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BEEREETA Fo4 v
=R T (BRisFREH %)
GRRL : &7V — R AR 20 mg, 37— R AT 100 mg)
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1. XL

EZ OB - BREMDOHMBRDOTZDIZIE, T TESEICE SV IERER? KD
bivd, &I, IEEORERMOESIZ LY, MAERLZ & OEFHORFTRAIERR
FEELBABENDIPT, INOLOEEHEPEICVNELRBEICRMET I Z ENERED
MEL 2o TR REMEGEE & RBEOEAFH 2016 (FH 28 4 6 A 2 ARIHRRE)
ZBWTYH, EFNERMEOFERORELHEZRZ Z L LT3,

FHRERRFERD T, ERERAPREE 0 7 7 A VRBEFEOERM LB LMNICR
RBZEBHD, ZOD, AHERVCRLMEICET 2 HRN+0EHT 5 £ TOM,
UEEROBELZMIZITIZ LB INIBEICHLTERAT S L LB, BHE
RANBR LB SNERRSE2 LD L BTERER—EDEG &2 M T ERSE CHER
THLENEETH A, \

LieBoT, AHA FIA TR, BREBLINE TIKELON TV HEZREN -
BERRMICESE UTOEERORERERZHET B0 OLELEH, X
FROEBBERETRT,

B, ATA FT4 0, BMITEEAERREREHEBSHEE, ARHAEARER
BRERERS, —REAEA B ABRARES RUC—BEEEA B ARERESOB IO
b EER LT,

MR ERBERES A7 —RERFE 20 mg, 7P — R EEEHE 100 mg (—HR4 -
=RN=7 (EETHEEZ))

ARERDPEIHNE « BAALERIER (BE LI IBEEIBRAREE 2 ETT - BROBEH

HELRABERVAER . BH. RAKIZ=R"V~7 GEEFHE#HL) L LT, 1 B 3mgkg
(FE) % 2 BAMMRTREFHET .

B & IR B ¥ E DRSS TERKSH




2, A O, {ERBF

F 7V —RREHE 20mg/100 mg (—4 : =FAN~7 (@ifEFE#RL). YT X
) Evd,) 1, MEERBRTERREHL AF VY 72 BTV RV <A ¥—
X Ay A7 (BMS) #) BPEFE LIt | PD-1 (Programmed cell death-1) &35k b
B 1gG4 £/ 7 v —FNAVRKTH B,

PD-1 1%, {EMAEL72Y 73R (THERR, BMIRR T F2 7 40%5—TMkk) RUE
HRMIRIZRIRT S CD28 7 7 IV — (T MIfEOTEH L 2 MBIAICIE L RiCHIET 55
T KRTIREETHD, PD-1 IERFRIRFMRICREBET S PD-1 Y ¥ F (PD-LI
RUPD-L2) &AL, VU SBRICIEIE Y ZF A 2R LT Y S BROTEM LR IE R
BRI L TW3, PD-1 U VY FIIFURIB ARSI B b Dk 4 2 EEARRRIC R B
LY, BEMBAMEAED DR L2 BBAMICIT 5 PDLI ORBALIFGOLTR
HIR & ORICADEBBEARH B Z L BEE I TS (Cancer 2010; 116: 1757-66) .
T, BN EAEAS CIHARBRE THRSELET HA VI —Tzn < (IFNy)
I2& > T PD-L1 DRENFE SN, BB LIRBHERICKIT S PD-L1 ORBRLHED
AFEHMEOMICECHBREREH S EOME L H S (Sci Transl Med 2012: 28:
127ra37), & 512, PD-L1 2 MFIRHE S =N AMRRIL, FFRERR CDS Btk T #i
DHBEEEEEZRB X508, L PD-L1 K TPD-1 & PD-L1 L OHEAEAETZ &
FOMBEEFEUREETIZ LIRENTVWS . EDZ L2256 PD-1/PD-1 U v Fi&
BRI B AR TR R T HIEN D ORBE L ENET AMFD—D2 L LTEXDL
hTwnwa,

AFx, REABROBE RN S PD-1 OMRRSGFEE (PD-1 ) F o FRESHIR) ICHE L.
PD-1 £ PD-1 Y ¥V FEDREASEMAETH Z LITE Y BARRERNZ T MRROENE
LR U AR A+ 2 MRS EEE LMY 5 Z & TREN REBIR LT Z
LRRERBINTWB,

ZHhHDRMAEN G, AFIEMEEIC T AT RIEREC RV ES b LI,
BEBRELHRE LEBRAREZER L, A3, TR2UERVCIEESHER I,

ARIOERABFICESCBEDRBERIGIZE 2BHWERER S b bh, BEEXIIFETIC
ELAREEN DD, AROREFRORERICIE, BEOBREL TV, REIE
H BN HAITIE, RE L TR UMMM L BRE R OEE & EH L TF
2 ERBEEITV. BEOCARERISIC X 3BIEANEDN 3BT, BIBRESNV
ELROBREEDBEYRDBET O MLERD D,



3. BRBRRRAR
N AALERIER TR U ISR RE 2 1T - BR O BB OARFFICIm 21T o 12 E
RERABROBRBETT, '

(B %hiE] :

- BEAE LR L LERERFIMERE (ONO-4538-12508k)
2oL EDILERIER 2 A T A EERRICRIE XX R OB EIBR T RE /2 EST - HRD
BB IR EESNE (EEOP LA REEEAN LY LTS5 cmANITALE T 2 IRE)
BE41936] (BARABRERH Z ST, AFFB06), 77 R FE1636) EHBIT, 77
EREFRE LTHERS mgkeZ 8RR TRFEFE L L EOFPERVR LM
B L,
FEHEE Th 24T (PRIEOS%EFRRM]D X, AHFI#ET5.26[4.60~6.37]
2 B. 77 RBETL14[3.42~486]» B TH Y, FHNTT 7 RT3 LK ENICER
PRIER &R LTe (AN — RE0.63[95% S8 IX R : 0.51~0.78]. p<0.0001[/&%!log-rank #&
ED

107 =, —— FHIR
W e IoEAR

SR
&

0.2
0.1 - -

0.0

0 2 4 6 8 10 12 14 16 18 20 22

at risk | i##ﬂfs’i (/)
AKIE 330 275 192 141 94 56 38 19 10 5 3 0
JS5tAE 163 121 82 53 32 16 10 4 3 3 1 0



[Z2t]

OEMNFMAERR (ONO-4538-12 RER)

A EFRITAFIBE 300/330 B (90.9%) . 7T £ REE 135/161 B (83.9%) IZ3RD b,
BRE L ORRBHEVEE TE RWAERRITRER 141330 B (42.7%) . 77&R
B 43/161 Bl (26.7%) WD bNTz, WTHPOF TRIERN 5% EOBHERIT TR
DEBYTHoT=,

DT PO TRRERN 5% LDORWER

B (%)
R P SR
%ﬁi;iDRA/J ver.19.0) 330 £ 161 £
o 4 Grade Grade3-4  Grade 5 4 Grade Grade3-4  Grade5
éE'H’FFH _ _ 141 (42_7) 34 (10. 3) 4 (1.2) 43 (26 77 (43)

T _ 23 (7.0) 2 (06) 0 3 (19) 0

CE¥ g (ss) 206 0 9 6) 202 0
MR R R -a.x.%‘;ﬁ,wmwwmwﬁ;
Z 5 PESE 30 ( 0
5 19 (5 8) o o 5 (3.1) 0

2B, AR CRIEMRERA 76 (2.1%) . SEEUGRMRE 9 B 2.7%) . KB
K -BEOTRA4HF (12%) . 1 BBERF 3 B (0.9%) . FFHEERE 1881 (5.5%) .
S 160 (03%) . FRIRESEEREE 13 B (3.9%) . #EEEE 10 6 (3.0%) . EHE
BEE 14 (03%) . TEMAWERES 14 (03%) . FIRLALERIE 16 (03%) . &
W infusion reaction 1 1 (0.3%) BW/WH SN, Fi-. BEMESE, LHR, BHE, &
/MR RS, BIRES, EEOREEE. ML - MER, B ROSY
IBERITAD bhiehol,



4. HBIZOWT ,

EIEMY R 7 EEHE (RMP) ICE-3&, K D ERMNTLMEBERIEB~O W K5
HAMRTH-o T, AHIOREDEE2BEZZH - FEL, ZFOBREIZL Y EER
BIVER BB LBICIST 2 Z E BRERTZD, UTFOO~QD T R T TR
IBWTERTARETHS,

O MERIZOWT

D1 FTREO (1) ~ 5) OVFRNKEYTIRR THBIL,

(1) BEAEFBRERRET D PADKEERRFRE (BHEF RS A B REHEILIRT,
HOIg A A S HOEBEIL R, MRS ARIRRBE 2 &) (PR 28 4 10 A 1 AREA :
427 HEgR)

(2) o EMAEREE (ERR 2849 B 1 BRER : 84 HERR)

(3) FEFRMERBETINARKELRE (BABRKESIEERb, BSABRERE
BB, BABREEHEERRTR L)

4) SR ERERPRE L, S RCEREME 1 ISR EFRIEME 2 Ok L%
WIRABHEITo TWAMER (FER2747 A1 BRR : 2538 k)

(5) FLEMIEEANG EEMEDORBREMREITIRIBHEIT> TV DR (ER 27 £ 7
A1 HEREAR ;1284 HEfR)

O-2 %ﬁwm%ﬁﬁﬁwﬂﬁm%ﬁﬁwﬁmn+ﬁtﬂ%&ﬁ%%ﬁo@%(Ti@
WPNNIZE YT A ERM) B, YZBRBOARFNICETIHEROREE L LTEBSH
TW5Z &,

x

o EMGHTREE2EOVHTHELKT LI-&IZS5 Eutm%iﬁ%wﬁ%ﬁ@ﬂg 21T
STWBZE, 5B, 2FHU LR, BAERYRELZ XL LI-BEKEEFZONMELTT
o TWAI L, '

o ERRFIE% 2EOMIFHMELKRT LI-#IZ, MEBBORARMRELET S
FEL EOBEBABZDEREZIToTWVBE I &,

o EMMGRFIRER2EOIHHELZRT LERICIEU EOBERRERZAELTWSZ
Lo DB, 3ELLEIR. THEBREEO N ARMRIE Y & H{LE R FE DO BRKRE 21T
S2TWBHZ &,

@ BRAOERGZFHBEEBROEKRIZOWVWT
EXMEREBIIEFTI2EEENRE Sh. BESENLOBERED, AOM - &2
HERLNBEROTEROEMEICTT 5 BERIB, AEFRBRBELZHEOREE
B, ERECHIITONSERNESTWEZ L,




® BWER~OXISIZ2WT

@-1 MERR{EHIIZ BT 3 B
FEEMERSOEB2BERANRAE LB, 24 RAZDREHOT, YZERIL
EHEBRIZEWT, BHRLULZBERIS L TARSERC CT £ 0BHWER DEDIIZLE
RREOEENPYBPIZB LN, ELIISTRZERHNIEoTWEZ L,

®-2 BERREBHICL 5 A HFFSANNCET 288
BABRIIELZEMMNZOBER VB2 T 2EREEENRERE=4) 7%
EOREROAY ) —=v VT EITVERE L F#E ILE T 5 F— NEREH B
ERTW3BZ L, 2B, BESHIIZOVWT, DARE L ZORECHSIBEHREShTY
3z Lk,

®@-3 BHER OB CxISITB LT

BIfER (MEMMERICMA, BEHENE. UK. HR. BEGRME. KBX.
BEEOTH., | BUERAE., F#EEE, PRIBEES. mRES, BEE (Bre-
RAEBESEB R 2 ET) . BIREE. M. EEORMEEE. #HIRMLEZERE. infusion
reaction, SafEVEIL/MRIRDHELEBER (ITP) BEORERIG. BIRREME, LIREE (L
FEARE - AR - DEMHIAUES) . BIMELSE) o3 LT, YEERULERER
BEIDOBEMMEH T 5 EA LB L EIEROZE-CR M L THRERUIEE ST
bNBERMFIZHDZ L), EbLITEDZLER TE 5EH0E-TWD I L,



5, RENBRLRDIBE

[Z2MicBE+ 5 FH]

D TFTRREYTIRFIZOVWTIHAFOBREREZT L INTWE I b, BEZT
blpnz b,
o EFIORITH VRBUEDBEROH 5 BE

@ WBEFTOFMIZBWT TRIZEY T2 BEICOWTIE, AR FIIHRE L2V

2, HOBBERBARVBEIRY , MEICAREERTLIZL2EBETE D,

o MEMEMRBOAHIEIBEOCHDEE

o MIEPEMEHRE CHRIER 2R 5 BE R UTEBIEO B RIS R A R
SO RIEMEB N D BE

o ADAERBOAM. UTBENLRE L IIERMED B DRERBORERD
HHRBE

o BRBHEE (EhBMRBHEELS) OHHBE

¢ ECOG Performance Status 3-4 VD B3

[BshiEicBE4 3 FR]

O TFTROBFICBWTAAOADENRIES N TV,
o 2O EDILERIERED H B IR ERETT - BREBAE

©@ THRIHZYT ZBREIRTIARORE R OERFIEICZ OV TIE, AR OF RSN
X ENTELT, FEOEREXNRL LR,
o —KRIBERUZRERES T TORVAE,
o INBBEMEERIE,
o fhooEMEER L O,

GED  ECOG 0 Performance Status (PS)

Score E

0 | £<HfER<EETES. FERilLFLRFEREIHIRZATAS,

PRI LWIBENIHIRR S h 225, BITRRET, BIERCE - TOERIIIT D Z LI T&E S,
Bl BVWRE, FHEX

BITABETASOHEDEY O Lix T RTAEEEAEZITTE RV, BFD 50%LL X<y FATRTT,

BBONTZBHo0FDOEIY DI & LTERV, BPD 50%LL EE Xy FAHFTRITT,

BN

BT, BAOHORY DI LITE TERY, BEIRY FPHFTBRIT,

8




6. BEIZIRLTHEETREHR

O RETERCMEZ, BUERFEHRE B RET 5 REFICE S & AB O R O EM
ROT-DTVBERERE+HICEB L ThrLERTZ &,

RSB b, AE LT ORRICE IR SRR 4B L, &S
ThokETBEI L,

ERBEWERAD=X YAV MZHOWT

)

®

BEMMRERD bbhD Z L WH DD T, KFOHEEICHTo i, BHERE
W (PRREREE, gk, RE%E) ORERBRUMIHE X RREOERES, Bgr1+50
75Tk, Fio, KBS CTHE CT. i~v— b —%0ORELEKRT S
S
AF OB 5 I1ZEE D infusion reaction 12 2 TRAKIZ ARG DOTE A%
BEITo 7= L CBRRT 5 Z &, %7, 2 B B LIRDOAF|#F 5F#IZ infusion reaction
BdHEbNDZ & bHbDT, BFIRE PR OAFIE LR TRIT A F %A
YEBAET D%, BEOREBE+SICBERT S L, 228, infusion reaction %
RELBEITIE. ETOBBERVERNERICEET 2 TREL2 +oBI8
T3¢,
FRIREEEEER S bbb Z LB H 50T, AFOE 5 BT A RS 1R
PILEHIRIC AR RERE (TSH, WE#E T3, i T4 H0RE) 2FEHT 5
5
AROKREIZLD | BEORBERIGICERET 5 &% 1 bh 34 REBROKE
BHobhdZ tBH5, BENBOONLBEAICIZ, BRLEBRIIG LR
B AR 500 & RRBR B RO ERD LB U CEGIRERIRZI 21TV, BE DORE
IS L 2BHWERAMRERON A BAITIE. AROKREIIPIE, RUBIBRE S
NEVRIOBREE2EZRTIZ L, 128, BIBRERNVEVOREIZL D EIE
ROHREFBD b NRVFEITIL, BIBRERNE L HUAOREmHIF OB
bEET S,
BEKRTH, AR OCELAZAL CHLEERARRBE T ENHBD
AROEREGHETRIZOBIERAORRITHDITERT 2,
1 BERAS (BE 1 BIERB 22T Mhbbh, BRAY v 7 F—2 2
KELZZLBHHOT, OB, Bl. BHZEOEROHERCMFEED LRIZ+
PERBTHZ &, 1 BERBRELDREBSICZERESPIEL, A2 ) V8
ROBREEDOBYNRNBEEITH Z &

xﬂoﬁ%aﬁhkmr\&Eﬁﬁmalﬁﬁusﬁfa\%nu%m\nﬁi&
KASEDOFMZIT - T2 L 2B EIC, AFR S FIZESMICEBBRE THE
DOHEREITH T &,



