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1. ELic

EIRM ORI - ZEMOBREOZ DT, BASTESICESW B TERERN KD
HiLs, &bz, EORZEROEHICL D, MEERDNR COERNLRFIRERNE
FEEMBERZINLIPC, INHLOEERTFERLELRBEICRE TS Z L BERD
ML 2> TRY REMBOEE & SEOEFRSH 2016 (FE 28 476 A 2 ARHRE)
BWTH, BIFMERRSOERORBLHEELRL Z & LR TH3,

HREREFEE R, EEERSESN v 7 7 A AVBRBEFOERL EHL MR
RBIERDD, 0D, AIHEUCEEMICET A ERS+oEE T TOM,
UHERLOBRBLYHEIZITAZ BRI IBRICH L TERT S L &bz, BE
FAMRBE LB LB x gy & 57 L S TIRe —E QB4 217§ E i oF /i
THIEBREETH B, | |

L7iioT, FH A FFA 2Tk, BRBRS IR TIE DR TV B ESIREN -
R RIS E | UTOERDORMEASEAEHET 281 b BNEREIE, 22
FROCBEFALFT, |

B, VA BT AL, MrfTEE AEERERERRSEE, ANHEAEARAR
RS R HIE A BB ER R ES B C— Rk A B A RERSS0H
Hos ¥R L,

MREIRDHEESL AR ARFE 20 mg, 7R ATHE 100 mg (—R4A -
C =FAeY (BRETRRZ))
LR HHEIHE  IRIBEIBRRE TR O RS
HBLRBRERCAE - BF. BRAICR=ALr<7 (BfEFEEL) LT, 1 B 3mgke
(E) % 2 HBIRECARRET 5,
w ok R ¥ E . MEFELTERSE




2. BEIOKK. ERBF

F 7 O— R AT E 20 mg/100 mg (—4% =R+ (BEFERZ) . BT R

) Evo,) . NFERTERRASFHEAT VY 7 23 (BHTVA M - (¥ —
R RIAT7 (BMS) ) 2B L7E F PD-1 (Programmed cell death-1) {275k b
B 1gGa € ) 7 n—FTAHETH B, _

PD-1 4%, ML LY Yok (THIR, BHREDTF2 5455 —T M) RUE
BRI RET 5 CD28 7 7 2 U — (T HROFEH MBI E L AChET 34
FH#) BT ASAKTH D, PD-1 RHUSIRTHBICRET S PD-1 U 7 F (PD-LI
ROUPD-L2) &AL, UV BRCHiftES 72 EE L TY A ROFEHEGIRE
BIZHEI L TWD, PD-1 U F Y FIXFREFRHBLAIC & b Oofx RIESECIEE
LTHY, ENRAEMAE» LY LICERHRICEIT S PDLI ORRLIROLE
I & ORICAOHBREENRH D Z ERRE S TNS (Cancer 2010; 116: 1757-66),
Fr B RGERE CIEREE T INEET 51 ¥ — T ca v H e (IFNy)
ic LT PD-L1 ORBBFE Sh, B8 L EEMskiciiT 5 PDL ORE L%

C AFEHEE OMCECHBEEERSD L DBELH S (Sci Transl Med 2012: 28:
127ra37), & B2, PDL1 23RBS =R AMR, FuRAERE CDS B T #kx
OB ETEN MBS 55, FLPDL1 HifETPD-1 & PD-L1 & DS FEETS &
- EOMBREGEFESER TS Z EARER TS, BOZ LD PD-UPD-1 Y A K
B 1%, D3 AR S LR RAG7: T AR D b OBRE S BT ABFO— E LTELD
nTns, ' |

AFNL, FARFBROFE RS 5 PD-1 OFFASEIR (PD-1 U ¥ > FEEAHIR) 12456 L.
PD-1 & PD-1 U o FE ORAFIETS - LIz kD BRAFURIERAS T MR O
LR ORAFBRC AT 5 HRESEE BT 2 2 & CRnt eSS R 2R T2
LBEREIh TV,

ZRBOMAED G, FANTESEREHCA T A RIERECR VBRI LD L HF S,
R B B bR & LT BRI A M L, A, et R O E SRR S,

FFOERBAFCE-S< BEORBEISC L 2BIER%ER D bbh, BREUGIETIC
ELAREMRH L5, FFORGPRUBRERITIT, BEOBEE TV, BRESRE
W bAILTEEA I, FRUEBESS UMk L BR e R oEM & i L TFE
@RI E AT BEORERIGIC L DBER PSRN S B8, BIBRRERV
EUROBESHEOBNILLBEZTILERDD,




3. ERPREEE -
RYGEIER R BE SR O BRI ORI 2T o ERBRRB O SR %
e : .

(T3]

BN 2 & L7 ERSEF S AR (ONO-4538-03/CA209025 3A8)

I EFAREER AT SRBEEEH (752 F =7 A=F=F, YTT==7,
R R TE) %’é‘h{b%ﬁ&:—ﬁ&?ﬁ“é‘55&??@5(61@3@&@%&%%&3@@%%&@&%%
821 5l (AARABE 63 #l2STr, AMBEAI0H, o) AR #)) 2HEIC,
ARu ) ARAEFRE LTER I megke % 28BRIBCARHELZ 20AMMREUES
HEREL7-, FTEMEEE THHE4FHM (PRl [95%IEHKHE] ) ik, FEREC
25.00 {21.75~NE"] # A, ==Y AREET 1955 {17.64~23.06] ZATHY, KA
Tl Y AR LRI B R 2R L (ANF— FH0.73 [98.52% 158X R :
0.57~0.93] . p=0.0018 [FBH! log-rank HE] ) . ' '

3.0_
0.9
0.8
0.74 e,
0.6+ Ty, My
TF 0.5
* 041
0.3
0.2
0.1
OIOﬁI"I"I"l"l"i"l”["lr'l"l"
0D 3 6 9 12 15 18 21 24 27 30 33
at riskZ IR (B) |
AHIEY 410 389 359 337 305 275 213 139 73 20 3 ¢
IANOLZEE 411 366 324 287 265 241 187 115 681 20 2 0

0S DOFEHRITRED Kaplan-Meier Hi#

—A— FHIE
—O— INOVLRE




Fhe. AAAESER 63 B CAFIBEST Bl mim U A REE26 BI) OAAEIE (5
duflf [95%SHERXRI] ) 3. AHIEET 2737 (23. 62~NE'] v A, =~ )Azﬁh‘NE

[NE'~NE'] # B Chotr (»F— FH 150 [95%{SHERRT : 0.49~4.54] ) .
R

0.9+ "y
0.8+ | “henggn—-com-omo
0.7+
4 087 —A— FEE
7% 0.5+ e AT AR
* 0.4-
0.3
Qﬁg.u
0.1
G‘;GV"" L e v.-:;v-__v LI "7; .r‘rir‘v Ty 1 L | QI Ive Sun e g
o 3 & 9 12 15 18 21 24 27 30
at riskay | HAFRR (R)

AHB 37 37 36 85 35 84 24 186 8 4 0
IANAVLREE 26 26 24 24 24 24 20 15 98 3 0

AAASRHICIST S OS @qzﬂﬂﬁ;ﬁa#o Kaplan-Meier #h#



[Z22tk] :

BRI E s b L ERERBIHRR (ONO-4538-03/CA20902535k)
HEFRIIAKSE 397/406 B (97.8%) . =30 U bARE 386/397 il (97.2%) iTFRD

b, IRBRELOREBERTE CERVAEFLRIIAIER 319406 # (78.6%) . —

A ). ABE 3497397 B (87.9%) 1THW b, WO CRILEN 5% EOE

ERRTROLBY Thot,

WThOR TRREMN 5% EOBHER

. HiE (%)
SBEMAL| R TR ) AAE
%iilgDRA/J £8.0) 406 397 #i
verie % Grade  Grade34  Gmdes % Grade  Grde3d  Grade$
ZRIER 319 (786) 76 (18.7) 0 349 (87.9) 145 (365) 205

H P 4 e
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(L3) 0
B 57(14.0) 1{0.2) 0 66 (16.6) 3(0.8) 0
B P 8(2.0) o 0 117 (29.5) 17(4.3) 0
& 24(5.9) 0 0 0

36(9.1) 1(0.3)

A

= heE B 18 (4.4) 1(0.2) 0 33 (8.3) 7(1.8) 0
S o 134.(33.0) 10(2.5) 0 134 (33.8) 11(2.8) 6
FEED ST EE 127 0 0 75(18.9) 12(3.0) ]
SRAE 17(42) ] 0 56 (14.1) 2(0.5) 0

34 (8.4) ¢ 0 37(83) - 2(0.5 0

F(0.3) 0
0 0

ey v
W7 L7 F =8

. =
5(1.2) 46 (11.6) 15(3.8) 0
20{5.0) 0
4(1.0)

kYUY PiE
poxie sl

27(6.7)
23 (5.7)

)
24 (5.9)

[ 3 o 36 (8.9) 0

0 77 (19.4) o 0

IR0 R B 30(7.4) 307 0 51(12.8) 2(0.5) 0
' 307 0 0 41(10.3) 0 0

16 (3.9} 0 58 (14.6) 11 (2.8) 0

12 (3.0} 0 0 20 (5.0) 0 0
bl L 26 (6.4) 0 ¢ 13 (8.3} 0 0
¥ - BEEROETRERR 4 (1.0 0 o 12 (5.5) 0 0
£ 5 FERE 57 (14.0) ] 0 39(9.8) 0 0
B 41 (10.1) 2(0.5) 0 79(19.9) 3(0.8) 0




PRk, HIEVERRERER 19 ) (4.7%) | Bhk 1 81 (0.2%) . HABUTRIARAE 56 B (13.8%) .
KBS - BEEOTH 10 H (2.5%) . 1 BUERB 1 5 (0.2%) , FAHERRREE Y 46 B (11.3%) |
Fre 1 61 (0.2%) . FORIBHEAEEEE 34 4 (8.4%) . MREREE S5 H (13.5%) . Fise
BEE (RAEREEEAS) 28 B (6.9%) . RITHREEREE 6 #1 (1.5%) . infusion reaction
21 51 (52%) . EFEOREEE 44 (1.0%) . FERAKEREE 28] (05%) . Bk 1
Bl (02%) BROVE B 1B (02%) CROBIE, ¥k, BEGENE. LHL.
St /B HESRBER . Bk - BERA R ORIRIVR ERIEIITED b e o e,
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AR E UTHEARERE (267 PZEEohTWS 2 thb, YZHE 28T
WEBTXARR THLINERDD, TOLT, AROBRSFENZBRE»2H - BE
L, FAOBEC L BEERBWEHAZRHE L-BICIET 2 Z L BSERED, LLFD
O~BDT T EBITHRRIZBOTHEAT A& ThH 5, '

O BmRicoOVT

@1 TFTReo (1) ~ (5) OWTIRITEYE T DRI THIIE,

(1) EEFBBREBIEET 2B ADFOEENAURRE ERERRS A BRI ARR,
MBI A RS S L AOREE, HURS A BB &) (CERR 2845 10 H 1 BB -
427 HEs%) '

(2) SFEMEEREl: (CEEL 2845 9 H 1 BIRSA : 84 RR)

(3) FEFFRBEIIRET 2BALREERE (BARRERIEERB. NABIOEE
BAwbE, BABEEEEERLY) _

(@) AKALPPOERARE L, SRR 1 USSR iNG 2 D e
IR EHEIT-> T DHEER CERR 274 7 H 1 BREA - 2538 HERk)

(5) MEMEEAGFEEMEOHRRERCEIBINEIT> T 2R CER 27 4£ 7
B 1 BEEA 1284 HaER) '

@2 BHEREO(LFEEER CEWERARBRIBOSISICH o mi BBy E-oEm (F
KOWTNPIEL T HEM) 33, YRBEROFFICET 2IEROREE & LTRE
ERTWBZ &, |

=

«  ERRFFEGE 2EOTFHER KT LEBIZ S FLU OB ABEOBIKFE LT
STWAZ L, 5H, 2480 Ei. BAERREY X LEBEREEZOWERIT
STNWBZ &,

o EMRIIES 2EOWIIFHESET LI BIC4FEL FOWRBR EOBKIHE %
ﬁofﬁb\5%\2$H£H\%ﬂﬁﬁ@ﬁb%%ﬁ%%ﬁ@ﬁb%ﬁ@ﬁ%ﬁ
BETF->TWET &,

@ BRROEESFREHOEHRICOVT
ERLABWEBICHITEEEDNEE SN, RESEILOBREQ., Bt - &4
HEEANBHROEHECEMEIIT 5B HRIBME, AEFRBBLE LB SOREE
B, EFREDPHUTOR L EHIRNE> A Z &,




® BUER~DHISIOWT

@-1 MR ER I 24 L
FEEMNRBSEOESZBERNEAE LEBRIZ, 24 FERERERNOT, MR it
TR BT, BRI LEBERICIL U TAREEE G CT S0RHER ORI ME
RBREOKRESE APIZELN, BEbICHRARERERNBE S THWLZ E,

@2 ERREFHICL 5 HEFEIICHT Bl
BABRCHED S EMNRABR OB T T 5 EREFERBMAT=5 Y v 7 %
EBOEEROAY D=2 Y BFTOERE L ERE 00 TE 5T — AERKH S
ENTWAZ &, 28, BEEHICOWC, BABE L ToFRIHIAmEhTY
BT, -

@3 BIfEROBICXISICBLT

RIFER (RIEMERRERICME, BEGEE, DR, 5, BEGRMEE. JB%k,
HAEO TR, | ERE, THSieRE, PRISEREE, hEEE, BEE (Bfe -
FARERIEES A &) . BIBEE, Mk, EEOMRSEE. $IRMBERE. infusion
reaction, SRAEHE ML/ MEIRAHEIREER (ITP) BEORIERIS, WK REE, DBREEE (L
EAE - AR - DEEAMGES) . BiEEng) o U T, MR U E
MEADOTPE 24 5 L B L BHER OZE-CRINICE LTSRS B 22T
LRAEHICHH L), HbHICENABERTE HFERESTNE DL,
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@® FTREZYTIEFI SOV TIHABORSENRERE INTVAEZ 26, 5T

rrad AN

AFN DR LRBRE DR O H 5 B#H

@ %ﬁm@?ﬁt%wa%rﬂﬁiéﬁﬁmowrﬁ.xﬁ@Eﬁmﬁﬁén&w

. o

HEOMCKIEEEAES AN SBE

HoBHE

[FahAEICBE+ & H]

RRREA R VBAICRY . BMECARZEAT S - L 2 ERTE 5,
PEMERR R R OB OB D b B RS |

W E R R & 7 5 I K OIS B 0 BN SRS IR R 2
[ ESREERAO AT, B RE L < BTERMED A DAk B OBEED

Karnofsky Performance Status 70%35 &V o BH

O TROBHZBNTAMOAMMERRIAEET LTS,

EHFEMEFREETHRERERS (TxF=7, A=F=7, V57

=T, RYRZTE) pETLERERER A T AR R SR O

B

@ TRECEE T OB ICT AR OB 5 R O FRIZ OOV T, AFOHZhEHR
BMLENTRELT, FHAORERR L RBR,

Wik B2 RRE,

@D g arnofsky Performance Status (PS)

k%ﬁ%ﬁ%ﬁ@%ﬁ&U#%Fﬁ%/ﬂﬂ@&@%ﬁﬁ%ﬁ?é%ﬁ

e DFUEMEGA (- P A CRAEET) L offA.

Score

EE

100

EX. RBICHT5BFORIB2, BEERE L,

90

BVERAERZD 2. EXEETRE

EHOTEBDAIEE, FE2FEENLELR,
- 80

7 0 BREREER S H B4, BH L TEREOES Wi

FRT S LIXARE, AETABECET, F 70

A BHOWMERIITE D, EROES - X5
& FIRRTRE

BT L AEBARZERICL S bOTHS, 40

BANCBERZ LIITELR, LEPEIRABRE

e DBREONBELEL TS, 30

Wk SR LEEEE LN A ERITANHE

40

BT, BYREREIUEENLE

FORYOI L ERASTTERN, BRBHI N 30

BT, ABRBMEERIEIIELEE Ty

HREOFE s AEOFHSLLEL T, B4 20

FERICEE, ARSLE CRANZERBLE

BABICET LTV AR 5, 10
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6, BECELUCHET<&®BY

O BB L, BERGES SBT3 RS I3 % R O BMR USE ER
RO LERERE HCEE L THLEMT A &,

® Fﬁ%#h%i%\@%Xﬁ%@%ﬁ;ﬁwﬁﬁﬁfﬁﬁé+ﬁmﬁb RELE
ThbRETBIL,

® FLBEHO-RI AL MIDONT

. FEMBEERD DD D ERES0T, AMORFITHE > T, BRE
R (PRREEE, Gk, SELE) OMEROWE X SREOEES, BEr+S
CATH D, Fio, BEIHLTHE CT. i —% b —EHEORELERETS
z k.

o AHIOEEIXEE® infusion reaction (Zfi KT%’%\%{\_—F%&%FE DTEDHYE
W %AT o7 L TR 5 2 &, 0.2 B B SIEOAFIBE 5T infusion reaction
BbbIEZ L bbbOT, AFREPROAFIBR S TRIL AL FAYA
CEET A%, BEOREBETCEBETSZ L, 721, infusion reaction &
FE LB, 2 TOMERERBESCEE T3 $ CAE L +OEE

TRk,

»  FRBMSEERESADH DDA T LB A0 T, AROBREIERTR S 51
PRI FOR BRI A (TSH, JERE T3, WM T4 S0PE) *EHET5
zk,

+ AFOBREICLY, BECRBRIGITRRET S &% X bh b ke REBORE

| B HbhsZ ERHE, BESBDLLEESICE, BRRALEERIISUE
BRI & B 2 K D EEAT 1 IEHS L TR0 R BRI 2TV B DR
FOSIE & BRHERIDEEDN B BAIC, AROHEUIT I, RUBIBERES
NEVRIOBRSSERZETS 2, 2B, BIBRESLEY OREICE 0B
FOYENRED bIAAVEEITE, BIBRESAE VDA ORI mH A o8
LERT S,

e BEETER, HRR» LRI AR L THLRNEERERT B 8 H B0,
AR OB EHET RIS EER ORI & 5,

. 1 BERIR (OME | SRR AR ST Bbhbbh, HERFES F7 Y R
WEHZERHLOT, 0B, BL, BEEofERORBRECEHRO ERIC+
SEBETAZ L, | EREREDNESEICEREERIEL, AR ) 8
BoBRSEDHEERMEEZITHS Z &

@ Kﬁ@%%ﬁﬁuhwfgﬁﬁﬁﬁma1$ﬁﬁ8ﬁ%f&ﬁﬁﬁﬁ®%ﬁ%ﬁo

TWZ L #BE, ARARESTILERNICEGRE CROMREIT I Z &,
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1. RO

BE 3R A 2O - SR ARMEOFER O 72 DI, B OB B SV B IE A B A 2SR 0H
bha, ILT, ITFEORSEEROERICI Y, SURERS 2 EOYEFa 2 I e
FEELFABSNDHT, ThbOERRE IS ERBFICRET 5 = L SEHKO
ALY 2o TRV REHEGEE LU 0oRA S 2016 CER 284 6 A 2 A @)
KRN TH, BEFNERRSOEROREEEEZRS 2L L &h T3,

SRIEAMFERRIT. EMEADEEN 17 7 A AREFEOERS AL MR
REZER®HD, 2O, AL UESHEICET A ERSAFOERT 5 E ToM.
YUHEDOBEEMS R B 2 L PP SN DB LTHEAT 2 & & bic, BifE
RBRE LB NE RS b5 T L R AEER— i@%#%ﬁt?@ﬁ&%fﬁ%
TAHZEBEETCHD,

LiedoT, KFA FTA 0Tk, BRERBCINETICELRL TV D EZFEEY -
M RHIC S X | DT OERRORERER 2T T 5B L RERERE, £
FRUCHEEESRT,

B, AHAL FFA i, AT AESRR B R e S MR, AHMEA R A
FEIRIEE 2 — A B ARERARER R O RS A D AMRP2 o) o
b LIERR Lz,

SR E IR DEIES AT U R EWRHE 20 mg, A7 P— R AT 100 mg (—B4L -
=R (GREFHEEZ))
HBEROFEIHR © FRSUIBESHEOE AR % )
HREGARERUAR - @¥. BRAKIE=RA~T GBEFHEHEZ) L LT, 1 [ 3mgke
(kE) % 2 AR ARSI 5,
B R R ¥ PMEFRR LRSS




2. AR, fEREF _
7V — R RREE 20 mg/100 mg (—HA =R~ (BIETFHHEL), LUF, TR
FY i, MNEFESTERRSHEAFT vy 7 A ATV RV Y —X ZRT A

7 (BMS) #) W% L7t b PD-1 (Programmed cell death-1) 1275 b MY 1gGa

E/ 7u—FAbiEThD, |

PD-1 {k, &AL L2 38R (TR, BAIRECTF =7 0% 7 —-THR) RUF
AN RET 5 CD28 7 7 I U — (T MIAOTEML & BICTE L A HIE 3 54
FH) CRTLORAGRTH S, PD-1 HARETIGICHEEHT S PD-1 Y F > ¥ (PD-LI
ROPDL2) AL, VY BRICHIEHES 7P EZEL TV o ROFEH IR E

BIZHELTWA, PD-1 Uy FIZhREIRREIRLIAC e O & RBERER IR

LCHY ., ENRAREAHE D LI L EEASICET 5 PDL1 ORRLIFEOER
W E ORICADIHBEBEERSH D Z LBRRE S TWS (Cancer 2010; 116: 1757-66)

Eic, BURGHESRE CIIEERNE T MRSEET 51 ¥ —7=n < (IFNy)

IZX > T PDLl ORBAPIFHESh, BB LIESAMICIIIT S PD-L1 ORB LHiED
AFHREOMCEOHBREREH S L OWELH S (Sci Transl Med 2012: 28:
1271a37), - X 512, PD-L1 ZMAHIRIA IR AKX, FURERM CDS Btk T M
- OAMRREETEES S S5, FLPD-LI ik T PD-1 & PD-L1 & D#EASFHETS L
FOMMBEEFEEREE TS Z LBRRERTVS, 02 256 PDIPD-1 Y H o FiE
BiX, AR HURSEERAY T M 5 OBCRE L BT A D—o2 L LTEL L

TS,

AL, EERBR OB R 5 PD-1 OMRAFER (PD-1 D V> FESER) KB4 L.
PD-1 £ PD-1 UH U FLOBAERETIZ LITL 0. BATBRGRN, THEOEN
fERTD ARIRIZEN T 5 MR EREIEZHRT 5 2 & CREMNRAEEHREZ T T2
LRFEREN TS,

IR B DAL, AT OS5 RIBREICR VBRI b0 LIRS h,

BIHR D% Y L BE RN B L U BRRBRE SR L . A, Rk DR
R R

AEN OV R 25 B DS RISIC L DBIERER D b, BEIFETIC

ELAREMERD D, AFIORKEFROTEREERITIE, BHOBSEL HRITY, BEAR

D bINIZHEITIE, FB L ICFRITG UMM mi & FRBR2 Fr-oER & UGl
RNV IRE ORIFRRIC L ARAWERREDI A B AT, IR EE RV
E RIOREEOBYRE AT O BEBH D,



3. BRERRRA
PR TR o R % o ) B OIRERHICIME A2 1T o e 2 BER AR O
B =T,

[F2mt]
© BENFE IR (ONO-4538-15 3ER)

BREMBHRBER T VYR veT ~NFU @EHERL) R, [Tv
VY F e ) BRI ARNE OB UTERE O T RKR X ) CRERE
{ECOG Performance Status 0 X T 1) 17 Bl RHRIC. A 3 mgkg % 2 BEFERTAR
BE LT, TESMEEE ChAHEE (BT IWG criteria (2007) 12E-3< iz
X % complete remission  (EAF, CRJ) MIZ partial remission (EAF, [PR])} @FIE) X
75.0% (OS%EHEXR : 47.6~92.7%) Th-oTz, 2B, FANIHE UZBHER: 200%T
Hol,

@ WESETAARER (CA209205 50B%) (Lancet Oncol 2016; 17: 1283-94)

B i SRS TTRIC T L Y R w70 LA A R B R et
OEHRER U A ERE (2R —F B, ECOG Performance Status 0 & 1) 80 #i
TR, A5 3 me/ke & 2 BEMBCARRELL, FEHHER CTHAEDE (K
STIWG criteria (2007) 1233 < HPIubiEIZ L5 CR XIZ PR OBIE) 1% 66.3% (95%1(2
FRXH : 54.8~76.4%) ThH-oTlz, frde, FANTRE LCBHEIX 2000 TH T,

[Zeetk] _
® ENFE THERE (ONO-4538-15 #ER)

HEESIILMCRD L, AEK L OREBREEE TERVAEFR D SHICED
i, FIMENR 5% LORERILTTFROEBY Tholz,

SRR S%IB\_I:C’)EJ’PFFH (AT xR E)

228 BRIy ﬁi%;/;)
EATE
17

{(MedDRA/] ver.18.1)
4 Grade Grade 3-4 Grade §

Tan 1¢5.9) 1(5.9) 0
D IR i

TR TR

SRR
[k 1(5.9) 0 0
i 1(5.9) 0 0
TH# 1(5.9) 0 0
1B 1(5.9) 0 0



B (%)

SEBRSE

(MedDRA/I ver,18,1) 17 61
4 Grade Grade 3-4 Grade 5 i
B o B 1(5.9) 0 0 K
3 : h 2(11.8) 0 0 |
TESERACEUS 1(59) 0 0
ok 2(11.8) 0 0
. B ' ‘ 7{41.2) 0 0
: ‘ : 0 0

FrAERERY 1(5.9 0 o |

Ja iR o 1(5.9) 0 o

HeEHEmn _ . 159 0 0 |
__HmmREE 1(5.9) 0 0 5

7Y v A - 1(5.9) 0 0

B b U v AdniE 1(5.9 1.45.9) 0

30 1(5.9) 0 0

1(5.9} “1(5.9)
1(3.9) ¢
REESE ' 1(5.9) 6 0
i |5 1(59) ] 0
FIERT I 1(39) o 0
F 5 FERE 5(29.4) ) 0
=E 4{23.5) o 0

7B, HVBEYEREB 16 (5.9%) . PREERAREE 2 41 (11.8%) . KK - EEOT
18 (5.9%) . FPESEEREE 1 4] (5.9%) . FORIMEEREIF (17.6%) . WERES
3 (17.6%) R Finfusion reaction 1 # (5.9%) TRE®H L, ¥, HEEHEILE,
DR, Bhde, 1 BUBE IR, iRl MR HESREERR, k. BABERE, plgRE,
B - BEBES, EEOFIEEE, BiRMeERIE, TEEREESR. ALY HE
FKITRD BT,



@ ¥wEAFETRARTE (CA209205 RER)
HEFERIL 238243 #l (97.9%) IZBY O, KK OEREBHELATETCERWVWETE

HHIL 185243 # (76.1%) X388 bz, FIBEN LA EOBEHIITROLEY T
Hoi,
%ﬁ.&éi 5%, E@OBIWER (ANl Treated Subjects)

BERIKSE ' ﬁ%{‘ (%)
HATE AIERE
(MedDRA/] ver.18.1) 243 4
4 Grade Grade 3-4 Grade 5
ERIFR N 185 (76.1)  48{10.8) 5

34 (14.0)
24(99)

19(7.8)

13(53)
72z\7¥/m7 P 14 (5.8) 5@21) 0

Y os—m 14(5.8) 9(3.7) 0

28(1 LS) 2(0.8) 0

23, BIEMEE 15 # (6.2%) . BEUHEAREE 19 61 (7.8%) | KB - HE®D
THie il (2.5%) . FPEEREREE 22 4] (9.1%) . FF& s8] (2.1%) . FRISREREE 28
Bl (11.5%) . *PEEEF 408 (16.5%) . BEEREE 46 (1.6%) . KK - L 15

(0.4%) . EEOREREE 3 H (1.2%) . FIROARZERIE 1 #] (0.4%) . infusion reaction
38 4 (15. 6%) 4 2 Bl (0.3%) BO&SE SRR 261 (08%) TRO LI, Fiz,
HAEREE, Ok, k. 1 TUERA, St/ MERAHEERDE,. RIBREER D
T E Hbﬁﬁ RO LILho T,



4, HEERIZOWT

RREA & Lfﬁﬁﬁﬁiﬁﬁaﬁﬁ (=HIFRE) bs?&ﬁ%hﬂ\é Ehh, HEHERE
e EBTE MR THIMLERDD, TOLT, ZROREPHEO BELLE - &
EL, RROFGICL DV EELIENELRA LBRICHIS T2 2 L BBRERED, BIT
DO~@O TR TCEWMETHERICBNCER T2 ThH5,

@ HERiconT

@1 FRO 1) ~ (5) OWFRBCHL T BMRTHE L, -

(1) BAFBRENBET DA DREEI SRS GRS A DRI SRR,

OHURAS AR AREE, MRS A SRR L) (k2845 10 B 1 BRRA

427 HEE%) : _

(2) BEH#ERERE (CERR284F 9 A 1 BRRAR - 84 JERk)

(3) EHFFRMEIIEET 5 RADIOERFRY (A DIHEIE b, 1A DR
Bk, AR REEHEERE R &)

(4) FREREEERE L. SRICERRENE 1 SUISHRAGEREING 2 O
TR BB BT > TWAREY (ERR 2747 A 1 BREA : 2538 5

- (5) ﬁﬁmﬁ%ﬂmﬁtﬂmﬁmmﬁﬁﬁh%Z))Eﬂ:i%:ﬁo“cwmﬁﬂ (EBE 27 4 7

A1 BREA ;1284 HEER)

D2 RIS DF Y ) L RO R ORISR ORI+ ik b
RAGOEM (FROVTNMCHST 5 E) 25, YSBRRORAIET 550
HILE L LTRESh TSI L,

*

o ERPRFIGE 2T OTHE E R T LnRIZ SEL EORAIEROBRERNIHME 21T
STWABIE, 95, 24 EE. B /\;%%ﬁ?ﬁ%ik L BRRIEIE Y OBHE 21T
STWATZ &,

o [ENRIFEREAR EOTETER R T LB 4EN FOBKEREZE LT =
L. 5h, 34EDLEIT, MBI B A SEYEE £ S Do R IR O FHE &

fToTnbHI e,

@ BENOERBFREBOEFICOVT

EELFHERICEE T HIBTAPERE SN, HESENLOERED, H8E - &
SHEEFOBFROEFHER CEMEICHST 2RI, FEFHBRE LES0BE
EF, SRECHICITONAEHRHPE-TWD I L,




@ BUER~ORISIDVT

®-1 MR el BY 95 Bk
FIEHERBSDEERBERARRAE L-BIC, 24 BRZEABO T, YR
FOEHEERRIC B\ T, BERULBIERICE U TARBEEL K CT £0RIEA OERIIC X

ERBAOKESYBPICHELN, HHITHETREREHI BTN &,

@2 ERWFEHIC LA FFSNSICBT 28K '
BB D MR RRR OEEEH T 5 EREFERBHERE=5 V>
EROICEROAZ Y == VRTOEEE L FRELF T 57— 2AEREHINE
BEEhTWaZ e, 2B, BRI OWT, BABRE L EOFKRICHICAMET

Wi e,

@-3 BEROBECHIIZBLT
BIVER (BUEMEMERERICINZ, EREMGENRE, LR, R, SREFHMEE. KBk,
EEOTH., | RERR, FHeREs, PRBSAEREE, MREE. BEE (BF4 -
RAEREER R LS. BIBRESE. Bk, EEOREESE., $IRMEIERNE, infusion
' reaction, FREEMEM/MEBAHEERER (TP, BEORERE. EEREEE. DEEE
OLEEAEE) - AR - OEERANES) . BmEEME) TR LT, SEER UL
EREBEOEMM LA 5K L HE L (RIEROBK-COMINICE L TRERUES
RITohoaFRHCHD I L), BHICEURAENRTEHEFEESTHDEZ L,



5. REXNMRLERDBE

[Zaeticild 2 5H]

O TRICHYTIAFCOVWTIRAROBRERER L SHTHBZEhE, BE5E1T
bk, ' |
. ﬁ%@ﬁﬁhﬁb@ﬁﬁ@ﬁ&ﬁ@%é%ﬁ

@ WBEIIOFEIZEV T TRICEES T BE IOV T, AFORSIIERShi
2, hOIBFRBRRIES R VIBSICRY | MEICARRER T L 2EETE S,
o EEHEMRBOSH IO IRE
. MWE@&E?WE%&%b5%%&0%@&@&%%%@%%@%&%&

HEOICRIERELR S BN HBE
. EE%T%%®AW-Rﬁ@ﬁ%&ﬁb<Hﬁ%ﬁ®€ﬂﬁﬁﬁ%®%&@@
_ HoHBYE

«  ECOG Performance Status 3-4 &P ¥

[Ashiic B4 2 30E] _
@ E%ﬁmﬁﬂm@m&07V//%/?fhﬁﬁﬁlﬁxﬁﬁmﬁ%lﬁﬁ%ﬁ
DEHMEERUF ) D ANERE T TARIOE SRR IR TN S,

@ TFRICHNT BBEICH B ARORE ROER AV Chk, AROA TR
RES SNTHLT, ARMORERE LR B2V,
. bR ORE,
. MOTEEBER X U,

&Y ECOG ¢ Performance Status  (PS)

Score EE

0 | B mEREBTE L. R AL BEAEFHRZATLS,

PR LD BEHIRIR S 508, BT T, EFEERE - TOMERIT ) Z LR TE 5,
RN N e

BT CESOFOR Y O LTS TA BN EER &R, BFO s0%E By FACGRIT, |

BoniBaoFomnor & LACEEV. BPo 50%el Ei Sy Rl eRIzd,

E-SIEVEN B ]

2BV, BAOFORD O LiTEL TERV, S2IC-ty FARTE TR I,

9



6. JEWELTHET IR

@ WASCEECMA, WERRERPRET 2 BRI E-S X RO R R USEERE
BOEDIIHERERP S BE L THERTHZ &,

@ HEBRMICESL D, BE NI EOREICEIEACERIELZ R L. RELSE
ThLBETEE,

@ FHRBUERAO~FR I AL FIT2WT

R R R D b b5 = & 385 50T, AFIOREI b Tit. BHE
(PR RAE, HK, RBE) ORERR I X SREOEMES, BEd s
CATH Z b, ETe. BEWE UCHER CT. Mif~—b —S0RELEHT 5
- -

T ARIOBREIIEE O infusion reaction [T 2 TERESRI oGO TE AR

fxiToT- L CHisT 5 = &, F7-.2 BB LD 582 infusion reaction
BHLPONDZELHLDT, FRRSP RS FRTRIZ A F A
YERMETLIE, BEORBEHSICBE TS5 L, 2B, infusion reaction %
B LAEHEAICR, S COBBEECRERSZEICRETAE CREL+LEE
THTE, ‘

FERIREBEREE 2 H b 5 2 L B35 50T, FROER S PR R T3
HPIEL RN BRI ARRR AT (TSH., UEHE T3, WEE T4 SFOoWE) 2 EHT 5
Nl

FAOBSIT LY | BEORERIGICRERT S & E X DN DRkx RRBCHE
BhHbbhaIZ Ebsd, BEIED 51’}7‘:%’%5:532\ BELEHRISTE
BRIk L BB A OER &S L CEYRERRZETEITV, BEORE

RUSIC & BEWERI A B DR B B AT, AROKE TP, RUEIREE

NEVHIORESEZEFTL L, 7B, BIEREFRAEOERETZLVEIE

FOEERRBD L 2WEGIZ, BIFBERAE S OS i Al oBin

BERTHI L,

BERTH, BoARMHSE I AFBBL CLLEERBRAT LI ERL B0,
AROEERTRICHRERORBBIC I ERTHZ L.

1 FRUEEIR (BE 1 ERB A S E) Bhbbiv, EREES FT Y F— R

WELHZERHLHOT, A, Bl IRHEOSEROBEBLmMEEEO LRI+

SEBTHZLE, 1 HERBARDNESCRRESEZPIEL, 1AV E

F &5 OWY B EITH Z b,

@ AROBRERBECBWT, BEHED 6 VAMMMIL 8 BB Z &0, FRLFEL,
BB S VR E Tl 128 2 L iCHEEOFMEIT > TWe Z L2585,
AFEEPIEICERBRE THROMERET I Z &,
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