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1. ZUdi

ERHOELE - TR OMERO®IZE, BATELICE W EEERERNRD
bia, &b, IFEORZFEROESIZ LY, MEEREMR X OEHR IR ERE
FEEMPARRINIFT T, IASOEERFEICNELRBEICHRGET S 2 L FRED
BEL 2o THY BRBEMECEE & wEDEARNFH 2016 CER 28 F 6 B 2 B BHEIRE)
BN TH, EFNEESEOEROREELHEEZRALZ L LEh T3,

FRIEABFEE NI, RBERSEZM T 07 v A VPEFEOERS LA LM
B2 LRHD, Z0kd, FHERUESECET 32 BHRN+4EE T2 oM.
LHEERORELRZTZ LI hsBE R LTERT 2L L bic, BHE
ARRBLEBCKNEREE & 52 EATRA—EOEG 2R +EREE cHER
THZLNEETHS, i

L7edioT, ATA FIA Tk, RBEBERINETIBELNLTWHEFESER -
REMRIESE, UTOERKRORE RERERET ABADL O LEREY, B2
FROCEBEEEERT, \

BB BIA FF A 0%, BISATEIEAERSEFRBBROHEE, ARtEFEARR
BAREREYS, —REHEANDRBERNRES, BEREFNSENEN AAFBEZESRT
— A B ARRIRBESOBAO S LIER LT,

MG LRIEER: TSN 7 AWIRNE 1200mg (—RE 77V A~7 (&
EFHEBER))

B LRDIETENE | BIRRFAEAR AT - BRI/ B

ML RBARROAE : {LRRIERIGRO R T LS % I < SRR/ 14T - BRI/
AP Al BE DA
M ORESIEES & DI T, BE, RACRTFY I X
v 7 (BEFHEMEZ) L LT 1HE 1200 mg % 60 2207 T 3 EME
MR CARBET 5. 28, PERSOBENRRIFTHNI,
2 M B UMEOR 5 30 SR E TERTE 5,

TEEZEFRIEBETG IR O YIBRA a8 R e T - R O I/ N AE OB

Gy

BE, BANCR7TFY ) A<7 (BaFlEz) & LT1E 1200
mg % 60 A} T 3 EEMB CAMEET 5, ks, MEERESO
FERMESBIFChNE, 2 BB LB SRR 30 A% TE
wTx B,

54 ¥ IR % ¥ & PAREEHES




2. FFIORK. 1EHERF

TRy MY 7 EEEE 1200mg (A T7Y Y X7 (BirTHEERZ), BT TR

Il &v5,) id. HKE® Genentech, Inc.tZ & ¥ Al X 17z programmed cell death ligand 1
(BAF, TPD-L1J &WH,) T 28E 7 a7V Gl (BLF, MgGl) &WH,) 47
I ADE MEE 7 a—FARBTHS, _

CD274 (PD-L1) i, £EFENICBWTHERTHRESICRE L TR, EEkLY
V8B (T #IME, B RO F 2 5 4% 5 —T HMIR) SIc&E+ 5 CD279 (LLTF., IPD-
1] &£v3,) RU'CD80 (B7-1) &AL, REGEZAICRBETLEZALRTNS

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), &7z, PD-L1 i, &4 D&
BRI H R L TW5Z & (Cancer Immunol Immunother 2007; 56: 739-45) RNPEEh
TH Y, PD-L1 & PD-1 24 LRI, MEEMRATURSRNAR T la» b oBgs
PEMETAHFEO—2L LTELLEN TS,

AFik, PD-L1 OMBAMERICHEA L. PD-L1 & PD-1 L OREEEIRETSH = LT
I, BARESRNZ THEOMRESEEL L, EEOMEEMHT 5 B2
BILTn3,

INRLOHMREM D, ARITEEER T 2 RBRECRVES bo L HFE L.
IR RE B xS s LIRRRRE EE L, A3, Z2MRUCBAENHERE S
n,

FEIOEREFICESGREORERIGC L SBIERERH bbh, EEXIEET
CEDWRERS D, FHOREDRVPRERITII, BEOBREEZT7ITTV, REDR
RO BUFAITE, B ULFRITE U EMR R0 & R % Ko EM &S LT
B2 BRI 1TV, BEDORERIGIC L 2EHWERREDLN 2B &I, BIBRENR
NE VRIDEREEOETNVERITTO LERD S,



3. ERERRUE
CIRARE e AT - B Z O I/ IR D AR GRRFIZ S 21T - e TR BHRRR O R E
Y, ‘

(& ihi]
CHEEXRBEIERER (OAK #ER)

T F T RA b RRIERE O b B UIRAREET - BER O/ RREERE
1,225 Bl (AFIBE 613 ], M & ¥w/8 612 F) 2RRIC, AH & i ¥ XA (DOC)
DHEDER OEZE2MEE KT 5 BIERR S EiE Lz, &% 1,200 mg/body Xit FE#
FE0 75 mgm? % 3 HMER CLF, Q3w Ln5,) CREHRELE, '

BANCT o F b Enic 850 il (BAN 64 FlEETr) OEBRFEAICBNT, A
HETREy AR L C2AETENR (BT, f0s] & 5,) OFRAREENRD
B (NY— Rk [95%E8EE ] : 0.73 [0.62,0.87], P=0.0003 [/&H! log-rank BRE]) .
PoRff [95S%ISHERM] IXAFIRET 13.8 [11.8,157] B A. NEXSEARTIE (86,
112] A TCTH- (K1,

*: FEWIERTEEE T, TEGFRI 13, ) BRTFERBMEIRME) v fEixF—F (B
T. TALKl &5, ) BEEBEFBECBRE TR, 79 F A 2aibSmkiong, £n%
1 EGFR FRZE{EA X it ALK (/R &8+ 5 FUEREBEAIC X 5 REER L 5 BERAL AN

i,
1.0
0.9
0.8
0.7 4
40 06 1
ﬁ 05-
H 0.4
0.3
0.2
0.1 Fiedse),
N - FEINATT
004+ 541
T T T T T T T T T T
0 3 B 9 12 15 18 21 24 278
FEIFE 425 363 306 248 218 188 167 74 28 1
Fasiz)L 88 425 336 263 195 151 128 98 g1 16

BJ1 OS ® Kaplan-Meier Bh#f (OAK 3B (2BEH£H)



@ERILFE I FARE (IMpowerl 50 FER)

{EZEFRRE D 2 R B A I < GIBRTRRE R IETT - R D IE/NHIRATE R E 1,202
B (AARN 93 BlaEte) Zwsiz, A#1,200mg & thOHEMEEEA (AAKRTTF
AR Y RN AR, 4020]] AN RTTF o +87 ) EFEA A+~ K
<7 (BiETFHEMEZ) [B#E, 400 41)) L oftRRECEDERVR2MES, SHRLE
BIE(DNANRTFF L +37 ) 2N +_AY X7 (BEFHL) [CFE, 400 #])
LT 5 B IAARRRE FZIE L2, PRAITORR. EGFR BioTERBMEIL 41K
A EETFEEOCRSE Q574) < 1,045 4] (AXRAN 67 BlZETr) O ITT-WT #£H
BWT, ARIOFBE (B #3594 THEREE (CH337H) &L CEEFEEER
Th 5 08 DHERIERDFRD b (N — Rk [95%{FH K] : 0.780 [0.636, 0.956]
P=0.0164, HEAHEFR 0.0184 [JBH log-rank BE]) . HRME [95%EHERR] T A4HI
AR BT 19.2 [17.0,23.8] U H . FR#E CHET 14.7 [13.3,16.9] # A TH -7 (2018
B1ARBF—Fhy b7, B2), 2B, REHAHE (A B 349 Fl) 1TOVTH,
XREE (CEE337HD) okt 5 0S OFBAREERRD bhihot,

*| : EGFR BEFERBERIT ALK B EREFHBEOCHRE T, ThTh EGFR MEEAXIE ALK
AR T 5 ARSI X 5 IaRER b 5 BEMER AR bR,

*2  RHF 1,200 mg, HAAFETTFL AUC 6, 237 U FFEN 200 mgm?, <AV A=Y (BEFHE
Z) 15mgikg & Q3IW T4 XL 6 = —REH., A 1,200mg RO~V A= (BETFHEER)
15 mg/kg 23 QAW THREIhiz,

1.04
0.9
0.8 :
0.7 .
{0 05
o5
#H o044 ]
BN TS
031 chnttrsF
P: oS4
0.2+
BCP
014 mimimem FTTIVXIT +BCP
oo by
) T T T T ] T T T T T i T
0 3 8 9 12 15 18 21 24 27 30 338
-'&ﬁl]fBCPﬁi 350 323 296 264 235 167 119 66 34 g 2

"BCPEE 337 308 268 233 196 129 87 56 28 6 1

K2 OS ® Kaplan-Meier 1% (IMpowerl50 308 (ITT-WT £H)



%7, BARABEERRCRTS ITT-WT £/ D 08 D Hfkfll [95%ERRERA] 1XAH]
DERIBEB BT 19.8 [14.1,242] A, xIHERE C HTHETRE [13.2, HEETE] VA,
NP R [95%EIXME] « 1311 [0.498,3.446] Th-7e (¥3),

TR —
0.2 .-:"‘- _
0.8- LT
T, 1
0.7_ Aememim o
@‘ 0.6" :.‘n...,.. . " "
& 05 i T
4 ' bt
# 04 VAT o) ‘ !
034 CiANRIFFL %
PR L “;
0.2+ 4
BCP -
0.1 wewemen FFYUXIT +BCP
T sy '
0.0+ T T T T T T T T T T T
] 3 6 9 12 15 18 21 24 27 30H
FRI+BCPEE 32 29 28 24 22 19 13 8 5
BCPE 14 14 14 13 11 7 6 5 4 1

3 BAABEERICEIT S 0S8 ® Kaplan-Meier fi#t (IMpowerl50 3B (ITT-WT £F)



@HEPEILFFE 11 AHER (IMpower132 3AER)

L2 FRIEBEDO R NRE LR # R < EGFR MiaTERBRM:., ALK BERETFRMD
BIBRARERIEST - BROI/NMARMEARE 578 F1 (BAA 101 fl&d) E3tfic, &
# 1,200mg, 7FFFTRA (WARFIFFURIZVATTF L) RUAR Rk FF
MU o AKFM (BIF, TR P U Ry & 0W5,) OftREES [ABIGHREE, 292 F1]
"OFEMERVEEMEE, TTFFEE (INVRTTFUOXRBVATTFY) RURA
Mgt FOGRES [oiREE, 286 #1] 2 & L 3 B MHERR S £k L -, 50k
FARECXHBREE & L L CEEFMIE R 0— 2 Th A EHEAFLB (LLF, PFS) &
J.) DEBREESRD LN (NF—Fib [95%EEREM] 0.596 [0.494, 0.719], P <
0.0001 [JBRI log-rank #X7E], HEAERM 0.0040), PR{E [95%EMMXE] FAHGE
BT 7.6 [6.6,85] # A, AHWBETS2 [43,56] WATH-T= (018458 285
—& A bA7, K4), .

*] 2 AF 1,200mg, HARTZF Y AUCE LILRAFTF 2 I5mgm?, ~A LI F 500 mg/m? %
QW (Ba—20 1 BRARKRE) C4XIE 6 I—ARESH, £ 1,200 mg RUA N3k F
500 mg/m? A3 QAW TRE &, ,

*2 1 BART T F v AUC 6 LR T 5 F 0 75 mg/m?, ~23 b L%t K500 mg/m? & Q3W (Fa—
A0 HEREE) C4L6 2—RA%E5H, <A b LrxE F500mg/m? 33 QAW TRE Shiz,

§.0
(9
0.8
0.7
06- ..,
0.5
0.4+
03— e
0.2+ .
FBELR ST et A

05 A memsmrm ARIGERIRE: R 5F P Lk
00 . T4

BEELFDS

0 3 6 3 12 15 18 21 B
FEIEEAE 292 231 169 120 83 43 1t
THEEEE 206 185 115 72 44 11 3

B4 PFS @ Kaplan-Meier fi#R (IMpower132 328 (ITT £H)



@¥ES5E 10 #HE3ER  (IMpower130 3RE%)
{EEFERE O 220, R LR % Ik < CIRRAEE /1T - TR DI/ NfRihE B 724
FlaFEIz, F& 1,200 mg, IARTSF U RUONZ V23BN (TAT I VEHER)
(BUF. Tnab-PTX] &V 3,) OOFA®RE RAIGEAERE. 484 ] " OF PR 2HE
B, ANVKRTTF R nab-PTX OFRAES [RIBREE, 240 F1] " L B3 2 B ITER
ERE RN U, "PREMITORR., EGFR BETERBENIT ALK M EETBEORE
< 679 Bl ITT-WT EFICBWT, AFIGHHEE (451 5) THHEEE (Q284) &ib
R TEEFEHE D—>oTH 5 0S DFEREENHD LN (N¥F— Fib [95%(58
XM] 0.791 [0.637,0.982], P=0.0331 [/BH] log-rank %], B EAHEMA] 0.0425), #
PAE [95%(ETR KR ] I3AROFRRE T 18.6 [16.0,21.2] A, HREET 13.9 [12.0,18.7]
I ATH-T (018FE3H ISAF—F Ay hE7, ®S),
*] : AA 1,200mg, AR TTF o AUCGE B Q3W T nab-PTX 100 mg/m? 45 1 BHEIKERC, 4 XX 6
o—RE%, FHF ,200mg B QW HEIhiz,
¥ ANART T F 2 AUCE D Q3W T, nab-PTX 100 mg/m? A% 1 BEIRIR T, 4 Xk 6 =z—RARE53h
oo ‘

1.01
0.8 1
0.8
0.7
0.6 1
0.5
0.4
0.3
0.2 4

£HFRE

ABAARTZF rab i O EF )
0.1+ === FEIFEEE:FRHIRIIF o mab V) B4

e 1THYY

0.0

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 3 A
AHIEEE 456 427 984 855 319 298 27 220 168 130 88 59 40 19 10 4 1
FAEREE 229 207 176 162 147 132 119 $6 75 5 39 24 13 8 1

5 .0S ? Kaplan-Meier Hi## (IMpower130 38 (ITT-WT )



(PD-LIFRIRRIBI O T EhE B U 2 ) )

QOEBELRFEIARE (OAKRER) WHAANLNEZBED S b, EEFESREIZBY
TPD-L1%& 53R Uiz [EF I R ONES RR fa il At S 5814 (BLF, TPD-L1FEH
| LW5,) BT AHERBRELN—HOBREDCT —FIZESE, PD-LIFRRE
BN RBANCARAT 21T o AU R CEEEORBRILTO LR Y Tholk,

BHEEIZOWT, PD-LIOFHRBRUOFTIMEOHERIZ, RK1DLBY Thot,
7235, PD-LIORIRRICE &, AKFORZ2H 7o 7 7 A VTR TH o7,

# 1 BIALBRAIZ BT 3 PD-L1 ORIRRBIOF S
{OAK BBk, 20164E7TH TBF—2 b v bF7)

PD-LT 1 w"EH K ffE [95%CI] Oiﬂf— Fe* ZEMERD
(7 1) [95%CI1) p fi&
PO poc  w  soiong  ombewtn
TC 1/2/3 X IC 1/2/3 ;&i - o E;zsslisogﬂ 074 (058,093
ORIV pot o sppang  OPDeesd
TC2/3 XIX1IC2/3 g;f: iig igg E;3831§07§] 0.67 [0.49, 0.92] ‘
TC 0/172 %2 IC 0/1/2 . 3:0% ::512 13:: E;0621i4s§] 0.83 [0.69, 1.00] oot
TC3 XiFIC3 ;': Oﬁé z 222 E;"GS]T]:]] 0.43 [0.27, 0.69]

DOC: ¥i&FEA, *:PD-L1HH (IC0, ICL, IC2, IC3)., FHAMO LY A # (1, 2) RUYEHSE (REL
B, ERELESE) 2BMATFE LER Cox EIF

G50 TC : [@EERICIT 5 PD-L1 #3858 L= BEMRS S 2814
IC : BESEFRAEIZ 31 B PD-L1 W L= EEEEAFEHRELS 5D 5 5&
OAK AR, IMpowerl50 BERCHEM L7 TCO~3, ICO~3 X THREM

PD-LISERO SRS PDLURR
PD-LIDBERERE D Shian TCo
X, BEE I EiEA <, PD-LIK X 2BERESEE RO 1 %Kil cEBD bhs

TC | REBRERHRZ <, PD-LII L 2 BIERIG A B MIE D 1 %A E %R 8.0 5115 TCl
BB BRI (T M RR7E < PD-LIIC .k 5 [ATED s D R AR ) 5% L E S0%ok I B b AL 5 TC2
BRI iR e <, PD-LIC X 5 R IG A ME RO S0% A EICED EN S TC3
PD-LIDBERG 38D bhizn €0
Xid, ReEmEIcBER < PD-LUC L SRS EREE RS MR 1 %ERILED D

IC [ RERECHERER, PD-LIC L 5 BRIy ke e a0 1% 5% RRicad b iLs IC1
IR [CIAGRZE < . PD-LIIC & & PrE S A AR v 10 e 2 B 005 %% LAk 0% R T I B D 62 2L B 1C2
IR LR < . PD-LIIC 4= 5 BRTE R b A B e i e Al o0 10% 2L F i bl s 1C3




AL B UNEEMERAIZRIT 5 PD-L1 ORBBREB OB 2MEILR 2 RO 4~5 D
LEDTHY . BELRBOBE TR, TCO 50 100 B (BHEEMEIcEIT 5 PD-L1 %
B UM R BRI AEMIES 5D 28R VTR b 1%KRM) 128nT,
FEZFEARHLEB L REROBRORE IV NSWERAFED b, ., BT
EUPD-L1 ORERRIZL BT, FHOEREMT 07 7 A VISFER TH o7,

£2 HBREEIRHREREIT IS S PD-L1 ORBFREI O R
(OAK M, 2016 7THTEF—FF v b27)

PD-L1 &0 it o3 Bl FRAE [95%CI] O/S\ﬂ‘-'— R REERD
(#A) [95%CI] _pfE
ERELER
TCO 2 1C0 fﬁ 1‘5‘8 }‘1‘3 E;0611;55§] 0.75 [0.57, 1.00] 05364
TC 1/2/3 XFXIC 11273 ﬁi 12 1;3 E;ZIZ;%;] 0.72 [0.55,0.95] '
TC 0/1 H>2 IC 0/1 ffg zﬁ i‘l‘; E;197131>65§] " 0.79 [0.62, 1.00] o
TC2/3 XL IC2/3 ]ﬁi gg Py E;SSSII;H;% 0.61 [0.42, 0.88] '
TC 0/1/2 %3 IC 0/172 ﬁ;ﬁé ;gi if; E;zslléﬁg]l] 0.83 [0.67, 1.03] 00017
TC3 XL IC3 fff: " = Effﬁ?} 0.35 [0.21, 0.61] '
RY¥ELRE
TCO A2 ICO ?;;ﬁé :g ;f E:g ;25] 0.82 [0.51, 1,32] o707
TC 1/2/3 R4 IC 1273 gﬁ I > Egg igg 0.71 [0.48, 1.06] '
TC 0/1 235> 1IC /1 I’fé’% > s Eg; ;ﬁ] 0.76.[0.52, 1.11] -
TC 2/3 i IC 23 fﬁ o e Ezg i;g 0.76 [0.45,1.29] '
TCONR 2 ICH2 gﬁ gf :”g Egg ;?7?] 0.79 [057, 1.11] oo
TC3 XitIC3 ]zfo%: ﬁ i;’g E;’z ?Zg 0.57 [0.27, 1.20] '

DOC: K& Xt *: JEEI Cox B

1.0
09+
084
074
40 08+
ﬁ; 05+
i 044
034
0.2
o1 Festti
S R FRILT
004 % BETuA]
T T T T T T T Ll Ll T
0 3 6 9 12 15 19 21 24 218
%ﬁ!ﬁ 112 93 74 51 43 35 36 15 8
FEaFeLEE 110 90 87 39 28 24 16 7 H ‘

B 6 RELEHBERRIZBITS 0S @ Kaplan-Meier B (0AK 35
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K7 R¥LEEBEREIST S PD-L1 BERRFTO 08 @ Kaplan-Meier it (OAK FHER)

(X : TC 17213 X4t IC 123 OBHHEM, AH : TC 0 H»> IC 0 DAKZHEM)

@EFRLEREIERE (IMpowerl 505858) IZHAANONZHRED 5 5, PD-LIFEER
BT A ERAELNE—HOBEDCT —FIZHS&, PD-LIRRREHNIRIEAIC
AT 2T o e B R OCEESHORERIILLTOLRY Thoi,

BT, PD-LIORBIRIINOEEDOKRIZ, FIDLBY Thotr,
723, PD-LIOBIRKTIZ L 6T, AROE2LET v 7 7 A4 ViXREETH -7,

#3 EIEERREICRT S PD-L1L ORBREIORSE (08, ITT-WT M)
(IMpowerlSo 8, 20184E 1 A 2 BF—F 4 v hd7)

PD-L1 &V BER P B [95%CI] fc\)ff— Fre EEERD
(# H) [95%CT) Pl
R R
TC 1/2/3 I3 IC 112/3 ?g izi ?zi Eifi igsﬂ 0.77 [0.58, 1.04]
TC 0/1 2 IC 071 g g ii? ii; Eigg igﬂ 0.77 [0.60, 0.95] ) 5ss3
TC 2/3 XIXIC 2/3 g g ﬁz ?25 E};g ;gg 0.82 10.58,1.17] .
TC 0/1/2 52 IC 0/1/2 g§ igi iii Eigé iégg 0.81 [0.65, 1.02] 0.4630
TC3 3 IC3 g ﬁ Z; 2155'_20 EEI:E’NN;] 0.70 [0.43, 1.13] .

* 1 FEBHI Cox BR
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[Z24pk]
QEESZERFIEFE (OAK FHER)

BEERIAFFED 573/609 B (94.1%), FEZ XFEAFED 555/578 #i (96.0%) IZH
H o, BERIEL ORRBRNERE TERVWEEEZUIRFIRE 390/609 #1 (64.0%), F
2 & XE B 496/578 B (85.8%) ICRD b, BB %L LOBRRBESTET
SRVWEEBERIIE4DOLEBY Thot,

#d4 BEERS%LELOREVENTECERVAEER (OAKEE) (F2MfRFNSAH)
EFBERIXAHR (SOC: System Organ Class) FAIEF (600 7))
EAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) s (%) Bl (%) ik (%)
lﬂﬁ'ﬁﬁﬁ% REETCERNEEFHRR 390 (64.0) 90 (14 8) 0
R AEEER L UB BN ORE {3 19022
g . 87 (14 3) 8(L.3) 0
®HIE 5164) 2(03) 0
FEEL 49 (s 0) 0 i}
Bl
Tl
RE
T DR
BRRGR

2R, AFIFHZ B THEEEMES 105 (L.6%). FFEREES 43/ (7.1%), KBk -
BEEOTRSH (0.8%), 1 BFEFRR 1 B (0.2%) . Eﬁwﬁw“ﬁﬁﬁ% 27 5] (4.4%), B
HREREE 1 (0.2%) . TEREHERERSE 16 (02%)., WERE (¥7 2 - SU—EREE
EE2Et) 114 (1.8%), R4 - BEIEZE 5 5] (0.8%). infusion reaction 8 # (1.3%).
# - B 2 B (03%), BIEEREE (RMERMEMETRS) 56 (08%) RUE
EORBES A (1.5%) BB LNk, Ei, Bk, BEgim, EEHEAE, L
45 B Ui i i/ MER D M SR BRI ER o b h o 7o, ARBIMEA BTN LIRSS
(BEREEREEZE0) 2S0ENFBEERT,

Q@EEERBMAARER (IMpowerl 50 3RER)
HEFRITARAGEFATEB H D 386/393 i (98.2%) , RHBEE C #ED 390/394 1 (99.0%)
Y b, JRRE L ORRBESEE TERVEERRIIRAPEAEE B B 370/393 41
(94.1%) , XIREHE C BED 377394 B (95.7%) 12RO b, FAIPHAREB BTN T
KA E DEREBRBEETERVAEESIT 286/393 1 (72.8%) R biv, RER
P 5%EL EDOAH L ORFEBRBEETERVEEFRIIRSOLBV Thotk,
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#5 BHEEN %L EOFA EORRMRBGTE CERNEEESR
(Mpower1S0 M) (F2iEMEAHR8E)
aERIA4HE (SOC: System Organ Class) B # (393 #71)
FHAEE (PT: Preferred Term) £ Crade Grade 3-4 Grade 5
(MedDRA ver.20.1) i (%) Plgg (%) g (%)
A & @.%Bﬁﬁ‘?ﬁ‘ﬁﬁ:’f 7'? 75?1: ‘é’ﬁ%Eﬁ 286 (72.8) 104 (26.5) 5(1.3)
HIREE AL L D RGO T 25 (6 L 103y
TH] . 65 (16.5) 10 (2.5) 0
L 33 (13.5) §20) 0
T B0 0 0
0
0

TR 26 (6.6) 3(0.8)

A%k 21 (5.3) 2(0.5)
TR EyEERTORERVORIR B M @e

ES ‘ 64 {16.3) 7(L.8) 0
ESIRE 38(9.7) 4(1.0) 0
BB LR THREES Lo e S 120 BZ8) | L LOZSY e el ]
0
0
0

BE 50 (12.7) 5(1.3)
T 5 fEE 35 (8.9) 1(0.3)
BREE 20 (3.1) 0

BEERRE o o e U s T3 (I8e) [ 26(66) [ 0
ALT #80 20 (5.1 5(1.3) 0

KRB IUREREE o0 T0UT8) P T I3 B8 e e 0,
BEIE 41 (10.4) 6 (1.5) 0

FERRABEUESEREE - L e Te) [ B LSY e s
BafiE 41(10.4) 3(0.8) 0

MR SO S REE L CELSTUAS 20 G 03y
ﬁﬂn 34(8.7) 8 (2.0) 0

%'#tﬂiﬁﬁ*a{&?r 39 (9.9) 1(0.3) 0

7B AFIOERRE B BICBWTHEMEMESR 13 61 (3.3%) | ATHERERESE 32 # (8.1%) .
KG& - EEDOTH 18 5 (4.6%) ., LR 3 6 (0.8%) ., FURIRMEREREE 60 #1 (15.3%) .
R BERERESE 2 7] (0.5%). TREHEREREE 3 61 (0.8%), MREE (¥7 - NL—fE
RS ESTe) 20 ] (5.1%) . B4de - BilE% 1 Bl (0.3%) . infusion reaction 13 i (3.3%) .
frde - PRECHRMREE 1 41 (0.3%). BHERTE (RMEMEEERS 1H Q8%). &
EORBEEE 10 # (2.5%) RURBEWEGPIERESE 11 7 2.8%) ARHbhk, E
7. VBUBEIRYA, EEMEE, OFFA, VMR m Kk UhE M i/ MR RN
RO bhAahol, REWFHBRRRIIBESFS BAREEERE 2S5 230E5H
HREPTT,

AARABERFNCKIT 5 FEFRITEFGEEE B FEO 36/36 B (100%) . *IWRH C B
® 24124 5] (100%) I3 B, TRBRE L ORRBRITETE 2WEEERIIAKIGH
FARE B B 36/36 5] (100%) . XHHERE C BED 24/24 ) (100%) 12388 bivic, AHIHARE
B HIZBWTAR L oRRBERABETERWETERIL 3536 #il (97.2%) KRDHL
o, FHENR 0% LOER & ORRBENTETCERVEEEREIER 6 DLBY T
Hot,
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£6 BARABFAFICIVTRREN WSHU EOFH L ORREBMRRTETERVEEER
(IMpowerls0 3B} (ReMFITHRER)

BERIASH (SOC: System Organ Class)
ZEAEE (PT: Preferred Term)
(MedDRA ver.20.1)

B# (36 )
4 Grade Grade 3-4 Grade 5
Pi% (%) % (%) B (%)

_21:%'] L DERBEBTETE R ERERE

35 (97.2)

16 (44.4)

1{2.8)

B 9 (25.0)

TR R
AST ¥

5(13.9)
4(11.1) 0 0

m?ﬁ%ﬁ%&?f
R

5 (13.9) 0 0
(01D 0 0

4(11:1)

CHEREFRIEMEAER (Mpowerl32 RER)

BEESIIAZIGAEED 286/291 51 (98.3%) ., BB D 266/274 5 (97.1%) I[ZED
B AR L EEBMRATE T E 2V EEESIIABGHRRED 267/291 1 (91.8%) .
ﬁ%ﬁwzmeﬁJWm%)_wbamto%ﬁ¢m5%uimxmaol%%%ﬁa
ETERVEEELIRT O LBV Thote,
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#7 REEN %Y EOEH L OFRMRBTECTERVEHESR
(IMpower132 BB (MR SHE)
FBERRSE (SOC: Systern Organ Class) ' FEIGEARE (291 @)
EAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
{MedDRA ver.21.0) Fgk (%) gk (%) Fldk (%)
FEIE DR RRENBEETE RVWETEEA 214 (73.5) 77 {26.5) 8(2.7)
BRI L OB ST ORAR o s S 11539.8). e 19(6.5) ] 1(03)
|AE 47 (16.2) 7 (2.4) 0
T 30 (10.3) 7(2.4) 0
F7re) 23 (1.9) 2 (0.7) 0
BRRER. o D T 94 (323 A3 @) e i (03
B 39 (13.4) 1(0.3)
T 32 (11.0) 4(1.4)
@ 24 (8.2) 0
B L O o AREE o [ GLRLOY | TG
=il 827D
BUEES S UBUTARMRBES o o e T QAT R @Y
15 2(0.7)
5 EE 15 (5.2) 0
i R s R e R D P VI
ALT $470 33 (11.3) 3 (1.0)
AST 5870 32 (11.0) 1(0.3) 0
RIHB LRS- 0 ol AR AS8Y o I B8Y ]  L03)
R 26 (3.9) 0 1(0.3)
R e e R R R e
KRB IE TIE 15 (5.2) 1(0.3) 0

<

olo| ol olid|ole|e|e

28, AEIGFRBECRBWTEEMERRR 15 B (5.2%), JFHREEE 45 F1 (15.5%) .
K% - BEOTH 9F (3.1%), FER 141 (03%), 1 BBERK 16 (03%), FRIER
HRBEREE 24 4] (8.2%) . BIRSHMAEREZE 141 (0.3%). TERAMEENEE 1 51 (03%). #E&
BE (F7 .  NU—ERETET) 56 (1.7%), Bk - BEE%L 2 5] (0.7%) , infusion
reaction 6 #1] (2.1%), EHIAEREE CRANERIENTSARE) 741 (24%). BEORERE
8 f (2.7%), LHHR 161 (0.3%), HFPERBD - BEMELFPIERBDAE 24 #1 8.2%) K
CE 3201 (11.0%) BB b, Eie, BEGEDE, 154  SUHBEE, %
I i R ORI L/ MR IR SR BER 1150 Biviadso 7o, ARIE AR IR b B
TR (BEREEEYNEZED) 280EHRRETRT,

DUFSFIAERER (IMpower130 FER)
BEFRIIEZNGRABED 4717473 F1 (99.6%) . XHFREED 2307232 ] (99.1%) TR®
b, TABEE L OFRBRENRTEE T E RWEEFSIIREIGATED 455/473 51 (96.2%) |
STRRBED 215/232 41 (92.7%) RO bviz, FBHED 5%LL _EOAEH & OERERNET
ETERVEEERIRSOERD ThoT,
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#£8 BEEN %A LEOFA L ORRMENFTETERVFTEES
(IMpowerl130 38 (F2iEtirarsiam)

EE RIS (S0C: System Organ Class) AHIOFEE (473 #)
FAGE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
{MedDRA ver21.0) ik (%) Pk (%) Fidgk (%)
K%’U L OERBENTIETE 7‘;1:‘%%%5% 354 (74.8) 151 (31.9) 6(1.3)
Tﬁﬂ 108 (22.8) 16 (3.4)
BL 80 (16.9) 9(19)
gt 49 (10.4) 8§ (1.7

L — 33 (7.0)

1(62)

47 (9.9)

65 (13.7) 32(6.8)

1T PERAE 36 (7.6) 20 (4.2) 0

M MRRAE 23 (6.1) 7(1.5) 0
ERE R R TEREE 123 (26! F(0:8

BS 37 (7.8) 2(0.4) 0

5 EEE 33 (7.0) 1(0.2) 0

TR EIE 30 (6.3) 0 0
TREES SO R R '

BEREGE 55 (11.6) 4(0.8) 0

= 72w LILSE 24 (5.1) 3(0.6) 0
Bk I

/MRS
RS
PIikEE
PR R AR B T
ERABTUMSHRER ;
At ua%

LE
BIHEH 25 (5.3) 0
RS LR L U 04

R R 26 (5.5) 4(0.8) 0

B, RGBS O TREMERR 22 0 (4.7%), ITHAEEE 23 51 (4.9%). X
IBde - BEOTH 19 B (4.0%), FURIRMEREIEE 67 #1 (14.2%). BIEHGRERIE 5 4

(1.1%), TERAMEAEREE 2 F] (0.4%), HREE (X7 NL—EEHEEST) 29
% (6.1%) . infusion reaction 9 #1 (1.9%). #H4¢ « AR RUARAE 2 4] (0.4%) ., EEHERERE
= (RHEREESRE) 1246 5%, BEOCKERE 34 (0.6%), FiMMEEm 1 4

(0.2%) . FFHPERED - FEBAELTPERIBAE 66 B (14.0%) K URERIE 35 B (7.4%) #
RBobhin, Fi, Bk, | BERR, BEMEAE, Bk - Bk, LERRURE
PEML /RIS MR SRR ISR D bie o T, ARIERRRRINIZEEES (FBHRREE
RELZEYD) vR0EHERLFT.
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4, HERRIZOWT

{LEFIEB D 5 5 BE TR T 356, ABEM L LTERERE (£F1FRE)
BEELNTNAZ b, BERE (£FIRE) 2EMCEE TS ORRTHILE
BhHd, £OLT, BEERY A7 EFEHE RMP) &S, AHIOERLZLEER
BE~DOHIEHPHIMRTH o T, FHOREPHED2ZBELZZH - BEL., &4
OF|ET I DV ERREERAZRR LIRSS T 5 2 ERBERLH LLTOO~@D
TARTEMETHRICENTERT2RETH S,

@ FEizoNT

@1 TFRED (1) ~ (5) OVThLICHELT IR THEZ &,

(1) BAZHRESBET 2B ABFOEEIL RS ERERFRS A SREEIL R HLT.
Mg A3 A RS FOE L AURRE . HURBABERE R &) (FTEET A 1 AR ;436
HEFR)

(2) HEHERREE (ER 3144 8 1 B - 86 HERR)

(3) FEREMERIEET 2 BABFOESRR (B ABFRESREERR. B ABRERE
WA, R ABIEEERT &)

4) S RLBFIEELRRE L, SR EFREME 1 3R b EFEME 2 Ok
WARSRHZT> TV AKER (ERE294E 7 A 1 B R © 2531 BEER)

(5) FEMESEROFERNEOHRERIRIBHET > TV e (BAk 29 F 7
B 1 BB : 1287 HERR)

@2 MEOLERER CEIEARREOIISIC 5720 & BB ROEM (FRo
WP SN T B ER) A, YERREORECHETIBROBEE L LTRESh
TWB Tk, -

=

ERitaIrERBE 2 FOMEBTERZET L-%ic 5 EL EOBRABRROGEITMEL
fToTnWBIE, 95, 24 LI, PAEGEEZE L L-BRBEEFZOTMESR
TFoTWnBI L,

ERfiRITEIE%R 2 FOYITHEZET L% 4 ELL EOBKRBRREZA LTV
Z&, OB, 3ELER. MEORARYIREL B ORISR EORRIMEZTT -
TWasZ e,

@ HRROERDIFGEEROEHICONT

EELBREFHICETETA2ETENEES N, HESENS OFRED, FihE - &
SHER2AEROTR R VCEME T 5 FHRIE. FEFRRRE LG 08E
BT, SERESMOITEN L ERRE-THEZ L,
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@ BUER A~ 2T

@-1 HEEREHIC B AL
FEEIMRBSOERLRERNRAE LB, 24 BRRIEEHR O T, SR

HERERICBWT, BRLEBHERIEC CAREEL D CT S0FER OEJICHE
BREOCERBYEBEFRELN, EbIHEFERFHAETHWEZ &,

@2 EREERICLIFFFSHISCETIER

RABRICHED DEMNRMRECEEZ AT 5 EREEENBHERT=# ) v
EEDEEROAS V—=r ZRITVERE L BB 2 A TF 25— LRSS B E
fENTNBZ L, 2B, BHEEEIZOWT, BAVBRE LZORBKEC-HHCAmENT
WAHT &,

@-3 BI{EA ORBET-RIcB LT

BIfER (MEMMRAR, FFEREES, KBE - BEEOTH. Bk, 1 BHERKA. W
WEE (FIRREERT, BIBHEREE., TEABERS . MEEE (70 -
—EERE RS Te), BIEMFESE, Mg - B4, infusionreaction, f54% - SRS RLARAE
e E (RMTBEHBAS) . EEOREES, Lk, BFmiEdmn, REkn
AMRBAEEREER, LERIEHFAROMKESE (FPEkiid, SEMFPRREDE) |
{LERIEGF AR ORBREMES) 1Txh LT, YR XA MERSEoEMEL2F T2 E
Bl & L (RERORICHINCE L TRERUREEZ T bNAE&HICHD T L),
EHICHERALEN TE D HHBESTNB T L,
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5 REMBRLRDBE
[(F2hitic B+ 2 %] A
O FAROHARSIITROBE TN TEMMENRENTNS,

TIFFRF SRR S BT A ORI B/ IV IR EOKE
AN RE EGFRBEFERENIT ALK BEEEFHEORETRELE
A EGFR Fu ¥ —EHERI XX ALK F 2 ¥ ¥ —FHER DO IERE
LHETHEE)

@ FEOMOTELEEH & OOt 513 FROBEIC B TEMHERR AT

Do

L

ANRTZF v, "7V EFENVROSA 2T Ghla7BEL) Loftf
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