o HHEET A KT A
=HRN~7 (EBlaTHHZ)
(AR7e4h « A7V — R AREE 20 mg, A7 2 — R A EHE 100 mg)

~ B e ~

YRk 2 94E4 H (R 3 04E 8 HikzT)
JRAE T A
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1. IZU»IC
RS DO M - ZRMEDOMEROTZ DI, BT SCEFIZE S W2l ER AR D
BND, S5, EOREREMOMESIC L0 | FURESR G 72 & OFH0 725 LV E R
FPERBDARIND T T, 2O OERMZ FEICHNEREFITRMLT 5 2 L BRED
AL 2o TR REMBGEE & SO AT #2016 (% 28 45 6 A 2 A BIRERE)
IZRBWTYH, FHERLEOHHORELHEEZX S Z LS Tna,

BrRE A EIR A, RE R Z AT 0 7 7 A OV SBEF O ESR S & B 5 MR
MHZENDDH, T, AINERONZEMEICET HERNHERT S £ TOM,
WMHERGOBEEEZIT L ERPR SN BEICRH UTHEMRT L & &b, BIE
RN FBL L 7B B 25t & & D 2 & S ABE e — T O B 23 7= 3 I SRS B 1
THZERHEETHD,

L7eRoT, RIFA T A Tlid, BARBERELZNE TITHELN TV D EFH TR -
B2 RN S-S & | LUT O 3R 5 O g 70 6 & HEdE 3 2 BLA 0 D B B 5 %
RO EERER~T,

I, ARITA BT A A%, MSIATBOE N ESE G RS SR, A EEANB AR
BRI s . — M FVE N B ARERR NRHE 2 K O A B B ARWIRE 2 O W
Jiob EERL LT,

WG L IR B ERNL ATV — R AT 20 mg, A7V — R AIEEE 100 mg (—%
& =RV~ GEG TR Z))

KL ERDMEIRE « ARTEOIBRASGE S TR RS 0D B M g

RELRAMEROHE - @% . AICIZ=R L~ (BE i z) & LT, 1[[240mg
Z 2 MR CARMEET 5,
{EZFIERIRIR OIRIEUIBRA BE XX HE B o Bl i 12 % L C
AV A~T (Erifz) EOPRT 25681, 8%, A
IX=R~7 GEEHEfZ) & LT, 18240 mg % 3 iR
f@C4EAMEET 2, 20%, =AL~7 (BIETHEZ) &
L C. 11[8]240 mg % 2 @ F RIS CAMERET 5,

B I OB ¥ OF L NERER TSR

(2%E)

A 2 B D Y — R A SR ERENR S0mg (— 4L A Y A~ T (Efn R Z))

DRIRESUT IR, HIER O &

2 RE X1 2h R ARIEEIBRASRE ST ME O BB

MK OCHE: =ALyy (BEHHERZ) oIk T, @, BAIZIZA
VU A~ (Bla##z) &L TI1E 1 mgke (KE) % 3 HH
[HIRR T 4 [B S EET 5,




2. RAIDOFAK. 1EHBT

7Y — RN IR 20 mg K ONELRTRERE 100 mg (—f%4 - =R~ 7 B
Baz), LAF. TARALD) &, NSRS TEMASLE A X Ly 7 24 (87 Y X b -
~AY—X A7 A7 (BMS) f) 23BA% L7t b PD-1 (Programmed cell death-1) (2%}
T5k MUIgG4 € /) 7 a—FAHIKTH D,

PD-1 (&, {EMAE L7V 38k (THIR, BAHIIRAL OV F 2 7 0% 7 —T Hiky) KOVE

BRI R BT 5 CD28 7 7 X U — (T AR OIGHAL Z BRI IE & BUSHIEE3 2 2
T ICERT2ZAARTH D, PD-1 IFHURIR RAIIIZI LT 2% PD-1 U K (PD-LI
FONPD-L2) EfEA L. U o SERICEINES 7L A niE LT v R ERoiE Mk EE %
BITHHET LT\, PD-1 U0 NIFHURERSMIALIAMNZ b b Off 2 22 SRR I F8 B
LTk, BMERAMREEE )OO LB T2 PD-L1 OFBLLINEDAEF
Wil & OMICADOFEBEIEIR & D Z & 3 S Tu%  (Cancer 2010; 116: 1757-66)
F 7o BN R A E R TR T MRS ELET DA v ¥ —7 = a4~ (IFN-y)
12X > T PD-L1 ORBENFHEI N, 58 LI EEHIC T 5 PD-L1 ORI LHE O
ALEWIR & ORI EDOFBARR S & 2 & DS & 5 (Sci Transl Med 2012; 28: 127-37)
S HIZ, PD-L1 Z IR EL S 728 AR, HURKERAY CD8 Bk T Hife oo i e 555
TEPEZ 59 S ¥ 5723, HT PD-L1 HI/A T PD-1 & PD-L1 & DA ZHET S & Z DAl
EEWEENREIET D Z ENRENTWD, D Z LMD PD-1/PD-1 U T2 REREIX, 7
AR TR R A7 T MR O OBEE X BT 28 FD—2 &L L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 O E (PD-1 U 7 FFEAHEIE) ITRA L.
PD-1 & PD-1 UG Y REDMEEGEET D Z LICLY ., NAFUERRNZ T MiE0s
PEAL B OV AKIIENS %19 2 ARG EIGVE 2 #9589~ 5 = & TRk e PUBE 2 3 2 R4
ZEDER I N TV D,

INOOFEN S | AFNIEMIESE ) 2 Bl 2R EIc 20 55 b0 L HIfF S,
BRI R A B & LT BRI ARER & S U b et R OB R S vz,

AFNDOVEFIHEFICHES B OB FURIC & BBHERS N & &b, BEUIETIC
B ARENED 85, AR OBG R OBGHIIL, BEOBERE D17V, R0
o BT AIT I, FEHL LTS GRITIE U 7= M 7 itk & AR BR & R PR & G L C il
G122 BRI 24T\ L DO SERURIC K B BIFER 0 B 554101, BB B R L
T A OB GO RAVE 217 ) MER D B,



3. FEIR AR
RIB YRR AR BE S THE RS ME 0 B M B Es oD A RIS (2 34l 247 - 72 R R RBBR O pliis &
R,

[H2hE]
OEFRILEF MARRER (ONO-4538-03/CA209025 7{5R)

MEFEREERZET 2HEMEEGES (T3 TF=T A=F =7 VI Tx2=T,
XY IN=T ) BB TR A A 9 D AT S TER RS 0D 18 B R R ol s AR
821 B (HARNEE 63 BlaGTe, AKIEE410 B, =< U LAREE411 H]) ZxfRic, =
R AR &R E U CAA 3 mgkg & 2 B CRFEFE L & oM ROV
EYEZ AT Lc, EEFHIEE Th 224 (LT, ToS) ) (FFRfE [95%(5HE X
1) 1%, AFIFET 25.00 [21.75~NE"] # H, =<1 U LAAFET 19.55 [17.64~23.06]
TATHY | BANFT=Ra Y AR5 LFRHFIICA BRIER 2R LTz (A F— R 0.73
[98.52% 5 HHIX[#] : 0.57~0.93] | p=0.0018 [J&}!] log-rank f7E] . 201546 H 18 HT —
2Ty NAT)

1.0
0.9
0.8
0.7 1
i__EO.G—
1F 0.5-
= 0.4
0.3
0.2
0.1
oo\
0 3 6 9 12 15 18 21 24 27 30 33
at riskE SFEIRE (B)

ZAFHIEE 410 389 359 337 305 275 213 139 73 29 3 0
INOYLZEE 411 366 324 287 265 241 187 115 61 20 2 O

1 OS O HEfENTRF O Kaplan-Meier iz

—A— KHIE
O INOYLIE




T2 BARNIBER 63 B RAIRE 37 i, =<1 U A ARE26 1) @ OS (H9fiE [95%
EHEXE] ) 1%, AFIEET 27.37 [23.62~NE] # ., =1 J LA RZXBETNE [NE~NE]
HHTH-T- (Y — R 1.50 [95%(5HEXH : 0.49~4.54] ) |

o HERERRE (BUFL [FIRR)

1.0

0.9
0.8
0.7+

4 067

77 0.5-

* 0.4
0.3-
0.2
0.1

004,

D LT '

—A— KA
weedeee IO LARE

e CEIE D ©

0
at risk2

AHEE 37
INQOYLREE 26

—

37
26

6 9

T T

—

12 15 18
E1FH8RE (B)
3 35 35 34 24
24 24 24 24 20

21 24 27 30

16 8 B 0
15 9 3 0

2 AARNEMIZEIT D 0S8 OH fENTEFO Kaplan-Meier Hif}



Q@ E B FS MR (ONO-4538-16/CA209214 #BR)

(LPRREARTRRE ™ OMELTHE S TSR O W WA A B M e 2 1,096 1 (H AN B
N HEEL, AV LT (BafHEz) O CUF, TRFI+A Y A~7)) 28
550 i, A=F =7 546 f) ZXIGUT, A=F =T EXME LTARA+ A EY AT D
HohtE e Vet mEt Uz, EEFHIIEH TH 5 International Metastatic RCC Database
Consortium (LA T, TIMDCJ ) YU A7 4348 @ Intermediate & OF Poor U A 7 MR (A
+A Y A~ TREA25 B, A=F =T HE422 ) 128D 0S (FRAE [95% FHE X )
X, AFI+A Y A~ T7FETNE [28.16~NE] 7 H, A=F=7FET 25.95 [22.08~NE]
THTHY, AH+A Y AT RHUIA=F =7 RHIIR LHGEHFRIICHE B RIER 27~ L
7= (AP — R 0.63 [99.8% EHE X4 : 0.44~0.89] | p<0.0001 [J&5I] log-rank 7] . 2017
T8HATHT—H Dy A7)

*1 B ST D R EIEDOIREEN R WEE, 72720, LT OEAITYRIGRIBIZE DR,
SERYIRR A REZ2 B M 12 xr LT 1 FEOINRI USRI (7272 L, M N IEFER T
(LLF. TVEGF) ) XiX VEGF ZREEFEN & UK 2R <] 23HEfT S, H- ORIl
BAABIRIE DRSNS 6 7 AL LGB H%RICHRE LiZ5E
#2: A 3mg/kg (KHE) LA Y A< 1mgke (RE) A [F HIZ 3 @ERHIFERR T 4 BLARETE L 72,
AH 3 mgkg (KE) % 2 BMRMRECAREE Lz, FHRSGRIZBONTIE, A2 EPICERE
L. AV LT RIAFOBREREGHKRT 1S 30 oLl EOMREE B\ TREZIE LT,
#¥3: LLFOO~@®DWTHIUCHEEY LW 5E121E Favorable U A7 1 X 2 THB &= 3 56120%
Intermediate ¥ A7 | 3 HBLL L& THAIZIE Poor Y 27 & &z,
ORI & 2 S TH HARBRO IIEAEIM T £ T 1 440, @Karmofsky —A%IRAE 80%Ai,
@~E T 1 B AEN I FERAN S, OWIEZR O LT 7 AMED 10 mgdl B2 5. ©4F FERE
FEVEE EIRAB 2 5, @i/ MO e IR % 5

e N\"\,—\
0.9 -,___‘\\\x\
T ~_
_ os 2 o S——
s Tty TR,
s 07
A %
= 0.6 ey, v
E] Nw
5 0.5 A W - -
S
£ 0.4
=
£ o3 \
& KAl AEY A~ TR
0.2 ———- A=F =T
OK VA : 4TH)Y
0.1
0.0
Y T T T T T T
o 3 o k) 12 15 18 21 24 27 3o 33
Overall Survwal (Months)
FHE+A Y h=TEH 425 399 372 348 332 318 300 241 119 44 2 ]
A=F=TEH 422 387 352 315 288 253 22s 179 89 34 3 ]

3 0S OHEfENTHED Kaplan-Meier i}
TG 4E ] : Intermediate X O) Poor V) 2 7 BB

6



72k, EREEILFEFE AR (ONO-4538-16/CA209214 iABR) (2T, IMDC U A7
J7FE7N Favorable U A 7 O B X F EAHIIE H OfFAT M GHEER & S edo T2, Yk
BRIZHLA AN S 47 Favorable U A7 OFRE DT — X IZHS X RBMITIENT 21T - 72
R, AF A EY A TREL IR L CA=F =T TR REN SO TS (F
&),

0.7

0.6

0.5

0.4

0.3

Probability of Overall Survival

021 kA Y AT
————— : RA=F=T#
0.1 ORVA : $T819

0.0
T T T T ' T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33
Overall Survival (Months)
FEI+AEY ASTE125 124 120 116 111 108 104 98 78 27 2 0
A=F=7% 124 119 119 117 114 110 109 104 84 32 3 0

4  OS OFFEfEHTIRFD Kaplan-Meier i}
M55 4E ] : Favorable U X 7 (B3



[Ze421]

OEFRIL[E F MARRER (ONO-4538-03/CA2090257:% 5% )

BEFGIIARAIRE 397/406 61 (97.8%) . =11 U XA 386/397 il (97.2%) 258
DAL, TREREE & ORIRRRGE T E RWAFHGIIAAIRE 319/406 151 (78.6%) . =~
7 U LARE349/397 5l (87.9%) 25RO HALIz, WT U ORETHILEN 5%LL EORIE
HIZTERDOEBY THhoTz,

K1 VI NHOORETHIED 5%LL EORITEH

Bl (%)

B2 YA
et A ESTPNT
" 406 1 397 4l
(MedDRA/J ver.18.0) % Grade  Grade3-4  Grade5 % Grade  Grade3-4  Grades

2EIEH 319 (78.6) 76 (18.7) 0 349 (87.9) 145 (36.5) 2(0.5)
MER LY v RbEE

2 1f. 32(7.9) 7(1.7) 0 94 (23.7) 31(7.8) 0
P 3 IR

FOIR IR B REAR T E 24 (5.9) 1(0.2) 0 2 (0.5) 0 0
A ks

(EEETs 24 (5.9) 1(0.2) 0 21(5.3) 0 0

T 50 (12.3) 5(1.2) 0 84 (21.2) 5(1.3) 0

HITIN 57 (14.0) 1(0.2) 0 66 (16.6) 3(0.8) 0

HNZ 8 (2.0) 0 0 117 (29.5) 17 (4.3) 0

Mg - 24 (5.9) 0 0 36 (9.1) 1(0.3) 0
—fk - RHEER OB G OIREE

e 77 i 18 (4.4) 1(0.2) 0 33(8.3) 7 (1.8) 0

9% 5 134 (33.0) 10 (2.5) 0 134 (33.8) 11 (2.8) 0

HEIR D JE 112.7) 0 0 75 (18.9) 12 (3.0) 0

A P N 17 (4.2) 0 0 56 (14.1) 2(0.5) 0

FE A 34 (8.4) 0 0 37 (9.3) 2(0.5) 0
T AR AT

M= L 25 o— LN 1(0.2) 1(0.2) 0 24 (6.0) 1(0.3) 0

A7 V7 = 27 (6.7) 1(0.2) 0 33(8.3) 0 0

NEEN 19 (4.7) 1(0.2) 0 29 (7.3) 1(0.3) 0
Rt L OB EE

3L AT o —/ LI 2(0.5) 0 0 29 (7.3) 0 0

i A 9(2.2) 5(1.2) 0 46 (11.6) 15 (3.8) 0

EhUZURY RifgE 5(1.2) 0 0 64 (16.1) 20 (5.0) 0

Extel Bl 48 (11.8) 2 (0.5) 0 82 (20.7) 4 (1.0 0
B HERE L OV ARk

RAHiR 27 (6.7) 1(0.2) 0 14 (3.5) 0 0

P 23 (5.7) 0 0 5(1.3) 0 0
PR R PR

R L 11(2.7) 0 0 51(12.8) 0 0

GV 24 (5.9) 0 0 19 (4.8) 1(0.3) 0
LR E N TS SR s

DAL 36 (8.9) 0 0 77 (19.4) 0 0

IR [ 30 (7.4) 3(0.7) 0 51 (12.8) 2(0.5) 0

S, 3(0.7) 0 0 41 (10.3) 0 0

fitiflig 7% 16 (3.9) 6 (1.5) 0 58 (14.6) 11 (2.8) 0
K& ¥ X O TR mRbETE

SUERRBLIE 12 (3.0) 0 0 20 (5.0) 0 0

R &g 26 (6.4) 0 0 33(8.3) 0 0

T - BB A SSE R 4(1.0) 0 0 22 (5.5) 0 0

9 FEE 57 (14.0) 0 0 39 (9.8) 0 0

5 41 (10.1) 2(0.5) 0 79 (19.9) 3(0.8) 0




¥, MVEMEREE 19 6] (4.7%) . 5528 1B (0.2%) . REEUHREGE/ 2 435 —56
B (13.8%) . KEZ « HEO TFH 10 6] (2.5%) . 1 BUERIE 161 (0.2%) . FFHERERE
Fix 46 B (11.3%) . FFR 161 (0.2%) . HUIRIMEREREE 34 il (8.4%) | FREEFEE 55
B (13.5%) . EREREREE (RMIE B IER &%) 28 # (6.9%) . RIEHREREE 6 4

(1.5%) . infusion reaction 21 {5 (5.2%) . FEEDLZEEE 4 61 (1.0%) . FIEEHKHRE
b 2 B (0.5%) . BER 161 (02%) KOS E IR 16 (02%) BRH L, %
7o, BAERREENE, LAk, S MO HEERBER . IOt - RS M ORIk if e 38
FRIEITRR O HALR Do T, RAMEARBLRDUT Y F L OBEFS: (MR R A E R %
a) B UEINERE T,

QE B FEFEMAHRE (ONO-4538-16/CA20921455%)

BEFGIIARA+ A Y L~ THE 544/547 $11(99.5%) . A =F =7 #E 532/535 $11(99.4%)
IR L, BREEDREBEENEE TERWAERFRIIAA VY o~ TR
509/547 B (93.1%) . A=F =T B 521/535 f5l (97.4%) I[ZRD HLNT=, WIT DR
THBLRN 5% L, FORIERHITTERD LB ThoTz,

2 WO THEELEDR 5% EORIEN

B% (%)

R AT E U b 7T R=F =TT

%ﬁ EEDR AT ver20.0) 547 45 535 {3

¢ ver-=% 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

LRIEA 509 (93.1)  250(45.7)  0( 0.0)  521(974) 335(62.6) 2( 04)
MK ZOVY v SRbEE 47( 8.6) 8( 1.5) 0 183 (34.2)  73(13.6) 0
=Yl 34( 62) 2( 04) 0 83 (15.5)  24( 45) 0
M ifn BR YR iE 1( 02) 0 0 30( 5.6) 3( 0.6) 0
I R ERIBE 3( 0.5 1( 02) 0 69 (12.9) 32( 6.0) 0
/R E 2( 04) 0 0 95(17.8)  25( 4.7) 0
P AR 160(29.3) 34( 6.2) 0 140 (26.2) 1( 02) 0
FIE R RE AR A 28( 5.1) 11( 2.0) 0 0 0 0
FOIR BB R TUAEE 59 (10.8) 2( 04) 0 12( 22) 0 0
R I R T 85 (15.5) 2( 04) 0 134 ( 25.0) 1( 02) 0
A ks 287(52.5)  41( 1.5 0 430 (80.4) 67 (12.5) 0
20 38( 6.9) 2( 04) 0 38( 7.1) 1( 02) 0
R 9( 1.6) 0 0 30( 5.6) 0 0
(G 35( 6.4) 0 0 39( 7.3) 0 0
T 145(26.5)  21( 3.8) 0 278 (52.0) 28( 5.2) 0
H PR 31( 5.7 0 0 32( 6.0) 0 0
HIE AR B 15( 2.7) 0 0 96 (17.9) 0 0
B3 3( 0.5 0 0 27( 5.0 0 0
(RSB R rss 6( L.1) 1( 02) 0 55(10.3) 0 0
GITIN 109(19.9)  8( 1.5) 0 202(37.8)  6( 1.1) 0
RIS 23( 4.2) 0 0 149 (27.9) 14( 2.6) 0
Mg - 59 (10.8) 4( 0.7) 0 110(20.6) 10( 1.9) 0
—fk - RHEELLORGEMOKIE 314 (574)  33( 6.0) 0 415(77.6)  75(14.0) 0
) 9E 72 (13.2) 8( 1.5 0 91(17.0) 12( 22) 0
I 57 202(36.9) 23( 4.2) 0 264 (493)  49( 9.2) 0
FENE D SAE 13( 2.4) 0 0 152(284) 14( 2.6) 0
A 25( 4.6) 1( 02) 0 29( 5.4) 0 0
BN 79 (14.4) 2( 04) 0 33( 6.2) 1( 02) 0
i AR AR AT 210(38.4)  111(20.3) 0 224 (41.9) 100 (18.7) 0
TIT=2VT ) RN TVAT 2T —

BHIN 60 (11.0) 27( 4.9) 0 50( 9.3) 8( 1.5 0
7 X7 —EHm 71(13.0)  31( 5.7) 0 41( 7.7 17( 3.2) 0
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B% (%)

el FATAEV LT =TT

%ﬁ EEDR A/l ver20.0) 547 {3 535 {3

¢ ver-=o % Grade  Grade3-4  Grade s % Grade  Grade3-4  Grades

TANT KT X R AT

= 7 —BHn 58 ( 10.6) 19( 3.5) 0 49 ( 9.2) 7( 1.3) 0
M7 V7= 35( 6.4) 1( 02) 0 35( 6.5) 2( 04) 0
o FRR IR RS 1 N 11( 2.0) 0 0 30( 5.6) 0 0
U —BHIN 90 (16.5) 56 (10.2) 0 58(10.8)  35( 6.5) 0
I H BRI 3( 05) 1( 02) 0 40( 7.5) 23( 4.3) 0
M I 4( 0.7 1( 02) 0 73 (13.6) 36( 6.7) 0
LNEEN e 18( 3.3) 0 0 28( 5.2) 0 0
P Bk S 6( 1.1) 0 0 40( 75 11 ( 2.1 0
e L OsEEE 156 (28.5) 48( 8.8) 0 197 (36.8) 33 ( 6.2) 0
1 I A 28( 5.1) 8( 1.5) 0 10( 1.9 0 0
ARRIBOE 75 (13.7) 7( 1.3) 0 133 (24.9) 5( 09) 0
B SRR & O ARk E 149 (272) 14( 2.6) 0 121 (22.6) 5( 09) 0
RAEH 76 (13.9) 5( 0.9) 0 39( 7.3) 0 0
75 P 49 ( 9.0 3( 0.5) 0 26( 4.9) 0 0
i 17( 3.1) 1( 02) 0 36 ( 6.7) 1( 02) 0
PR R PR 136(24.9) 11 ( 2.0) 0 253(473)  7( 1.3) 0
SO Yo 31( 5.7) 0 0 179 (33.5) 1( 02) 0
GV 53( 9.7 4( 0.7 0 65 (12.1) 1( 02) 0
Mg, BOERds K OEhR R = 107 ( 19.6) 8( 1.5 0 145(27.1) 10( 1.9) 0
DAL 45( 8.2) 0 0 31( 5.8) 0 0
I-0% A 31( 5.7) 1( 02) 0 33( 6.2) 2( 04) 0
S, 0 0 0 55(10.3) 3( 0.6) 0
Jitiflig 2% 32( 5.9) 6( 1.1) 0 0 0 0
I H KO PRk E 289 (52.8) 20( 3.7) 0 358 (66.9)  58(10.8) 0
B2 R 40 ( 7.3) 0 0 46 ( 8.6) 0 0
ESy 2N 0 0 0 29( 5.4) 0 0
FEE - BRI A SSE R 5( 0.9) 0 0 231(432)  49( 9.2) 0
9 FERE 154(282)  3( 05) 0 49( 9.2) 0 0
W% 118 (21.6) 8( 1.5 0 67 (12.5) 0 0
BEIR IR E 2 50( 9.1) 8( 1.5 0 22( 4.1) 1( 02) 0
BLIG2E 2( 04) 0 0 27( 5.0) 0 0
WO g 0 0 0 43 ( 8.0 0 0
M REE 37( 6.8) 9( 1.6) 0 225(42.1)  87(16.3) 0
R 12( 22) 4( 0.7 0 216 (404)  85(15.9) 0

B BAEl+A Y A= TRV T, fhRRREE 136 1 (24.9%) . FFHBEREE 98 4
(17.9%) . HARIEEERETE 147 B (26.9%) . BHEREREE 46 1] (8.4%) . FIEMEAME
B35 61 (6.4%) . KB - HED THI136 5] (6.6%) . BEEDZEREE 20 6] (3.7%) .
T HEEAREREREE 24 B (4.4%) | RIBHERERESE 32 451 (5.9%) . 1 ZUBEIRIE 5 6 (0.9%) .
e 76 (1.3%) . FEIEMEIE 1 6] (02%) . MKse - B6EZ% 2 61 (0.4%) . infusion
reaction 22 {51 (4.0%) . 5 & 9 %% 2 f51] (0.4%) . D52 1] (0.2%) | i 2 i (0.4%) .
B AARIE/ X A3 F—102 B (18.6%) . & 761 (1.3%) KON R infe 24 0E 2 4
(0.4%) DB BTz, F 7o, SENE M M MEEEBER K O LR K IR D b1
7o Tn, REIWERRBURDUI Y% FROME RS (BRREMEY 251) 28 %
SR E R,

10



[ - H&E]

AR OREMEYBETT LV EZFHALIZY 2 2 b— 3 42k v, AK 3 mgkg (K
) NIE 240 mg % 2 RN TEG LEBEOARF O Mg IR EDRF S vz, Ok
Ry AH 240 mg 4G UTBROBREEEIL, AA 3 mgkg x5 LT BROBRE R & ik
LCEfEZ TR & THlSnZbDD, AARNBEICEBWTAREN B I TV H
% AR (10mgkg % 2 BRI CERS) CARIZ RS LI-BRORE R & ik LR
ord ETPHIENT (F#), A T #EOBIEICKIT 57— X I2HESE | A4l 3 mgkg
(RE) iF 240 mg % 2 WG CHG- L IZBROARF OMRE & & A3 etk &
OB A R D BB ST T VDR I, S BEIC OV TRFIDB T b7 2.
RO - HEORM TR LSRR T v E Pl iz, 12, B
AR B IZ BT 57 —FITHESE | AH 3mgkg XL 240mg & 1 BV A~ 7 1 mgkg
Z 3 AR CEEG LIEBOARRORE R & Zett O #EZ R 2B TT
UBERE S L, YBEIZOW TR TR, ERROME - HEOM TLek
(CHRE R = RIT 0 E TS LT,

#3 AROFEMBIE T X=X

M - B Crnax Chind14 Cavgd14 Crax.ss Crin.ss Cavass
(pg/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL)

3megks W | (350 08 | (107245 | (171339 | (50170 | @raon | @2r 129

240 me Q2W (51-712,'109 (15-22?'354.6) (25.31?17.8) (10;,5254) (41.857,?58) (62.11(,)91 87)

10 meke Q2W (14;,9;19) (51-621 '739.2) (79.900,'51;14) (33?,925%32) (18421,1 ;13) (23;7286)

HPE (5%45,95%4%) . Q2W @ MBI, Cmax : FIIEIHE 55 D fe @ ML HIREE . Coinara @ #IIEIHE 5-1% 14
El E &:%&jé%{&m]ﬁ@%&f\ Cavgdl4 : *ﬂ@&’ﬂ—‘?&lél H E i?@z‘zi@mlzjﬁ;lzp{)%g\ Cmax,ss . Eﬁ%ﬁ?&:i}\
HZDHEQ%EII%':W&%&‘F\ Cmin,ss : ﬁﬁ%ﬁﬁb:iﬁﬁé%ﬁlﬁl‘{%q](}%g\ Cavg,ss : ﬁﬁ%ﬁﬁ&:jﬁajéqugml‘{%q]
IR
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DS, MOTEFRFEL DS R WG EITRY | HEICARZEHNT 52 L 2B ETE 5,

FEMEMRE DA IR ED & 5 BE
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B DTG ATe. RIS BT 90 | BRI D B R A
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