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EEMDBEINE - BEMEORROLDIZE, BAXESCESHWEEERERBRD
bhb, b, EFEOREEMOERICL Y, EERRSR EOEHNRFRIERR
FEERBABEINDIF T, INOOEELF EICHBRBFICEML TS 2 L BNERO
BELRoTEY BREMEEE & SEOEAFH 2016 (LR 2846 A 2 BEAZTEE)
ZRWTH, BEFHNERREOERORBEHELZRE L LERA TS,

FHRERRFERS L, EEEARESM T 07 7 A ANEFEOERS LB LM E
RBEIENHD, ZDH, APERVELEICETIHERA-OERT 5 E oM.
UHEXEROBREB TR ZTAZLBYMSGINSBH I LTHEATA L &b, BlE
RABHER LR LRRXMGE L5 2 &P RR—EOCEFRZ MW ERBE THEM
TEILREETH S, |

Lo T, BHA P40 TR, BRERESCIRVETRBLN TV A EREERZE -
AFRRHCESE, LTOBRRGORERERAZHETIBANOMNEREHF, Z2

FRUBEBESRHZTFT, ‘

I, EHA BT A %, MTBEEABREGERBRASEE, A%dFEARER
PR RS, —ARLEEA B ARRANES R C—RHEEA B AR SR 2SR
H1ob EERR LT,

RRLARBEER  F7V—RARRE 20 mg. A7 VR AHHTE 100 mg (—E4 ¢
C =RaeT EETERRL))
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A7 =R R 20 mg/100 mg (—RR4 : =FN~7 (BEFHEEZ). T X
Al LvH,) X NFERTERRSHEAF Ly 723 BTV RAIV - = ¥T—
A A7 A7 (BMS) #) RBAFE LI E k PD-1 (Programmed cell death-1) IZ%f3 5 & k
Al 1gG4 E/ F u—TNRETH D,

PD-1 #%, ML LAY 23R (THIMR, BRIREGHF oI 437 —THR) RUE
BERMARICRE T D CD28 7 7 2 VU — (T MR OB EMBIMICE L AlCHIEHT 2 4
TF#) CRT5ZFETHS, PD-1 BHFRETHMRIZHEER TS PD-1 Y > F (PD-LI
BOPD-L2) ¢REA L, Ui SBRicHEES A EBEL TV v BROFEHE(LRER
AIHE LT3, PD-1 U r FIFUERFAMBEUAICE b OB x 2 ERERIC S
LTEh, BEMEEEAEEEH LU LAZIERHERICBITS PD-LI ORBREWEOETF
iR L ORICAOMRBBEERESH D Z EBREZIN TS (Cancer 2010; 116: 1757-66)
Fi- ENRANERE CIIAREE T RS EETS A V¥ —T 1~ (IFNYy)
X - T PD-Ll ORAXFEINh, BB UEEARICRBIT S PD-L] OFHRLfFED
B OMCERHBEBERERAPI L0oHELH D (Sci Transl Med 2012: 28:
127ra37), & HIZ, PD-L1 #3HIFHR S B AMREE, FE%S R CDS Bk T #ils
DOHREEFEEZBBIEL B . HLPD-L1 FLETPD-1 & PD-L1 L OFEESEEETD &
OB EERAEET S T LAREN TS, 02 L 75 PD-UPD-1 U H Mg
B i, AR AR SR RAD R T HBIA) b OBRE F ENET A D—2 L LTE LD
nTnag, .

i, EEABROFE RS & PD-1 OFIFIMRIE (PD-1 U H 2 FESHEE) IS L.
PD-1 £ PD-1 U HY» FEDOEREMETAZ LIcE Y BARFSERENLR THROMEM
IR OB AR T 5 B ER 2 AT 5 = & CRGENRIBENRE R
BB INRTWS,

INBOMEND ., ARNIEMEEIC AT AT RBREC RV BI b0 LIRS,
FHfAEAE ENRE LBERRRE2EL L, Ao, TR UREESRERE Shis,

ARIOERBFIZE S BECRERINC X 2BHEREN S bbh. BB
ELFRMENDH D, FAlOREFRUERERITIE, BEORSZLTSIZITV. BEIE.
B HNTBREITIR, BE LICBERITG U7 BRMRRMHE & BB o EM L EH L UK
RERIRE 2TV, BEORERISIC L SEERREDN S BAIIL, BIBREFRNV
EVROREEOEN DB LTI LER DL S,
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RIBEIBRNEES LB O BHARE O AR R 21T - e 2 BERABR O K2
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[F2hit]
BHlaERE TR L L EREFRSIERE (ONO-4538-03/CA209025 RER).
MEFEMEEREZFT2REEEES (THvF=7, R=F=, V5 T7==7,
RS R=TE) BEDLCERER 2 T AETH ISR ORI SRR
821 5l (BAANBE 63 Flste, AKIBE410 6], =< ) AR 411 F) Zxt@Eic, =
Ao Y ARERRBE ULTAR3 mgke 2 2 BRBERTEBFHE L & E0FIMRUES
CHEEMRE L, ZEFEEA THILATHM (PRE [95%EEEM] ) 1. AREET
2500 [21.75~NE'] ¥ A, =~<a ) ARHET 19.55 [17.64~23.06] #ATHH . FANL
Tl Y AR Lﬁ%‘#%&:ﬁﬁ&ﬁﬁ%a? Lz (A~ F— R 0.73 [98.52% (5 4R KR -
0.57~0.93] , p=0.0018 [EBI log-rank #&E] ) ,
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at riskE | 4= 1FHARE (A)

JSHIRE 410 389 350 337 305 275 213 139 73 29 3 .0
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T, BRAFSER 63 ) CRFIFE37H. =~<Xn ) A28 26 Fl) OLEFHR (F
Jufl [95%ISHEER] ) 1. AFIRET 27.37 [23.62~NE'] A, =~ U AXBETNE

[NE'~NE'] 7 A Thot (~H— Fik 1.50 [95%SHERE - 049~4.54] ) .
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BHNRERE Lxf e L-ERERAF IR (ONO-4538-03/CA2090255R5R)
BEBESITAIER 397406 51 (97.8%) . =z Y 5RHE 386/397 5l (97.2%) ICHBY
b, RRELOARBRVRTE T RVEEFRIIAIR 319406 §) (78.6%) . =
A ) AARE 349/397 B (87.9%) ICERH B, WTRAORETRERMN 5% LOF]
ERIETREOLEBY Thol, _—

b\'fi’b#ﬂ)#'(‘%ﬁ*?bi se0 L EORIFER

- Fi% (%)
BERXRSE IR T ARE
EAEE 406 % . 397 1
(ModDRA/] ver.18.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EITER 319 (78.6) 76 (18.7) 0 SHOETD 16 66 5) 20035) .
g LR /1‘%ﬁ§ N o T e ST S SnpHTTE L
32(7.9) 707 0 94 (23 7 31 (7 8) 0

! 24(5.9) s 0 21(53) 0 0
T 50(12.3) 5(1.2) 0 84(21.2) 5(1.3) 0
Bl 57 (14.0) 1(0.2) 0 66 (16.6) 1(0.8) 0
aloP3 8(2.0) 0 0 117 (29.5) 17 (4.3) 0
TR 24 (s 9) _ 0 0 36 (9.1) 1 (o 3) 0
Pl SR RES LRSI ORE . ET B e A
H|HE 18 (4 4) 1(0.2) 0 33 (8.3) '.r (1 8) 0
e 134 (33.0) 10(2.5) 0 134 (33.8) 112.8) 0
SR DS 11¢.7) i} 0 75 (18.9) 12 (3.0) 0
SRASHETRAE 17 (4.2 i} 0 56 (14.1) 2(0.5) 0
1) 0 0 37(9.3) 2(0.5) 0
BRI : EEE I T T e
h= l/z'r = —Mﬁ;‘m 1(0.2) 1(0.2) 0 24 (6.0) 1(0.3) 0
mAZ L7 F= 8 27(6.7) 1{0.2) 0 33(8.3) 0 0
EEML 19 (4.7) 1(0.2) 0 29(7.3) 1(0.3) 0
(REBIOEERE TR e S i
WILRTR —Mﬁlﬁi 2{0.5) 0 0 29 (7.3) 0 0
0 M 4 9(2.2) 5(1.2) 0 46 (11.6) 15 (3.8) 0
BV EY FILE 5(1.2) 0 0 64 (16.1) 20 (5.0) 0
_ BBE 48 (” 3) 2 (0 5) 0 82 (20.7) 4(1.0) 0
REAE IS ERNE T i T T
BaEi 27 (6 7) 1 (o z) 0 14 (3.5 0 [}
At 23 (5 7) 0 0 5. 3) ) 0 ¢
EERNE s e S L
MR M (2 7) 0 0 51 (12 3) 0 0
_ HR 24 (s 9) 0 0 19 (4 3) 1(0.3) 0
(EEER MR L URERE SR T T D T N o
. B 36 (s 9) 0 0 77 (19.4) 0 0
UL R 30 (7.4) 3 (0.7) 0 51 (12.8) 2(0.5) 0
A i 3(0.7) 0 0 41 (10.3) 0 0
i) S ) 16 (3 9) 6 (1.5) 0 58 (14.6} 11 (2.8) 0
(B XU FASREE e o e AR B s
XERRE W 12 (3 0) 0 0 20 (5.0) 0 0
il 1 26 (6.4) 0 0 33 (8.3) 0 0
FE - RERFMETEIERT 4 (1.0) ] 0 22 (5.5) 0 0
= DEERE 57 (14.0) 0 0 39(9.8) 0 0
Bi5 41 (10.1) 2(0.5) 0 79 (19.9) 3(0.8) 0




el FEMERDERER 19 81 (4.7%) . B 161 (0.2%) . BREUEFRIARIE 56 B (13.8%) .
KBS - BEEDOTH1 10 B (2.5%) . 1. BUELRF 1 41 (0.2%) | FH%REREE 13 46 1 (11.3%) |
HF9e 14 (0.2%) . FRIREERERESE 34 B (8.4%) . MHEMERE 5541 (13.5%) . BHERE
BE (RAMEMEMTRE) 28 61 (6.9%) . BIEHIERE 6 41 (1.5%) . infusion reaction
2140 (52%) . BECEERESE 441 (1.0%) . TEEREES 246 0.5%) . Bk

Bl (02%) ROEESER 1 (02%) TROLNE, k7o, EEHEDE. LHL,
SR/ MRBERBER . AR - BEIRA R UHIRMIEERERED bh kT,
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AREM L LTHEABRERE (0L SBEELhTH0AZ Lhb, YERELHEY
WENRTEAMR THIVEND D, TOLT, FHORENBE 2BEEDH - BE
L. AROREIZLVERRBEAZRE LABICRNTAZ L BXUNERED, UTO
O~BD TR TERMETHRICBWTERTIETH S,

@ mRRicoOWT

D1 TED (1) ~ (5) OWThNIEYTIMR THIZE,

(1) EEFZBHRESEET S BADFREENSRRS GEFRSADRESEILRAE,
S A FREE SRR, RS ARRRRRE) (ERL284E 10 B 1 RS :
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R ABHEToCWAMER (ER27E7 A 1 BRES @ 2538 HEEk)
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B 1 BRA - 1284 HESR)

-2 -FHEO{LERER VRIER B OXNIC 73728050 L BB EFoEM (T
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x

o [EMRFIEE 2EQOTMTHERZ KT LERIZ S EU LOBABROBETHEZT
S>TNnBZ k., 55, 2EM R, BAEYREEEE LIZBRIEBEZOHERT
STWNBI &,

o EEGIFIGER 2 FEOTHFHELR T LRI 4 FLU LOWRBRZOERRTHES
T-oTEY, 55, 2FLU R, BHIKEO S ARYIREE S0 ABRO BRI
EE{ToTNBHZ L,
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BABRTED L FRANZARR SR F T IEREFEVEERT=F ) 7%
BOLERDODRY V- FETOVERE L FREZ LR TE 55— AEREH D EHE
ENTWBEZ &, 2B, BiEElliconT, BABRE L 2OFRICHITAMSTY
BT &,

@-3 BHER ORETLISICBLT :
RIVER (MEMMERICNL., BEGEAE, LHR. 5. SEmmBAuE, KBk,
BEEOTH, | BHERK., IFEEE, PRIMREEE, mikEs, BBE (Bre-
RAEHEEERAZED), BIFEE, ME, EEOREES, HIRMMLELE, infusion
reaction, et M/ MR ESEBER (ITP) BB ORERIR. B RS, DBEE (b
A - AR - DEEANES) . BOAERDS) 10X LT, YRR ILERER
WEOEPIM AT BN & B L (BERORECRSICE L THRERUZESZY
BHABEMHIZHZ T L), EbICENRLERTE 2EHNE->TVB L,
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»  Karnofsky Performance Status 70%3i§ & @

[FZhikiz B4 53]

O TROBFICBWTHFROFEZENKRIEEZA TS,
» MEFERFERZATIABEREER (T yF=7, R=F=7, V57
==, RAYR=TE) BEUMCERERYE T A RIBYIRTEE ISR

Cly

@ TRIEZUTIRFINTIEFORERUFERAFIEIZ OV TIL, FE ORISR
BELEINTELT, AROKRENR LR,
o ALFRERBBROBER Y A MU A VRAOHLDOIBFEL AT BE,

o IR R,

o MOABEESH OFA MU~ CBEEET) L oA,
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6. BERBLTHEETREEE

D BNTESITME, BEREEENRET 2 EREIC RS E AR ORER UOBEIEE
ARSI HELERE+ICERLTHrLERTE &,

WMEPAICESI D, BB F OB A DR OEREL-ORE L, AE2S
THhbETBI L,

FRBEMEHO<-R P A MW T

@

®

MEHEREERS LN AZ L BHDZOT, AFRORETH o Tid, BHRE
(R EEE, Bk, HIE) ORGERUIE X #REOERES, BEgr+s
iTH 2k, Fh, MBS CTHE CT. if~— b2 —S0ORELERTS
Z &,

AR O EIIEE D infusion reaction {22 THREFIZ LMD TE 51
HZ2IT>7 L CHiET 5 Z &, F£7-.2 Bl B EAEDOARF & 5 FF1T infusion reaction
BHEONEILLHEDT, ARRGPRUOFEFB SR TRIZINAA F T4
YEUETSE, BEOREBETSICHRTHZ &, 7238, infusion reaction %
RE LA, £ TOBBRMERBEECEET 5 TAE 2 THBRE
THI L,

FRREEREERL bbb Z &M 50T, FAHOBRERSEHIIR VRS HMN
XM FARIRERERA (TSH. $ERE T3, E8E T4 $OUE) 2EET 5
&,

FHOBEITL D BEORBRCRET S 251 bhotkx RREOHE

RHobhdZ ddd, RENRBOBRAEEAICE. BRELAEFRIIEG LR
BEFARO 25050 & RS B R O E N & L ORI ARERRIT 21TV, BEDORE
FISIZ X ZEWEABERDN B [EITE, AARIOERE IR, RURIBRE R
NEVRIOBESEEEBTH L, B, RIBRRERVE X OREIZE VENE
AOWERRD bNARVIESIE, BIBRERLVT L EANOREMSIR OB
bEETD, _

BERTE., S0EM» OB ABAL THhCEERBRER TN HDD,
FRORERTRICHEHEAORRIZHHIZERT 5,

1 BIBERAS (BUE 1 BUFERBZ2E) Bbbbh, BRFES 7V F—vx
IZEHZERHHDOT, O0iE., B, BEHEOERORRECMEED LR ITT
PEBTHZ L, | BERBRELNEEICIESEFIEL, 4R VL
HOBSEOEIDRNBEITIZ &,

AR DBERARCENT, REMIAP 5 1 FMIE 8 BR T & AMEOFE 2T -
TWEZ L Z2SEI, FARSTITENNCERRE THROMBEITI = &,
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1. IZC&dic .

EEROEME - REMORBROLDITIL. RN TBECESVEBERERRRD
BB, &b, FEOHEEHNOEEIC LY | MEERR R ¥ OBEH 2 FRIERS
FEESREREINZHC, ZhbOEER Y HICLELBEICRET 5 - L ARED
BEL o TR REMEGER L SO EASH 2016 (ERL 28 6 B 2 B REHEE)
EBWTH, EFNERLRSOFERORELHEELZRAZ L ENTNS,

FRERBFER LI, KBERASCESN T 0 7 7 A VEBEEOEEL AL MR
RBEZLBHB, TORD, AIMEROREMIZET 5 BRA+SERT 5 E TOM,
UNEREOBELR BT 5 2 LRSS ShABEICT LTHERTS & L bic, BIfE
ARRRLEBSBERRSE L 52 L N —EOEMF - T ERE A
TEZLBREETH S,

LicHoT, BHA F7A Tk, BRBEERPINETIZELN TV IEEEEN -
REMRMICESE, UTOEEROREAERZHET B0 b NEREMR, 2
FRUOEEEEETT,

I, AVA FF 4 U0k, MSATEIE AE RS ERRSRAHE, AREREARE
BERIEEE S, — BB A B ABEAR ESR U—RAREA B AMEESOHH O
b EERL L7,

XL AERSR ATV R REE 20 mg, A7 O— R AREE 100 mg (—HF%
=AN=7 (BGTFHE#EL))

HRLROPENIHR « BRIOIEBREOTRAFE T ) L E

WAL RARERVAR  BE., RARBR=R LT (BEFHE$EL) 2 LT, 1 B 3mgkg
(FE]) %2 BEMRCAEHET .

B IR E ¥ A NFERSTESRNSH




2. AFOWE. 1ERWF

F7O— R A REE 20 mg/100 mg (—fR4 : =A< (BETHEHEL), LT, K
A . MNEFRERIERRNSHEA TV 72 BTV XMLV f =X RT A
7 (BMS) #) MEEZE L7t b PD-1 (Programmed cell death-1) 233t HE! [gG4
T 7a—FAHETHB,

PD-1i3%, BB LAY 38k (THR, BHEREDTF274%7—THR) RUF
BERABIRICREE 2 CD28 7 7 2 UV — (TR0 (LEHBIENCIE L AR5 %
F#) KRTIREERTH S, PD-1 RAFRRTHIIRICHERT 5 PD-1 J ¥ F (PD-L1
BOPD-L2) &¢#ES L., UV r BRICGMES 7 FA2EEL TY VA ROFBEIREE
AICHAE LT3, PD-1 VH v FidBRERMERIUSMCE b Ofke 2 EEHERICHIR
LTky, BEEEEREN UL AEEARICIITS PD-L1 ORELFEOLERE
HE & ORICRAOHEBEFREH D Z LBAREETN TS (Cancer 2010; 116: 1757-66)
i BMECERE CIIEERBETHIRAELETBA ¥ —T7 2u v H < (IFN-y)
2k ->TPD-L1 OEBENFE SN, B LBEERBICIIT S PD-L1 OB LiTED
EFEHBEOMCECHBEERE DL 0MELH D (Sci Transl Med 2012: 28:
127ra37), & HiZ, PD-L1 #HI BB S 7S AMIL, PURSEER CDS Bt T Ml
DB ERMEZ WS S22, 5l PD-L1 HifA T PD-1 & PD-L1 & DS EAET D &
ZOMBEEFEENREETIZ ERTRERTWVWS . S0 L5 PD-1/PD-1 U > FiE
B, AR TR RE0 2 T MIRSD b DX ¥ EEET BFEO—o L LTELD
nTns,

AFi, EHABROE RN B PD-1 OMIRAGRE (PD-1 D ¥ FESHEED icfE L.
PD-1 £ PD-1 Y ¥ REDOFESZEETZ LItk 0., BASERERNZ T Mok
LR OB AMRRIZS T 2 MIRESEE I8R5 2 L CRENZ2REEDREZ R T
EBBRENTWS,

IHHDMREDPL, FAEEEREC ST AH - RBRECRVEI b L BfFFSh,
MRS S ERERRBE L L RERRREER L, Ao, Z2ERVEE
PEDHER S,

AR OERBFCES BEORERNIC L 2EWERER S bbh, BEEXIRETIC
EDLPREENRH D, FROREDPRORERIZIT, BEOBEL+/ITTY., BENE
D HNICBEITIE, BR L ALBRIIE U HEMR 2505 & RR 2 - EM &8l LGE
B2 ENBE 2TV, BEOCKERGIIC L ARERBEDNBBEIZIT, MBRERL
EVRIORESEOEPD LB ET 5 LERH B,



3. EREERRAR
BRXIEBREOERNE VS ) VY EORBEICTEMZTor ERERARO
3% 5 g

(%] _ .

@ ENFETHRER (ONO-4538-15 3ER)
BEEMHMEBER T LV YyFv<T _EFy (BETFERL) BT, [T

Y F el )) CEAEXEITAHAOFTRE B O TR RO X ) L ERE

(ECOG Performance Status 0 2 U0 1) 17 BlE xRz, &F 3 mg/kg % 2 @R TAR
FELE, EEFERETHOIFNE (WRT IWG criteria (2007) {2 Z-3 < fHIER
& 5 complete remission (EAF, [CRJ) XU partial remission (LT, [PRJ) DBIE) ik
75.0% (95S%ISHERR : 47.6~92.7%) Th-olz, 28, FANCHRE L-BEIX 200%T
ot

@ ¥ OERER (CA209205 3U8%) (Lancet Oncol 2016; 17: 1283-94)

B &M EEITRICT LY o= ic X A1 =) - BRI EES
OERBR ) U YERHE (dh— | B, ECOG Performance Status 0 & T8 1) 80
I, AF 3 mgkg % 2 BRMRB TARBRE L. FEFHEE THAEUE (K
2T IWG criteria (2007) IZE-3< hRYMEIZ L 5 CR Xik PR DEIF) 13 66.3% (95%15
BEIXH : 54.8~76.4%) Thot, 2B, FANIRE LBEIX 200% Th o7,

[241]
O ENBIMAERER (ON0-4538-15 BB
HEFSE2HICED b, A L ORRBGERETETE RVEERSH2HIC8Y)
e, REENRSUL EORIERITTRO LB Thot,
RIEA 5% EOBIER (REMAT RN

BERADE ﬂi%’;)
EaE 175
(MedDRA/T ver.18.1)
4 Grade  Grade 3-4 Grade 5
2E{ER 17 (100.0) 2(11.8) 0
VILHIERS KOSV STRIRER s e T
i ) 1(5.9) 0
Y i RREAE 1(5.9) : 0
PR LURRBRIRE . | e D s
1G9) |
HE 1(5.9) 0 0
= 1(5.9) 0 0
T 159 0 ]
B 1(5.9) 0 ]



BEIANS Lt
- AR
EARE 17 61
(MedDRA/T ver.18.1) :
£ Grade Grade 3-4 Grade 5
FE _ 1(5.9) 0 0
g SHTRER LUBEROYE T ey

il 2(11.8)
RS 1(5.9)
g 2 (11.8)
CAdil 7{41.2)
i R | - S

HESE

loeo oo ol
coocoo

HgERERY
iR e
R
| PREED
IR I UaeehE - T
&4 Y v bl
&7~ v Al
AR )
BRERRLUESGMMMSE e
R #iRe
BREENG
LT
FEMED E
L
E= s —mstF—
(RIS WES L UNEREEE e e
g risy
FEEDRE
EMBLUBTRRIE . e e
BBiE C1(59)
i g3 1(5.9)
373000 £ 1(5.9)
5 EE 5(29.4)
Ri5 4(23.5)

cCo o oo
oo o0

2B, FEEMRER 1H (5.9%) . BEUFRARE 2 61 (11.8%) . KIB% - EEOT
#1680 (5.9%) . FFHEREREE 14 (5.9%) . FRIBEEESE 36 (17.6%) . HREE
38 (17.6%) B UFinfusion reaction 1 ) (5.9%) TR bhiz, Fiz, HEMHEE.
Dofpdk, fhde. 1 BUBERF, el MRS MEEIDR, K, BREREE. RITEE.
fidds - B, EEOREEE., #IRLEERE, TREEBERE., BEERVEYSE
FIIRD Bhlah o,



@ s IARRER (CA209205 HER)

HEFLIT 238243 B (97.9%) KRBDbN. AL DREBENTETE BOHE
HEE 185243 1) (76.1%) TR BT, FHFEH UL EORWEAIITRD LB D r
Hol, .

FHRY 5% EDOBHER (All Treated Subjects)

BESASE 2L M)
F I
X 243
(MedDRA/J ver.18.1)
£ Grade Grade 3-4 Grade 5
kil 185 (76 I) 48 (19.8) 0

ﬂ¢ﬁﬁyﬁ * : .”    “_”Hu..uﬁnam$éQ5“wuw6h_H

14 (5 8) ) | ’
]4(5 8) TR T
34 (14.0)
24 (9.9)
8)

50 (20.6)
_ 21(36).... L S

£ha ._77 ty /7 / "7 /z 7::7.__Efﬁj]u _.,:.._..A.-'...,'...'..'...'.'.-.'..-.'13 (5.3) S A S S et et

FTARGEVET S/ FFVAZ 5 — M 14 (5.8)

Y A—E 1 14 (S 8)
HEBERRLUGSHEEE S T s e

BH 19 (7 3)
R e e

;ﬁ 14 (s 8)

EH-‘T@ J:U(& ‘Fﬁﬂﬂﬁi S gt e L w i

E3) T 21 (8 6)

Rt 28 (11.5) 2 (0.8) 0

B, FEEIRRS 15 81 (62%) | MREHRME 19 6 (7.8%) . KBk - EED
THIG6 B (2.5%) . FTHEREREE 224 (9.1%) . FF2e 56 (2.1%) . BRRIRHEREREE 28
Bl (11.5%) . #HREEF 4040 (16.5%) . BHEEEE 44 (1.6%) . MKk - #8EL 1 61

(0.4%) . EEOREESE 3§ (1.2%) . Bikm2ZERSE | # (0.4%) . infusion reaction
38 1 (15.6%) . % 261 (0.8%) BRUHEHELK 2 H (0.8%) TRHDOLhE, Tk,
EEGEE. DR, fidk. | BERK. R/ MUROHEIDR. BIBREERN
TEREABEBREIRD bhizhoTe,



4. MEERIT2WT

ABEM L LCHERARERE (2AFE) SRELNTVAZ L, D, YAELE
P ERTE IR THIMNERD L, FOLT, FAORERENRBELLH -4
EL, AHOREICL Y EELBHER L HER LEBISHST 5 2 L REERED, UTF
DO~@DTRT T HERICB WV THERAT B E Th 5,

O HERIZoOVWT

@-1 FTEd (1) ~ (5) OVWTFhrRZEYUTIERTHE L,

(1) BEAEFZBREIEET 2RALRESEIARRS BLERTRS A BRI R,
A AR RO BL R, MRS AR e &) (ERL 284 10 A 1 ARES :
427 KEs%)

Q) #HERAEREE CER2849 A 1 BRA @ 84 M)

(3) HMEFRAENEET XA RKESERE (BADRESEREERM, %A SR
ke, B ARREEIEER: L) '

(4) FRLERIER FRIE L, S LSRN | XA SRR 2 OHER s
WRBEHET- TSR (ERL27F 7 A 1 AR @ 2538 JERR)

(5) MEEERERASEENEOERERITFSIMEEITo TV A% (PR 27 € 7
B 1 BRI 1284 M%)

®-2 HHOFVF Y A EOERER CRERRBRR ORI T2 L &
BREFFOEM (TROWTIMCHEYTDEM) 23, YEBHEAOFENCET S18ED
FLEEL LTRBEShTNEZ L,

* :

o ERFRER 2EOUHMELRT LRI 5 EU LB ABROBERIHE LT
2 TWBIZ e, 55, 25U LR BAEYREL L LBRIEFFOTEET
S2TNB L,

o ERMGETFIRER2EOCTHTHEER T LERICAFEU LOBEERZF LTS Z
Lo 5b. 3EELLEIE, BMBEMREO N ARDIRELS ﬂﬁﬁﬂimﬁ%mﬁﬂr@%
ToTWAZ L,

@ BRROERERFREEOERICONT

EEAERTRNET 2 ELEIRESH, MEAENLOBRED, A9k R
SHSESOEBOEER VEMSIZAT 5 HREE, ASESPRE LIBAORE
S ERNERHICITDN B S-S TVE D &, |




® BUER~DOHRIGIZ2OWT
@-1 R iz B 5 Bl

MRS SOEERBIEANRE LT, 24 HEABEREHOT, YRR
VEESRERIC BT, BH LRHERICE CTARBER U CT S 0RIfE R 0@Alic &
ERREOERNYAFIE LN, EHITRSTEREHAE>TWE D L, '

@2 ERREELCLIAFEEMSCET 35

RABRICHED 2 EMMAAMECRELHT 3 ERESEBNEHERT=# 1 o
EEDEERORY Y —=r FRTVERE L ERE A TE 55— AEREHNE
HENRTVWAZ L, 28, BiFHifliconWT, BABRE L FoFRIIFSIZBAmENT
WwWazZ ek,

@-3 BIfFHORBELHIBICELT

BIVER (RIEMMRBICME, BEGEAE, D%, 55, MEUSRAE, KBk,
EEOTH. | BHERA, FFEEES, PREBSEES, HREE SHE (BFe-
FAEMEMEREET) . BIBRE, Mk, BEOREME, HIRMSEHE, infusion
reaction, fRIEMEI/NMEEAMEEEER (TP), BEORERE., WIRPEME, LBESE
(DEME - 2R - DEMIANRE), FoMRmS) LT, SRRk
ERSEOEMMELHT 3 EM & B L EHEROBI-OKRICE L TR RUXEY
2 LNIEHICHZ L), ELICHENZMERCE SERNE-TVE I L, ‘



5. BEABLRBAE

[Z2MicBET 33HE]

O TRERIETIBECOVWTHAFOREVERL S TNDZE,b, BEET
bz,
s KFIOESICR VIRBEDBEERD H 5 BE

@ HBEEOFMICE N TTRICERY T3 BEIC OV TR, AFOBREEHRE IR

B, OBFCBRIRER 2WHAICRY,, HECAANLERTIZLE2BETE S,

« MEMERERBOSHNEIRECHZBE '

«  BHERRE CHRERERW 5 BE R OISO KT BN B i g
H DM RIERERLPA LD BE

s HERSEREBOAM, TBHEMNLZE L IXERMEO H CAERBOBARED
bHHBE

*  ECOG Performance Status 3-4 ‘&'

(FahfEicBad2FE])
O HBAFLEOBMABHEECT LY ¥ < PR X RS O B ket
OERAFDE ) U AREREFILBWTHRRAIOASEINRERTWS,

@ TRIERYTIAECHTIFFORERCERFEIZ W T, FF OF
FELENTEDLT, AROREHRERHRY,
o (EERRERBEROBE,
o fhOTUEHEREER & OB,

D ECOG o Performance Status (PS)

Score EHE

0 | £<FMEREHTES, FRAMEFALAEEESHRRATLS,

PUERICE LW EBNIRIR 2223, HITTRET, BIFRPEB- TOERRITI TR TE 5.
Bl BEE, BEH{EX

HBITAHETBLSOFORD O Lid TS TUrEEMEER cay, Aho 50%L Eid<y FATRZT,

BoNFeHGOFDOEYDOZ L LAPTERY, BP0 S0%UEESy FRTFTRIT,

Albo] —

2<{BFRY, BEAOHFORY O Liga TERY., B2~y FAHFRIT.
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6. REWRLCTHEET&INE

Q© WAXBHFCNZ, MERFEEVNEETI2ENSCESEFAOKH R ETES
RO BBRFRETSICEBB L THhbEHETS 2 &,

BRI D, BEXIIZOFRICAEMERVERELHSHBE L, AELE
ThbRETHZ L,

ERBHERO-RX T Ay M2 T

@

®

BEEMRERBRH 5bNEZERBHEOT, FROBREITH > Tk, BERE
W (PR, E, ERE) ORERERUNEN X BREORES, BRE 145
WIS Z &, £, MBS THEE CT. Mif~—r—SOREL2ERT S
&, '

ARIO¥ 51X EE D infusion reaction 124 X CRAMRIC SR ENTX 5
MziTo e LTRtAT D Z & £, 2 EE EAEOAFFE S5-I infusion reaction
BHODLNBZLbHDDT, AHBRENRUCFARERTRIT A ZATA
YERET A%, REOREEZTLICBET A L, 728, infusion reaction %
RELHEIE, RTOBMBRRCERBESKEE T E RS 088
TAZE, - ,
FRBEERERHODLND Z XL 0T, AEI0R5BER U5 1IR
PrIERIRC FIRBRERERRE (TSH, 8 T3, M T4 Z0RIE) =M 5
ek, .

FROREICE Y BEORBERISICRET S LE2 b~ REBOREE
BhobhdZ edbd, BEEEROONEBETIR. BRLAEFRIIG L
B A 505 L ARBR R oA & U CHE IR ERZ 21TV, BEORE
RIS & B BIERRRDON 2B, ARIOKEX TP, RUBIBRES
NEVROREERERTHI L, 28, BIBTRERNVEOREICLYEWE
RAOWERRD LR R2WVIEEITIX, BIBRERNE VLA OGS OBM
bERTBIL, |

BREKTH, ZoEA»EARBLUTCHOBIERARRBRTAIZ LBH LD
FROBERTRITHEHERORRIZ+HIcEETEZ &,

1 BBERA (BE 1 BERFBZS) Bbobbh, BREMS N T F—v 2
CELZZEHHDLIOT, 0B, Bl. BHEEOERORBRLmIEED LRIZ+
SEBTBECE, 1 BERBRRDNBSICIIREEZ L, R V5
AloBEEEDENMBEITHI &, |

AR OEFRBERIZBWT, BERHEML 6 ¥ AN S BRIZLic, FRLEE.
BEBRIED 14T T RBRZ L CEMEOTE LT > TV D L 2 BE,

ARSI ER R CRROBET D T &,
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