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1. RLdHiT

EEROEE: - TLUEORBROTDITIE. T IHFSTESWIEERERRRD
bha, S5, BEEOHEHFOEFIZL Y, MEERRL L ORFHNLFRIEAE
FEEAVRKBINIPT, ThoDEEMKEZHICLBERBEICRE T3 Z L XWED
BELR-TEY BEMEBCEE L SEOEARGE 2016 (LA 2846 A 2 A BIRHE)
EEVWTYH, EFNEERSOERAORELEEIRIZ L LEh T3,

FREMBFEER L, EREACELET e 7 7 A VBBREOERMLHLAL MR
RBEZLBHB, ZOkD, EPERVELEITETMRE+2FMT 3 L TOM,
UEEXLOBE LM BIBIILBMFINIBECH LTERTI L L bIZ, BltE
ARBRLUEBICLERSE R L5 2 RTRR2—BOE4 2 TERBE cER
THILBNEHETH S, ‘ . ‘
Lo T, AL FI4 Tk, AREMP A ETICBORTVWSESES -
REHRBIZESE, UTOEEROFERENEHET IHAR[DOLBERERE, B
FRUEBHRETRT.

B, BHAL FTA i3, BMALTEEAERDERBRRB OIS, ABHHAEARE
ERBRARGE S, —ARAEAIEA B ABERAN ES R U —ttHEA B ABRBHESOWH
Hhob L{ER LI,

MR RIEES : 7R EARBE 20 mg, 47 V—KRHHE 100mg (—iRK4 :
=K =7 (REFHaRz)) '
| HRELBPEXIHE : RIBVIBRTRITEEBAE O &R
HRLRAPERCGAR : BF. BRARR=Fr=7 (BEFHEKRL) L LT, 1 @ 3mgkg
(FHE) % 2:BMMRTREHBET 5,
BEREEF  NFELIIERSH




2. FRIOKEK. ERBA

A7 V=R AWE 20 mg/100 mg (—fik4% : =HRr<7 (UEFRRZ) . UT (&
Al &Wvd,) k. MNFREJTEHRXSHL ATV 72 BTV RV =¥ —
X 2247 (BMS) ) MBAIF L7t b PD-1 (Programmed cell death-1) =43k b
B 1gGa &) 7 u—F MV RETH S,

PD-1 i, FEM(ELY /38R (THIAR, BMIRERUGTF2I340%57—THIER) RUE
BRABRRICRI TS CD28 7 7 IV — (THROFEML L HBIMICE L AICHET S5
F#) CRTHRBETH S, PD-1 BHFRRTHEICRAT S PD-1 Y 7 F (PD-L1
RUPD-L2) LHA L. U/ SRRICHBNES /T A2 EE LT Y o BROTEHE(LR B R
AICHAE L TW5, PD-1 Y ¥ FRGURIRARLIIMT b b Ok 2 IREHAKIC RR
LTHY, BMRAMABEH S EE L ESERcsT 3 PD-L1 ORBRLIFEDLTF
iR & DRMICADHBIBGRRH S Z E RBE IR TVWS (Cancer 2010; 116: 1757-66) .
¥ BERAMAE CIHARBH TMRAEETAA v F—TxarH < (IFNYy)
IZ& T PD-L1 DRAARBEE X, BB LBERRKITRITS PD-LI ORBRLFED
EFHMMLOMICECHBIBERDHD I LOBEHH D (Sci Transl Med 2012: 28:
127ra37), & BT, PD-L1 ZMFIRIM I BT RAMARIX. HUFRHER CDS BifE T #
DOIBEEEEEZ MBS 55, HLPD-L1 Sk TPD-1 & PD-L1 L OREERAETH L
ZOABREBEMNBRETE - LARENTWS, EDZ L5 PD-1/PD-1 Y H > Fig
BEIL. A AABRA RS RA T AR b D BE 2 BT 5 FEO—2 L LTEXD
nTn3,

FANL, RERBROZERH 5 PD-1 ORBISFIE (PD-1 Y V> FRESHEIR) KA L.
PD-1 & PD-1 Y ¥V FLORBEEZAETIZ LITL Y BARFRHERNZ T HIROTEN
LR URAKEBIZ S 2 MRES BRI LM T 5 2 L TN LRREESRERTZ
LB IhTWS, .

ZHRHOMANG, ARNTEMBEICHT AHRBRECL2VBI b0 LMMeEh,
HHREBEENRL LERRBRL R L, A3, 2R UVEBAENERB I,

FEIOERBFICES BEORERIGIC L ZRIERAFRH bbh, EMXIIETIC
ELTRENH S, FROREPRUBRERITIE, BEORREL+2ITTV. RENR
B ONIREITIE, BB L ATFRITS UK P2 MR & B oM & 8 LTl
YRERZHEITY., BEORERLICX SEIEASRDN S EAITIE. BIBHEFNV
TRDORESOBY2REELT S HEXH D,



3. BRERRLR
ARIAMBERE LIRS O TR O XKBRICFMEZITo o EREBRARROKST %2

w7

(FHzhik)

RHEIEAE L & L ERt A S IARREY (ONO-4538-03/CA209025 BRER)
hEHEREERLE T IREEEER (T F=F A=F=F, VYF7==7,
RS R=7%) BEL(CERERELY AT 5 ETEIEBE ORI E Ml s aE
821 ) (AAABE 63 PleSt, FABE 4105, =~ ) AXF4115) ZHAC, =
oY AZEANBE LTHEAS mgheg % 2 8RMRATRBMEL - L E0AIMRVEL
e L, TEFERE CHI2EFM (PR [95%EREM] ) 1%, wHHT
25.00 [21.75~NE'] # A, =< Y ARPET 19.55 [17.64~23.06] HATH Y, FAX
AT Y ARIZH LHHENICEBRERZ R L (A~ ¥— FH 0.73 [98.52% 3 #IX M :

0.57~0.93] . p=0.0018 [f&EH! log-rank BRE] )

~A— FHIB
—-Q—— INOYLXEE

0O 3 6 O 12 15 18 21 24 27 30 33

at riskE E£FHE (A) |
ZA#HB 410 389 359 337 305 275 213 139 73 20 3 0.
INOYLZXEE 411 366 324 287 265 241 187 116 61 20 2 O

0S DHRIARHTIFD Kaplan-Meier difit



Ei. BARANGSNE 63 5] (RAIRE37 B, =~m Y ARBE265) OSEFEM (5
SYH [95%EHEM] ) 1. AT 27.37 [23.62~NE'] F A, =Ra ) ARHET NE'

[NE'~NE'] #HTChole (A¥—FE 1.50 [95%ISHREM : 049~4.54] ) ,
s {EERGE

1.0 =
0.9+ s
0.8
0.7 -
i0.6-
75 0.5- wiler IAON)LRXBE
0.4
0.3+
0.2
0.1-
L e ——
0 3 6 9 12 15 18 21 24 27 30
at riskB S7EHA (B)

ANB 37 37 36 35 35 34 24 16 8 4 0
INXOYLAEE 26 26 24 24 24 24 20 15 9 3 O

BARALEICEIT S 0S DOHARITRIO Kaplan-Meier Hh#R
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WA E L3R e LBt RS IAME (ONO-4538-03/CA209025508R)

BEWRITAIER 397/406 B (97.8%) . =~V LARE 386/397 B (97.2%) TBY
bh, BRE L OBRRBFENTE TE RWEBHIRITARIERE 319406 F) (78.6%) . <~
~u ) HARRE349/397 ] (87.9%) B SNz, WTNRMDORETREREMN %L EDOR)

ERIXTROLEBY ChHhot=,
WM DOBETRERR 5% EOBIER
%% (%)
BEYKRAM TR o) LAR
LA ‘
{MedDRA/J ver.18.0) 406 6 397 6
s 4 Grade  Grade3-4 Grade 5 £ Grade  Grade3-4 Grade 5
LBIER 319(78.6) 76 (18.7) 0 349(87.9) 145 (36.5) 2(0.5)
MEEETY . SFRE e et R .
.. . Lnaes 1A L0 “@®n @y 0
PRBBIBETE 24(59) 1(0.2) 0 2(0.5) ] 0
VieRRRE - e . . ) e A,
{B5 24(5.9) 1(0.2) 0 21(5.3) 0 0
TH 50(123)  5(1.2) 0 84(21.2) 5(1.3) 0
B 57(14.0) 1(0.2) 0 66 (16.6) 3(0.8) 0
(o] 13 32.0) 0 0 117 (29.5) 17(4.3) 0
st o 2469 0 0 36090)  1(03) 0
— - SAMES RSB ORE & — ) ). & =
mhE 18 (4.4) 1(0.2) 0 33(8.3) 7(1.8) 0
&y 134 (33.0) 10(2.5) 0 134 (33.8) 11 (2.8) 0
B S 1nEN 0 0 75(18.9) 123.0) 0
FiGtER R 17(4.2) 0 0 56 (14.1) 2(0.5) 0
RBA 34(8.4) 0 0 37093) 2(0.5) 0
BRBRRRE e R S
o LR F a—Adm 1(0.2) 1(0.2) 0 24 (6.0) 1(0.3) 0
fadh 2 L7 F=Hm 27(6. 1(0.2) 0 33(8.3) 0 0
oy ) 19(4.7) 1002) 0 29(1.3) 1(03) 0
MBI RRRERE B e N U .
BaVAFo—mE 2(0.5) 0 0 29 (1.3) 0 0
5 h ¥ 9(22) 5(1.2) 0 46 (11.6) 15(3.8) 0
SRYZVEY FhE 5(.2) 0 0 64 (16.1) 20 (5.0) 0
RKME o 48(11.8) 2(0.5) 0 82(20.7) 4010 0
SRR L U AMMRE, e MEL T saas s e LaEen | el
[ 27(6.7) 1(0.2) 0 14(3.5) 0 0
f5eafl N S 23(57) 0 0 5(1.3) 0 0
wEXRE . L B )
SRERN 11Q2.7 0 0 51(12.8) 0 0
i - 24(5.9) 0 0 19 (4.8) 1(0.3) 0
WRE, MNBLURRRE o T T B
LU 36(8.9) 0 0 77(194) 0 0
PR R R 30(7.4) 3(0.7) 0 51(12.8) 2(0.5) 0
- RHif 3(0.7) 0 0 41(10.3) 0 0
Bl e o 16(3.9) 6(1.5) 0 58 (14.6) 11(28) 0
BRBIURTREBRE , . . - - .
SBIRE A& 12(3.0) 0 0 20(5.0) 0 0
B 26 (6.4) 0 0 338.3) 0 0
F4t - RERFOIETLEER 4(1.0) 0 0 22(5.5) 0 0
T IRE 57(14.0) 0 0 39(9.8) 0 0
R 41(10.1) 2(0.5) 0 79 (19.9) 3(0.8) 0



235, MEAERER 198 (4.7%) . 855 1 5 (0.2%) . BREUHIBAREE 56 4 (13.8%) |
K% - HEEDTH 10 41 (2.5%) . | BYERTE 1 6 (0.2%) | FFERAEREE 1T 46 B9 (11.3%) |
R 18 (0.2%) . FRIRAREREBREE 34 1) (8.4%) . BRI 5SS (13.5%) . HiAE
HEE (RATEIMTRS) 28 61 (6.9%) . BITHEERREE 6 4 (1.5%) . infusion reaction
21 Bl (5.2%) . BEEDREGEEE 4 5l (1.0%) . TEEBERE 26 (0.5%) . Bx 1
#l (02%) RUEY 5K 16 (02%) TBHLhE, £, BEBENHE. LHE.
Stk /MR ERMER . R - fIRAR ORIRMREREIIED bhRhol,



4. BRIZHSWT

ABERM L LTHABSIAE (£FIFF) MBRELNATVWS Z L2 b, YUHRELEY
ICEBETE MR THOILENRDH S, TOLT, FROREFBEN2BE LB - FFE
L. FHIOREC LY ERLRAWEAERBR LILPRCAIE T 2 L RRERILD, LT
O~@OFT RTEHMI=THRIZEWTERTERETH S,

@ ERizoVWT

D1 TEDO (1) ~ (5) OWThhiZHELTIHERTHHZL, .

() BESBHRERBET 3 BAREESILAFGS EEMFIRS A S RHB.
MU A A FOHIEILAURBE. USRS A IR YY) (R 284 10 B 1| AREA :
427 HER%)

(2) FEHRERRBE (ERL284E 9 A | ARRAK : 84 HEAR) |

(3) FEFROERIBET 5554 DHUHRHRRE (BARRESREERP. HSASREY
bz, BARIEHEERP R &) A

@) ARICFREZELZRM L., S R/EEREME 1| ksl s/ atEmBA 2 iR
IR BB EIT> TV AR (ER 27478 | REEA : 2538 HER)

(5) FEMEEAILAFEEMBEORBRERITIESBIHEIT> TWAHER (EK 27 4 7
A1 BRER : 1284 HERR)

D-2 FHRSOILERERCRHERRROMNGITH 272 miR s BREFFSEM (T
KOWTRMITHEY T ER) X, YESRAOXAICBET 3 BROIUEE L L TER
EhTnaze,

*

s EMHRFRBR2ECMNTHELRT LI2RIZSELU LORABROBRIHERTT
S2TWABZ e, 9b, 24U LI, BAEDREYEL LEBREEFOMELZTT
2TWAHT &,

. ERRNER% 2 EOTMIERRT L& 4 ELUEOWRENEOMRTTEY
FoTHY. 55, 2EL k. TEEEEONAENRE S S te1 ABROBER
BEToTVBE L, |

@ RADEXLIFREROKHIZONT
EELMETRIEFTIEEEMRESh, RELEISONERD, AL - £L
MEEZONROFTER CEMSICANT 5 HHREt, AFHRNBE L ZBE0BESR
B, SR30NITbh S FHNRE>TWHZ L,




® BHER~DOXREITOWT

®-1 HERikmlic Bl 2 B

MEMEREBSEOEBLRBERNRBE LLBIC, 24 HRHRREHOT, SERXIX
HPKERICENT, BRLUEBERZE CTARERRU CT SOREHAOENIZLE
RBREOCERNYBAPICEOR, HHITHIETRRERHSE>TWEZ L,

@-2 ERFENEIC X 3AEHESNSICHT o EE i
RABRIHD 5 N2 MM CEREH T EREFEXBERAE=F ) v 7%
EDRERDAY V== FEFTFVERE & W% 14 & 55— AERER 80
EhTWwaZ e, 2B, BE&EHIZOWT, RABRFLEZORKRCHICAMEh T
Bk,

@-3 BHER ORI LT

RIVER (MRMEMRBICING, EEMENLE. LiFR. Bk, HREHRBAE, KB%.
HEEDOTH. 1 BUERA, FFHaERIE. FURIRBRERE,. BT, BRE (Fre-
RATHEETREZST) . MTHRE, Mk, HEORNES., BIROEERSE, infusion
reaction, SREMEM/ MR EREERE (ITP) BEEORERIS, Wi REE., LREE (L
BT - AR « LEEMSMUES) . BARRS) 1o LT, NEKER L ERER
BBOHMMEZ A4 HEM & EEE L (BHERORIT-CHGICE L THERUIR X
bhA&HFIZHBZ L), EHbITBNRAFANTE 2EHNES-TNHI L,



5. BEXGRLR2BE
[&2tif4 3 3IE)

O TREEUTIBEIOWTHREARORESEREEATVWE I b, #EZTT

L bRnz e,

FRID RS LBBIEDBEEED b 5 BE

Q@ WBHIRAOFHEIZBWTTRICEY T2 BEFICSVTIR, FRORE RS ARV
A, BOBRBRENRVBSICRY . HECFHZERTLIZL2EZRTES.

LOMICREEELRZONDBE

HoBE

[ i B3 5 3055)

MEREMRBO S IIBEED H 5 BE
M ERRE CHERE 2D 5 BE R UTESEO BN BRIIRR CRRAERM S

BRFERBOSH., XiXi@mRE L < IXERED B CRERBOBEEED

Kamofsky Performance Status 70%3i] & o B

@ TROBEFICBWTHAOFHERRIESINTWS,

)

nEFERBERLETHIRABMEISR (7X2F=F, R=F=F, Y57
==, NI R=7%) RUEREEEETS

RGBS ED

©® TRIZHNST 3BT 5 RRORER RSBV Tt AFOE N
ML SN TELT. AFOEEREE 2R,

W HBMEFRREE,

@) Kamofsky Performance Status (PS)

(CEFERBROBERVI A M4 Y REOROBRELH+ 5B,

L OABAERERH (V1 P A CBAERD) LOFFA,

Score

e%

100

ER, BBICHT 5 BEDHANIE, BRERE L,

EROTERNTE, HR2GERALERW, 90

BVERERIIH S, ENTEETE

80

M) ERERNRS DN, BHLUTEHROETHTE

HTHZ LIXFR, BETEFTET, B 70

B BHOISTTE RN, EXOEE - 52
EIXRTHE

Bz LA CBAANRRRIZEDSbOTHS, 50

BRITHERZ LIZTEAN, LEVENHNLE

Ba B BEONBIELELT S, %0

PREZZRBLEREB LUCEMHZERTHSLE

40

Bhi 3, BWEVRERI X CRIENME

HOEY DO LEASTTERY, BRHS W | 30

2LBITT. ARSBBENNFELS LEE o TVRW

IFRROBE L ASOBEELEE TS, KB | 20

FERICEE, ARILETHANHRIGRISLE

BREEIZEITL TV SR D S, 10

FEMFB - TS

¥
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6. BERBRLTHETREINR

@ HAATHESITMZ, MERTBEEBRET 5 BRSICESEFRORHER VEIEE
BODIHERFRE+SCER L THERTBZ L,

@ REMBICEYL, BEIZORKICHMERVERELX+OBBL, AELS
ThoRETRIE,

@ ERBEUERADTXT AV MZHOWT

MEEMRBRH DD Z ENRHH0T, FRDEEIZHT > T, ﬁmﬁ
R (RS, Bk, BME) OEBRUEE X RRECEES. AL +5H
ZiTH5 &, £, LERELTHE CT, Mif~—r—SORELXEETS
&,

AHDO¥E i XBBED infusion reaction (2 X.'C%%”#L'i‘ﬁfﬁdfﬁ@’t‘% S
BEIToo LTHtET 5 Z L, F7.2 B HELBROFAE EKFIZ infusion reaction
RHELLNEZ L bHHDT, ZAREPRUFFR G T RIZNAM F T4
YERETHE. BEORBEZ+HICTHMEBT S &, 2B, infusion reaction %
RALIHRTR, ETORERMERSELICERT 5% TREZ IR
T3z L,

mﬁﬁﬁﬁﬁﬁﬁbBbhé LBHBDT, KHOEE%%W&UEE%@
FPILERIRY I PR MSARIRZE (TSH. WM T3, M T4 SORE) %%M‘é‘{u
hallt N

FHROBRET LY | BEORERIGITEET 3 LB 1 bhd ke REBORIR
ReEbbhaZihdhd, REBBOHOAAEREITI, BRALEFRIE LR
HME 25 & BRE RO ER & H#E L TR AZENRZE 21TV, BEORE
BRI X BRHERRRDN A BEICIE. AADOKREIZDIE, RURIFRER
NERDBRESEZERTH L, 2B, BIBREFINVELOREITLYEHE
BoBERBD 5hR2WBEICIE. BIFRERVE USNOREMH R OB
bYERT 3,

BE#TEH, AN OEIAEB L THOENERARBRITIZLEHI D,
FROBERTRIZHAHERORIRITHIITEET S,

| BUFEIRA (BUE | RFBE 8L Rdbdbbh, HERAES b7V -V R
REHZLRHZOT, B, B, IBEHSOEROBRLMPHED EAIT+

BEETIIL, | HERBREDN-BACREEZBIEL, £ R ) 3

FlogES0BOLRLBEITIZ L,

FRIOBERRBRIZISW T, REBMAI G 1 EMIL 8 AT & ICAMEDFMBEIT

TWeZ & 2BF I, FRARESDPREMOICERRETHROMBEZITI Z L.
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1. Ui
EXHOHLHY - RLMORMFEOLDITIE, T XBSIESWBERERNRD
bbb, oI, EFEOREEFOESFITL Y, REERERR EORFTROLFTHIEMRE
FEELNEBENZ DT, ChbOEERZICLERBEICHRET 5 2 L AERO
BELL2oTHEY BEMBOEE L EOEATE 2016 (FX 28456 A 2 BIRRE)
IBWTH, EHFNERSSOERAOKEEEERSZ L L EhTV3,

FHRERBFERRL. REEACEEM v 7 7 A VREFOEER LHALMICR
RBEZLNHB, 0D, APMERVELECHET 3 HES+2ERT 3 EToM,
UHERLOBEEM BB LAMBFSAIBRFITHLCERTS L L LT BIE
ANRBE L BRI HERREE & D 2 L NMER— B OB T EREE CER
THRILRAETHS,

LERoT, KNS FFA Tk, HRBERLINECIZBLA TV BESEEN -
FEMAMICESE, UTOEERORBREREHETIHAN O LERER, X
FRUBESEYRT,

BB, BHA KT A Vid, BT AEERERMSHAOHIE, A8HREARL
MRIEE S S, —RHEA B ABEKARESR U—REREA B ALEESOHH O
b & ERLL7e,

HBLRIEERD : 70— FEARBIE 20 mg. 7 V—HRAHHE 100mg (—R4% :
’ =R =7 (BEFERL))
HBLLADEUINE - BRUIEREOHROFR T %) L
ARLRARERVAR : B, BRARIZ=FAr=7 (@EFEKEZ) LLT, 1 B 3mgkg
(FHE) % 2:8HMARCRBHRET 5.
W AR T EF NFERIERASH




2. FA|ORM. 1ERBF ‘

47— K AW 20 mg/100 mg (—fk4 : =HA~7 (RETHEBRL), UTF. &
A i, NEFERIEKRDHLE AV I A BRIV AN =¥ —X R A
7 (BMS) ) MBEREL7=t b PD-1 (Programmed cell death-1) {Zx3 5t bR 1gG4
®/ 7u—FHETHB,

PD-1 %, B LY %8R (T HIRR, BMIRER T F 254037 —T M) RUE
BRARRIZRELT 5 CD28 7 7 I VU — (T #RROTEM(LZ MBIMIZIE L AT+ 54
Fi) KBTI HRERTHD, PD-1 IR THARRIZRR TS PD-1 Y 7 F (PD-LI
- BRUPD-L2) (AL, VU RITMBNEY VA2 ER L TY 1 RROFEIE(LRIBZ
AR L TWS, PD-1 Y ¥V FITHFRTHARLISMC & b O 4 REREHERRICRR
LTHY, EMRAIEREN LR L EHERICIIT S PD-L1 ORBRLIFEROEF
IR0 & ORI ADHBBRAH S = & AME SN TS (Cancer 2010; 116: 1757-66),
T ENRAEAE CITARBE T MBNRELET S —T =< (IFNYy)
IZ&>TPD-L1 ORBAEFHI N, &8 L BEARIZHIT 5 PD-L1 ORBRLEHED
EFEMBLOMITECHBBEARHZ LOBEHLH D (Sci Transl Med 2012: 28:
127ra37), X BT, PD-L1 #MFIRB S - RAMRIL, HURMRM CDS Bt T #ka
OB BEEEZHB EE 528, R PD-L1 HifkTPD-1 & PD-L1 L DFREMAETH L
ZOMREESEERRET S Z LRTENTWS, DO Z &5 5 PD-1/PD-1 Y H o FiE
BEI%. MAMRBHRESEROR T EEH» S ORRS L ERT 2BFO—2L LTELD
htTw3,

AFNix, FBRROBRN S PD-1 OMISGEIK (PD-1 Y ¥ FEAHHIR) IS L.
PD-1 £ PD-1 Y H >V FLDEAEZABTIZ iz kY, RAFRFRMERZ T HAROEH
LR URAKRBIZ 2 MRS ERELINMT 5 2 L CTREDLZRBEDREZ R
LRMBER TS,

IR HOMAN S, RANIBMERBEIT X T 5 H e RBRECRVBI b0 LS,
TRORCX Y BB EEZNRE LERRBRELEGE L, A, R2ERUVEE

HENEBEhE,

FRIOERBFICESBENRBERIGIC X ZRIERASNSH b bh, BRXIIECIC
ELWREERDH D, FHOREFRTHRESZICIE, BEORBE IV, RENR
HHNTBEITIE, BB L BRI Cr- MR mER & BB L 5o EM & i U OF
PRERB LTV, BEORERSIC L SBHEANEDI A HEITIX. BITEETLV
EVROREFOBED AR ET S HERSH D,



3. ERBRERBE
BRXIIBBREOTHHF I E ) v BORBIFIZITE LT LT EERBRO
R ERT,

(A%hit)

@ EAF IS (ONO-4538-15 BER)
BRENSHRBERCT VoY V=T REFY GBEFE#RL) CTF. 17V

rUxv=7)) KEBEREXBATREOTRXIIBHREOHHRME I XY L IRE

(ECOG Performance Status 0 T 1) 17 &2 X RIZ. FHK 3 mgkg % 2 B TR
BELE, TEFERATHHEDHR (KT IWG criteria (2007) (23 < PRYUEIC
& % complete remission (EAF, TCRJ) Xi3 partial remission (LA F. [PRY) OFIE) i
75.0% (95%IEHHXM : 47.6~92.7%) Th-olk, i, TRICERE LI-BEIX 20.0%T
Hote,

@ WHBUARE (CA209205 BRBR) (Lancet Oncol 2016; 17: 1283-94)
B FEhSRRBHETRIZ LY Y3 U7 IC L 2 RBREST-ERXILMSGE
OERAOKR %Y VB E (25— k B, ECOG Performance Status 0 2 T* 1) 80 £
EXRIT, AH 3 mgkg % 2 BUMRATRBMEL ., THERERA THIEHR (&
2T IWG criteria (2007) 1ZZ5-3< PRHEIZL D CR XiL PR OFIE) 1366.3% (95%(8
XM : 54.8~76.4%) Thof=, ¥, PRNCRE LBREIX 20.0% THo7,

[&2i¢]
O EASIMARER (ONO-4538-15 BRER)
ABFRIILHANBO bh, ZE L OERBFERTETERVATHRLLH)IZBY
b, RBEREN S%ULOBHERIZTROLEY Thols,

RRBNR %I EORIER (SRAEARITHRINE)

BESASE B
LA .
178
(MeADRAA ver 18,1 £ Grde__ Grade3-4 ___ Grades
2R 17(1000) _ 2(11.8) 0
T TR —— e
i 1(5.9) 1(5.9) 0
Y URREROE . 169 1(5.9) 0
EBLUEBRE S
. S 1(5.9) o o
‘WasleE : R .
- PRBRRIE T _ 3(17.6) 0 0
it ‘ 1(5.9) 0 0
e 159 0 0
TH 1(5.9) 0 0
0 0

. B 169



it (%)

BEYVKLE

-
{MedDRA/J ver.18.1)
£ Grade Grade 34 Grade §
B 1(5.9) 0 0
=R - 2NENR L RR BT ORE .
g% 2(11.8) 0 0
ENBERE 1(5.9) 0 0
732457 2(11.8) 0 0
RA 7(41.2) 0 0
5 1599 0 0
BB X UEERE o
L% 3 1(5.9) 0 0
Bbss _ 1(59) 0 0
B, PBRICOARSHE @0 e . R
ARSI R 1(59) 0 0
RERE ) ) :
Pig: i gid by . 1(5.9) 0 0
f/MESRD 1(5.9) 0 0
emim 1(59) 0 0
BhRMRD o 1(5.9) 0 0
ARTHIs X ORI v
;3 R/ FN T 1(59) 0 0
;7 WE/FN it 1(59) 159 0
- kiR o 1(59) 0 0
BRERBLIUHSRRRY ‘
i)k g 1(59) 0 0
1500 1(5.9) 0 (]
laiid B B (LR 0 0
ey 00 LR S S
ERMED TN 1(59) 0 0
Him 159 0 0
| Kiig=a—g3F— 169 o 0
R, MeRsiveeRy 00 S
iihogidn ) : 1(5.9) 1(5.9) 0
LoESHORE 1(59) 0 o
RN & OB TR
B 1(59) 0 0
B RER 1(59) 0 0
XEIRBIRG % 1(5.9) 0 0
% 5 iE 5(29.4) 0 0
5 4(23.5) 0 0

i, BEERRB 18] (5.9%) . BUUHARIE 2 41 (11.8%) . KIBK - BEDOT
#1160 (5.9%) . FFHEREREE 1 81 (5.9%) . FIRIREEEEREE 36 (17.6%) . MhiEREH
36 (17.6%) KTt infusion reaction 1 # (5.9%) TH LI, i, HEHENE,
O Mg, | BUBERIA, SRfetEd/MEBADMESRIER, TR, THnRRI%, BITRE.,
PRt - BEIRZ, BEORMEE., BIRORERIE, TEAEEERE. BRERUVELEIHE
RITBDONad o1z,



@ WS BIAaRER (CA209205 %)

HEWEEIL 238243 B (97.9%) ICBHOHN, AKE ORRBRNFETE RVEE
BRI 185243 B (76.1%) ([BH bz, BEARMN SHULOBHERAIRRITROLBY T
Hote,

RBBS 5% LEOBHER (All Treated Subjects)

BEIKHE Bk (%)
A gKpE
L0 243 §i
(MedDRA/J ver.18.1)
_ £ Grade Grade 3-4 Grade §
2BlER 185(76.1)  48(19.8) 0
i LY Y AREE ' T L
G 1363) 6(2.5) 0
FIRMEBBETZ 14 (5.8) 0 0
7 E ] 14(5.8) 2(0.8) 0
T 34 (14.0) 2(0.8) 0
Bl 24(9.9) 0 0
o 19(7.8) 1049 0
R 2ARESIURERIORE 0 _ -
wqy : 50 (20.6) 2(0.8) 0
R 21(8.6) o 9
M, PRBLCAESHE 20 , v o R
AR _ Lo Bme 108 T 0
7I3=vTI) I AT =2F—EHMm 13 (5.3) 7(29) 0
TANGEVBT I/ bF A7 =F—EHM 14 (5.8) 5.1 0
Y 3—¥Him 1468 960 0 .
HRBRBLIURSNERE — v '
L Loy 0 o
R , : .
B ey 0 0
Bms X OB TS . R
% 5z 21 (8.6) 0 0
R 28 (11.5) 2(0.8) 0

2B, MEEMERS 15 6] (6.2%) . BEHRARE 19 6 (7.8%) . Kbk - BE®D
THIG B (2.5%) . FFHRREREE 22 41 (9.1%) . FFR S B (21%) | FIRIREEAEREE 28
B (11.5%) | PhERRETE 40 B (16.5%) . TEHSAEREE 4 4 (1.6%) . MRzt - BliRZE 1 )
(04%) . EEEDORSEE 3 (1.2%) . WIRMARIERSE 1 6] (0.4%) . infusion reaction
38 B (15.6%) . S 261 (0.8%) BRUEY 5Bk 26 (0.8%) TRHLHIE, Fi,
HAEME|EAIE, OFFK, k. | BUERMA, RSkl MEBOEREER,. ITRERV
TEREEBEREFIRBD O NS T,



4. FERRIZOWT

ABEM L LTHEARMEE (2015 RBEELATWAZ LMD, YHWELE
PICERTE SR THILERD S, ZOLT, KAOHRENEN2BE LN - 4%
L, AAOBEIT L ) BR2BIFAERR LERISHET 5 & SLERD, BT
o@~®®?«f%ﬁt?ﬁﬂkkwrﬁm¢6«%?%6

@ HRizOWT

D1 TRDO (1) ~ 5) DVWTFhAMLCHEYTIHERTHDZ &,

(1) BEEFHRENRBET 2B ALIEEMARRS EEFRS A ZIRERILRIRR.
MU A B FCHISHL AR, HUERSARIRBE 2 ) (ERL284 10 B 1 AREA .
427 Hig%)

(2) WEMERBE (ERR 28$9ﬂ 1 BREA : 84 HERR)

(3) FEMFRMIEBRET 5 BABIMYHRDE (2ABFREHHEERR. 2ALRES

 WBAHFBE. BABREEHEERB R )

(4 ARFIEZLRE L. SRCERBMEA 1 ik LR REME 2 OHERk
AR BB E1To CVBHER (FR 2747 A 1 BREA : 2538 RigR)

(5) MBMAEEALS TERMEOERERMBEIBHET> TWAHER (BAR 27 £ 7
B 1 BEA : 1284 HEER)

D2 HHAOFT XY UEOLERERVBIERRROMISIC+2RmER L &
BREFOEM (TROWTHhAMNIZYTIEM) 2, YBHRORFICET 2050
HESL LTRBREATWVWEZ L,

= A

o ERNRES% 2 EOTMBHE LT LIRIT 5 FL LR ABRROBKTHE LT
2 TWBZE, b, 2L, BAEMRESEL U BREEEOFELT
S2TNBHTE,

o [EMRFIESZ2EOTMFELRT LERIZIEU LOBERREALTWVWSZ
o b, 3EL LR, BB A RDREL S UBRLREONEL
TFoTWBZ &,

@ BRADERLBHREBROMEHICOVT

EEMLERETRICHET IHEEESRB SN, WERLSENCOEBRED, AP - &
2HSEZONROTHER CEMS T 2 MR, FEFRNRBE LB OWRE
E£E, SHEDPHIZITDONAERRINE>TWVBZ L,




@ BHERA~DORISIKOVT
@-1 KRtz B8 2 B

MEMEMRBSEOEBRBERANREE LBRC, 24 FHABHREHOT, YUBERX
ESRERIC VT, BRLULZEERIZE U TARTRE U CT SORIER DERIZ &
HERREOGEEBE P/ LN, EHIIHIGIRRERHNE TS Z L,

@-2 ERREFEIT X 3 HFNEHTICBT 5B .

RABRIZHE D 3 BRI OB RUERE AT 3 EREIEXBERE=2 Y v ¥
REDTERDORY ) —=v 7 2TV ERE LS8 {E TE 55— LERMEH NE
HEhTWB o L, 26, BHEEHIZOVWT, XABRELEOFEEIFSICAMENRT
WwWA3Z &,

@-3 BHERAORITPRIZBILT

BUER (RIEIERBRBICIN X . EEMEAE, D55, fhk. SEGMARE, X%k,
BEEOTH. | BERE, FPSmEE, PRIBERERS, hars. BHE (Wre .
RATHEESALE), BISES, Mk, BEORGES, BIRMASERE, infusion
reaction, FfFttil/MRRDIEEER (TP). BEOKLERA. WEIRIBHEME, LIREH
(LEAIS) - BAR - LEMNAAES) . BLERMS) 1ICH LT, YR ILER
ERSBIOHFMIE LA 5 ER L8 L @HER0RECHRIC L TIRERUX B Y
23 &HICHB L), EbICEYNRLENRTE SEHABo-TWEZ L,



5. BExRLB2BBE

[Z&pi B 5 308] . |

O TREERYTIBEFZOVWTIRAMORENERBLINTWSI LD, REXIT
biRwnrsk,
o  FFORZTH LBBEDBERED H 5 BE

O WBEAMOFMICB W TTRICHEYTIBEIT VT, FAORESIHR S 2R

B, MORBRFERIRBASRWVEEITIRY . HHEICEFRZERTSI LB TE 5,

o MRHUEMRBOSHIBEEDOHSBE

o  BENEERE CHRELEYD 3 BERUEIE DB R OB RE 5
FOMICREMEEZ LN BE

e HOAERBOAGE XiXBHeLE L 3HERED A CAERBORERED
HEBE

¢ ECOG Performance Status 3-4 " %

(A %hitkiz B4 5 3R]
O HFELBERBERVT LY % -7 ICEREXRAHEOERXITHIANYE
DOHEROR XY BB EIZBWTEAOFEDENRERLTWS,

@ TREZYTIEEHTIFRAORERERFEIZ OV T, FHOFRHEM
B ShTBLT, FRADKREHRL RV,
o EFERERGROBE,
o {ORBHEIELH L OO,

&) ECOG M Performance Status (PS)

Score ER

-0

MU EHTES, BRAMEFELAKEENBERIITRS,

AEHICK LV EDIXHBENE R, BFOTRT, BIERCE-> COFRIT ) - ENTE 5,
B : BVRY, PHER

HITECR SDOHDE Y O Z kit R CARMIERITTE RV, BRD S0%LL LX<y FATIB IS,

BONEAZDOHDOEY DO & LnTERY, BROS0%UEERY FARFTBIT,

1
2
3
4

2L Bhit2v, BEROHFOEY D LZE TERV, BRIy FAKRFTBIT,

9




6. BEZBELTHEFR&IHE

O FAXHFITME, PERETREVRET IBBSICESE TR OMER HIERE
AOEOILBERFRE+SICBELTrLERTSZ L.

@ WEBMSICES L, BEXIEORECHADERERIEL+ORAL, AEEB
THhoRETHZ L,

@ ERBERO=ZXI AL MOV T

FIBEMEERH bbNE Z e RHBDT, FADOREIHI=-Tik, BEE
R (ERERE, TR, BRS) OMBRUBE X SRREOCKES, ARY+L
EIT5 2 &, . LERZELCTHE CT. hif~v—r—SOREL KT D
T,

AFNOHREIIEED infusion reaction (Z{if X TRBRIC+HLRMEDOTE S
BEIToT= LT T 3 2 &, ¥, 2 BB U0 5T infusion reaction
BHbONDZ L bHIDT, FRREPRUFARGHRT RIZ/A F1H4
CRBET 5%, BEORBEHMIRET 5 L, 2B, infusion reaction ¥
REALEHEIE, R TOMRERERSAZLICEHT 2 CRAEL+HHRE
T3z¢,

FIRIRERBRIENR D bbh 5 Z & NH 50T, AR OE5HMATR &S MM
FILEMAIC RRIRMAERRZE (TSH. 0 T3, M T4 SOWE) 2RMET S
Z &,

*mwﬁﬁklb BEOAFFISICERY 5 LB X b3 R4 REBCRIB
BHobhdZLNiHD, RESBOONIBAITE, RELLBFRLELE
BPARY 2 nER L BB A o ER L8 L CRARENSI LTV, BEDORE
FISC X 2EHERREDN 3B AICIE, AFOKREIIPIE, RUBITREAR
NERIDOBRESEERTHI L, 2B, AIFRAFRNVEDREIZE VRIE
RoBENBD bhR2WF|IziE. BIRRAANVE U OLRERFIRIOBM
bEETHZ L,

BERTE, S8M» MY ARBLTHLEWERNRRRATIZ NS B 1D,
AFOBREXRTHEZLRERORRITHRICER TS Z L,

| UEERA (BUE | EIRFBE ) BdHobbh, WRAEKS P77 F— R

KEBZZEEHDHOT, OB, Bl EHFEOERORBRACLLIEED LA+

HEBTI L. | BERAEREDNIBAIERELPIEL, 1R ) VR
ROBEEOBENLAEEITI L,

@ AROEKRRIZIVT, BREMHEHD 6 VALNIK S BT Liz, ThLRRL,
BERMEA O 1 ERE TR 128 Z L IO £1T - 'C!ﬂ?‘?.b LEBEIZ,
FHRREPIIENOICERRE CHROBBEITI 2 &,
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