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AR

{EEEFRIEARTGRE T OMELTIE XA ER M D 1 B
AU A A BT 651 B (H AR NEFE 46 Bl 5 5,
ARV F=THH CLF, KA+ DAY F=
T EWVD ) PRE323 Bl A=F =T 328 f5i)
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— FEE 0.51 [95%E4EX[H : 0.41~0.64]. p<0.0001
(&5 log-rank #7E], 202042 H 12 HT —4
v b A7),
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F, 2L U TOEAEIESKIBEREICE O,
e YIBR B 22 B A e Lok L C 1 FEEE ORI X
(I % B LE (7272 L. VEGF X4 VEGF %%
AR & U 3A 2R <] ST S, ol
A SUFAT P AR BIEE O et 506 6 1 H DL Efg
WEICHRE LIS 6

*2 A 1 [A] 240 mg % 2 3 [ B C i fi L
HAP LT =7 40mg & 1 H 1 EREOFESG Lz,
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RgREREE 31 B (9.7%) . KEGZR - INER - EE
D T 22 Bl (6.9%) . VB MNP E 17 #1 (5.3%)
FrRIMAR ZEARSE 15 1] (4.7%) . BB HEARERESE 12 4
(3.8%) . Infusion reaction 8 #41 (2.5%). HF#% 8 #
(2.5%) . CligBEE 7 B (2.2%) . T HEAEERERE
2 Bl (0.6%) . 5 E D ISR 141 (0.3%) . HEAEF
JE 161 (0.3%) . Do 161 (0.3%) . AMge - Bhifis
K 1B (0.3%) . AL 1B (0.3%) . KOWER 1 4
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Ralb—va TR Y AKH 480 mg & 4 [HHFR
TG XIIBEAROHE - HES THRE L2
AHNOMIEFIRENRET S i, T ORER., AHA
480 mg % 4 WRIHMRE TH G Lo EFIKEIZE
5 ImIE R EE (LA, [Cavgss) &9 ,)

X, AAl 240 mg 2 2 WFEMRECTHRE LIZEO
Cavgss LT B L PHIS N (FFR), £z, K
i 480 mg # 4 W [FEFRE TG L 72 BROE FIRRRIZ
B2 MIEFRE (LU, [Cmax,ss] £ 9,)
(T, KA 240 mg & 2 WFEFERE TRES LIZERO
Cmax,ss LI L CREEZRT & TFHISNZZ SO
O, BANBEIZBWTHAEMEN R INATND
Ak - H&E (10 mgkg % 2 AR THRE) TX
Hl 25 LB Cmax,ss & il L CTIRME A ~9
ETHIENT (FHR), AT, EEOEEICE T
LT —HICHASE . AKH 3mgkg (RE) XX 240
mg %z 2 FEFFME, & L < 3K 480 mg % 4 JHH
MR CTH G LI OARFI OIRER & & A2 3%

Ralb—ya kD KH 480 mg % 4 1 HFRE
TG IBEERROME - HESE TR LTZED
AFNOMIEFIREDNRET S Tz, T ORER., AH
480 mg % 4 BRI THE G LB EFIREIZE
DGR (LT, [Cavgss] &9 ,)

X, AHI 240 mg & 2 EFMRECTERE LIZEO
Cavgss CFAIT B PSS (FFR), £z, K
7 480 mg % 4 WM CH G L2 BE 0 EFIRREIC
B2 &mMiEFRE (LLF, [Cmax,ss] £ 9,)
X, AA 240 mg & 2 WK TRE L7ZEREO
Cmax,ss LI L CEEEZRT & TFHISNZH O
O, BRANBEIZBONTHAFMEDHERINLTND
Mk - H& (10 mg/kg % 2 HEFMFRTHRYE) TK
H 2B H LU7-BED Cmax,ss & ik L CTIREZ R~
ETHIENT (TR, AT, BEOEEIZBT
HT —HIZHADE | KK 3mgkg (KE) Xid 240
mg & 2 MR, & L < 3K 480 mg % 4 FHH]
MR CTH G LB OARF OIRER & & Ao 3%




& OB A RFTT DIRBERISET LR S
AU, HEEEICOWTHRE DT om £, Eid
DM« HEOH TH MK O VI Wi 72 7
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kL OBE A RETT A BBEST T LR S
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1. IZC®IZ
RS DA M - ZRMEDRERO T2 DI, BT SCEZEIZIL SV il B2 AR D
5ND, 6T, ITEORAREMOMEHRIC L0 | PUKEIRS 72 & OB 72 3 1E A%
FFEESDARINDLIH T, TN OOERNLZEICHERBE RIS 2 2 & B EBREO
B & e o TR Y RRIFMBGEE & UEOFA T EE 2016 Ak 28 4F 6 A 2 H BRI E)
CRWTH, FERNEOHEHORE(LHEELZ XD Z &L L ShTWnd,

BHUE AT EI ST, EEERASCZ AT 0 7 7 A VBB EOEIES & B 5025
BHZENDDH, ZOTH, AR ORZEMEICET HIERDHERT 2 £ TORM,
VHEIRMOBEZM 2T 5 2 ENMfRF SN BFIK L THERT 5 & &bz, BIfE
RAMFEBL L 7B Bkt i 2 & D 2 & DS Al RE 72— 18 O BLE %4 7 3~ R ek RS <A
THZENEETHD,

L7z o T, AHA KT A Tl BBEES 2V E TILHE LA TN D EFIFH) -
BHER RIS FED & | LUN O EIR S O fii 70 (6 A HEtE 3 2 8LA 0 b B B B 1
i B O B2 R,

I, RATA RT A A%, MSIATBOE N EIR G EFEARR O, AAENEAN B AR
BRIRIE s . —MRAEE N B ARERIRNELE 2 M O — it HIE N B RIBREEFH -2 O,
HoH EAER LT,

KR &2 BRI - AT Y — A AR EHE 20mg, AT Y — AR EE 100mg, A7

— R RGHEHE 120 mg, A 7Y — R A HE 240 mg (—iR4 - =
RN~ (BisFHH#Z))

RZLRDEIHR « IR TIBRASRE UL SR O Bl g

HELRAMEROME  B% . A=A L~7 (B Z) & LT, 1[[240mg

Z 2 EMIRINE S 1 [B] 480 mg % 4 3 R CAEEHET 5,
AR F =T AT LA EBE . RAZIZ=R L~ T G&
faf#Hz) & LC. 1181240 mg % 2 BRI ST 1 [E] 480 mg
% 4 MR CARMEET 5,
(L FRERIGIE OIRIEYIBR R HE X TEER M 00 B M L2 LT
AV LAvT (BaTEiEz) EO0PHT 2581, 8%, A
F=A~7 (Bl FfHz) & LT, 18240 mg & 3 JH[H M
BT 4 FAMEEET 2, 20%, =AL~7 (EBETHRZ) &
L. 151240 mg % 2 HRIEIFE L 1 [5] 480 mg % 4 [H]fE[RE T
REERET 5,

B s A 5B 3O /NP T RIS
(%)

BRI B T A AR AT 4 7 ABE20mg (— 4 - IARF L F =TV AR O%)

RESITZNR., MER O &

ZRESUSN A - AR IR RE SUTER R oD B il
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MEROHE : =A< 7 (BlaHlfz) EO0FRT 2581, @% ., mRAIIIA RS
vF=7LLTI1HIF40mg ZZEERICROE ST 5, ek, BED
WhEIZ LV S EHET 5,

BT B 5 — R A AR 50 mg (k% A U A~ 7 GRS TH#EZ))

DRHEIT R, AR O &

SIRE I « HIAGIRRAE TSR O B

FER AR =R~ GRETEEZ) L OBRICBNT, BH. RAICIEA L
U AwT GRETHMZ) & LT 1A 1 mgke (KE) % 3 8EREC
4 [ SRR ET 5,



2. AFNOREE. TERBFF

A7V — R I ERE 20 mg,  [FSTEEE 100 mg, [RAREERHE 120 mg K ONR S EHE
240 mg (—4 : =R~ (BB, DUF TARAL End,) 1d, NERER,
TEMRSHEAFT L 7 2% BTV AR -~ Y —X 2747 (BMS) t) 2
BAZE L7t b PD-1 (Programmed cell death-1) (Zx3 5 & Ml [gG4 & / 7 1 —FLHLlK
Th b,

PD-1 (%, V&M L L7 U /N8R (T MifR, B ML) OVFF = 7 v 7 —T fifd) K OVE
BRI R BT 5 CD28 7 7 X U — (T Ml OIS AL 2 #iBhAIZ IE & AITHIE 35 5
FHE) IR T2%BKTH D, PD-1 I PRI TMIIZFEEL S S PD-1 Y 7 K (PD-L1
K ONPD-L2) &AL, U o SERICfIivEs 7L niE LT v ERoiE Ik EE %
BITHET LT\, PD-1 U4 RIZHURSE MBS B b Ok 2 22 EISHEAR I 56 Bl
LTy, EMREMREEE) DR L EGHEEIZI TS PD-L1 OFRBL L itk D4LF
Wi & OMICEOMBIERA H 5 Z L& STV d  (Cancer 2010; 116: 1757-66)
F 7o EE R E S CIRRE T AN AT DA v #—T = H >~ (IFN=y)
\Z & > T PD-L1 ORELNFHFE I, 58 LI ERMRIZIS T 5 PD-L1 ORI L% O
AAEHIM & ORI IEDOMBIRRR & 5 & O S & 2 (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 Z 5@l 8l < S7- A A ML, PURFFERL CDS Btk T e o Miia s E
TEME 2T S ¥ 528, U PD-L1 HUAT PD-1 & PD-L1 & DA ELET S &2 DM
EEIEERERT 5 Z LRI TWD, HDOZ L5 PD-1/PD-1 U 77 R IZ, 2
AKIRESPURRF A 72 T ML O OB E L T 287D —>o & L TEZ LT
Do

AFNE, SR OFE RH & PD-1 OAMasE (PD-1 U & RS EIE) ISR S L.
PD-1 &£ PD-1 U REDMEARZIAET D EICX, BDAPURFERMNZ: T Milaols
PEAL KOS AU 69~ 2 I A5 5 M A 3893 % 2 & CHEHGER 2R HUEE D B2 R
ZENHER STV D,

AL DHIRN G | AANTEMENEGC T 287 26 REIC R 0152 b O & HIfF S,
BRI R A et R & LT BRI 2 S0 U, A b Al R O feRE STz,

ARFN OB 2D < EEDREEFUSIZ KX DEWEMED & b boi, EESUIELTIC
ELREMEND D, AROFRG TR ORGHITIT, BHEOBIEL T5IATV, REDR
D BT HEITIE, FH LI FRITE U R 22k & BBk 2 Ff O PRl &g L Cl
GRS 24T\ R EE O IEROGIC & D RBIERI S b 2 581213, B BE v
T AN OB GEDOEY) RILE 2T O MR H D,



3. ERERERE
FRIGUIBRASHE T ER M 0D B A g 0D A GRIF I Z Rl 2 1T — 72 72 BR IR FRER O il &
N I

[H2hE]
OEFRHLEF AR (ONO-4538-03/CA209025 7k5#)

MEFEREERZH T 20EEMERS (T F=T7 A=F=T7 VT Tx=7
XY N=T ) e Em TR A A T D AT U AR 00 15 B T R R e s e
821 5l (HANBE 63 BlZaie, AFIEEA10 I, =_a ) AZAFEALLB]) Z6tBic, —
N Y AREREE UTARA] 3 mgkeg % 2 BN CRBEE L & OFIMEROE
EMEZ R Lo, FERHMEEE CTh 2 2AFHM (BLT, ToS) &vwo, ) (FafE [95%
EHEIX] ) 13, AFIBET 25.00 [21.75~NE"] #H, =X AAFET 19.55 [17.64~
23.06] WHTHY, KEFHIT=NE U AAFEHIR LGRS BERIER 2R Lz (N
P— KL 0.73 [98.52%[5HEX[H : 0.57~0.93] | p=0.0018 [J&H!| log-rank f&E] . 2015 4
6 HI8HT—4% v hA7) .

1.0-Fa
0.9
0.8 |
0.7- S

4 067
17 0.5
* 0.4+
0.3
0.2
0.1
04
0 3 6 9 12 15 18 21 24 27 30 33
at riskE A1FHAE (B)

AHIFF 410 389 350 337 305 275 213 139 73 29 3 0O
INOVLAEF 411 366 324 287 265 241 187 115 61 20 2 0O

X1 OS D REfENTEED Kaplan-Meier B (ONO0-4538-03/CA209025 3RER)

—A— AHIE
D IO LAEE




F72. BARANEBSER 63 61 ORFIRE 37 ], =~ ) 5 ZARE 26 1) D OS (i [95%
fEEX ] ) 1%, AFIRET 27.37 [23.62~NE] B H., =xXal LA AFETNE [NE~NE]

HHATHoT= (ONF— RE1.50 [95%(33EIX[H @ 0.49~4.54] ) .
* HEERRE (LLF. FIRD)

1.0 -
0.9 R . "I -

0.8 1 : ees G- > ©
0.7 1

s 0.6 - —A— XEIR¥
ﬁ 0.5- oD IO LB
=

0.4
0.3
0.2
0.1
ey
0 3 6 9 12 15 18 21 24 27 30

at risk21 H1FHARE (B)
AHB¥ 37 37 36 35 35 34 24 16 8 4 0
INOYLREE 26 26 24 24 24 24 20 15 9 3 0

X2 HAANEFHIZEBT S 0S OHEfENTRFD Kaplan-Meier Bi#R
(ONO-4538-03/CA209025 3RE%)




@EFEILEF MARAER (ONO-4538-16/CA209214 75R)

(LFRREATERE ™ DOHE T S THREANE 001 B AM R BB R B 1,096 51 (H AR NGB
72 BlEEty, A ) LA~T (EaFaz) 0FH CUF, TRA+-A ) A=T7 ) L
Do) PHESS0 ], A=F=TRES6 f) AR, A=F=TExRE L TRAI+ A E
U L~ 7 OFMERK V22N E2 R LT, FEAHIIE H Cd % International Metastatic RCC
Database Consortium (LA, [IMDCJ] &9, ) U A7 434H™ @ Intermediate 2 U8 Poor Y
A7 DEE (REI+A Y A~ TRE425 6], A=F=T7FE422 f5]) (23155 0S (H4fl
[95%EHEIX ] ) 1%, AFI+A ) LA~T7RHET NE [28.16~NE] B H, A=F=7Ff
T 25.95 [22.08~NE] ZHTHY, KAl+4 Y LA~ TEIIA =T =7 HETKR LIRS
MICHBRIER 2R LTz (O — R 0.63 [99.8% S 48X : 0.44~0.89] | p<0.0001 [J=
B log-rank FE] . 201798 HT AT —4 B v h47)

1 BRI D BRI OWEEN 2V BRE, 7277 L. LR ORA RS IEEEICE D,
SEA BN ATRE 22 AN ok L C 1 RS ORISR B s (7272 L. I o R g 1
(LLF, [VEGF| &9, ) XU VEGF ZAMRAAEN & L= 8AI % < ] AHAT S, Hoofl
B ST B IE D B 5 5 6 1 B LU ERGBAZ ISR L= 88

2 AF| 3mg/kg (KHE) &4 © U A~7 Imgkg (BRE) &R A IS 3 BERMNE T 4 B HE L%,
A 3 mgkg (KE) % 2 BRI CARMRE Lz, OPRRERICE T, AR Z RIS
L. AU LA~ TIRAOELERL TG 30 5Ll EORIEZ BTG 2Bk L=,

#3: L FOO~@DW IS b5 LAaWEAITIE Favorable U A7 1 X% 2 HH &= AT
Intermediate U A7 | 3 HHA LI L&/ 754121 Poor U A7 & Sz,

OB HIRRE & WS TH S ARBRO EEIE LB 1T £ C 1A, @Karnofsky — iR EE 80%AH .
@~F 7 1 AU FIRAR, OWESO N AL MED 10 mg/dl 282 5. O EREN
JEVEE LIRA R 2 5. @M S LR A2 5

1.0
0.9
0.8 \ p
0.7
0.6
0.5 e w <

0.4

obabiity of Overall Survival

0.3
—_— R A Y LT
0.2 cmem A= F T

ROA : {TEID

P

0.

0.0

T T T T Y T T T T T
o 3 o 12 15 18 21 24 27 30 33
Overall Survwal (Months)

FR+AL) =T 425 399 372 348 332 318 300 241

=
©
ks
&
¥
o

R=F=TH 422 387 352 31s 288 253 228 179 89 34 3 o

X3 OS DOHEIfENTED Kaplan-Meier B (ONO-4538-16/CA209214 FRER)
FEATRIBEEM : Intermediate 2T Poor U 2 7 BB
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72k, EREEILFEFEMARRER (ONO-4538-16/CA209214 345R) (28 C, IMDC U A%
57 FEN Favorable U A 7 O BF T EEFEMIE H OfENT I RER & Sen o7, Hikak
BRICHL A AL 54072 Favorable V A7 OEE DT — X IZHSE | REWITIIT 21T 72
FER, AB+A Y A~ TREL R L CA=F =T HCTRFBERNPELNL TS (T
).

10p——— =3 =~ eme_
h\—‘—n_\_\ﬂ A"'-._,"‘“‘
0.9 S B = < =,
0.8 "
T‘ '
> '
s 07 V
S '
‘n '
’,'—E 0.6 ;
3 '
o 05 X
B 1]
204 '
Z '
-g '
g 03 "
n. '
0.2 — KA Y B :
_____  R=F =TI :
0.1 ORUA - T8I0 '
0.0 :
T T T T T T T T ' v %
0 3 6 9 12 15 18 21 24 27 30 33
Overall Survival (Months)

FH+A €T AT TBE25 124 120 116 m 108 104 98 78 27 2 0
A=F=7BE 124 119 119 117 114 110 109 104 84 32 3 0

4 OS OFREFENTRFD Kaplan-Meier B (ONO-4538-16/CA209214 FRER)
FRNT IS4 : Favorable U 2 7 BBE&

@ EFRHL[E F MARRER (ONO-4538-81/CA2099ER & 5%)

(EZFHEARTRIE OWELTIE SUTERRE I O W B M A 2 At e ;B3 651 1) (H AR NS
46 Bl xGte, ARV F=T0FH CAT, TRAI+ D RF U F=7] LnH,) 2HE323
B, A=F=TRE328 ) ZRRIC, A=F =T ERBELTARF+ IRV F=T7D
B ONZ ARG L, FEFHMEEE Th 2 M EA M (Tl [95%(54H
XRE]) 1%, AA+ DR F =T HET 16.59 [12.45~24.94] W, A=F =7 RET 831

[6.97~9.69] W HTHY ., KA+ DRV F=TEIIA=F = TREK LFE A0



BRI 2R LIe (AN — FE0.51 [95%E X H : 0.41~0.64], p<0.0001 [JE5! log-
rank fRE], 20202 A 12 BT —% v b4 7)),
1 BRI 5 REBHEOIRBEN 2 VB, 7277 L, UTOBAIRYRIBREICE DR,
SEAYIBR AT REZ2 B (25 L C 1 BRI STt ffBh ek (7272 L. VEGF XX VEGF %

B AN & LT3 % W < ] DSHEAT S U, v RIS S B RIE D I AR 50 6 6 1 A L

ERBERICEIE LA
*2 0 A1 R 240 mg & 2 BB CHREEEL, IR F=740mg a4 1 H 1 EROFEE LT,

1.0 4%
0.9
0.8
0.7
igg 0.6
& o5
¥
7= 04
$ 0.3
0.2
0.1
0.0 :
at risk#4
WRYF_JHHEE 323
A=F=J8 328

—A— RO FTHAR
sy AR

s
3 6 9 12 15 18 21

EIRELFHRE(A)

279 234 196 144 77 35 11
228 159 122 79 31 10 4

X5 MHEEAFHR (BICRHIE) @ Kaplan-Meier Bi#R

(ONO-4538-81/CA2099ER #R5R)



[Ze 4]
OEFRHL[E F MARRBR  (ONO-4538-03/CA2090257:85%)

HEFERITIARAIRE 397/406 B (97.8%) . =12 U AAHE 386/397 5l (97.2%) 1Zi8®
DAL, 1REREE & DREBIRNGE T X RWA FFRITAAIRE 319/406 5] (78.6%) . =
7 U N ARE 349/397 ] (87.9%) (TR HALTz, WL ORETRELED 5%LL EORIE
HIXZTFEROEBY ThoTz,

1 DTN LOBETRERN 5% EOBIERA (ON0-4538-03/CA209025 3A8k)

Bk (%)

BE VAS o1
e AR TRE Y LAR
o 406 1l 397 fil
(MedDRA/J ver.18.0) % Grade  Grade34  Grade5 % Grade  Grade3-4  Grades

AFIER 319 (78.6) 76 (18.7) 0 349 (87.9) 145 (36.5) 2 (0.5)
Mgk XV SRR

A ifn. 32(7.9) 7(1.7) 0 94 (23.7) 31(7.8) 0
W WA

FOPR IRAEREAR T E 24 (5.9) 1(0.2) 0 2(0.5) 0 0
B IR

{5 24 (5.9) 1(0.2) 0 21 (5.3) 0 0

] 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

AN 24 (5.9) 0 0 36 (9.1) 1(0.3) 0
—f% - 2EEER L OB GEN OREE

1795 18 (4.4) 1(0.2) 0 33 (8.3) 7(1.8) 0

WG 134 (33.0) 10 (2.5) 0 134 (33.8) 11 (2.8) 0

RN DI NE 11(2.7) 0 0 75 (18.9) 12 (3.0) 0

APV 17 (4.2) 0 0 56 (14.1) 2(0.5) 0

FEEN 34 (8.4) 0 0 37(9.3) 2(0.5) 0
AR AR AT

= AT m— LN 1(0.2) 1(0.2) 0 24 (6.0) 1(0.3) 0

f s V7 F =8 27 (6.7) 1(0.2) 0 33 (8.3) 0 0

R 19 (4.7) 1(0.2) 0 29 (7.3) 1(0.3) 0
R L O E

B3 L AT a—/LILE 2(0.5) 0 0 29 (7.3) 0 0

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

&Y 27U EY RifiE 5(1.2) 0 0 64 (16.1) 20 (5.0) 0

BARIHGER 48 (11.8) 2(0.5) 0 82 (20.7) 4(1.0) 0
B H ks & OV B Lk R

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

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

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

BIEER) 24 (5.9) 0 0 19 (4.8) 1(0.3) 0
MR, MoEREs L ORI

DAL S 36 (8.9) 0 0 77 (19.4) 00 0

o K] 30 (7.4) 3(0.7) 0 51 (12.8) 2(0.5) 0

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

Jitifig 2% 16 (3.9) 6 (1.5) 0 58 (14.6) 11 (2.8) 0
R B X OB Pk

SUERRRTRG 56 12 (3.0) 0 0 20 (5.0) 0 0

B2 R 26 (6.4) 0 0 33 (8.3) 0 0

FE - RTINS ANE FERE 4 (1.0) 0 0 22 (5.5) 0 0

D PEIE 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

ek, MEVEMESR 196 (4.7%) . R 16 (0.2%) . BERHRMERIE/ 2 4 /35 —56
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B (13.8%) . KiFZ « EEDO TH 10 6] (2.5%) . 1 BUERE 1 6] (0.2%) . FFEHER
i 46 B (11.3%) « NFR 161 (0.2%) . FUIRIERERETE 34 il (8.4%) | FRERFET 55
B (13.5%) . BEHEREREE (RMERIEMERK%) 28 ] (6.9%) . FIEHERE 6 #
(1.5%) . infusion reaction 21 f5il (5.2%) . EEEEDRJEHREE 4 41 (1.0%) . TEAHRE
B 2 il (0.5%) . R 1B (02%) ROSE IR 16 (02%) B LNE, %
7o, EIEFEEIAE, (O R. SRIENE ML OB PSR BRI . I AE - BEIRIE M OVRRIR 144 28
BIEITRR O BV Do 7o, ARWEHIFEBLRUIIBEFRS (RRRAEMEET 2 5T) 25
DGR TRT,

O FE B FE M AHFER (ONO-4538-16/CA2092 145 5k)

BEFGIIARA+ A Y L~ 7R 544/547 4511 (99.5%) . A =F =7} 532/535 1511 (99.4%)
RO LI, RBRELOREBEBENPEE TERVEEFRIIAA Y L~ TR
509/547 5l (93.1%) . A=F =7Hf 521/535 il (97.4%) IZFB8HHNTZ, WTIDREE
THREBLED 5% FORWERILZTERD LB ThoTz,

#2 VTFNLOBTHEERR 5% EORITER (ON0-4538-16/CA209214 ABR)

Bl (%)

[s1=9=—4 N
wEAIRGH FHI+A U bv TR A=F =7
%ﬁ”fl)mj 20.0) 547 fl 535 43|
¢ ver-=o. 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

RIEA 509 (93.1) 250 (45.7) 0 521(97.4)  335(62.6) 2( 04)
Mg L SR EE

#if. 34( 6.2) 2( 04) 0 83 (15.5)  24( 4.5) 0
I ER R i 1( 02) 0 0 30( 5.6) 3( 0.6) 0
I R ERI iE 3( 0.5) 1( 02) 0 69 (12.9) 32( 6.0) 0
1/ N E 2( 04) 0 0 95(17.8) 25( 4.7) 0
[ PanlA

R RE AR A 28( 5.1) 11( 2.0) 0 0 0 0
FOIR IR RE TLAHEE 59 (10.8) 2( 04) 0 12( 22) 0 0
FODR IS REAS T E 85 (15.5) 2( 04) 0 134 (25.0) 1( 02) 0
B W

J A 38( 6.9) 2( 04) 0 38( 7.1) 1( 02) 0
R 9( 1.6) 0 0 30( 5.6) 0 0
{58l 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
PR RS 31( 57 0 0 32( 6.0) 0 0
HEAR R 15( 2.7) 0 0 96 (17.9) 0 0
537 3( 0.5) 0 0 27( 5.0) 0 0
R R 6( 1.1) 1( 02) 0 55(10.3) 0 0
ML 109(19.9)  8( 1.5) 0 202(378)  6( 1.1) 0
A% 23( 4.2) 0 0 149 (27.9)  14( 2.6) 0
M - 59 (10.8) 4( 0.7) 0 110(20.6) 10( 1.9) 0
—f - BEEER X OGN ORE

)9 72 (13.2) 8( 1.5 0 91 (17.0) 12( 22) 0
I FT 202(36.9) 23( 4.2) 0 264 (493)  49( 9.2) 0
HERE D RAE 13( 2.4) 0 0 152 (28.4)  14( 2.6) 0
ARG ML R 25( 4.6) 1( 02) 0 29( 5.4) 0 0
P 79 (14.4) 2( 04) 0 33( 6.2) 1( 02) 0
FRIR R

ALT H#4J0 60 (11.0)  27( 4.9) 0 50( 9.3) 8( 1.5) 0
7T —E 71(13.0)  31( 57) 0 41( 7.7 17( 3.2) 0
AST H#4/n 58 (10.6) 19( 3.5) 0 49( 9.2) 7( 1.3) 0
s v F =8 35( 6.4) 1( 02) 0 35( 6.5) 2( 04) 0
1 FRR BRI A V| o HE 0 11( 2.0) 0 0 30( 5.6) 0 0
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Btk (%)

nE SN
I FAT A E U e T A=F =T
%ﬁ ”;’DR AT ver.20.0) 547 {5 535
© verau 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
U X—E RN 90 ( 16.5) 56 (10.2) 0 58(10.8)  35( 6.5) 0
I R ER B 3( 05) 1( 02) 0 40( 7.5)  23( 43) 0
1/ R 4( 0.7) 1( 02) 0 73 (13.6) 36 ( 6.7) 0
IR 18( 3.3) 0 0 28( 5.2) 0 0
i Bk s 6( 1.1) 0 0 40( 7.5 11( 2.1) 0
R KOS
ki 28( 5.1) 8( 1.5) 0 10( 1.9) 0 0
RAKIRGE 75 (13.7) 7( 1.3) 0 133(249) 5( 0.9) 0
B & OV ALk
BH B 76 (13.9) 5( 0.9) 0 39( 7.3) 0 0
itk 49( 9.0 3( 0.5) 0 26( 4.9) 0 0
Ul fi g 17( 3.1) 1( 02) 0 36( 6.7) 1( 02) 0
PHRR R R E
VST 31( 5.7) 0 0 179 (33.5) 1( 02) 0
SER 53( 97  4( 07) 0 65 (12.1) 1( 02) 0
MR SR, MERE £ OMithRiEE
WK 45( 8.2) 0 0 31( 5.8) 0 0
I ] 5 31( 5.7) 1( 02) 0 33( 6.2) 2( 04) 0
S 0 0 0 55(10.3) 3( 0.6) 0
fitilisk 2 32( 59) 6( 1.1) 0 0 0 0
B3 X OV T kR
il 1R 40( 7.3) 0 0 46 ( 8.6) 0 0
EELE 0 0 0 29( 5.4) 0 0
T o REFETREN T AR, 5( 0.9 0 0 231(432)  49( 9.2) 0
9 154(282)  3( 0.5) 0 49 ( 9.2) 0 0
J&% 118 (21.6) 8( 1.5 0 67 (12.5) 0 0
BEIR R 2 50( 9.1) 8( 1.5) 0 22( 4.1) 1( 02) 0
il e 2( 04) 0 0 27( 5.0) 0 0
B g 0 0 0 43( 8.0) 0 0
M fEE
e IfiL 12( 22) 4( 0.7) 0 216 (404)  85(15.9) 0

BEB. AH+A Y A THEICBW T, MREEE 136 # (24.9%) . IFHREREE 98 14
(17.9%) . HRIBRFERERE S 147 1] (26.9%) . EH&RERES 46 1 (8.4%) . [IEMEMIFE
B350 (6.4%) . KM% - HEED THI36 41 (6.6%) . FFED K EREE 20 #1] (3.7%) |
T HEARREREREE 24 1] (4.4%) | RIEBEREFEE 32 651 (5.9%) . 1 BUBESRIA 5 61 (0.9%) .
e 70 (1.3%) . EIEMHIESIE 161 (0.2%) . AKse - B6EEZ 2 61 (0.4%) . infusion
reaction 22 f51] (4.0%) . 5 & 9 EE%% 2 1] (0.4%) . DB2% 161 (0.2%) . 4k 2 B (0.4%) .
R Bl AEAE/ X A3 F—102 B (18.6%) . TR 761 (1.3%) K OFkIRILARZERIE 2
(0.4%) DFRD BTz, FTo, S MR MESEBER K OB LIRS K ITFR O B
oo, ARWERRBLRIUIEERS (RRMEMEET 2 5T) 208 RE R
s

OE BRI R FE MAHFE (ONO-4538-81/CA2099ER 7-5#k)

BERERIIARA+ IRV F =78 319/320 1] (99.7%) . A=F =7 317/320 f
(99.1%) 1ZRB0 B, (RIRIE & ORRBRPGE TE RWAERRIIARAN+ IRV
F =7 E 309/320 f5l (96.6%) . A=F=T7EE298/320 {5l (93.1%) ZFEDH BT, VT
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NPOFETHEILEN 5% EORWERIZTTERDO LB TH- T,

£33 WTNOLOBFETEIRD 5% EOFIER (ON0-4538-81/CA2099ER #AEx)

Bl (%)

=l IN
AT KA+ 1R F o F = T R=F =TT

%ﬁ ”fDRM 2.1) 320 4l 320 4l

¢ Ve 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

RIEA 309 (96.6) 194 (60.6) 0 298 (93.1) 162 (50.6) 1( 03)
MigEs L SR EE

i 32 (10.0) 3( 0.9) 0 61 (19.1) 8( 2.5) 0
1 ifL BRI i 4( 13) 0 0 23( 7.2) 1( 03) 0
I R ERISAE 14( 4.4) 2( 0.6) 0 47 (14.7) 11( 34) 0
i /R 19( 5.9) 1( 03) 0 61(19.1) 14( 4.4) 0
M WA

FOIR IR RE TLAHEE 29( 9.1) 2( 0.6) 0 6( 1.9 0 0
FODR I REAK T E 107 (33.4) 1( 03) 0 90 (28.1) 1( 03) 0
B W

J 27( 8.4) 3( 09) 0 14( 44) 0 0
T 182(56.9) 18( 5.6) 0 136 (42.5)  14( 4.4) 0
HILR R 18( 5.6) 0 0 32 (10.0) 1( 03) 0
A E R R 15( 4.7) 0 0 29( 9.1) 0 0
LTI 68 (21.3) 2( 0.6) 0 81 (25.3) 0 0
AR 50 (15.6) 7( 22) 0 74 (23.1) 7( 22) 0
g - 36 (11.3) 4( 1.3) 0 52 (16.3) 1( 03) 0
— - RHFEER L OEGHN R

e 57(17.8) 10( 3.1) 0 48 (15.0) 7( 22) 0
I F 86 (26.9) 8( 2.3) 0 97(303)  12( 3.8) 0
(N 10( 3.1) 1( 03) 0 16 ( 5.0) 0 0
A D SENE 61(19.1) 3( 0.9) 0 80 ( 25.0) 8( 2.5) 0
JHENEAE SR

JH R 18( 5.6) 8( 2.5) 0 10( 3.1) 1( 03) 0
B PR AR

ALT H#3Jn 80 (25.0) 15( 47) 0 20( 6.3) 2( 0.6) 0
77— 39 (12.2) 8( 2.5) 0 25( 7.8) 7( 22) 0
AST H4/m 75 (23.4) 10( 3.1) 0 28 ( 8.8) 2( 0.6) 0
e L e N 16 ( 5.0) 1( 03) 0 11( 3.4) 1( 03) 0
m 7 V7 F =80 20( 6.3) 2( 0.6) 0 20( 6.3) 0 0
i A FRR R A L N 23( 7.2) 0 0 19( 5.9) 0 0
U —E8m 48 (15.0) 17( 5.3) 0 35(109)  15( 4.7) 0
I R ERER A 12( 3.8 1( 03) 0 27( 84) 16( 5.0) 0
iR 17( 5.3) 0 0 59(184)  14( 44) 0
IR 23( 7.2) 2( 0.6) 0 8( 2.5) 0 0
P 1 R E A 5( 1.6) 0 0 17( 5.3) 2( 0.6) 0
M7 v U RAT 7 2 —E 29( 9.1) 2( 0.6) 0 21( 6.6) 2( 0.6) 0
B L O S

s/ SVAVNN ik 32(10.0) 1( 03) 0 9( 2.8) 0 0
KF kU 7 A 38(11.9)  22( 6.9) 0 19( 59) 14( 44) 0
1KY VU ERIMAE 38(11.9) 17( 5.3) 0 15( 4.7) 3( 0.9 0
BAREGR 65 (20.3) 4( 13) 0 53 (16.6) 2( 0.6) 0
B #& R d & O ARk

B Hi 29( 9.1) 0 0 12( 3.8) 0 0
AR 25( 17.8) 0 0 2( 0.6) 0 0
TR R IEE

TR AR A 69 (21.6) 0 0 65(20.3) 0 0
SHIR 20( 6.3) 0 0 13( 4.1) 0 0
B L OURKKBEE

HAR 26( 8.1) 9( 2.8) 0 21( 6.6) 7( 22) 0
MR, Mashis K OEhm R

HFEEE 37 (11.6) 1( 03) 0 8( 2.5) 0 0
s 13( 4.1) 0 0 25( 7.8) 0 0
B2 3 KOV T kR =

I L 16 ( 5.0 0 0 11( 3.4) 0 0
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Btk (%)

Y PN

HAaE AFl+ IR F =T A=F =T Rt
YN 320 43l 320 f3l
(MedDRA/J ver.22.1) 7 Grade  Grade 3.4 Grade 5 4> Grade  Grade 3-4 Grade 5

B N T S L Ny 3 122 (38.1)  24( 175) 0 129 (403)  24( 17.5) 0

& O FEIE 52(16.3) 1( 03) 0 13( 4.1) 0 0
J15 62 (19.4) 5( 1.6) 0 22( 6.9) 0 0
RN SN R 24( 1.5 1( 03) 0 4( 13) 0 0
W 0 0 0 21 ( 6.6) 0 0

M pE
7 1L 97 (30.3) 35(10.9) 0 107(33.4)  39(12.2) 0

7k, AK+ B AR F =T RIS T, HURIEARREE 135 61 (422%) . FFHERE
PR 128 ] (40.0%) . FRERFETE 115 6] (35.9%) . BERUHEAZIE 57 41 (17.8%) . HEJE
DR FEREE 37 1] (11.6%) . BHEREREE 31 41 (9.7%) . KM% - /MR - HE D THI
22 B (6.9%) . FVEIVERGZE 17 B (5.3%) | EFlRMARIERRIE 15 61 (4.7%) | FIFEHE
AR 12 49 (3.8%) . Infusionreaction8 Bl (2.5%) . HF2 8 6l (2.5%) | LMk 7 41
(22%) . FIEARBEEEREE 2 6] (0.6%) . S& OB 161 (03%) . BAEF IS 1 51
(0.3%) | e 161 (0.3%) . Mg - RS 1 6 (0.3%) | JBESL 161 (0.3%) . KO}
BER 161 (03%) BBz, Fio, Mgk, ABERIG, BIEIFRE, IFR4, BEEhE
Mg %, BB MEREE, MERE ARG, L, 7R 3FEREE K OIS L I3E80 B 7z
o oo ARWERZEBURILIL B 5 (AR EMR T 2 51) 2 A DHRAR 27T
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[HiE - HE]

AR OREMEYIETT LV EZFFA LY I 2 b—v g 2k, KK 3 mgkg (K
) NI 240 mg % 2 B TS LEBEOARR O i HRE S RF Sz, £ ORs
Ry KA 240 mg 25 L7ZBROBREREIL, AH] 3 mg/kg 25 L IZBROBRER & & ik
LCEEZRT ETFHIENTZbDOD, AARNEEIZEBOTHAEENHERINTWDH
% - HE (10 mgkg % 2 RN CEG) TARIZEG UT-BEOBREE & L ik U CRHE
T E RSN (FR), AT EEOBIEICBT 5T —Z IS5 A4 3 mgkg
(REE) % 240 mg % 2 ERIFIR RS L7ZBROARF O & & FE 3L etk L
OB A R DR RSE T VPER S AL, MR BEIC OV TRE AT DAL fE R,
RO - HEOM TEOM R V22 2R 1T v e FHlsn, £ &
AR RFICBIT 57 —ZICHEDE | KK 3mgkg XL 240mg & A U A~ 7 1 mgkg
Z 3 AR TR LTCBEOARR OgdE & & 2Vt & O 2 et 2RERLE T
UHBHER S L, YBIEIZOWTHRFIDMTh R, it Ak - HEoM creaetk
WA = R I eV E Tl S T,

R4 FROEDBE RS A—F

- R Cmax Chnind14 Cavgdi4 Cmaxss Crmin.ss Cavess
(ug/mL) (pg/mL) (pg/mL) (ug/mL) (ug/mL) (ug/mL)

3 melke Q2W (35~521 '760-8) UO.17?§4.5) ( 17.21‘,";3.9) (75.1)1,3171) (27.612,'107) (42.717,'?27)

240 me 2W (51-712,'103) <15~22?'354-6> (25-31‘,‘;7.8) (10;,5254) (41.857,'?58) (62.11(,)9187)

10 mgfke Q2W (14;,9;19) (51.621 '739.2) (79.90(??14) (33??232) (18421,1 ;13) (23;7286)

RAE (5%, 95%5) . Q2W @ 2B [HIHIFR, Conax 1 RIEIHR G2 D fig S MIE THRE . Coninara : IR 51414
A BCH1T 2 BARMIE PR, Caveara - FIEIHE 5414 H B £ TOPMIEPIREE . Coaxss © i IRIEIC IS
R

Fo, AR OREFEYENEET LV EZFIHLIZ I 2 b— 2 1280 | AHI 480 mg
% 4 AR TR U IBEARR O FIE « &% TG LTZBEOARFI O (i Hie B A3 et
S, TOREE., KK 480 mg % 4 HFMR TR G Lo EFIREBIZB T 2 FEim
EHIRE (LT, [Cagss) EVVD0) 1, AHI 240mg % 2 M RIME CTHEG L72FED Caygss
CHUT LTRSS (TR, 7. KK 480mg % 4 MMM TG L7ZEROER
WRBIZ BT Dl MIEHFIREE (BLF. [Cmawss) &EVMD0) 1. AHAl 240mg % 2 JH[HH R
THEEG LTEBED Cranss G L CREZ T & FHISNTZH DD, HARANBEIZBNT
DRMEDHER SN TWA VL - I8 (10mgkg % 2 R T E) TARAZ#%S5 LT
BRD Craxss & B L TIREZ /R T & PHIS L (FF), AT, BHEOEBEIZBIT S
F—ZTHESE AH 3mgkg (KE) XL 240mg % 2 WMREIRE, 35 L < 13AH] 480 mg
Z 4 ERIFR CTEG LI BEOARA OMREE & &AM UIE 20 & ORE 2 REH 5 1%
FTLONET VAR S, BBEIC O W TRBAM Thn iR, ErofiE - AEo
M CHIE L L EMIC e 2R T v & Pl S, £72, BHillgEiEEIcsiT 5
T—HZESE AARY o TF =T O HRFICARH] 240 mg % 2 RHIF R XX 480 mg % 4 i
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MR TG L 72 B O ARH DR EE & & A AT 2 & OBE 2 a4 2 B R SUS
BT APEESIN, YZBEEIC OV TR M TOI R, ERRo Mk - HEOMTEH
MM OV BRI 7R 2 R T e & TRl S T,

£5 AHOEYBIL AT A—F

M - R Crnax Chmind28 Cavgd28 Crnax.ss Chin,ss Cavgsss
(pg/mL) (ug/mL) (pg/mL) (pg/mL) (ug/mL) (ng/mL)
3 meke QAW (35-52{ .760-8) <16-§?j0-3> (21 321 ?(1)3.9) (75.1371) (27.612,'}o7> (42.717,'?27)
240 me Q2W (51.712,'103) (23.332,;'539.0) (30.42‘3?.670.9) (10;,5354) (41?57,.51;58) (62.11(,)91 87)
480 mg QW (10;?207) (15.25?17.4) (37.?)?.;)4.8) (14?,1 236) (27.751,?37) (62,11(,)9187)
0meke W | (146”300 | (g6 1320 | (o1 149) | (29,929 | (84309 | (236 370

POl (5%, 95%a1) . Q2W : 2 MG, Q4W : 4B MIMIFE. Cumax 1 HIEIEE 514 0D B i ML 775 8
Cmind28 : *DE&E‘?&ZS El H c:%bi%%{&mﬁﬁij/ﬁ%g\ Cavgdzx : %ﬂ@&ﬁ-fﬁ% EI E i “C‘U)ﬂziéjﬂ']l‘{%s EP{}%E\

Crnaxss © ETARAEIZ IS D A MLIG TR L, Crminss © E HIRREIZ 31T 2 T AR I, Cavess + EHIRTE
Z331F 5 TG i
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4. HERRIZOWT

(L BRERER IR O ARIGYIBRASBE XM o Bl B E 12 H I 2 5A8 11X, 7&GR
L U CTHEARGERAE (2FFRE) Ao Tnd 2 enn, YkRa 2y s
i TX Dl CHHMEND D, £O LT, EHHY X7 FHEE (RMP) 1ZHSX,
AHKIN O 5= 3 5 22 M LR B~ D 1 J1 K13 & D ik T o - T AFI OB G- 3 B 70 f&
Tl - FrE L, AAIOEGICL Y BHERRWEHAZ BB LZERICHST 2 2 & B8 0%E
272, LFOO~@DFT XT3k iCB W THEHT o X&ETh D,

O MERIZOWVT

D1 T (1) ~ (5) OWVWTINIHEY T IR THD Z &,

() EEFBRENEET D03 A HEEEERLSRRTS (BRTE RS A S BE LR
Mk A3 A2 IR EERL SR L, HIEDS AU RSB 7R &)

(2) FEEREBERFPL

(3) ABTENFIRFIEDNEE T D03 A BIEEERPT (DS ARSI TR, DS AR
W EBE. S A BFGEREHEER b &)

(4) RALFHEIEE A RRE L, AR RIEINE 1 USSR TFRIENINE 2 OJiak 5
(AR D JEH &2 1T > T B fitiax

(5) PUEMEIRE AL & BN O M s U 4R 5 R 24T - T D itk

D-2 B O RS K OEIWE R BLRE O XS 57 70 50k & #E5R 2 RO EAh (7
KOWTIINTEEY T HIERM) 25, Uiz OARFNZET 2IRFROEMLE & L CRIE
ShTWnWapZ L,

#*=

o [ERREFFHUGE 2 FOYMINHEZE T L72RIC 5 FLLEO D ATRE DR RIHE %
T TWBHZ L, 96, 2L R, DAL Z £ & UERIEESOHE 2
ToTNWBHZ L,

o [ERMGFFESH 2 FOYHIIHE ZE T L7211 4 UL EOWREEZ O RIHE
EIToTHBY, 95, 280 EE, BHIALEE DD A FEWHRE 2 S Te D ATRIR DBEIR
WHEZ{T> TWAZ &,

@ BENOEXKMBBREEDOMEHIZONT
Eﬁ%%ﬁﬁﬁzﬁiféﬁﬁﬁﬁm%ém\@%ﬁ%ﬂ%@%ﬁﬁm\ﬁ@ﬁ-ﬂ
IR AOTE R O E P OVE RS SR 2 1 iR, AEHERNRAE LA OWmE
%ﬁ EERHLDITAT O D IEFINIE S TND Z L,
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@ BIERA~DORIRIZONT
@-1 BERR B3 2 B

FVEPERR B FE O BB REWEM 5L L72BRIT, 24 RRRIFZIEIKHI O T, 2ikiiax X
FEHE R AR BV T, B L ZRIERICIS CTABRE B L O CT FEOFEIEH ORI
LRMRADOKRNE HPICRE L, EOISHISTRERAEHNE->TnDH 2 &,

@-2 BERUEEEICL2AFERNICICET 2 EH

DA HE D D MR 72 Fak X OB 2 A 2 R EE DRIERE=2 1V » 7
EEOIERDAY J—= T EITWEIRE LERE LA TE 5 F — LEREHIHHE
EINTWAEZ &, ok, BIHEHNZONWT, DABRE EZOFBRICHZITEmI T
WaHZ k&,

®-3 BHEROZEroxRCE LT
RIVER (FYEMEMPERIIN 2, BEREMEEIE, DR, Bk, BRUHRARE. KIB%K.

INESR, BEO TR, 1 BBER, BIEATR, A, TR, TR, m(brEinE
K. FURIRHEREREE . THRCRREREIRTE . MRS BIEE, BIEREE. Mk, BEDOK
fEREE, FRRIm A2 ZE42)E, infusion reaction, HFE7ZpMygfEE . MEKE BIEMERE, FEEZ,
BEdR . P DU, IR ENE, DlEfEE (OEAIE) - IR - O=EMEIAMNES) |
ARIFERS: . FESFHML., L) 1Tk LT, MaghtiaX XTI BREFE R O H M2 A3 5
Rl & L (BHEAORZM-ORSICE L CTHRER O EZZ T OND&CH D Z
&) EHITHET R E N TE DKHI 8-> TnD 2 L,

oF
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5. BEMHZLIRDBE
[H2hIz B3 % F1H]
O TFTROBEIZBWTAFOFIEDNRIES L TN D,

o IMEFAMEERZA T 2H0EMEGA (TXF=7, A=F=7, VYIF7
=T NYR=TE) EETEERIERE A T ARG YRR AR RE SUTERREE O
B B ORAI M 5-)

o ALFIRIERIBIEOIMDC U A 7 43¥H 7 Intermediate X [ ZPoor U 2 77 TV ARG )
PRARE SISO Bl EE (A B A7 & O HEE)

o ALTFEFRIERIBR ORIGUISR AR TR OBMgERE (WA F=7¢
OO E-)

@ TRICHKET 2 BB AR O G K O ITIEC OV TR, KA DA
ESLESNTEDLT, AAIORLGHR LRG0,
o ALFIRERIBREE ROV A M A VRAN OB OIGRE L AT 2 BE KT
D A B G-
o TR IR

GED [t  MAEFBR (ONO-4538-16/CA209214 #BR) 1235V T, UTFODO~@D WU b4y L7z
WA 121 Favorable U A 27 (1 303 2 B A 272 37851213 Intermediate Y 22 | 3 WAL B &= 356G
IZiX Poor U A7 & sz, (6 X—T%R)

WIS & 2 ST BASREBR O EEVEA BT £ T 1 AR R
Karnofsky — IR A& 80% AT
AE T EDFEAEE T (R A
FIERR D 1 v 7 SMEDY 10 mg/dl 22 5
U HRERE AN FEVE(E FIR A X 5
M AN FEEE FIR 2 #E 2 5

CISICISECHS)
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[t Bd %5 FEH]

O TRICEZELTILIEECOVWTIEIAAORENERE SN TND Z &b, REZ21T

Orrnz &

o AFNOEGIK LisBUE OBEER O & % B4

@ WO T FRICHEY T 5 BTV T, AR ST S h 70
7. MOBFRIRAE A 22 B BT IRY | BRI AFI R AT 5 - L 2 BETE 5,
o RVEMERIE RO A OB D b 5 B

o i G s A CRE R

P B B M OEENME O TS i At 2 <0 R e M it ¢
F ORI IIEMEZAL D A DI D B

o BHOREREOEDR SUTEMERY R L ITHFREMED B Rk OBERE O

b % B

o IEEBAEE (EmerMiaBEE e 2t) Ob 5 EE

o RBORY IR E A 5 A

e Karnofsky Performance Status 70%Ai 2 D B

(2 Karnofsky Performance Status (PS)
Score %
100 | IE%, BAICKH T 2 BEOF IRV, BRAKAERZ L,
IEH OTEEIANATRE, Frhll e BN LB 2 0, 90 BWDERRAER IS 5725, TERTSE) A HE
80 D72 0 BEARSEIRD 0 5 23, B30 L CUER OIEE) il 6E

FET 52 LIEARAEE, AETAETETC, & 70
T EAEBANRBRICED LD TH D,

HOHSOMERITE 5725, IEWOIES) - 55835 2
&R ATRE

N 60 TR Z SIXTE A0, L& CE Mg
5 7 Dﬁ@/\ A ° = N — - N
Rt 0 | E B LT EE L0 R AL E
40 97, mUIRERB X OE#ENSLE

HFOEY D EEBELSTTERY, fiikddn 30

ELETP. ARPMLELENETS LEE - T

IRt F# ERIEOFELLE LT 5, KE 20

FEHICHIE, ABEALE TR 2R R )5 46 2

NAGEICHELT L CW A ATREMEDN B 5, 10

FEHANIE - TV D

5
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6. MEIZE L THEEBEITREHEIF

O WASCEFIDN 4, BERFEER BRI 5 BRI IS & ARH O ReM: K OVl 1E
OO B ERE HCHEME L T EHTS 2 L,

@ IBRBRMAICHENL B B T OFBCAIER a2 i L, RE 25
ThoEET5Z L,

@ ELRBIEHO~FXY AL MMIOWT

MEMEMEERD 5D Z ER3H DD T, KRNOEEIZHT-»> TlE, BKRIE
W (PR RIS, mxmik, FEEAVE) OfEsE N O X S & o I h%s ., Blets+5
179 2 &, Fo, BEIZSCTHE CT, MG~ — A —FDOMm&EZ I T 5
Z&,

AFN O 5L EE D infusion reaction ({2 CEARFZ 432 6D T& B %
i ZAT o7 LTG5 2 &, £72.2 [BIH LARE O AHI$2 5-FFIZ infusion reaction
NHLOLNDZEHHDHDT, KFFEGJ R OAALEE T #IT A Z A
yaRMET 5%, BEOREL 5ICBIET 52 L, 728, infusionreaction %
FHL LI A IR, 2 TOBELOIER NSRBI T 5 £ TEE 2 Hoilg
T5HZ &,

RIS RERRE . TRAEERETLCRIBEERH 5D 2 RN H LD T,
ARFN DFe5-BREART M O G-I I E WIR I N W RE R AT (TSH., 1#HfE T3,
FERE T4, ACTH, I =V — VEORIE) #FE i+ 52 &,
AFNOEGIZ XY WEOREISIZER T 5 & B 2 b Dk R BORE
DHLOLNDZENHD, BEVRDOONTHEEITIE, BERLLELFRITL U
B RY 70 ik & B8R A Fr-O R Al & s U CE bl 228 B2 Wr 247V, A O
BOGIE X 2 BWER DN S0 2 3561213, AR ORFES I I, R ORIE BE A
WEVRIOEBRGEEZZETLHZ L, ol BIBRERLVEOREIZEVREIE
M OYCEEDRFRD BN WIGA IR, BB BUE ARV LIS O S il o8
HBEET D,

PR T %, AR OE I AR L COLRWERNEIT L2 ERH D70,
KRN OB G TR HRIER ORI 3BT D,

1 BUBERRI (BIE 1 BUBEIR I 22 de) Db bt BERFEHES R 73 R—3 &
WCEDZENRHLDT, A, L, RMFEOIEROBICMAE LD LA+
SERT D&, RBEREAEDN GRS EFIEL, AR H
Hl DO 5D R EZIT H Z L,

BIEATSe . P A, ITRERERRE . TR, BLHEERDH O ONDL Z ERH D
DT, EHANITERRAEZ1TV., BEOREL 0BT 52 &,

@ AHNOWERRBRIZIE N T, ALFREMRREE BT 5 HAIKR G TII& 5
5 1AFEMIT 8 HM Z & ALFHRIERIGREE ICBIT 54 v L~ TG T
GGG 1 ERIE 6 HE Z & (RN 12 BH%) . ALFRIERIGREE IR
FDARY o TF =T OG- TIIRGREND 60 HE T e MM Z L (FENE
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12 %) ICHEMEOFM AT > TW- 2 & 2B EIC, ARG T E A
BRE CHROMEREZITH> Z L,
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