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1. Lo

EIROFEE - REMEOTRO 7 DITIL, T TEZITESWIOHIER AR
BB, &bIT, MEOREEFOESIC LY | WEERERR & OEHNRFTHRIEMAE
FEERFABENBGPT, TN bOEEMEZRICHERBECRET 5 - & pIRED
WEL2-THY BHEHKEE & WEORKLE 2016 CER 28 426 B 2 BM#BIE)
BWTH, BEFMEEMEOEHORBEHEERRL Z L Lah T3,

FHIEASFERRL. BREAPRAM T 1 7 7 4 AREFOEESR & B b ic R
RBZEBBHB, TOd, APHEROREMIET 3RS +SERT 5 L TOM,
UHERROBEEZBZT S L EAHFSNIBEICH L TERTS L & bic, BIfE
ANRE LB RERREE & 5 2 LR TRA—BOBE2H T EREE CER
THZEREETH B,

LEB2T, BHA F74 0T, BREES I TGO THDIRFIERS -
BRI LS E | T OERSOREREMA ZHET 2BRN D UEREME, 2
FRUEEFALRT,

BB, AHA FIA ik, MIITEIE AERRERBEROEHE. AREREBARAR
FEERIEE RS, —RAEEEA BARRANES, BEFEREEDIEA B ARREER O
—HB LR A A ATERERER OB Db & ER L, |

RBLAAEES &V — R ERRIE 20mg. A7V —RARRE 100mg, A7 |
— R ETHE 240 mg (—R4A : =R~ GRETHIEZ))
MR R DPMRNIIHE « BAALEFIER IOBE L OB IERET - BROBMEMEEZ
- 2
HELRBAERCAE BE. RACH=R AT BEFEEL) L LT, 1H240mg
% 2 EFHERCTREFRET 5,
B I E ¥ ENBERTEESH




2. AFOFH. ERERF

A 7R ERRERE 20 mg. RUATERFE 100 mg K OR SEEE 240 mg (—H%4 -
T»v?(ﬁf%ﬁmxhkﬂiFiﬂﬂ#i~¢ﬁﬁm1¥%ﬁAﬁ&}FV/&z
HEFTVAN LY —X AT AT (BMS) 18) BZBFE L=t b PD-1 (Programmed
cell death-1) 12345 & FE IgG4 & 7 m—F A TH B,

PD-1 4%, M L LY 8k (THIBR, BMBRE U T F 27057 —THIR) RUVE
BERMIIC R TS CD28 7 7 2 ) — (T HIBROEELEMBIBNCE L AICHIEHT 55
FBE) B TOZEETH D, PD-1 HRFERFARIZHET 5 PD-1 Y F/ F (PD-L1
BOPD-L2) EHEAL, U SBRICMEES 7P A2 EE L TY o BROIGE(LIRE S
AHE LT3, PD-1 U F 2 FidbuRiER#IRHUAIC & b O 2 R EEERR ISR
LTkY, BERAEDRE LR L-EEMEMRICHIT S PD-L1 ORRLWMEOLEF
BB ORICEOHBEBERH S Z ERMESA TS (Cancer 2010; 116: 1757-66) ,
i BEEANERE CIERRE THRSELET A ¥ —T a i< (IFNy)
12 k- C PDL1 OFHABFE S, BB UEEHRRIZEBIT 5 PD-L1 OB LfEO
AR L ORICEDTRBEBEFRYE S B LORE L H D (Sci Transt Med 2012; 28: 127-37),
E Bz, PD-L1 Z3EHIRE S mAMIRE, fUERSRM CD8 B T MlRoimlaEs
EMEET &4, ¥t PD-L1 $iET PD-1 & PD-L1 & OfES2MET S & 20
BEBEREET 2 Z LR ENTVWA, FO I &5 PD-1/PD-1 U 7 FEEEIL, 25
ASBIRSHRARE: T M D ORBSFEHET AHFO— L LTEZLRTY
5,

AL, FERABROKE R 5 PD-1 OMBISMEIR (PD-1 U 4 FREAHUR) KA L.
PD-1 & PD-1 VAV FEDOEESFHAETHZLICL Y, BAHESENZ T fIROE
P RO ARG T 2B SR 2 M4 5 = & TR e illEBI R E 7T
ZEPHERENTN S, :

ZROEOEMENG AATEEEEIC T AT RBRELRVEL O LHIFE .,
HEM R RS 2R LIRIRRBR M L. A, B R UEE S TER
=iz,

AR ORI ES < BEORERISIC L DRIERAESH bbh, EBEXIIELIC
EHARMS DD, FAOREFROEERICT, BEORELHMTTY, RESR
W BREBEICIE, BR L AESICG UM me & BB B -oERM &8 L CE
PARBRBE TV, BEOKERISIK X BEIEASEEDNL 2 HEICIE, BITRERL
£V HOBR S EOBNLE LT ) LERD B,



3, BRIREREE
D AALFEHEERICEE U YRR T - B30 B e R 2 o AR R 5 R &
1T o fe =R BRRRBROREE T,

- [FzhiE]
ENE TR (ONO-4538-41748%)

TZFFEEIE NRR P LFE FF MY T AKTY L OERREICTREIIRmO
BRRARAR T - BROEMMRD EEESE (ECOG Performance Status 0 X TV 1) 34 %
REBRIT A 240 mg & 2 BRI T RIETFE L, EEFMEE B Th 2R3 (Modified
RECIST criteria (2004){Z#-3 < PR¥IEIZ L 5 CR XIZ PR) 1329.4% (95%IZHEEM :
16.8~46.2) Tholz, 2B, FANCHRE LEBERL 5.0%Th T, '

[Zze4fd]
ENE DERS (ONO-4538-41505%)
HEESRII32348] (94.1%) KRB LI, FA L ORREBENTETERVWEEER
112373441 (67.6%) 12588 bivic, FHEERSUBULOBHERIXI TRO LBV Thotz,

#1 BHEEFS%UAEDRIER (REMATHRKE)

HE FHIE
Grade % Grade Grade 3-4 Grade 5
EIfEHER RE EEP B FEER$E B, BESP
(MedDRA I= & 5 SOC-PT 5538 FHE (%) HE (%) FH (W)
*REH 34 34 34

AopEE e
 RymgeeETE 00 |2z 6o, 10 00 | 0 ©0
MR ' R T L

Tl 4 (11.8) 2 (5.9 0

apg 3 (8.8) 1 (2.9) 0

B 2 (.9 0 0
ERE SN IO S <L) B . 0
—R-eHRERICRESMORE . | [

B 3 8.8) 0 0

g 2 5.9 0 0
CEE L G0 S I Lo
BeERRAzE RO ORI

VS HE 4 (11.8) 2 5.9 0

TIZ—ERM 3 (8.8) 1 2.9 0
Vw2 6o o |0
HftprosweEs 00 L SRR RO I
 BAGHR |2 GoH (1. en | o
FHRHERRIVESAMESE - TR . N
L . 3. 068 (L0 B
BEEBICETAGEE R ,

b3 4 (11.8) 0 )

BiRESBES 2 {5.9) 0 0

EfH LEE SN HEFRBGIE, MedDRA ver 20.0] ZRAWVTHAE A 2.
Grade i% CTCAE (Common Terminology Criteria for Adverse Events) v4 ZIZHEL 5,




I, PARIEE 2 4 (5.9%) | ITHEREIEE 1 61 (2.9%) . FUIRIGHEEEIEZE 4 7] (11.8%) |
RIEMRER 2 6 (5.9%) . KIBA - BEEOTH 241 (59%) . 1 BUFERR 1 61 (2.9%)
BROOLNE, T, BEEEE, EEOREES. TEREBERES. BISHERE,
Bide, BIERFEENAE, Mgt - 88, infusionreaction, & 3L, LEE. B, M
BOFRERIE/ 2 A /39—, EME /MR MERBER, B, SRS ZERER UE1L
PERRE RITRD Db oz, ARWEARBURIIIEEESR (RAREERE L)
P EDERERETT.



4, BERIZOWT

EES Y A7 EHEHE (RMP) ES5E, AROEEGHT2UEEHES~0O W/
NHDHHERTH- T, AFNORESBDNZBELZRZE - HEL, AROREIZIVEE
REWERZRER LB T A Z L BBERED, BTFTOO~Q@0 T C il
RICBWTHEAT & TH S,

@ mERizonT

@1 FED (1) ~ 5) OVTRIEYTIMEHRTHEILE,

(1) EAEHEHAEIEETHRADEREESRFS (EEAT RS A BEESEIL SRR,
OIS A ML AR MUEAS A DREIR A &) (EHR 30 4E 4 A 1 B : 437
Migk)

(2) HrERERERRE (R 294 6 B 1 AR @ 85 Mg

(3) HEFRAERIZET D BAREESEREG (BSARREERERL, BASREE
B HERL. B ABEESHERRE &)

(4) S RALZEEIEEZFRE L, SR FEEME 1| IR EEEIENE 2 Ok T
WARD B ETT > TWAHEER (FRE28FE7 A 1 BRI 2540 figR)

(5) FIEEMEEANFEBRNEORREEITRIBHET > TSR (FhE 28 £ 7
A 1 AEER : 1290 HER

-2 ﬁEH@H%EP&EE@{E—?ﬁ%&U@H’EE%ﬁ.ﬂ#ﬁDi’TE}L_-I— SRR L R R

EED (TROWTHNICHKSTAEM) B, YEZ2EROARRICETHRECEILSE &
LTEEEINRTWAZ &,
=

o« EMARIFIER 2 EONMPHERZRT LcBIC 5 FLU OB ABEROBEKIESR
ToTWaHZ L, 95, 2RI, RARYEEL T L-BEEEEORES
Tl TWWaZ e, ‘

o EEREFIRER 2 EOTHFHELR T LRI 4 FUEDBRKREREZRLTVD
T, Hh, 3L R, BHIETREED N A RYEE S S ORISR ORE
HHEZI{T-o-TWAZ &,

@ BEROERLFEREEOERICOWT

ERAERERMCNTETAFEENBRES L, BELEN O OFHED, AU
USSR OTHER CEMSIC T 5 HERMt, FEESARE LESOME
R, EREONIITPUAKEIRESTWE T &,




® BWER~ORISIZ 2T
@-1 HEREHEICET > EY |

B REBSOEBERBMENNRAE L-BIT, 24 FFREIRERAER OT, MEERY
OB IZ T, BB LERIERICE CTAREHRKR U CT E£0RIER O&EBN &4
HEAREBEOBERNLYAPICELRL, ELITHICRELZEHAE s TWDHZ &,

@2 EFREEEIC L 5AEERMINCHETIERS

BABRCEDZFMNLBBRCEEL AT IEREEENBIERAE=2 ) 7
EEDREEROARS ) —= v FHiTOERE L F#RE2 LT TE 3 F — AERGHE
fHENTNBZ L, B, BRIz 0T, BABELZOFRRICHSICAMENT
WwaT ek,

@-3 BlIfEAOBHFCRRIZE LT
BIFER (REMERERRCM A, EEEE, DR, k. SBTHmAEE., XIB%k.

EEOTH, | BERE, FHEREE, PIRBPKEES., HREE,. TEEF (BTte-
REEREMBR LS., BIBEE, Kk, BEEOREESE, HIROGERSE, infusion
reaction. FaJEME ML/ INRIF/AMESEBER (ITP) . BE OREERIG. TBIEBEN. LERES _(fb
FEARED - AR - DSHEEAMES) . BN KR LT, YRR LEBEER
HMEOEMM 2G5 T3EMEEE L @IERAORICHBICE L TREERUIEEZXT
BRAORMHICHBZ L), ELICHENBZABESTE2FHPE->TWBEZ L,



5. RERBLIRDBE
[F4EicB+ 2 5E]
O TROBHECBVWTHFAORPURTSH TN S,
o (LFFERE OB DU REET - BROEM T K ERE

@ TREZYTIHIEEFCHTIAFORERVERFEIZ ST, R 0F%hE
DML ENTELGT, AROEEHR LR,
s —WIBEEZTTWRVWEE
o MUOFIEBEEREN S L TRESNDBE

[ZeticBl+a%H]
O TREZUTIBHFICOVWTHRARORERERLEENTVWE I LD, REZTT
' blrnwzt,
o FKFORSICR LIBBUEDOBEFEREO D 5 8E

@ BEMOFMIBWTTRICES T 2BFI >V T, FElo#SEHERE IR 2N
B, MLOTEFCRIRE R R VEAITRY . BEILARIZERAT S L2ZERTE 2,
© MEERRBOSHIIISEEDH D BE | '

o MEEERE CREE AL RO 3 BEROTEEM O B Rt %
LD RIEMELR S B 5 B ‘

o HEARERBOAHE. UHBMARE L IIERMEO B ORE R RO EERD
hBEE

o BEUHRE EMSRIRBHEEYEST) 0bsHRE

+  ECOG Performance Status 3-4 %V D B3

(D ECOG & Performance Status (PS)

Score EE

0 | &<{MERBEHTES, BRALFALREEESRIREITLS,

PGB LVWESIEIIR S, ST T, BIEERE - ToERIIMTI Z B TF 5,
7 BOFE, FTH{EE

HTRTEHASOEOEY O = LIl T~TWRESMELIITE 2, Bho 50%8 Eid<y FALtR T
Ta

3 Ron-BH0HeRY Ol & L TERYy., BP0 50%U EEy FfTF BRI,

4 BTy, BFOFOED D LG TERY, BERSAy FPHFTEIT.

8




6. REWELTHEETLER

O FACEEICML, BEIRFAES MR 5 BRI E S & AH DR R TR
RODIHERERETTCEF L TrERTIZ &,

@ WEGICHSI D, BE IR OFHRCAPEROERES +OBE L. AEXE
ThbHsdTsI L,

@ FREHEAD~=XY A Mo T

BEHGRER D LA Z L RbBDT, AAOBER Ho T, BKE
K (PEIREREE, Wik, RAE) OoMBRUEET XBRECERSE, BEd+50
WITH2Z &, Fle, HBBEWSCUTHE CT, if~——S0RELZERTD
hallp 8

AR OB EIZHEEED infusion reaction 22 TR TS IGDO TE 5%
BEITo7 ETH%AT 2 Z &, £72, 2[5 H PO AFH 5K infusion reaction
BHLbRBEZELHIOT, ARBRETROARBEKT BT/ A FATA
YEWET D%, BEOREBEY+SICRETHZ L, 228, infusionreaction %
RBHLBAICIE., 2 TOBBELCERDS E2ICERT 5 £ TRE 2 +5RE
THIE, '

CRRIREEEREEY H b T LA H D 0T, AR ORE R & USRI

¢ﬁﬁ%%ﬂ$%ﬁ%ﬁﬁ§(ﬁm\ﬁﬁtaﬁ%MM%®ME)%%mfé
AROBFIZ LY BEOAERSICER T 3 £ 2 bhatx RERSOHKE
BbHbbd o tRbs, REREDLALBEAICE., BRLLFRILGR LK
BPAH0 7 M & R O ERD & 8 L OB BRI ATV, B Ok
FISK LB BIERAREDN 3 EA ., AROKRE T, RUBIBEE R
LEVRIOBRESEEETB L, BB, BIBRERVELOREIC LV EIE

RBOEEFRRD DNRWEET, BIFEE ANV LS Ozl Al O

HEBET S,

BEETE, BRI LEIVABRBL THEBIERARRRTIZLBH B0,
AH|OBEHETHRICLEHEAORBRICHHICEET 2,

| BBERR (BE 1 BERB 2t B bbb, BRFEES F TV F—v 2
KELZEMEHDIOT, NiE, B, BUESOEROBRELMBED LH I
SEETIZ L, | BERBRELNZBGICIEELRIEL, f1 R /8
KloBk5S0ERNAEEZTI Z &, '

@ AFNOEWERRBRICEWT, 3EREZE (BEIL) WEHMEOEMEZITo T
I EEBE, FRRERIIEHICEEBRE THROMERETIZ b,



