (25.0) 3(8.3) 0
Ao WESE 8(222) 0 0
FERIBEREIR TE 5(13.9) 0 0
B IR RE TLESE 4(11.1) 0 0
MK LY v RREE 7(19.4) 3 (8.3) 0
AV PR E 4 (11.1) 3(8.3) 0
& 4(11.1) 2 (5.6) 0

13



4. ERIZHOWT

LEFIEED b 5 BE AT 5B AL, RREME & L CHERRERE (26H%)
#ﬁﬁ%hfﬁé_&ﬁ6\ﬁuﬁ§(éﬁﬁ§)%ﬁﬂ TEIET & B R T b B NE
Bid, ZOLT, EERREY 27 EREHE RMP) ([CHES X | REIDERR MR
TEB~ DB IHI 2 5 DR T T, AFIOREINHEEI 22 BE L BW - KE L. AH
@&5’&0@%&@@%%%%Lt@’ﬂﬁ?é’kﬁ%%&twvuT@®~®®
TRTCEMETHRICBWTERAT X TH 5, '

@ MERRIZHOVT

@1 TED (1) ~ (5) OWTFThNEYT IR THEZ &,

() EEFBREREET 20 ABREEIIRRS GBI IRSA B FREEILSRGE.
HiE A3 A SRS UL R ST . HUIRDS A BB &) (ERR 30854 A 1 BReS 1437
HiER)

(2) HrEHRER (CERL294E 6 B 1 ABRRA : 85 MR

(3) FENEMEBEET 5 BADFEERE (DADEEEEERGL. 2 ABREE
Bl A ADEEEEHEERR R &)

(4) ARACZRERE L RE L, ASRCSREINE | USRI ENE 2 ORI
WD BRI 2IT> T Bifax (R 2845 7 A 1 BRFAL 1 2540 HEgR)

(5) EMEEAL T EEMBEOMREEIRZBHEIT-> TV SHER (B 28 4 7
A 1 BEEA 1290 fEg%)

O-2 s DALFRRIE R ORIER I B OIS+ 53 72 503% L RBR 2 RO ER (TR
WERLANTEEE T D ERD) 23, ‘E&‘a”))?ﬂ@zliﬁl LT AREOEREE L LTRES N
W5z L,

£

R ETIESE 2 EOMMBHEZET LLRIT 5 FULORABRROBRFEL
fToTWAZ L, 2b, 2FEUEE, DARYRERZEE LEBEREEFZOMES
ToTWAZ &,

EEENGRFFERR 2 EOPHIFHEZET L& 4 FULOBREREZAL TV
Z&, b 3EL LRI MDA RYRREZ S L IFREAEOBRIRIHE 217 -
TWbHZ &,

@ BNOEXRRFERERDOEHICONT

SR EICEET A RS S RE S h, BECE) D OBRED. A - %
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