FEH L—2-—1
3. 10.

1 3

HEERHEEST A RFA v
=R~ 7 (B FHE#Z)

(BR7E4 « A7V —ARRMFE 20 mg, 7V —RRHEFHE 100 mg, A7 P—
RETRERE 120 mg, 27V — R ETHH#HE 240 mg)

~HHARSF ) VN E~

Y2 94 (450 34 9 AKET)
BA B
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1. (TL®IT P2
2. KFNOKE, 1FHET P3
3. FERARRHE P4
4. FRRIZHOWT P11
5. HXIG LI HBHE P13
6. HHICEL THET REFIH P14



1. iXU®IC

IS DOF N - BEVEOHER DT DIZIT, B SCEFICE SV B A A R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FPEZRBDARIND T T, 2O OEERMNZ EIZHNEREBFIRMLT 5 2 L BBED
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BORVE AR ESR ST, KEERASCL ST 0 7 7 A VDBBEEOEIRSL & B D IR
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
BRI EED & | DUT ORI O Feit 70 8 2 HEE T 2 8L b B e Bk &%
F RO EFREE T,

BRI, RHA BT A 03 MAZATBAE NEIE L EREIS O, NS EHEARR
BRI o . —AFEETE N B AR IRNBHE S, —MRAEE AN B AR MR T2 R Okt
F¥EAN BA/NRIME « BAFEZOWH 106 EER LTz,

WL R DERRS - AT VR A 20mg, A7 Y — R S EE 100mg, 4TV
— AR 120 mg, A7 Y — R R ERE 240 mg (—%4 0 =
R~ 7 (B FHEHLZ))

RELRDPRUIR - R UTERME O H AR % ) N

MEERDMEROAE  @E, A=A L~T GBI z) & LT, 1[0 240mg
% 2 AMIMBE X 1 8] 480 mg % 4 3 MG C Al iE+ 5,
WE ., NRICE=Rr~7 (BinE#z) & LT, 1[E 3mgkg
(RE) % 2 BFEMEWE CARMEHET %, 728, KHE 40kg LLED
NRIZIE, =R~ (B ffiz) & LT, 18 240mg % 2
W IR ST 1 [ 480 mg % 4 MR MR CAffFET 22 LT
& D,

& IR 5e ¥ /NP TS




2. AERN DR, 1EREF

I 7 — R IR ERE 20 mg, [FATEERE 100 mg,  [FAEETE 120 mg K& OV A §RE
240 mg (—f%4 - =R~ GEBE ML), LT, TARJ) Evd,) 1, /NS
TEMKSLEAZ Ly 7 24 BTV ARV =AY —X A7 A7 (BMS) ) 2
BAs L7t K PD-1 (Programmed cell death-1) (Z%}9 5 & Nl 1gG4 € / 7 v —F /LHLfk
Th b,

PD-1 1%, &M L L2 Y 38k (T A, B ML N F 2 7% 7 —T fifn) LKOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & AUZHIEET 2 2
T ICERT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U 4 K (PD-LI1
KONPD-L2) EfEA L. U o SERICHfIEY 7P v LT U v SERoiEAIREE
BIZFREI L TWd, PD-1 U H v RIFHUREE SIS B b Ok~ 72 SRR 8B
LTHY, EMEREAELE LU L EGHEEICI TS PD-L1 OFREBL L itk DALF
WM & ORICADOFEREBIRN & 5 2 & A ST % (Cancer 2010; 116: 1757-66)
F 7o R R fE A CIRARRE T N EET DA v X —T = H >~ (IFN=y)
IZX > T PD-L1 OFENFHE SN, 6B LI EERRICIIT 5 PD-L1 ORI & itk D
ALEHIR & ORI EDOFBARRN 5 & DO#HE S & 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 Z 3Rl RE S B8 AMIBIE, PURRRA CDS B5PE T Mo Hifa &
T AT S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
GHEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 72 RERE&IE, 23
AR URRF A 72 T ML OWEBEEZ BT 58FD—> L LTEZX LT
Do

AFNT, SR OFE RS PD-1 OS8R (PD-1 U > RG-S HEI) ITHEG L.
PD-1 & PD-1 U Y REDEEEIET DI LICL Y, DAFURRRNZ T Mok
PEAL R OV AABRRLZ k9~ 2 MRS IS M 2 #9587 5 2 & CRefei e ptligsh R 4~ 9
ZEDER SN TN D,

TS OHRN S | AFNTHENENEG 6T 272 G EEIC e 0 ED b0 L I S,
R U ) VOoNERE B R G L LT ERRER A S L, A, et R O
PEDIERS S Tz,

AEN OB IS < E OGE SOSIZ L DEIWENERN & b oi, B XIIETIZ
BOWREMED 5, AFNOBGH KR OREGHRIZIT, BEOBIZL ToI2ATV, RE DR
O BTG EITIE, FEH LT F RIS U BEPIRY 2 ik & REBR 2 RO Rl & L Tl
BI72 8RR 24T\ B D SIERIRT K D RIER 2 e 2 55 1 id, BIE RE AL
O GFEDWE) IRALE 24T 9 MER D D,



3. BRERARE
3 T EHBTE D H LAY AR % U RO KGRI G 21T - 72 72 iR iR
RS 2T,

[ 2]

O ENE DR (ONO-4538-15 #ER)

HFEEMBMRBHEE T LYy ~T XRNFU GElafaz) CLF, 7L
VYR T T L)) ITIERPUE IR D 20 sk L B O SUZERME O & A R
Uk oREBFE (ECOG Performance Status 0 &2 O8N 1) 17 il & %512, AA| 3 mg/kg
Z 2 JA I CRIEEE Lz, FEMMEEE Th 528203 (ET IWG criteria (2007)
IZHD < FYHIELZ K D complete remission (LLF, TCRJ &9 ,) XL partial remission
(LR, PR} &W9H,) DOFEIE) 175.0% (95%EHEKM] : 47.6~92.7%) Th o7z, 72
B FAMIEHE LCBIEIL 20.0% TH o7,

© MWpshaE MARRER (CA209205 #%%) (Lancet Oncol 2016; 17: 1283-94)

H & MBI T I T L Y o~ T I K DR E %= 72 18 UL LD F3E
SOFEHRMEOH IR U U R (24— F B, ECOG Performance Status 0 5
V1) 80 Bl & %51, AHK 3 mg/kg % 2 WG CAMEHE L7z, TEFMEE THD
Zh% (&GET IWG criteria (2007) 12553 < I EIC K 5 CR XL PR OFIA) 1% 66.3%
(95%IEHEIX[H] : 54.8~76.4%) T o7z, 72ds, FRNIHE L7-BIEIE 20.0% TH - 7=,

@ EMNE T HHRE (NCCH1606 #5R)

2 LU AU EOIREREA L, o[RS MRS X DIRFEEO W (AR
1 MR AR RS AE DTG IRIRILFFR) . 1 LA L 24 A FOEHRMEDO R U U N ER
HERTE /N TR E TR B & x5S, A 3 mg/kg & 2 JAMIEIRGE CRdsmE Lz,
RRBIBERENTZ 26 D95 b, HHAGR XU LoEIT 1 flIAAN DR, FD
BB AEE (MET IWG criteria (2007) 1235 < JRBRE(T-EAHE) X CR ThoT-,

(24 1]

@O EWNE DERER (ONO-4538-15 #R)
AEFERIIEHNRD B, AHE OREBEFENGE TERWVAEFL L RHIED
B, FEBLHEN 5%, EORIERIZT TEREDO LB ThoTe,



#1 FEBERN 50 EORHWER (ONO-4538-15 RER) (REMMEITSER)

BRI H B (%)

FEARGE 17

(MedDRA/J ver.18.1) 4> Grade Grade3-4  Grade5

RIEA 17 (100.0) 2 (11.8) 0
MmEFs KOV > RbEE

25 ifn. 1(5.9) 1(5.9) 0

U BRI E 1(5.9) 1(5.9) 0
HE L ORkEKESE

I 1(5.9) 0 0
PG WA 5

FOPR BRFS REA T E 3(17.6) 0 0
B Ik E

iz80 1(5.9) 0 0

(T 1(5.9) 0 0

T 1(5.9) 0 0

iZES 1(5.9) 0 0

G 1(5.9) 0 0
— % - EFEER X OGO

95 2(11.8) 0 0

TSN 1(5.9) 0 0

i5)=NR 2(11.8) 0 0

FEEN 7 (41.2) 0 0

il 1(5.9) 0 0
JEYSER K OVEE RUE

PHR 1(5.9) 0 0

fitiZe 1(5.9) 0 0
BE, PHEB X OWES IHE

HEAIZLE S RS 1(5.9) 0 0
R AR AR AT

JH R REAR A 2 1(5.9) 0 0

M R 1(5.9) 0 0

RSN 1(5.9) 0 0

P i Bk At 1(5.9) 0 0
R L OveskhEE

(iR RN ki 1(5.9) 0 0

KT R YU 7 A inE 1(5.9) 1(5.9) 0

BRRE 1(5.9) 0 0
B R B L O A Rk E

RAHi 1(5.9) 0 0

HRER 1(5.9) 0 0

7 I RR 2(11.8) 0 0
PR E

FEWED F 1(5.9) 0 0

SR 1(5.9) 0 0

K= 2 —m RF— 1(5.9) 0 0
MR as . MEREs X OERm ks

e R o 1(5.9) 1(5.9) 0

FEGEORIE 1(5.9) 0 0
B R KOV TR

JHEE 1(5.9) 0 0

B2 ¥ &R 1(5.9) 0 0

SRR R 2% 1(5.9) 0 0

% 9 FENE 5(29.4) 0 0

Bt 4(23.5) 0 0




¥, MVEMENZRE 16 (5.9%) | MECTHEARGE/ X A XF—2 fi (11.8%) . K% -
FEEOTH L H (5.9%) . IFeéRERED 141 (5.9%) . FURIEREREE 3 1] (17.6%) .
fefR e 3 51 (17.6%) KON infusion reaction 1 51 (5.9%) 2338&® Hivl=, 7=, HIEM
HESE, OARR. Figk. 1 BUBEIRIN ., SeEMEf RIS PESR R . IR, B HEREREE
R MR, MM - BBl e, EEEO RIS, FlRMieZERiE, TR E, R KL
OSEIERITRD bz hoTe, REWEHREBLURIUIEER S BAREERTY 25
o) ZBUEERETRT,

@ WAL MAHRER (CA209205 FER)

HEFLIT 238/243 1 (97.9%) (2O L, AFIE OREBEGHREE T RWAE
HHT 185243 ] (76.1%) IZFRD BT, FELEN 5% LORERIZTERD LB T
Ho7,

F2 RBIEN 5% EDOBWEA (CA209205 38)  (All Treated Subjects)

RERIR A B (%)

BAGH 243 fil

(MedDRA/J ver.18.1) 4> Grade  Grade 3-4  Grade 5

2RIEA 185(76.1)  48(19.8) 0
MR LY v REE

Uit BRI E 13 (5.3) 6 (2.5) 0
oy WAk

PR IR REA T 14 (5.8) 0 0
B IGhEE

20 14 (5.8) 2 (0.8) 0

T 34 (14.0) 2(0.8) 0

G 24 (9.9) 0 0

/PR 19 (7.8) 1(0.4) 0
—f% - EHEER L OGO REE

957 50 (20.6) 2(0.8) 0

FEEL 21 (8.6) 0 0
BE, PHERB X OWLESIHE

HENIZAE D RO 33 (13.6) 1(0.4) 0
PR AR AR

ALT H5/0 13 (5.3) 7(2.9) 0

AST #4n 14 (5.8) 5(2.1) 0

U x—EHN 14 (5.8) 9 (3.7) 0
B R B L UGB Rk E

RA A 19 (7.8) 0 0
R IEE

SR 14 (5.8) 0 0
R X OV T ARk

% O FEIE 21 (8.6) 0 0

W5 28 (11.5) 2(0.8) 0

ek, MIEVERERE 15 61 (6.2%) | BREUFHBARE/ X A 3F—19 #l (7.8%) . K5
K- WEOTHI6 B (25%) | FPHERERETE 22 ] (9.1%) . FF& 541 (21%) . FRIRE



ReREREE 28 B (11.5%) | Fh#RkED 40 5] (16.5%) . BHEREREE 4 6] (1.6%) . K2 -
BEREZ 1451 (0.4%) . FEEDFERESE 3 4 (1.2%) . FlRimAieZERAE 161 (0.4%) |
infusion reaction 38 51 (15.6%) . %% 2 5l (0.8%) KNS E S 2 5] (0.8%) 7538

bivic, Fio, EIEMEE, OFR, Bk, 1 REERE ., et Mis PSR BER |
BB 55 B OV F AR RERE 13380 S e o T2, AREWERRBLRDLIEE SRS (K
RAERE 2 5T) 2B 0ENERE =T,

@ ENE I AHRER (NCCH1606 7R5#%)

BEFRIL 25126 il (96.2%) IZ@BDHIL, KHlE ORREARPEE TERWAEFTHE
5203 23/26 1] (88.5%) IZFB® Tz, FEBLEMN 5%, LORWERIZTRD LBV THo
oo 2B, 266D 9B, AR X ) Lo EBE DS 1 FI, /N E R R A
25 TH-oT,

£3 FHEY 5% EDORIEA (NCCHI1606 3RER) (R2MEMATRSRER)

BRI H B (%)

FEAGE 26 13l

(MedDRA/J ver.22.1) 4 Grade Grade 3-4*

2RIVEA 23 (88.5) 10 (38.5)
R AR AR AT

U o SERERED 14 (53.8)  6(23.1)

AST B4 6(23.1) 1(3.8)

I I Bk 8 (30.8) 1(3.8)

s IR S 8 (30.8) 0

U HRER B 6(23.1) 2(7.7)

A e Y L e N 2(7.7) 1(3.8)

Y= NE IV NT AT =T — BN 2(7.7) 1(3.8)

ALT 0 3(11.5) 0

M7 L7 = BN 2(7.7) 0
— % - EFEER X OGO

FEEN 5(19.2) 1(3.8)
&R KOV T AR &

BER B IR 5 6(23.1) 2(7.7)

% O PEIE 3(11.5) 0
MEFR E VY o REE

2 if 12(46.2)  4(15.4)
R L Ok EE

K7 V7 R IfgE 5(19.2) 1(3.8)

BRRE 2(7.7) 0
B IBhEE

il2hi) 2(7.7) 0
B L ORI RS

BHHER 3 (11.5) 0
LRNE N IS SRR ]

AN 2(7.7) 0
B R d6 K UG A FLRR R

i 2(7.7) 0
AR RIEE

SEYR 2(7.7) 0
A s



YN Bi%k (%)

FEAGE 26 13l
(MedDRA/J ver.22.1) 4 Grade Grade 3-4°
PR IR FR RE T L e 2(7.7) 0
FOPR IR RE AR TE 2(7.7) 0
* . KBTI Grade 5 DA HH4T Grade 4 & L THEBIHGE (CRF) 1250
SRSz,

¥, NTHEREREE 7 61 (26.9%) . MRRFEE 4 61 (15.4%) . BESUTRLARIE/ X A/ F—
361 (11.5%) ., FRARBEREREE 3 1] (11.5%) . B O RIWIEE 2 6] (7.7%) K OREHGE
FEE 2 6 (7.7%) RO BT, £, 1 BUFERIA, infusion reaction, 5 & 9 R, T
MAKERERE R Tk, BUER 2. IFAe, MEMMRE, ik, %, MERERIERERE,
MELPEARAE 26, MEG ML, BEYEMEE)E, BEERMKEE, Ok, OIEEE, IR
FRZERRIE, KGR - /DG - BEO TR, MK - BEER. RIBHRERE, REFkE, &
LI OERITFR D B2 D~ o 1o, RRIVERFEBURDLIL B 5 (BRI AR E 25 T)
A DERERE T,



[k - ]

AR OREMIEDBEET NV EZFIH L2 I 2 b—a AR Y K3 mgke (K
) Xi¥ 240 mg % 2 HFEMNE TR G L2 BROARF O MG FIRES G Sz, Z0hk
. AHAI 240 mg 2 x5 LZBROBRER R, AH] 3 mgkg & 505 LIZERORE R & ik
LTmEZRT & TPRSNZbOD, AAANEREICEWTEAENI R SN TV D
% - & (10mg/kg % 2 B TR G) TARIZ&RG LIZBROREE & & ik L CTRE
T ETHShE (FR) AT EBEOREEICR T 527 — 212 H3E | A 3 mgkg

(RE) X% 240 mg % 2 WEIFIFE THR G L 7ZBROARA| OIREE & & A 20 XL e &
DEE A FT T D REELUS T T VDR S L, UEBIEIC OV TRRE DT DAL RER,
EREOME - HEOH THRME R O I AfERAZR TRV E THIS U,

K3 FAOEYBENT A —F

- R Crax Chind14 Cavedi4 Cmax,ss Chin,ss Cavgss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL)
3 meke Q2W (352 7608) (10-;?54-5) (17-21‘,"333.9) (75}){3171) (27.612,'107) (42.717,'?27)
240 me Q2W 61.712,?03) (15-22?'354-6) (25-31‘}'4:7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)
10 mglkg Q2W (14;,9;19) (51.621 '739.2) (79.9(;),'?14) (33?,9232) (18421,1 ;13) (23$,7§86)

AR (5%4%,95%40) . Q2W @ 2B MIHIFE, Conax : HIIEIHE 522 O die i L5 R EE . Crminara A 5-2 14
HH ﬁ13075%1ﬁm{%ﬁ$/§&f\ Cavgdl4 : %DIE*QE‘?&I“' HH iT@qug[ﬁl{%iEP/%rg\ Cmax,ss : Eﬁ%ﬁ.ﬂ%iiiﬁ
LT%%%E?‘%E‘:{%E@\ Cmin,ss : ﬁﬁ%ﬁﬁéiﬁﬁé%ﬁm(%qﬂﬁﬁ\ Cavg,ss . ﬁﬁiﬂi,ﬁﬁﬂiﬁﬁéqzi@mlﬁqj
TR

Fo AR ORENEYFEET LV EZFIH LIz I 2 b— a3 2L 0 AFH| 480 mg
Z 4 W TG SUIBERGE O L - B TG U 72BRO AR O fih I B 23 et
STz, EORER, KAl 480 mg 2 4 EFME TG LIZBEOEFIREBIZI T 58 m
EHIRE (LT, TCags) &V, ) 1%, AKI240mg % 2 FEF IR THG L72BED Cavgss
EHUT D E TSN (THR) o Fo. 441480 mg # 4 @ THREG L7ZEREOE
FOAREEICBIT D emImiETIRE (LU, [Craxss) EVMD. ) 1, AKI 240 mg % 2 8
[FlR TG LTZBRD Craxss & I L THEIfEZ R T & Pl b 0D, HANEBEEICE
WTARMENHER S TWD i - HE (10mglkg % 2 BRI TG TAF 25
L72BRD Craxss & HHE L TIRMEZ 7R3 & PRI (TFFR) . M T, #HEOEEICEK
FHT—HIZHAD X AAI3mgkg (KE) F721% 240mg % 2 HRIRRE. & L < IEIAH
480 mg % 4 FWIRINE TR G LB OARE| OBRTE 8 & A0 T et & o B &
THBRBONTE T VPR SN, YEBEEIC OV TRE M Thh iR, Bito Ak -
M EDF TH MR VLBV ZR T & PRl S LT,



K4 EFNOEYELNT A —F

v - B Crnax Chrmind28 Cavgd2s Cimax.ss Crnin.ss Cavess
(pg/mL) (pg/mL) (pg/mL) (ng/mL) (ug/mL) (pg/mL)

3 meke Q2W (352 '760-8) <16-25750-3) (21 321 f3.9) (75.&?71) (27.612,'107) (42.717,’?27)

240 me Q2W (51-712’203) <23-33?'539-0) (30.‘5'670.9) (102,5354) (41?57,'%1358) (62.11(,)9187)

450 me Q4w (103307) (15.25?17.4) (37.?)?34.8) (14?,1 §36) (27.751,'?37) (62.11(,)9187)

10 mg/kg Q2W (142,9322) (86.959,.?32) (101,1 ?48) (323,9225) (18421,1 gos) (232,7277)

Pl (5%, 95%%) . Q2W :

2AMFERE. QAW : ARG, Cumax 1 HIEIF 514 0 f i MLIE IR EE
Crmina2s : A 5-1%28 A HIZF51T 2 SR PR EE . Caveazs : IR G428 A H & T2 i ik EE |
Crnaxss * EFARAEIZIS T 2 B MG FHEE . Comninss  EWIRRBIZ IS D B RILIE PHLEE, Cavess : EHIREE
(30T 2 SR R

10



4. HERRIZOWT

AR E U CTHEARERE (2FRE) NN TNnD Z enn, YRt 4
UNCE TE Diisk THOLMEND D, TDO LT, KB OEG @Y BFE 220 - 5
E L, AANOBRGIZ I BEEZAEHAZRBEL LRI T 2 2 ERnEE /oo, BITF
DDO~@DT X T &I IZBWTHEHAT & TH D,

O MEFRITHOWT

D1 Fid (1) ~ (5) OVWTIIIEYT IR THD Z &,

(1) JEAEFBRENEET 503 A BHEEEILS RS ERE RS AR EE L SRR,
HiEk A3 A B2 HEEEE L RURE . B S AV BB /NS AR RE, AR AL
e 7R &)

(2) FEEREHEFPL

(3) HBIENFIRAEDIEE T 2 ABHEIEEHE (03 ARSI b, 23 AR
Ik, MY AR HE IR &)

(4) I RALFIEE A FRE U, A RALSERENE 1 SUISSRAL RN 2 O fii gk FL e
AR D AT > TV B itk

(5) PR A AL 7 B BN OO fi 5% FE MBI AR D i HY 21T » T B Jiliak

O-2 AR T F U RO FRRIE K ORI S B OO SIS 47 7o sk & %
Rz FoEM (FROWTNNIIEE T HEM) 25, SR OARFNEE T HinED
HfEAE L LTRESATHD Z L,

*

o [ERIGFFHUSHR 2 FFOPINHEZE T L7212 5 LU EDO D ARIE O EFIRIHE %
{ToTWBHZ &, 96, 29 EIF, BPAEYEEE I & UIEBRRIESGFONHE %
ITHoTWBHZ &,

o [EHIGIFEUSE 2 EOYHHEZE T L21%IC 4 L EOBEKERBREZA L T 5
k. 96, 34EDL R, AR ENERE S O 23 A S IERE & A el R i S O HE
BIToTWNWBH I L,

o [ERIRFFESE 2 FOMMHEZE T LIRS 5 FELL Eo/NRIE R OVNED A
rat/NEARBRREREE TS Z L,

© BEANDERLFREZOEHIZONT

I HRE B IE S 2 BMEE B E S, BRSO OB D . A2 - 2
IR OB P ONERISE IR 5 iR it AFFRNELE LB E OIS
. FRESNITT DN DIEHINE > TN D Z &,

11




® BHWEH~DXRIZOWT
@-1 MRk 5B s

EVE MR B O EE R BIEM AT LB, 24 FERIZIRIEHIO T, Y% X
ISR 12T, B L2 BIERNIZIS U CABRE B R O CT O RIWEH OEERINZ &4
LWRMRAEORKERENY ARG L, BHICHEaTRERIERHIAE - T b Z b,

@-2 EENEFEHICLAFBLNNICETLEH

N ASIRICHE D D B A itk e OB RE 2 A4 D ERIEFE DNEER =4V v
EEDHERDOA T ) —= T HTOERE L IF#ME LA TE D F— LERIRH 2
SN TWDHZ L, B, BIIAHICOWT, DABE L ZFOFBEICHDITAmENT
WnHZ &,

@-3 BIFERDZUTLRINIZE LT

RBIVER (FRYE MR BTN 2 | EAEMEEDAE, DR, Mk, B RARE .. RIBXK.
INBS, BEO TR, | BBERE, BUEATIR. T2, IS TR, mifbrEiase
K. HURIRBEREREE . MRS, MhRREE. BEE. RIBREE. Nk, BEEDOK
JEREE . R IARZEARAE, infusion reaction, FEFE7R MRS, MEKE RIEMRE, KiK.
BE . W DR, IR IRENE, DlEbEE (O HE) - IR - OEMEEIAMES) |
AREFERES . IS, EEALE) (T LT, Yakhax B ERERE O FMMEE A 5
EhfEEE L (BIERORBKOXISICE L THRER O EEZITON &M H D =
&)L EBITEY) R AE N TE HEHINESTND Z &,

12



5. ‘EXRLHBE
[Hxhiiz B4 % 31E]
O TROBFIZBWTAFOENEN RSN TND,

o AFEMBABHE L T L o~ ZITHGIE USRS O P38 38
BYEOE AR F U O A BE

o 2VUURAVULEOIREREEZA L, oG MR X 2 RREDO 20
(B ZE MR ORI ILFTE) . B XTERMEO AT X )
oNJED N B

@ TFREIZEZN T 2 AT 2 AR O PG K O AT DWW T AR OAFZPED

WESLSNTELT, AFDOEREGIR LB,
o ALFERIERIGROBA
o MOTUEMESA L O L TR Sh o B

[ 4z B9 5 ]
D FRICHEYT 2 BFIHOVTIEAR OB EAEEL SATVD T &b, B 2/T

bz &,
o AHNDORITIR UIBBUEDORBEERE D & 5 BFE

TRIERTOFHIIZ BV T FRRICE S T 2 B 12OV T, AAlOREIFHERE v

B, MOTEPRIUL DS NG IR Y | HRICAHZENT 52 L 2BETE 5,

o MEMMEEOAI I D H 5 BE

o M AR A CRHVE R 58 6O D A K ONEENME OO JU BRI g 2 <o G it ¢
FEDONNZRIEMEZRA LN DD B

o HCORERBOED, XUHIEMHER7ZRE L < IXHERMED B O R B OB TR D
o DB

o IR (EMmEaBEZ 5Te) Ob DB

o MO IIBEE A AT DR

*  ECOG Performance Status 3-4 "V 0

(ED  ECOG 0 Performance Status (PS)

Score E e
0 | &<MERIEHTE 5, B CHEAEESIHIRZE ITx 5,
| AARIICEL LUVEENIHIR SN DS, SITATRE T, BB > TOEEIIITO 2 LN TE D,
B BNFE, EEEE
2 BTREECHGDOH DRI O Z L 13T N THEELEDERILTE W, HHD 50%LL BiZ~<y FACiE I,
3 RONTZHSOEDED DZ L LnTE7R, HHO 50%LL EE2 Xy Rl 2,
4 2LENT RV, BOOHFORD O el TERY, BECy R KBTI d,
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6. HEICERL THEETNEFH

O A SCEFITIN A ROERGEER SR D ERME 1T D & AH D K M OV 1E Al
O DIZ LB R EREZ B L THBEERT 52 &,

@ IREBIRAICIEN D BE NI E OFIRICE DR OERMEE o3 L, FEE2 5
ThobETLHZ &,

@ FEREWEHO~XT AL MZDOWT

WEMEREN D oD ZENH DD T, AFOEEIZH 1= > Tid, BKRE
W (REWR ARIEE, ik, FEEVE) OREFE M O X S A o i, Bz -+
ZATH 2 &, Fo, MBS U THE CT, MiF~— I —FDMm&%Z T+ 5
Z &,

AFNOFE 1L EE D infusion reaction (2 2. CEARHI T4 /%D T& 5 U
i %AT -7 L CBRMET 5 2 & £ 72,2 B B LB O A 5-FFIZ infusion reaction
DHHLOLNDZEHHDHDT, KFIEEGH K OARA G T #IT A Z A
CERRET 5%, BEORBEL 28I 52 L, 70, infusion reaction &
FHLLUICGA IR, R TOBELOERD TERIZEIE T 2 £ CHE - 08l
T5HZ &,

FORIBRREIRE . TERAERERET R ORIBREERH 5O b 2 & 03H 5D T,
AFN D ¥ 5B hERT M O G- B T E IR N0 sk RE iR A (TSH. 1028 T3,
R T4, ACTH, I 2o —VEORIE) #4252 &,
AHNOFEEIT LY BEORERISIZERT 5 &5 2 bildikx IR BOW e
DHLOLNDZENDD, BENRDOONTHEEITIL, BELEFRIIS UL
B 72 05k & BRBR 2 Ff D[RRl & g U Cal bl 2 B nIRe W 21TV 18R D5
FOSIT X 2 BWER 2 o 2 355 1i%, AFNORIE T I, R ORIE RE A
NEHOBRGELBET D L, B, BIERERLVE L OFRGIZEVREIE
HOYGERFRD IV WA TR, BB RE AV LISt o Sz i Fl o8 in
LEETDZ L

BERET %, OB OE0 AR L T LEWERDBET 2 Enb 57129,
AR OBEHETHRIZHRWEMORBBUCH2ITHEET D 2 &,

1 BUOBE R (BIE 1 BUEIR S 2 & de) b bbdv, BERPMES F 7o R—v X
IZEDZENHLOT, Hig, ol NRMH-FOEROR B MBEE O LA 12+
DEETAHZ &, 1 BBEREN DN GA IR EEZPIE L, AR
H OB GEOBHE RAEZITH Z L,

BIERF I, FFARE, IERERES . TR, B{LMERE RPN S LD Z E03dH D
DT, EHHIITHERREZITV., BEOREL +2I2BET 22 &,

@  AA|OFFEARRERICINT, &EHANG 6 7 HUNIT 8 MM T L1z, TR,
B G-BMGDS TER £ TIX128M 2 S ITHIMEORHET 21T > TWz Z L 22T,
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