RIS 2

XEERHEET A RF A
=R~ T7 (BinHH#Z)
(R4 : &7V —REE#EE 20 Mg, F 7Y —R EF#E 100 mg)
~HEME B E~

YRk 2 9F 2 A
REFEE



Bk

1. (FL®IT

2. KFNOKE, 1FHET

3. ERARRIHE

4, FERIZDOUWNT

5. XIS EIHBHE

6. HHICHEL CTHREET & FHIHA

P2
P3
P4
P10
P12
P13



1. IXT®IT

RIS DOF N - REVEOHER DT DIZIT, BT SCEFITE SV B A A R D
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
ML 0o TR Y REMBGEE & S0 FARTT# 2016 Ak 28 426 A 2 A B E)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BOFE R SR ST, SRS M T 0 7 7 A ARBEE D ES L & B 5 i
RHZENDD, DD, HMER LSBT HIERNSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
PR LBt % & D 2 L A AIRE 72— O B % jiii 7o R A R o
THZENEETHD,

LI oT, AHA RTA4 Tl BB ZNE TIT/ O TV S EZIHZN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RKHA BT A 3 MAZATBAE NEIE M ERESHA O, A ISEFEARAER
ERAR IR s . —MAERTE N B ARER IR NRHE & R OVARRAERE N B AR JER 22O
Db EAER LT,

KL R DEIES AT — R A 20 mg. 4 Y — AR A 100 mg (— %4
=R~ 7 (B E#z))

RELRDEIHR - IR TIBRARE 722 Bk R A E

HELRDMEROHE « <AbLFRIERIBREOMIRUIBR AR 72 B R aEEH 055 >
WE., RAZIE=Rr~7 (BEHEfz) & LT, 1 8 3mgkg
(1K) % 2 JAMHIHEIRE CREFET 2,
<ALFRIEBEIRE ORIGUIBR A RE R B R AR 056 >
WE, RAZIE=Rr~7 (BEHfz) & LT, 1 [ 3mgkg
(AHE) % 2 BRI SOE 1 E 2mg/kg ((KE) % 3 3 [ FE T
WEHET D,

s I 9E ¥ DB TS




2. AANOFER. 1EREF
A7 — AR R EHE 20 mg XN 100 mg (— %4 - =R~ T (B R L) . BT,
[ARAKN)) X, DS TERASE A Ly 7 23 BT VAL -~ P —X R
7 A 7 (BMS) %) 23BH%& L7t bk PD-1 (Programmed cell death-1) (Z%f9% & R 1gG4
E/ 7 a—FNAHUERTH D,

PD-1 1%, &ML L7V > 8Bk (T HfE, BAHIL N F 2T 0% 7 —T Mild) KOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & BUZHIET 2 2
T IR T 2R AR TH D, PD-1 IFHURIRRAIILIZIEBLT % PD-1 U o K (PD-L1
KOPD-L2) EfEA L. U o SERICHfIvEY 7P v LTV v SERoEMALIREE
BITHHET LT\, PD-1 U H» FIFHURRSMIaLIAMNZ b b Ok 2 22 RS RR 2 F8 5
LTHY, EMEREAELE )OI L EGHMEICI TS PD-L1 OFREBL L itk DALE
WM & ORI ADOFEREBIRN & 5 2 & 3 HE T4 (Cancer 2010; 116: 1757-66) ,
F 7 R R ANE RS TR TS EAET DA v X —T = B~ (IFN-y)
IZX > T PD-L1 OFENFHE SN, 58 L2 EMREICIS T D PD-LL OREL & itk D
M E OMICIEOHBEBEERH D Eo®ELH D (Sci Transl Med 2012: 28:
127ra37), & 51T, PD-L1 Z 3R H S 7208 M, HURERRA CD8 Bt T Hif
ORI EIE M A 55 S ¥ 523, HLPD-LL ik TPD-1 & PD-L1 & DG & HET D &
Z OIS EIEENEIET D 2 EDNRENTNWD, D Z LD PD-1/PD-1 U 72 R
BT S A AN FUR R A 72 T IS B OB 2 B 2 HF D —o L LTEZD
TV 5b,

AFNL, SRR OFE R 6 PD-1 O s Egk (PD-1 U # o REEAREIR) IZR5A L.
PD-1 &£ PD-1 U A REDEAZIET D Z EICL 0 BDAFURRR T Ml OENE
(LR OB AR %t T 2 MRS B TG A R 3~ 2 2 & TR 2Pt sh R &2~ 2
EMHER STV D,

ARAN DTS 35 < BIE DSIERUSIT X 2 BRSNS B & b, TS XTSI
L AN DD, AR OB PR OREHIIT, BEOBRETMITO, RENRE
W &IV BT, B3 L RIS U T SEFRRG A A & R AR O PR L s L i
ORI AT BEORIEUSIC &5 RIERAAS DN S BA I, BIBRERL
B LA O GO NE AT D LED B D,



3. ERPRARE
FRABYIBRANBE 7 B B4 Il D A GRIRF I R 21T » 72 72 B R Bk O g &2 7~ 17,

[ A7)
OEWNE T HHRER (ONO-4538-02 7#R)

F AN (LR, IDTIC)) 12 K DALERIERE 2 A9 2 IRIGUIBRA e 22 T/ TV 11 X
VRS OO M FL( i FR S (ECOG Performance Status 0} O8N 1) 35 4] % 82 (2 . A% 2 mglkg
7 3 TERIAIRE CRfsE L, TEFHMEEE Th 528%% (RECIST 1 R7 4 11
RRAZ IS < B LD CR XX PR) 13 22.9% (90%(E#EX ] : 13.4~36.2%) T&h
ST, 7ok, FRNCERE L-BEIX 125% Th - 72,

@EWNE DB (ONO-4538-08 #5R)

b2 FVERIG R ORI IR R AE 72 WA/ IVE )X s o Bk R aE R E (ECOG
Performance Status 0 X O* 1) 24 il & RF 12 A 3 mg/kg 7 2 J IR C A L 72,
EERHEEE T 55905 (RECIST FA KT A > L1 RICHES < PRHEICE S CR
XIE PR) 1% 29.2% (90%(EHEX ] : 16.7~45.9%) THh -7z, 728, FHANIHRE LM
1% 6.0%ThH o7,

OUEMEIFHABR (CA209066 #BR)

v-raf ~ U ZARED ¢V AR T EDSER S BL (BLF, [BRAF)) V600 25 D7
W IR VE AR TB IR O RIG UIBR AR RE 72 T/ IV SO 58 o e R AE R (ECOG
Performance Status 0 TN 1) 418 5l (AHI#E 210 {5, DTIC #f 208 f3) Zxf4iZ, DTIC
Z xR & U CARRKI 3 mg/kg % 2 [ FR T it Lz & & O E R OV M 2 fst
Uiz, FERHMEEE Th 2 2AFHM (i [95%EHE XM ]) 1%, AAIREX NE [NE
~NE] %7 H. DTIC # T 10.84 [9.33~12.09] 7 HTH YV, AAlL DTIC |2k} LA~
PICA BERIER 27 LTz (A — REE 0.42 [99.79%(5 #H X [H : 0.25~0.73], p<0.0001 [J=
A1l log-rank #R & J) .



—A— FHEIFF
D AR B

0 3 ] g 12 15 18

at risk H1EHRR (B)
HAEE 210 185 150 105 45 a 0
FhIINGBE 208 177 123 a2 22 3 0

0OS @ Kaplan-Meier #hi##

@S IARZRBR  (CA209037 #BR) 2

AV A~T (BEEFHHZ) T BRAF [LEH % & b2 IERE & A 2 RIGHIRA
REZR L1/ IV ) ST P8 oo s B i R (ECOG Performance Status 0 }2 OY 1) 405 1] (R
FIRE 272 B, ALk (DTIC I H AR T T F o o7 U 25k OOFH) B 133
Bil) Zxtgc, fbFREE SR E U CAHI 3 mglkg % 2 MR CAlEE L= L&D
BRI R VL2 R Lo, REFHMIEE Ch 5 R%% (RECIST A4 K714 11
R FES < RIEIZ LD CR UL PR) 1d, AAFINDEE ST 1D 120 BN EAT
GUERT & S, ARAIEET 31.7% (95%(EHEIX[H] : 23.56~40.8%) Th o7, 7eds, FHAllc
FROBMMEITRE L T\ iehodtz, b9 — DO EEMBEE Th 5 24T MM (i
fifl [95%EHEIXH]) 1T\ T 182 DA X b (BELD) BT TR 217 - T2k 5.
AFIEEIL 15.47 [12.39~NE] 7 A, {bLFIRIERET 13.67 [11.50~NE] 7 HTH Y . KAl
I REIC R LRI B R IERE 2R S 7o T2 (N — R 0.93 [95%(EHE X
M : 0.68~1.26]. p=0.6299 [J&%I log-rank ¥ E])

[ 41]
OEMNE T HRER (ONO-4538-02 5:5k)
HEFELITEH] (100%) (2580 Hiv, A E OREBRNPEE TE WA EFEHGL 30/35
5] (85.7%) (Z38& LTz, FEEN 5% EORIERIZT TRO LBV THHo T2,



FHR) 5%LL EORIER

BB BIR ST Bk (%)
HAEE 35 43l
(MedDRA/J ver.16.0) 4 Grade Grade 3 UL |
AEIER 30 (85.7) 9 (25.7)
WU
FOR AR REAR T E 5 (14.3) 0
H I
T 4 (11.4) 1 (29
L 2 (5.7) 1 (2.9
EEE/S 2 (5.7) 0
—i% - REEEER X O SR OREE
57 5 (14.3) 0
[EsYRY 2 (5.7) 0
HEEN 3 (8.6) 0
RN R P
JiF 2 (5.7) 2 (5.7)
g R AR AT
ALT #570 4 (11.4) 1 (29)
AST #40 5 (14.3) 2 (5.7)
mh 77 3 R 2 (5.7) 0
1A CK H#4n 5 (14.3) 3 (8.6)
Mz V7 F =8 2 (5.7) 0
i =" K o BN 2 (5.7) 0
i LDH #4mn 5 (14.3) 1 (2.9
1 TSH i 3 (8.6) 0
A TSH #40 7 (20.0) 0
CRP H4/1 5 (14.3) 1 (29)
A ERBR AR EE N 4 (11.4) 0
v-GTP H#4/10 4 (11.4) 4 (11.4)
SRR R 2 (5.7) 0
~E S 1R 3 (8.6) 1 (29
U RERE R 5 (14.3) 1 (29
I TP ER K 2 (5.7) 1 (2.9
[FESipaEa 2 (5.7) 0
1/ N E 2 (5.7) 1 (29
AR i ER 2 (5.7) 1 (2.9
P i BR s 6 (17.1) 0
WERE T3 #40 2 (5.7) 0
W T3 P 8 (22.9) 0
WERE T4 i 6 (17.1) 0
WERE T4 #40 2 (5.7) 0
U U~ FRTF-EM 3 (8.6) 0
1A ALP 50 5 (14.3) 1 (29)
UHCR BRI R 3 (8.6) 0
R~ — A — 840 2 (5.7) 0
BN LSEYI | 2 (5.7) 0
Y—Tr I Z T T A N 4 (11.4) 0
1 CK 2 (5.7) 0
BRI L O A MRk E
AR 2 (5.7) 0
TSR PR
R b 2 (5.7) 0
K= 2 — T — 2 (5.7) 0
R g F KO FRRRREE
HEE 6 (17.1) 0
% O FEAE 11 (31.4) 0
WIB 2 (5.7) 0
R NTRZ N 2 (5.7) 0
HEIRE R g 2% 2 (5.7) 0
B 0 ) 4 (11.4) 0




7k, MVEPERRE 1 6] (2.9%) . KK - EEO TH 1 6] (2.9%) . MikFEE 4
Bl (11.4%) . NTBERERETE 5 61 (14.3%) . BEHEREFETE 2451 (5.7%) . FUIRIHEREREE 8
Bl (22.9%) . FIEFEE 1B (29%) . EEORERE 14H] (2.9%) KOS E SR 1
il (2.9%) TRRDH LT, £7-. FEMHEEERE, infusion reaction, 1 BUBEIRIFE, P,
BIEFFEETJRE, M2k - AR, (O R. MR, TR, RO AR ARAE M OV M i/ s
D HEERBEIR ITRE D BV o Tz,

@EWNE DB (ONO-4538-08 #R)
BEFEGIL 22124 B (91.7%) ISR B, IRRE L ORRBAFRDGE TERWEESF
503 18/24 1] (75.0%) (2788 BTz, FHLED 5%LL EORWERIL TRD LB ThH-
776

FEH N 5% _EOBEIVER

ZRERIR % (%)

FEARGE 24 {31

(MedDRA/J ver.18.0) 4 Grade Grade 3 LAk
EIEH 18 (75.0) 2 (8.3)
W IE

FRIR RS REIR T 6 (25.0) 0
Bl

SN 2 (8.3) 0
—i% - BEEER X OGN OREE

P 4 (16.7) 0
Fife PR A AT

IR E R 2 (8.3) 0
e L OsesEE

RBRIGE 2 (8.3) 0
MEas. MsRis X OWEhR RS

HE e P 2 (8.3) 0
F R ¥ O PR RkREE

HEE 5 (20.8) 0

% 9 FEIE 5 (20.8) 0

iR IR IN &2 2 (8.3 0

ek, KGR - EEO TH 2 ] (8.3%) . IFEERERESE 1 61 (4.2%) . T EAHERER

F 1G] (4.2%) K OERIERERE 7 1 (29.2%) T Lz, £7=, BIEMERIEE,

PIRREE (F 7 2« NU—JEGERE) | BHERS RMEHREEBRE) | BIEEE,

infusion reaction, 1 BUBEIR, HFEO GRS (BFEREIRE R, AL, FRE
EE) | MER, EIEMEGE, K - BRI, SEOBER, Lk, Mk, TR, B
A R Mo QMR P if NSO PSR BEIR 1338 D BV Do 7,

@SN FE AR (CA209066 ABR) v

B EREGITAIERE 192/206 ] (93.2%) . DTIC £ 194/205 5] (94.6%) (2388 HiL, BB
K& DORPPIRNEE TE WA EFFRITASIER 153/206 4 (74.3%) . DTIC #f 155/205
il (75.6%) 2D BT, WTNOFETRIEDN 5% EORIERIZTTRO LB
Thol,



WD OFETHRERS 5%, EOEIER
Bk (%)

#HBIRR R DTIC It
=h.
g(ﬁ/lgggDRAlJ ver.17.0) 206 71 205 1
4= Grade Grade 3 UL E 4= Grade Grade 3 UL E

AFEIEA 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
Mg LV R fEE

I BRI E 0 0 23 (11.2) 9 (4.4)

1/ NI E 0 0 21 (10.2) 10 (4.9)
H I

i 22 (10.7) 0 25 (12.2) 0

T 33 (16.0) 2 (1.0) 32 (15.6) 1 (0.5)

L 34 (16.5) 0 85 (41.5) 0

M - 13 (6.3) 1 (05 43 (21.0) 1 (0.5)
—i% - EEREER X O SEOREE

S 21 (10.2) 0 25 (12.2) 1 (0.5)

T 41 (19.9) 0 30 (14.6) 2 (1.0)

FEEN 15 (7.3) 0 10 (4.9) 1 (0.5
I kO sEE

BRI 11 (5.3) 0 19 (9.3) 0
B R R L O ARk E

RAEiR 12 (5.8) 0 3 (15) 0
PR R R

SEIR 9 (4.4) 0 14 (6.8) 0
KR 3 KO FRERRREE S

HLBE 13 (6.3) 0 4 (2.0) 0

SRR SOG 3 (15) 0 11 (5.4) 0

& 5 FEAE 35 (17.0) 1 (0.5 11 (5.4) 0

% 31 (15.0) 1 (05 6 (2.9 0

=M A BE 22 (10.7) 0 1 (0.5) 0

728, ARFIFEZIR O CRVEMMZEE 36 (1.5%) . KIGHK - EEO T 6 6 (2.9%) |
PRRIRESE (7 - N U—EEEESE) 28 5] (13.6%) . IHFHEREREE 7 61 (3.4%) . BHEk
REFETE 4 B (1.9%) . TEMHEREREDE 4 61 (1.9%) . FRIRHERERE 13 #1 (6.3%) .
infusion reaction 15 1 (7.3%) . 1 BUBEIRS % 1 61 (0.5%) . FEEEORZEREE 3 41 (1.5%)
FOSE IR LH (05%) TRD LN, £7o. BIBEE, BE, BEMEE. K
% - MR, DR, Mok, IT2E. REBUT RlARIE K& OV i ISR PR SR BER 138
Lo T,

@S E AR (CA209037 #ABR) 2
A EFGIIARIERE 265/268 4] (98.9%) . (L7 HIERE 98/102 5] (96.1%) (2§89 Hiv, if
BRIk & ORRBIR NG E T X RWE EFRIIAIEEE 199/268 B (74.3%) . (LEHIERE
85/102 il (83.3%) (ZFBH LTz, WTNNDORETHREFEN 5% EORIERIZ FRD
RV ThoT,

WA DR THEBIR A 5% EORITER

B3k (%)
ekt peT R T
e 7t
%ﬁggDRN‘] ver.17.1) 268 71 102 51
o 4 Grade Grade 3 VI - 4 Grade Grade 3 P4 I

A EI1EH 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
Mg LV R REE

2 f 18 (6.7) 3 (1D 24 (23.5) 5 (4.9

8



Bi%x (%)

B 1 SN
Rt T (LR

(MedDRA/J ver.17.1) 268 1 102 71

4= Grade Grade 3 UL 1 4= Grade Grade 3 UL |k

F 1 BR s JiE 1 (0.4) 0 8 (7.8) 2 (2.0)

TR ER R RE 0 0 20 (19.6) 16 (15.7)

1/ NI E 1 (0.4) 1 (0.4) 12 (11.8) 6 (5.9)
o3 IAEE S

FOR AR REAR T E 18 (6.7) 0 0 0
H I

{EFik 11 (4.1) 0 15 (14.7) 1 (1.0

T 42 (15.7) 1 (0.4) 16 (15.7) 2 (2.0)

L 33 (12.3) 0 39 (38.2) 2 (2.0)

g - 12 (4.5) 1 (0.4) 21 (20.6) 3 (2.9)
—f - 2HEER L OGN OREE

) iE 14 (5.2) 0 7 (6.9) 0

9% 57 82 (30.6) 3 (1.1) 41 (40.2) 4 (3.9
BE, hER X OWLEA OHE

EAZEE D BOG 4 (15) 1 (0.4) 9 (8.8) 0
R

ALT #40 14 (5.2) 3 (1D 1 (1.0 0

AST #4/0 15 (5.6) 2 (0.7) 2 (2.0) 0

B ERER L 0 0 7 (6.9 3 (2.9)

/N 1 (0.4) 0 8 (7.8) 3 (2.9

[ I ER % s o 3 (1) 0 8 (7.8) 2 (2.0)
Rt L OsesEEE

BAEGE 18 (6.7) 0 17 (16.7) 0
% R K OE A Mk =

RAEiR 15 (5.6) 0 13 (12.7) 1 (1.0

77 P9 11 (4.1) 0 8 (7.8) 0
MR REE

K= 2 — 8T — 1 (0.4) 0 10 (9.8) 1 (1.0)

PEIR 3 (1) 0 10 (9.8) 0
e ae, MERE & OWthRkEE

I (] 13 (4.9) 0 8 (7.8) 0
KR F L O FRRkRE S

JBi B E 2 (0.7) 0 28 (27.5) 0

& 9 FEAE 51 (19.0) 0 2 (2.0) 0

W5 34 (12.7) 1 (04) 5 (4.9) 0

SR INTR 2SI & 16 (6.0) 0 2 (2.0) 0

=M A BE 24 (9.0) 0 0 0

7 ARFIBEZ RO CRIE MM R 8 1] (3.0%) . KAFZ - EED TH# 4 6 (1.5%) |
PR 33 1 (12.3%) . JFEERERESE 22 5] (8.2%) . FXMEARERETE (JRMIE FVEIER &
45) 5451 (1.9%) . FLARARFERERR 2 23 3 (8.6%) . RIIEMfEEE 1 41 (0.4%) . infusion reaction
10 ] (3.7%) . EEOEEREE 1461 (04%) . FER 26 (0.7%) KOS E I % 3 4]

(11%) TRO LT, F£lo, TEEHEREREE, 1 BBERE, EEHEE, MK - §b
B, DR, Whge. IS, BRBURRRARAE M OVGa e M i/ NS D PSR BESR 1338 & D7z
MnoT-,

1) Robert C.etal. : N.Engl.J.Med., 372 : 320, 2015 (CA209066 #tf5#)
2) Weber J.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 Xf&x)



4. HERRIZDOWT

AR & U TEAAMGERA (BORA) 2o D 2D, Ykl d 2wy
IZFEMTE DIER THLUNERSH D, TD BT, REIOFG DY) 722 BE % BW - F5E
L. AR OFREIZ L) EERBIWEN 2B LIZBRICGT 2 2 & BAREERTZD . L0
O~@DFT R T AT HERICB W THEAT & TH D,

O MEFRITHOWVT

D1 T (1) ~ B) OVWTINIEYT IR THD Z &,

(1) EATHRENIEET 203 A LS R (BN RS A2 R HE LS IR L |
HE 23 A RS FEEE ML SRRE . HUBS AU HRIRBE 7R &) (R 28 4F 10 A 1 HFEA
427 ftig%)

(2) FrEkkrembe (AR 28 49 A 1 HEFS : 84 Jiigk)

() AEIFAFENFEET 203 BT (23 AR EWPL, 03 A2
W19, 23 ARSI EEHEE R 72 &)

(4) SRACFEIEE A RRE L, 57*5'%“3%7%%/273[17% 1 XA AL FHEING 2 Otk FEvE
(AR DI 21T > T Dfiax (R 27 47 A 1 AR - 2538 fiak

(5) #E&Hiﬁﬁé@ﬁﬁﬁbuﬁm@ IR D M AT > T Dtk PRk 27 45 7
H 1 HEEA 1284 Jiti g%

O-2 EMEROREOLSRRE & ORINE JEBURF OIS 55 72 Jnik & Bk A Rf D EE Al
(FROWTINITIEE T DER) 23, GEZEBMOAFICET LIBROBMEE L LT

BESNTNDZ &,

*

o [EREFFEUSE 2FOWMIHE 2 & T L7222 5L EO D ATEE D IERHE 217
STWHIZ L, 96, 24D BT, PDAEYRRER £ L& LZBKRESSFONHE 217
o TWBHZ L,

o [EEMGFFEUEL 2 4FOMMIMHME 2/ T L7=8R1Z S4ELL D B2 S MRS 28 O G R
RERAEHELTWDH I L&,

@ BEANDERFREEDEHIZONT

RIS I A B ET D RMEE N E S b, SRS S OffF iRm0 At - wa
PESFEHE 2R TH$§@F&@&UEEﬂij€ AT D IE MR, AEFRNBE LG EOWEHE
B, FENESLPIATON D EHINE - T D Z L,

>H

10




@ EWEADIRIZ2WT

®-1 BIVERRBE O AE I B3 5 B

VR M R D BB 7R BIVE R 3 3842 LB, 24 BERIZZIRIAHI O T, Makhisk S5
BHEERE BT, B L2 RIWWERNICIS U TR B O CT 28 O BIVEF O 8RN 288
IRRAOFER Y B I S, B HICKHG ATREA R H 3 > T\ D Z &y

@-2 BEENEFEHICL2AFBLNNICET2EH

AR 2 MR R L OB a2 AT 5 EREFEDNEIERE=2 1) v /%
BOTCERDAY V—=0 T HATWEIRIE L EM A IHA TE 5 F — A BRI 5 i
INTNWDZ L, ks, BEMEFIZOWT, DABRE EZOFEBRICHSIZEm ST
5Tk,

@-3 BER DZBroxIRIZE LT

BIVEA (FEMERREBCIN X, BEAEMEEGE, Ok, iR, BEUHRAE. K%K,
HEOTH, 1RBERW ., ITHREM S FURI RIS MR iE . BEE (Bra -
JRAVEFVEMER R 25T, BB RS, Mk, BEEOREES, FlkifeZERE, infusion
reaction, S ME ML/ MR PESEBER (ITP) , & DS i, MR W, Ol
CLEARED « BRIK - DEVERISMGHESS) . IS 1Sk U<, Yakhnak XUk
ERFE B OB A A3 5 ER & EEE U (RIEH OZEox N ICB L THRE R OSSR %
ZTONHEMEICHDHZ L), EHHICHEERAEN TE HEGHRESTND Z &,

a6
=~
=

it

11



5. Be5xH LD BE

[Z4xtt]

O TRICHEYT 5 BECOVTHAROEEIERE ShTVWS L b, #5517

F oA ARG
o REIDFITTR ULIEBUE OBEERED & 5 B

@ BRATOFHIIZ BT RRICEE Y T 2 BE IOV TE KA O GIHERE S e

N, HOTEFGEIIE DN R NGEICIRY | EHEICKRZENT 22 2BETE D,

o MEMMZEEOAIUIEDH 5 BH

o TR AR A CRRVE S 2 58 6D B B K ONE BN 0 T i T i 2 <0 J Y il 2%
EORIZRIEMEZEAL N A BN D BE

o HOMEEBOEDE UTEBMERF L <IXHRMEO B el EOBEREO
oD HBE

»  ECOG Performance Status 3-4 " o 3

(F5h1E]

@O ALFIRIEED IV EE R OMEFFRIERE D & 5 B (B W TARR DA ZIER RS

TW5,
2B, BRAFEG AR 2T 5 BEICB W TIL, BRAFHLERIC L H1EE S ZET
AL,

FRLIZRZ Y T 2 BB TR D AR OG- J O ITHEIZ OV TE AN DAL
WL SN TELT ., AFIDOERGHIR LB,

o IRFRMBN LIRS,

o fhOHUEMEELA & OB,

ECOG @ Performance Status (PS)

Score EFR

0 AR IEBTE 5, BFaiE R C R EAEENHIRRITZD,

1 AARIICEL LUEENTHIR S D03, BITATHE T, BIEESME > TOMERIIITH Z &N TE S,
B BOEE, FHBIEE

9 HWATRRETHAOEDEIY O Z LT T X THBELEEZIZTE 2, HH D 50%LL EiF~Ny R T
BT,

3 BoNFESOHDEY DL LT, AHO50%LL EE~y Rk il Zd,

4 | <IN RV, BODOHDOEIY D LFa TERY, BRICy FRFTE I3,

12




6. EICEBEL THETREHEH

O WACEFIIN ., REREER B TRAET D GRS 1T D & AH O Frie M ONiE 1EA#
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