REFERAMEET A NI A4 v
=AN~<7 (BinTiH#z)
(BRFE4 : 7V —RETHERE 20 mg, 47V —R EEERE 100 mg)
~ R I ~

TRk 2 944 A (FAL 3 04F 8 AHKET)
B A 3518
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1. IILBIC

PRI OF N - BEMEOMRDT-DITIT, YA STESICHE SV @ e 2 Rk
BND, S5, EOREEM ORI L0 | FURESR G 72 & OFHH 725 L E R
FPEEMPERINDH T, IO OERMZBICLERBF RIS 25 2 & BB O
AL 2o TR RFEMBGEE & SO R T #2016 (% 28 45 6 A 2 H BIRERE)
IZHRNWTH, FHNEELREOHHOREIHELZHD Z L &SN TWnD,

BORVERMS T ESR L, KEIEASCL 2T e 7 7 A VDBBEFEOEIRS & D IR
BMHZENDD, T, AINERONZEMEICET A ERNHERT 5 £ oM.
VHEIMOBEEZMRL ZIT 5 2 ERHIFF SN EBFIC LTERT 5 & &bz, mIfE
FANFH LIRS % & D 2 & WS AlHEZe— 8 O B %35 7= 9~ Rk BE <4
THZENRHEETHD,

L7eRoT, RIFA T A TliE, BAREERESLZNE TITHELN TV D EFH TR -
B2 RN IS & | LUT O =35 O i 7o (6 & HEtE 3 2 8L D LB Bk B2
RO EERER~T,

I, RTA BT A A%, MSIATBOE N BN R SR, At EEAN B AR
BRI s . —MRAERE N B ARER IR R 2 M OV A B N B AR RES B F2 O
Jiob EERL LT,

RGe L Ip HEIRSG, « AT VR EEERE 20 mg, A7 U — R SEERHE 100 mg (—%
& =RV~ GEG TR Z))

REERDREIRE « ARTEOIBRASGE S THS RS 0D B Ml g

RELRAMERONE - @E . AICIZ=R L~ (BE i z) & LT, 1[H240mg
% 2 W CARMEET 5,
{EZFIERIRIR OARIEUIBRA BE XX HE B O Bl i 12 % L C
AV A~T (Erifz) EOPRT 25681, 8%, A
IF=R~7 GEE L Z) & LT, 18240 mg % 3 iR
T4 ERFEHET 5, 0%, =L~ 7 (Bialfz) &
L C. 11[8]240 mg % 2 A IR CAMERET 5,

B I OB ¥ NI TSR

(23%)

BRI I B3 v — R A SR ERHENL SOmg (— k4 : A BV A~ T (s R Z))

DRIRESUTN R, HIER O &

2 RE X I 2h B ARVEEIBRASRE SUTESRE O B

ME KR OH &: =R~ 7 (BHEfRz) Lotz T, @, BAZEA
v A~T (BfaHffiz) L LT1E 1 mgkg ((KE) % 3 M
[ERR T 4 [FLER T .




2. AHN DR, TERBFTF

7 — R IR 20 mg K ONELRTRERE 100 mg (—f%4 - =R~ 7 BBl
Baz), LAF, TARALD) &, MBS TEMRASLE A X Ly 7 24 (87U X b -
~AY—X A7 A7 (BMS) f) 23BA% L7t b PD-1 (Programmed cell death-1) (2%}
T5k MUIgG4 € /) 7 a—FAHKTH D,

PD-1 1%, #&MAL L72 U 8Bk (TR, BMREK T F =2 7 0% 7 —T ) LKOVE

BRI R BT 5 CD28 7 7 X U — (T AR OIGHAL Z i BhHIZ IE & BUSHIEE T2 2
TR ICBRT2ZAARTH D, PD-1 IFHURIR RAIIIZIEHL T 2% PD-1 U K (PD-LI
FOVPD-L2) EfEA L. U o SERICHEINES 7L A nE LT R ERoiE AR EE %
BIZHRE L TWd, PD-1 U H > RISHUREERMBELIAMNC B b Ofk & 72 RS RR I Z 585
LTHY, BEMERAMREEE )G UER L2 EGHEICHT 2 PD-L1 OFRBLLIFEDAEF
Wil & OMICADOFBEIEIR & D Z & 23 S Tu % (Cancer 2010; 116: 1757-66)
F 7o B R AN TR T MRS EET S ¥ —T7 a2 H v~ (IFN-y)
12X > T PD-L1 ORBENFHEI ., 8 L2 EEHKIC T 5 PD-L1 ORI LHE O
AAEWIR & 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 e oo i e 555
TEMEZ 88 S ¥ 57238, HT PD-L1 HI4K T PD-1 & PD-L1 & DA ZHET S &2 DAl
EEEENREIET 5 Z ENRENTWD, D Z LMD PD-1/PD-1 U T2 REREIX, 7
AR TR R RAY 7 T AR D OBEE A BT 28 FD—2 L L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 OffasME (PD-1 U 7 FREAHEIE) ITHA L.
PD-1 & PD-1 U W FEDRERZET D EI2X 0, DAHURRRREN: T MlaoiE
PEAL K O AUKIIELS %19 2 MBS =G VE 2 #9585 = & TRk e PUBE 2 3 2~
ZEDFER I N TV D,

IO OFEN S | AFNTEMEIEBE ) 2 Bl 2R EIc 20 55 Lo L HIfF S,
AR R A B & LT BRI RRER & S U b e R OB R S vz,

AFNOVEFIHEFICHES B OREFUSIC & BRHERS N & &b, B UIETIC
B ARENED 85, AR OBG R OBGHIIL, BEOBERE D117, R 93
o BT AITIE, FEHL LIS GITIE U 72 M 7 itk & AR BR & Fe O PR & G L Ciid
G122 BRI 24T\ B D SERURIC K B BIFER 2 D D541, BB B R L
T A OB GO Y RINE 217 ) LERD B,



3. BB
FRIBYIBRANBE XX ERFE M 0D BB B ges oD AKGRIRE I Z R A & 1T - 7= 1 72 B R 3Bk D il &
ZNE RS

[H2hE]
OEFRILE F AR (ONO-4538-03/CA209025 7{5R)

MEFEREERZET H2HEMEEGEA (T TF=T A=F =7 VI Tx2=T,
XY IN=T ) H B TR A A T D AT S THE RS 0D 98 B R R el ol AR
821 B (HARNEE 63 Bz GTe, AKIEE 410 6], =<1 U AREE411 H]) ZxRiC, =
_Ru U ARAERIEE UTARA| 3 mgkg % 2 BRIFR CRIEEE L & & OFMER L
AR U, FEFHMEEE Th D 2AAWIM (ULF, ToS) ) (il [95% 5 X
1) 1%, AFIFET 25.00 [21.75~NE"] # H, =<1 U LAAFET 19.55 [17.64~23.06]
TATHY | RANT=a Y AR LFEHFICA BRIER 2 LTz (A F— R 0.73

[98.52% 5 HHIX[#] : 0.57~0.93] | p=0.0018 [J&)!] log-rank f7E] . 201546 A 18 HT —
2Ty NAT)

1.0
0.9
0.8
0.7 1
EEO.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 AFHIRE (B)

AHIEE 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

X1 OS DHEFEYTRFD Kaplan-Meier Hi#R

—A— KHIE
O INOYLRE




F7=. BARANERER 63 61 (RAIRE 37 1, =X ) A ZARE26 41) @ OS (9 [95%
EHEXE] ) 1%, AFIEBET 27.37 [23.62~NE] # ., =1 J LA RBETNE [NE~NE]

HTATH-T= ONF— R 1.50 [95%(53EXH : 0.49~4.54] ) .
* HEEARRE (LLF. [AIER)

1.0 =
0.94
0.8+ : e CE e T )

0.7 1

0.6 —A— FEIF
4 .
# 0.5 @ IO L2 B
ﬁm—
0.3
0.24
0.1
g R e e R L P e e RS S M S e s

0 3 ] 9 12 15 18 21 24 27 30

at risk +£iFdRE (B)

AEB 37 37 96 35 35 34 24 16 8 4 0

I~OULAE 26 26 24 24 24 24 20 15 8 3 0

X2 HARAEFIZEITS 0S OHFEAZNTRED Kaplan-Meier Hi#R




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

(L PRREARTRRE ™ OMELT M U TSR O W WA A B M e e 2 1,096 1] (H AN B
N HEEL, AV LT (BafHiaz) O CUF, TRFI+-A Y A~7)) 28
550 f5il, A=F =7 546 f) ZXIGUT, A=TF =T EXME LTARA+A B AT D
HhtE e Vet mEt Uz, EEFHIIEH TH 5 International Metastatic RCC Database
Consortium (LA T, TIMDCJ ) YU R 27 4348 @ Intermediate & OF Poor U A 7 DB (A
+A Y A TRE45 B, A=F =T B 422 ) 128175 OS (YA [95%(FHEX ] )
X, AFI+ A Y LA~ T7FETNE [28.16~NE] 7 H, A=F=7FET 25.95 [22.08~NE]
THTHY, KA+ A Y LA TRHUIA =T = TR LFSGEHEICAE B RIEE 2R L
7= (AP — R 0.63 [99.8% EHEXH : 0.44~0.89] | p<0.0001 [J&5I] log-rank 7] . 2017
F8HATHT—H Dy "AT)

*1 BRI ST 5 RH L DOIREEN R WEBE, 72720, LT OEAITYIGRIBIZE DR,
SERYIRRAREZ2 B M e LT 1 FEOINRI U AR (7272 L, M N IEFER T
(LLF. TVEGF) ) XiX VEGF ZREEFEN & U-BRA 2R <] 23T S, H-oRiuEif
BAAIRIE DRSNS 6 7 AL LGB RICHRE LiZ5E
#2: AH 3mg/kg (KHEH) LA Y A< 1mgke (KE) A[F HIZ 3 ERHIFERR T 4 BLAFETE L2,
AHI 3 mghkg (KE) % 2 HEEMR CRFEHE Lz, fFHEGRICEW I, ARl E Rk b
L., 1BV LASTRIAFOBREGHKRT 15 30 gLl EOMREE B W TREZIE LT,
#¥3: LLFOO~@®DWTHIUCHEEY LW A 121E Favorable U A7, 1 X 2 THB &f -3 56120%
Intermediate ¥ A7 | 3 W ELL L& THAICIE Poor Y 27 & ST,
ORI & 2 S TH DL ARBRO IIEAEIM T £ T 1 4400, @Karmofsky —A%IRAE 80%ATi,
@~E T 1 B AENEE FERAN S, OWIER O LY 7 MED 10 mgdl 282 5. ©4F FERE
FEVEE EIRAZE 2 D, @i/ MO EEYEE FIRA % 5

e h\‘\,\
0.9 -,_,_‘\\\‘\
T ~_

_ os 2 o S——
'; '-_.~ '\'.,_~
s 07 '
A Ty
= 0.6 ey, SR
E] Nw
5 0.5 e
S
£ 0.4
=
£ o3 \
& KAl AEY A~ TR

0.2 ———— AT =T

OKUA : 4TH)Y
0.1
0.0
Y T T T T T T
o 3 o k) 12 1s 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 ]

3OS OHREIfEMTE D Kaplan-Meier B
FEMTRI 4L : Intermediate & X Poor V) X 7 BB

6



7k, EREILFEB AR (ONO-4538-16/CA209214 #ER) 128\ T, IMDC U A7
53¥75 Favorable V A 7 O BFE X FEFHIIE B OfENT SR & ShieinoTo, ik
BRICHLA AL 407z Favorable U A7 DRFE DT — X |ZHSE | BRI 21T 72
FER, AB+A Y AT REE IR L CTA=T =T RCTRERERENSE LTS (F
EN

0.7

0.6

0.5

0.4

0.3

Probability of Overall Survival

0.2 — KA A Y A TR
_____ RSP =t =i
0.1 ORTVA : $T91Y

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 AT TE125 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 OHFFEIfEMTE D Kaplan-Meier B
fRAT X BEE M : Favorable U X 7 B&



[Ze 2]

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

BEFGIIARAIRE 397/406 61 (97.8%) . =11 U XA 386/397 il (97.2%) 258
DL, TREREE & ORRRRIAGE T E RWAFHGIIAAIRE 319/406 151 (78.6%) . =~
= U AR 349/397 B (87.9%) IT#WD ALz, WAL DOFETIRILED 5%LL EORIE
HIZFTFERO LB THoTe,

#Z1 WO THEERN 5% EDORIER

B% (%)

[si= g 3
R A ESTPNT
" 406 4 397 4l
(MedDRA/J ver.18.0) % Grade  Grade3-4  Grade5 % Grade  Grade3-4  Grades

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

2 i 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

R 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

A% 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
—% - 2HFEER L0 ORE

A7) i 18 (4.4) 1(0.2) 0 33(8.3) 7 (1.8) 0

95 57 134 (33.0) 10 (2.5) 0 134 (33.8) 11 (2.8) 0

HERE 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

BN 34 (8.4) 0 0 37 (9.3) 2 (0.5) 0
B AR 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

IRE D 19 (4.7) 1(0.2) 0 29 (7.3) 1(0.3) 0
R L OsEREE

3 L 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

R 7 URY RifgE 5(1.2) 0 0 64 (16.1) 20 (5.0) 0

BARBGR 48 (11.8) 2(0.5) 0 82 (20.7) 4 (1.0) 0
B Rd & OV ARk

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

0 PO 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

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

I K 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

Hififig 2 16 (3.9) 6 (1.5) 0 58 (14.6) 11 (2.8) 0
K& ¥ X O FRmRbEE

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

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

FEE - BB AR SRR 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




¥, MEMEREEE 19 61 (4.7%) . 5525 1B (0.2%) | AEEUHREGE/ 2 4/ 3F—56
B (13.8%) . KEZ% - HEO TFH 10 6] (2.5%) . 1 BUERE 161 (0.2%) . FFHERERE
Fix 46 B (11.3%) . HFR 161 (0.2%) . HUIRIMEREREE 34 il (8.4%) | FREEFEE 55
B (13.5%) . EHEREFEE (RMIE VB MER K% 28 B (6.9%) . RIEHERERES 6 i
(1.5%) . infusion reaction 21 {5 (5.2%) . FEEDZEEE 4 61 (1.0%) . FIEEHKRE
b 2 1 (0.5%) . BER 161 (02%) KOS E IR 16 (0.2%) RO Lz, *
7o, EIEFESE, JOARR . SRR fL RIS PR BRI . K% - BEIRSE B OVERIR e 28
FIEITRR O B AV Do T, RAMERRBLIRIUT Y F L O REFS: (R R A E R %
B) A EUEINERE T,

O@E B AL FEFEMAHRE (ONO-4538-16/CA20921455%)

BEFGIIARA+ A Y L~ THE 544/547 $11(99.5%) . A =TF =7 #E 532/535 $11(99.4%)
IR L, BRI DHREBEEREE TERWAERFRIIAA AV o~ TR
509/547 B (93.1%) . A=F =T B 521/535 f5l (97.4%) ([ZRDHLNT=, WITHHORE
THBLRN 5%LL LORIERITTERD LB ThoTz,

£ 2 WDTNHPORETHREED 5% LOEIER

B% (%)

e AT E ) b 7T =T =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)
MKFS KOV > SRbEE 47( 8.6) 8( 1.5) 0 183(34.2)  73(13.6) 0
# i 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
/RIS E 2( 04) 0 0 95(17.8)  25( 4.7) 0
PG AR 160(29.3) 34( 6.2) 0 140 (26.2) 1( 02) 0
[l TR N 28( 5.1) 11( 2.0) 0 0 0 0
FOIR BB e 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
R 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
F PR 31( 5.7 0 0 32( 6.0) 0 0
(Y= 15( 2.7) 0 0 96 (17.9) 0 0
B3 3( 0.5 0 0 27( 5.0 0 0
A E MR 6( L.1) 1( 02) 0 55(10.3) 0 0
BITIN 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 - RHEELLORGEMOIKIE  314(574)  33( 6.0) 0 415(77.6)  75(14.0) 0
) E 72 (13.2) 8( 1.5 0 91 (17.0) 12( 22) 0
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 A AR AT 210(38.4) 111 (20.3) 0 224 (41.9) 100 (18.7) 0
TI=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

9



B% (%)

el FATAEV LT =TT

%ﬁ EEDR AT ver20.0) 547 {3 535 {3

¢ ver-=o % Grade  Grade3-4  Grade s % Grade  Grade3-4  Grade 5

TANRTH T X R AT

= 7 —BHN 58 (10.6) 19( 3.5) 0 49( 9.2) 7( 1.3) 0
Mrp 7 V7= 35( 6.4) 1( 02) 0 35( 6.5) 2( 04) 0
. 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 IR 4( 0.7 1( 02) 0 73 (13.6) 36( 6.7) 0
LNEEN 18( 3.3) 0 0 28( 5.2) 0 0
P R Es 6( 1.1) 0 0 40( 75 11 ( 2.1 0
e L OSkEE 156 (28.5) 48( 8.8) 0 197 (36.8) 33 ( 6.2) 0
k3 28 ( 5.1) 8( 1.3) 0 10( 1.9) 0 0
AARIBOE 75 (13.7) 7( 1.3) 0 133 (24.9) 5( 09) 0
B R E & O ARk E 149 (272) 14( 2.6) 0 121(226) 5( 0.9) 0
RAEH 76 (13.9) 5( 0.9) 0 39( 7.3) 0 0
7 PR 49 ( 9.0 3( 0.5) 0 26( 4.9) 0 0
ik 17( 3.1) 1( 02) 0 36 ( 6.7) 1( 02) 0
PR R IR 136(24.9) 11 ( 2.0) 0 253(473)  7( 1.3) 0
SO Y 31( 5.7) 0 0 179 (33.5) 1( 02) 0
GV 53( 97)  4( 07) 0 65 (12.1) 1( 02) 0
Mg, BOERds K OEhRFE = 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
FEIEH 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 AR SRR 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
BEIEZ2E, 2( 04) 0 0 27( 5.0) 0 0
WO g 0 0 0 43( 8.0) 0 0
M fEE 37( 6.8) 9( 1.6) 0 225 (42.1)  87(16.3) 0
i I 12( 22) 4( 0.7) 0 216 (404)  85(15.9) 0

B, AEN+A YU A~ TEEICBW T, MRREE 136 i (24.9%)
(17.9%) . HARIREERERESE 147 1] (26.9%) . BHEREREE 46 B (8.4%) . [HIEMEA¥E

B350 (6.4%) . KIS -

. FFEERERE T 98 f

DO THI 36 B (6.6%) . FEEDRERE 20 #1 (3.7%) .

T HEREERERRE 24 5] (4.4%) | RIEHEREREE 32 61 (5.9%) . 1 BLBEIRIE 5 61 (0.9%) .
g 761 (1.3%) | ESEMMESAE 1 6] (0.2%) . AMZ - Bl 2 1 (0.4%) . infusion
reaction 22 51 (4.0%) . 5 & 9 R 2 ] (0.4%) . Oipge 141 (0.2%) . T8 2 ] (0.4%) .
BEAUT BARIE/ < A3 F—102 1] (18.6%) . NT2 741 (1.3%) K OVERRfIAe ZERE 2 il
(0.4%) DB BT, Fio, ST/ IR TESRET I & O LPEIRAE KI5 B i
oo, ARIWERARBLRIUISZFLOMERS (FRREHERT 250 25048

AHERE AT

10



[ - H&]

AR OREMEYFETT L EZFHALIZY 2 2 b— 3 42k v, AK3 mgkg (K
) NI 240 mg % 2 RN TG LIEBEOARF O Mg R EDRF S vz, EOfk
B AKH 240 mg G LTZBROBREERIL. AH 3 mg/kg G L7 EROGREE & L g
LCEfEZRT ETFHISATZEDOD, ARNEFIZEBO THEERHER S LT DM
% R (10mgkg % 2 BRIEIRECERS) CAAIZ RS LI-BEORERE & ik LR
ot e PR ENT (FR), MA T BEOEEIZE T 27 — 2125 & | AH 3mg/kg
(KE) 0% 240 mg % 2 WG CHG- L IZBROARK OMRE & & A3 etk &
OB A RRTT D BTSN E T VDR I, S BEIC OV TRFIDBM T b i 2.
RO - HEOB TR LSRR IT v E Pl iz, 12, B
AR B IZ BT 57 —FITHEDE | AH 3mgkg XL 240mg & 1 BV A~ 7 1 mgkg
Z 3 EMMRECEEG LIEBOARRORE R &2ttt O#EZ R 2B ST T
UBER S, YBEIZOW TR TR, ERROME - HEOM TLek
(CHRE R = RIT R E Tl S LT,

£3 AROEWBRENRT A—H

BT - Cinax Chnind14 Cavgdi4 Comax,ss Cnin,ss Cavg,ss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
3 mgkg Q2W (352 '760.8) (10.17?'264.5) (17.21‘,‘;3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 mg Q2W (51.712,203) (15.22?'354.6) (25.31‘,‘17.8) (10;,5254) (41?57,?58) (62.11(,)91 87)
10 mg/kg Q2W (14;,9;19) (51.621 '739.2) (79.900,'51;14) (33?,925%32) (18421,1 213) (23?,7286)

P (5%45,95%4%) . Q2W : 20BN, Cmax : FIIEIHE 552 D fe i ML HIREE . Coninara : #IIEIHE 5-1% 14
H BICH1T 2 FARMAE PR L, Caveara : FIEIHE 5414 H B £ TOWEIMIEPIREE, Coaxss © EFIRIBIC IS
Héﬁ%%fﬁl%qu)i%g\ Cmin,ss : 'ﬁ‘:ﬁ%ﬁﬁb:k‘ﬁé%1&£ﬁl‘{%qﬂ(}%§\ Cavg,ss : ﬁﬁ%ﬁﬁ&:jﬁ”—éqzigml‘{%q]
TR B
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reaction, SR ML M/ IMRIBATESRBER (ITP) | i O UG, G LEEE, OlsfE T (L
FEAlE) « IR - DEPEEAMGHESE) . MR M) (6 LT Y agha ST BRE R
BB ORI ME 2 A9 D R & s U (BIVEH ORZWH-eRS ISR L TR R OSSR 2521
DRLRMICH D Z L), EHITHEYRLEN TE SFHNE->TVnD Z L,
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