AREZE 0418 1 &
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& RERFTRET |HEEXEH (B & B
oAl K

EAFBHEEE - AEHEREEMFETERE
( & H & B )

=AN~=T (BEFEEZ) BHORBEFEREET A N7 4 (BHlaER
VERBOAS XD U E) 25T

BREMBEE L EOEARFT# 2016 (FEL 2846 A 2 BEZHRE) B
WT EHFMEESROFEROREEELZRDIZLPBIRENLEI L 2R
T EHFHERLPEISLERAZTCRET I OCRBEERAMEST A R
CSAVEERTAZIEELTVET,

S, =A< BEaFEEL) 8% (KE4L A7V —FNARRE
20mg & OAE] 100mg) (2 2W T, BB IXHERAARTF Y U REICH L
THERATIROEEFALZINBIEVCHR 2O LBV REHERMEET A K
FAVELTRYVELDELEZOT, TDERICE - TR, AHA KT A
VIZOWTEEENDI LY  BENOEFREBERUCERIIT2EME BE
WLET,
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REEREETA T 1
=R (BFHEEZ)
(R4 © 7 DR ATHE 20 mg, 47 DR AT 100 mg)
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Rk 2 94E 4 A
B4 A



B

O

AFHIORFE, (ERERAF
147 35

HEFRIZ DN T
BERMGE2DBE
BECHRLTERETR&EHR

A O T e

P2
P3
P4
P8
P10
P11




1. ZLoiz

EIRADOF M - BEEDFEROTZHIZIE, BT CESICESWILEERERSRD
bhbd, 6T, ITEORFFROESRIC LY. FAEERERRMR EOEFN2FRIERE
FERLPEBENIP T, TNHOERLZEICKNERBEICEET S Z L BRRED
RRAL 2o T Y BEFMBOEE & SCEOEAS #2016 (CERK 28 456 A 2 A MRRIRTE)
EBWTH, EFNEELSOHERORBIHEZRD I Z L &SN TV,

FHREARFERL L. BEBERSE2E a7 7 A VBT OERERL LA ONIE
RABIEWBHD, TOH, FIEERUTELEICETH1HRE+0EFT 5 £ To/.
UHEELOBEZBIZT A EPHFINIBEICH LTERTI L L biC, BIE
ABRER LB BERRIGE & 5 2 LR —EDOESG &M+ EFEE A
THZEREETH D,

L7eRo>T, ZHA RF7A Tk, RBRERPLINETIZELNL TV D ERIEFRY -
BEMRMICESE UTOEERKOKERFERZHEET BN OLERERF, BX
FRUOBEFEZRT,

BB, RKHTA RT A 1, MIATBIEAERMEFEEREHE, MR tEEARR
BRARIER S, —REEEA B RBRANBES R O—RAEEEA B RBRERZSOW
D EERR LT,

MR LIRBEIS ATV EREE 20 mg, A7V — R REFE 100 mg (—A%4 -
=R®=7 GEI-FHEEZ))
HBERIPEXIDR - BIGUIRTRE IR 0 BRI
HBLRAFERVAE - B, RACER=FRA~T (BEFEFZ) L LT, 1 @ 3mgke
(k&) % 2 BWERMMRETRFEHET D,
& R T EE . NFESIERSH




2. AAIDOKEE, FEREF

F 70— R AEHE 20mg/100 mg (—R% : =FRAr<7 GBixFHIEL), UT K
Fl o) i MERATERRRML AL Ly 7 2 TV APV - =AY —
R A7 47 (BMS) #) BB L7k bk PD-1 (Programmed cell death-1) 23 5t b
B 1G4 &/ 7 a—FVRETH D,

PD-11%. ML LY v %8k (THIIE. BMARR UG F 27 40% 5 —THlR) RUE
BERAMIRICHRIET S CD28 7 7 X U — (T HIROEHE(LEZHBIRNIZIE L RiICH#E T 24
TE) R T3RFETH D, PD-1 EHRERMIRICHEERT S PD-1 Y F (PD-L1
FOYPD-L2) &AL, Vo rBRiclgiE s 7 2BE L TY 2 BROEE BIRES
BIZTE LT3, PD-1 VY FIIFURIRRMRUIMNI & N O« 2 IBEHABICRER
LTRY, BUEAIERE) HEIER L MEEHERICBIT 5 PD-L1 OB LFEOLEF
i & ORI ACHEBBEIER D D Z L AHE IR TS (Cancer 2010; 116: 1757-66),
Fi- BEREIESE CIEMSE T MEAEET 3/ v F— 7 =0 F < (IFNYy)
IZX 5T PD-L1 OEBRAPFEIN, B8 U EEARICB Y 5 PD-L1 OB EWHED
EFEHEE OMICECHBERRID D L 0oMEBLH S (Sci Transl Med 2012: 28:
127ra37), & 512, PD-L1 Z3BHIRA SN AMIRE., PURKRE CDS B T flk
OFREEE M2 W S8 525, L PD-L1 Hifk T PD-1 & PD-L1 ¢ DFEAZHEETS &
FOMIEESEEREET A Z LARENTWVWS, DO L5 PD-1/PD-1 U H o FiE
BRIT ., RAMRE A RAY R T MR S DR RE L FERET BFO—2 L LTEXD
nTwna,

AFT, EEAROF R b PD-1 OHIBRSMEEL (PD-1 ) ¥ 2 FESHEED) ITHEA L.
PD-1 & PD-1 Y WV FEDFEAZMET I LI D  BARBERENZ T MROEE
LR OB AHIRIC ST B AIREEEE BT 5 2 & TRGEMN2REREDREZ R4 Z
EREREN TN,

IHODMBNG, AFITEMEEIC T AH - REREIIRVES b LB/,
BRI RS AR e U BRRRRR S EE L. Ao, R R OB B ESRER Sk,

AFIOERRFICE S BEOHBERIGI X 2BIERENH bbh, EEXIIFLTIC
ELWHERD D, FFIOBRESERROCEEHRICIE, BEOBEL HSTITV., RESR
B HNEHEITIE, BR LU EERITS U= F MR e ki & iR a2 K o= & Eds UG
P72 ERIZHT 1TV, BEORERIGIC K SEHERREDN DB AT, BIFEERL
EURIOREEOEY2ABZIT O LERSH D,




3. BRARAUEL .
RIGHIBR A BE ST BB AE O B AR IRHE O ARG I FFM 2 1T o Fe E 2 iR IR RBR D BUR &
/'?%—'j_o

(& %hi%]

BHIERE 2R L U-ERERSIARR (ONO-4538-03/CA209025 RER)
MEFEMEER2AT2ABHERR (T3 F=Td A=F=F | VT2
RS R=TE) B ETEERERE AT S ST TS O 2 B B S A s
821 4 (HAANERE 632 &y, AFB 4104, =_u ) AXFE 41146 xHic, =
N ) ARERE UTAEHF 3 mgkg % 2 BRBR CTRIEMELL L EOFDERVEE
HERR Lz, FEFHMEER THhO2 7R (PRE [95%E|KRA] ) &, &EBET
25.00 [21.75~NE"] # A, =~u V) AZRFET 19.55 [17.64~23.06] Z B THY, K&
TARE Y ARCH LRI EBRIER ER Lz (N — K 0.73 [98.52% /55K -

0.57~0.93] | p=0.0018 (/&R log-rank $7E] ) .

—A— AFH|EE
Y TN LAY

7F 0.5
0.4+
0.3
0.2-
0.1-
0.0-

R AR Nt M A I E L L

0 3 6 09 12 15 18 21 24 27 30 33
at risk# EFEE(R)

AEIEE 410 380 350 337 305 275 213 138 73 20 3 0O
IANOULXEE 411 366 324 287 265 241 187 115 61 20 2 0O

0S DY HIAENTRFD Kaplan-Meier g




. BAANIDER 63l (RFIEE37 Fl, =<2 ) AXBE26 ) OALFHRE (F
Pl [9SWIEMRRRI] ) 13, AFBET 27.37 [23.62~NE] # B, =~u Y LAAEET NE

[NE'~NE"] # A Tho7z (Y — FH 1.50 [95%(EEKM : 0.49~4.54] ) ,
* MR

tuh
H s
T

0.9- _
0.8- R P
0.7 -

s 0.6- - A KEE |

1F 0.5- oD INOUALRE

=

0.4
0.3+
0.2+
0.1 4
R ¢ e UGV U
0 3 8 g 12 15 18 21 24 27 30

at riskEr EEERE (B)

AFIEE 37 37 36 35 35 3 24 18 8 4 ¢
INOULAEE 26 26 24 24 24 24 20 15 9 3 0

B AR AL D 0S OHARNTID Kaplan-Meier Hi##




[Zei]

BN RE R & LB S IR (ONO-4538-03/CA209025 A 5k)

B EESIIARIER 397/406 1 (97.8%) . =X ) AZEf 386/397 il (97.2%) XD
B, BRI & ORRBEGRNREE CE RWEHEFSITAIER 319/406 #] (78.6%) . —
Y KRB 349/397 B (87.9%) IFE®H b, WA DRETHRIED 5%LL EDF]
ERIETEOEBY Tholz,

WO CHREHEEN 5% EORIER

e Pl (%)
BERAR R EXTYPNT
%ﬁffmzm ver,18.0) 406 7 397 6
T £ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
2R1{ER _ _ 319 (78.6) 76 (18.7) 0 349 (87.9)  145(36.5) 2(0.5)

{5 24 (5.9) 1(0.2) 0 21(5.3) 0 0
TH 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) 3 (0.8) 0
Ry 8 (2.0) 0 0 117 (29.5) 17 (4.3) ]

0 36 (9.1) 1(0.3) ]

B 2469) 0
S EYWER ECRSHEOWE

fE

W 134 (33.0) 134 (33.8) 11 (2.8) 0
FERE D JAE 11 2.7) 75 (18.9) 12(3.0)
FAHVEZNE 17 (4.2) 56 (14.1) 2(0.5)
F
BRBRARE
M = v X5 r— A 1(0.2) 1(0.2) ] 24 (6.0) 1(0.3) 0
Iz v7F =4 27(6.7) 1(0.2) 0 33(8.3) 0 0
- fEmwy . . L Bsey 102y 0. 29(7.3) 103 0
RS SO o s RS SRR R i
W= VAT e —VIEE 0 0 29 (7.3) 0 0
e LA 5(1.2) 0 46 (11.6) 15(3.8) 0
BRI YD) FIE 0 64 (16.1) 20 (5.0) 0
fixie g o 0 82 (20.7) 0
B LU A s
BEE 14(3.5)
EEREESE
- BRELRE 1127 0 0 51 (12.8) 0 0

B - 24(59) 0 0 19 (4.8) 1(0.3) 0

FERE MR L URIRME N
L 36 (8.9) @
IE0% PR e 30(7.4) 51 (12.8)
St 41 (10.3)
BB X O TTmENE
SEIRBLRG 7% 12 (3.0) 0 20 (5.0) 0 0
bodi gen) 26 (6.4) 0 33 (8.3) 0 0
Fl - REZBHFROETLERER 4(1.0) 0 22(5.5) 0 0
= D EE 57(14.0) 0 39 (9.8) 0 0
B 41 (10.1) 0 79 (19.9) 3(0.8) 0




28, FEMERER 196 (4.7%) . F% 161 (0.2%) . SREFHRIAREE 56 B (13.8%) .
KB4 BEOTH 10 1 (2.5%) . 1 BUFER 1 51 (0.2%) . FFHEREREE 13 46 51 (11.3%) .
FFge 141 (02%) . BURIREEREREE 34 B (8.4%) . FHEREEE 55 (13.5%) . BileE
[EE (RAMERIEMERRE) 28 7 (6.9%) . BIFBHEEREE 6 #] (1.5%) . infusion reaction
21 f (5.2%) . BEOKEEE 4% (1.0%) . TEEWHSERE 2 6] (05%) . BEL1
) (02%) ROSNE SR 16 (02%) TRHOhE, T, BEEHENE. LHE.
St /PRI HESREERR . IR - BEIRAR R ORRIR AR ZEARIEITFE O G2 Mo 7o,




4, HERRIZOWNT

AREGEE L THEARERE (265 MBYonTWhWaZ b, Sikiidk e Eh
CEBTEABRTCHEILERD D, FOLT, AHOBRENHEERBE LD - BT
L., ZFOREICL Y BEELREIEAZRR LB T2 EBLERED, LLTO
O~@D T RTEMETHRIZBWTERT3XETH B,

O mRizoOVWT

@-1 Tio (1) ~ (5 OWTFRMES TR THIZL,

(1) BEEFMHRENEET 2BARFEEILSFES GEREF RS ABFESIL AR,
HUN A BFOEREIL SRR, USRS A BEIREER E) (FR28 4 10 B 1 ARRA ¢
427 HEE%)

(2) HEERRERE (ERR284E 9 H 1 BIE/R : 84 fEsR

(3) HERFRMEIMEET HRARFEERR (BARRESEERBT. SABFES
WHkE, BABTREEHEERRE R &)

(4) HFALFEFEERREB L, ASbSEREME 1 UIS S SRREEME 2 OiR i
WARDBHEITo TV AR (ERL274 7 A 1 BFRFAR © 2538 fisk)

(5) MEMEBALSEEMEOHRERTRIBHET > TWA MR (TR 27 £ 7
A1 BERE ;1284 SRR

@-2 MR O EEE R URIE R R BT O IR 0 g & Rz R oEm (F
ROWTNNCEYE T DER) 25, HELRBOFFICHET SIRRORES & L TRE
ERTWBHZ &,

e

o [ERIGRIFFREE 2ECHITHEL KT LERIZSFELU LOBABROBERMELZTT
STWNWBZ &, 5B, 2FEL X, BPAEYIREEY L UBRIEREZOVHEEZIT
S2TWARI L,

o [EMMGIFEREE 2FEOMIPHEL KT LoRIZ4FELL L OWMRBFRFOHEKIHES
ToTHY. 55, 2FELU LR BHIE DR AEDIREZ S0 ATRIROERKDE
ﬂ%%?‘?’“)'(‘l/‘é et k a

© BEROERMFEHREROMKERICONT

EFEMERERIHFTIETEPEB SN, BESENLOFRED, A2 - £
MEEIRFFROBEE R CEMES N T 5 HHRIRME, FEFRPRE LIBEOREE
B, ERELHITPONSEHBE>TND L,




® BUHER~ORIHRIZONT

@-1 HEREHICET 5 EE
MEMMERSEOEELRERNTEAE LRI, 24 BREZERESOT, SERUT
HHEEMERIZB VT, BRLEZBIERAICE U T ARERE O CT S0ORWER OB HE
RBEOBRENRY APICE LN, EHICHKETREREFHINE - TWH T L,

@2 ERNEERICLIFFFRNGICETIES
BADRICEDLZERANLLARECEE2E T 2 EREEENRBIERT=F ) 7%
EDEERDAI Y —=r TEITWERE & EHELE TE 55— AEREH I ER
ERTVWBZ &, 2B, BEEGICOWT, BABRE L ZOFRICHZITAMIhTY
BT &,

@-3 BWER OB OxNICB LT

BIER (REMEMERICMZ., BREMEDLE, Lk, R, SRPEHRMERE. KIBL.
BEEOTH, 1 BERFE, FFEEES, PIRIREERE, mREEE, BEE (Bre -
FRAVEREES &% ET) . BIBRE. Mk, BEEORFERESE. f{HIRMIEERIE, infusion
reaction, $afEME M /MEBAMESRBER (ITP) BE ORZERIG, BIRREE. DIREE (L
EAIED - AR - LEERMES) . Bl AERRSE) o3 LT, MR HER
HBOEMEEZE T HEM S EE L @IERORBETCGICE L THEER OB EZZT
BNBEHFITHAH I L), ELICHEHTRAENTE SHRIPE-TNWSET &,




5. RENBLIRDHBE
[Z2tic B+ 5 $E]
® TRIiZ

DRVZ &,

@ BEROFEMIZBWTTRIS

g3 BT OV THARIOREMER L SNTHB T Eb, BERFT
AHI DR 3 LIBBIE DBEREED b 5 B

FBETHREIL VT, ARoFRSEHERI AN

B, MOBFERBIRER L2 VEEICRY . BECAHEZERT L 2BETE S,

FEDICIIERER RN D BE

HDHEBE

[H2hiEIC B 5 EIE]

MHEMREDRI UIBEDH D BFE
IR R CRIEE 2580 5 BE R UEEME DO U SR lR RO B e 5

HCRERBOEH. ITBER 2R L < ITHRED B CRERBOBERED

Kamofsky Performance Status 70%3RiH &0 o @

O TROBFEIZBWTAROFDESBEIEINLTNS,

mEFEREFERZ2ETIRBHERH (T F=7, A=F=7, V77

z=7 ., NIR=TE) REUCEIREREE AT S RIGEIIRTR R SIIEBIED

B Hmp e

@ TRIEERETIEFIHTIFRADRER RS EIZ SV TR AR OFRMEDS
HSLENTRLT, ARDREHR L 2L,

o FFBREBMLFERE,

Gl Kamofsky Performance Status (PS)

{EEFHERIGR DO BER Y A A VRAIOHOIRFESH T 5 BHE,

L OPLBERELH] (T MU A VREERET) L O,

Score %

100 B, BRI 3 BEORIN R, BERERASL,
EROBFEWPNERE, SFRRFUSLERN, 90 BWEEERAERIZH B85, EEFRITHE

80 PR ERERSHZH, BAHLCEEOEHTIE
??@Té:&“iix?ffﬁ%,\ Q%TE%T’%E» = 7 igiif%ﬂ‘nﬁﬁfs AN, EEORERD - HiTsZ
N PbPTRB 0 | Bncamns LacE o, L8 LEAIILE

° 50 R ZR U BHS X OENR 2 EFITANRNE

40 I3, BYREFRBIUEENLE
FOEYOIEFELTTERY, BEHBV 30 ST, ARSHESRFEIZE LEE > ThARN
RN BR L BEOHFLETLELT D, KA 20 FEEIEE, ARSLECHANRBRNILE
RERITET LTV S ERERDH 5., 10 FBBE->TND

0 5

10




6. BEITHRLTHETNEWIE
O BAAXBSFIME, RERFTET BRI T 2 ERSICE D & AF O FFER ONEIERS

BOEDICHEREREZ BB L THhoERT I L,

@ WBEEBICENL D, BEXIXEOREICEDEROAEREZHSHAL. REZE

ThbEETHT &,

@ FREWEROVRI AL MZONT

o MHEMEMERERHLDLNDZENHEOT, AROREITH > Tk, BKE
W (PR REE, uK, BEE) OMBRUKE X fRECERS, BEr+5
WIiTo 2k, £, KBS CTHEER CT, OiE~—F1—S0OHREEZFERET S
&,

o  FAAFNOEEIIBED infusion reaction (2 X CTBEARIZTSRMIGDTE 5
B EiTole L CTRIAT A2 &, £72.2 Bl B LIEOAFI 58512 infusion reaction
BHbbhdZLbHdDT, AFREFRUCARRERTRIIAAS ZATA
VERET %, BEOREBEELSICBET ST L, 728, infusion reaction %
BB LHAIE, 2 TORERVERSZERXICEET 2L TRAEF L +oHE
TBHZ L,

o FRBHEEEEERDLPDOND Z ENH D0 T, AF O EHIARTI R U1
I ERRIC BRI RERE (TSH, 1#BE T3, #HHE T4 E0RE) #EET 5
e,

o FHOBREICLY, BEOHKBEKNCERT S B2 o dkx REBOEE
BHLLNAZERDHD, BREPRDOOENAEHAEITIE, BRLEFRITIE UL
HP sk & RR A RO ERD & EHE U-CEYIZRERNRZE 21TV, BEORE
BT & B BIVER S BN 5 HANCIT. AFIOKEXTPIE, RUBIBEER
NEVRIOBRESEEERTEZ L, 2B, AIBREAFNVEOREICIVENE
RAOBERRD GNRWVIBEITIL, B RERNVE - USOGREIHHF OB
HLEEBT S,

e BEKRTH. HBEMIOLEVARBL THLENERBRHTIZENHHD,
FEIOBGHETHRIZCHEWERAORBRIZ+TSITEET B,

o 1 HUBERF (BUE 1 BIERABZ &) Kb obbh, HRRES FT Y F—v X
WWEDZEWRHBHOT, NE, Bl BHEOCEROBEHSLOEMED EFIZ+
SEETHZ L, EERFAIEDREEAICITREEPILEL, 12 ) VR
oSSO0/ 2ILBEEITI Z &,

@ FHIOEKRRRICBWT, REMB»S 1 FIE S BRI & K E MO M Z1T -

TWEZ & E2BFIC, FHREPITEHNCEBRRE CHROMREITS 2 &,

11




RIS 2

BEFERHEETA T A v
=A< T (BiEFHE#Z)
(R4 : A7V —RERHHE 20 mg, A7V —REFHEEE 100 mg)

~EHHRBR XY VoSE~

V2 944 A
BEFBE



RN

AR

Loz

AR OR. 1EREF

B PR AR

FEFX T DT
BEMRLIRDBE
BEIRLTEETNEEE

P2
P3
P4
P7
P9
P10




1. BRI

EIEHOFME - REMEDORERDO = DIZIT, B TESECESHEBERERIRD
bid, EHIT, IEFEORFEEMOERICTE Y, EEERSR EOEFHRRFHIERR
FEEGHBARINDIPT, INOOEERZ BICLERBERETH Z LARED
B Lo TR REMBGEE LR OEASE 2016 (TR 28 42 6 A 2 B FEBRE)
ZEWTH, EFMERLSOFRORBIIEERRDZ L EENTWE,

FREARFERLL, EBERCREM T o 7 7 A VPBEFOERL EHLMTR
RHBZERHD, ZOD, AERVE2MICET 3 ERSH0EHT 5 TOM.
URERLRORELZES T LAMGINIBEICH L TERTS L L b, BlfE
FADRE U LB EE & D Z L BNFRER—ED B M- T EREE cEH
THIEDREETHD,

LiedSoT, AHA RF7A4 Tk, BREBEPLINETIIELON TV HEFIFER -
HEHRMICE ST, UTOBEEGOKBL2EREHET IRANOUNERER, B2
FROEEFEHERT,

BB ATA RTA A%, MSATEIE AEIESEFREISRBEHE, ARHEEARAR
HRREEFS, —RAAEA B ABERARIES R U—REMEA B RMRESOHH O
b EERR LT,

ML RDERS A7V — R EERE 20 mg, A7 VR AWHE 100 mg (—HF4 -
=R~ T (BEFEEZ))

HBLROEIDR  BREOTEREOERER X ) N E

HBRLBBMERVEE  BEF. RAKE=RAA<T GBfEFEEREZ) 2 UT, 1 B 3mgkg
(&) % 2 MR TREHET 5,

3 R TO¥EE NBFIRSTERKSHT




2. AHIOWKE. 1ERBAF

A7V —R EEFRE 20 mg/100 mg (—f4 : =R ~<7 (@7, BT, TR
D i, MEESTERRSMHE AT Ly 72 BT VAN AP —RA XT A
7 (BMS) #k) 2BZ L7k F PD-1 (Programmed cell death-1) [Z%9 5 b M 1gG4
£/ 7a—FVRETHS,

PD-1 4%, WM LEY 28k (THR, BMIREERTTF2IArx7—THR) RUE
BRMIBICREET S CD28 77 I U — (T MIROE L E MBI IE L BICHIRT 254
T WKWBRTAHAREFTH S, PD-1 IHFRFMIRICREERT S PD-1 Y H o F (PD-L1
RUPD-L2) &fEE L. Vo 3BRkiciitEs 7 AR EEL TY v 3kofEE LIRE R
RAICTAE L TW5, PD-1 U H» FEIFURETMAIRLSMNI E b OfRx 2 IEERR R
LTRY, BEHBEAEEREN LUK L EEERICBITS PD-L1 ORI LHTEOLESF
L OMICADOHEBEENH D Z LA RE STV (Cancer 2010; 116: 1757-66) ,
T BUEAIERE CIEERE THRIEELT A v F—T = H < (IFNy)
WX oTPD-LI OEBRFEIN, BF LI-IBEHRRICIIT S PD-L1 ORBR LHiED
AEFHEE OMICECHBRENR DD ED0BRELH S (Sci Transl Med 2012: 28:
127ra37), & HIZ, PD-L1 ZiBHIRE X SN AMIRE, FURSRA CDS Bt T fifa
OIS EFMEE WIF & 528, HUPD-L1 AT PD-1 & PD-L1 & DEERMAET S &
ZOHIEEEERRET A Z EFRENTNS, D2 L5 PD-1/PD-1 U H v NiE
BRIX. RAKRRSHTURSRA R T MR b 0BRSS ERETABFO—2 L LTELD
nTna,

AFIE FEEEROF R, B PD-1 OFARSMELEL (PD-1 U 4 FREEGHEER) IKH4E L.
PD-1 & PD-1 U HV FEDEERZHEETS Z L2 LD BAFTRERENR T HIBOEME
LR OB AR T 2 HIREEEEZBRT 5 2 & TREMRFIEESREZRTZ
EMFERBEN TV B,

INODMANEL AFNIEMEEEIC T 2 F - 2BREIC RV E 2 b0 LS,
THARYF ) BB EERNRE LERERBRREEGR L, At BEERUVRE
PEAFERB E T,

AR OIERBEFICE S BEDREFINC L 2BHERASERH b bh, BEEXIIFETIC
EDLWRERDH D, FAFOREPRTCEERICIL, BEOBEZ +DITITV, BEIFE
D HITHEITIE, FER L ICFRITIES U B2 05k & BB RF-OER &8 | T
R ERIRNT 21TV, BEORERIGC X 2EWERREDN 2BE T, BIBRESN
EVRIOBREEDBENZMEEZTT 5 LENRDH D,




3. BRERRRG
BREXIIHEEO SRR DX ) VA EORBFIFEM 21T - X2 BERARO
B2 - g a N

[(F2hik]

O ENE THEFAR (ONO-4538-15 HER)
BFEMBMREBHEROT L YF~vT XKNFV (@aFERz) OF. v

YFR D)) TEFHEXIITRMEOBR IR O R TR ) o JERE

(ECOG Performance Status 0 U 1) 17 %3821, A% 3 me/ke % 2 BRI TR
BEL, TEFHMBEE THHEMFE (BET IWG criteria (2007) (25 < FRHEIEIZ
& % complete remission (BAF, TCR|) Xii partial remission (BA'F, TPR}) DOFIE) &
75.0% (95%(EHRIKMH : 47.6~92.7%) Th o7, 723, FRNTRIE LIzBIEIX 20.0%T
o,

@ WHE DR (CA209205 35 (Lancet Oncol 2016; 17: 1283-94)

B FE MM ITRIC T LY X =TI X B2 S - BRI S
OEHOESF ) o ERSE (23— b B, ECOG Performance Status 0 &£ U 1) 80
ZFRBIT, AH 3 mgke & 2 ARIMRECTREHE L, TEFGEE THAEDE (&
5T IWG criteria (2007) 123 < RRHIEIZ LD CR XL PR OEIA) 13 66.3% (95%(E
FEIXH : 54.8~76.4%) ThoTz., 2P, FRNCHRE LZBEIX 20.0%TH -7z,

N2
O EAE IR (ONO-4538-15 3R)
AEERI2HCHED LN, AR L OERBEBTE TERVEEERLEMICED
bivic, BREN 5%LLELOBERIITROEBY ThoTz.
SRR S%LLEOBNER (RSN

BEIRSE ﬁ'f%{ (%)
- ABERE
LB 17 451
(MedDRA/J ver.18.1)
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