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1. iIusic

[ 0 O A ZIE - HEEORR O DI, RSB SV R IE R E KD
BIVD, X Hi, IEORFRITOMAC LY | FUREIE N X oI iR ERR
FERLPERINAZTC, 2O OEEKHEFEICMLERBEICRMET 52 L PRED
RRHE > THEY BREMEGEE b o AT 2016 CEAK 28 46 A 2 A MEkE)
R WThH, BEFNERNEOERORBE#EZKALZ L EENTND,

TR EMTER L, IREMERRZ e 7 0 7 7 A VBB OEIM L LR
RBZERBD, TOD, HHMEEROCREMICET A 1FHRA-HBEET D ETOM.
WHERSOBRELZA T A LRGSR BFICH L TERT 2 L &bz, BlfE
AMNFEHE LB RER SRR & D2 L NHERE R E OB E R T EREE T A
THZENHETH D,

LR oT, AHA FTA T, BRBERSC L ETIEB LN N D EFES -
Bl RHC RS & | DUF OB OFE 728 2T 2880 b RERER, BX
KR EEFEET T,

BB, ATA BT A b, MIITEIEAEER EFRERE S, ANAREARAR
WRERIEES S, EEEEA BARBEARESRO—REEEA A ABERFESOW IO
b &R LT,

R E R BEIER AU R AR 20 mg, AU R ATEEYE 100 mg (—Hk4 -
=R T (BTHEBZ))
B EBRAFHIUITE | DAALTIRERICHEE L BRI E RN - BROHE
HEERAMERORE « @M%, A=A~ (@EFEBZ) & LT 1 B 3mgkg
(FE) % 2 AR CRE#LT 5,
Bk R o5e 2 . NEFIE TERRSH




2. AFIOF, EREF

VR ATHERE 20 mg/100 mg (—f%4 : =R (BETHE#RZ), LT IR
F En5,) 1, AFRATEMSESHEAX VY 7 23 (BT A <A
A AV AT (BMS) ) BEZE Lt k PD-1 (Programmed cell death-1) {Z#1 5 &
B laG4 & 7 n—F AR TH D,

PD-1 ik, FEME(L U720 w33k (T HifE, B Ak F 2 7 0% 5 —T #ifla) ROE
BRI B 5 CD28 7 7 2 U — (T flaniE b 2B alc IE & BT 2 2
TE) BT AZAETH S, PD-1 IEHURIERARICFEH$ 5 PD-1 U U | (PD-LI
BOPDL2) LESE L. Vv SERICHpdME s 77 EiniE LT Y R BROTEHERIREE S
FUCHBI LT B, PD-1 U H Yy FESURIR RSN B b Ok 2 ISR I R E
LTREY, BRElEA» Wk Lo BEHERIC kT 2 PDLl OFHALIFROLF
W & ORICAORBRBGREH 2 2 &G ST D (Cancer 2010; 116: 1757-66) ,
F 7o, R AHERE TSR T MIEREET A vy —TzaH < (IFNy)
12Xk - TPDLl OFERBE SN, B LEEREICEIT 5 PD-L1 O3FE L g
AT & UDF'Eﬂ WWEOHEBRES D LoWRELH S (Sci Transl Med 2012: 28:
127ra37), & B2, PD-L1 kI RHE IS MM, FURSRR CDS B T i
@ﬁmw* R SR A, LPD-L1 A T PD-1 L PDLI L OFEEEHET S &
F ONEEEFBENEETD 2 EIRENTHWS, L0 L6 PD-I/PD-1 U H 2 Fig
BRI, IR AR HUR R RLAY 7 T FBR D © OB 2 R 2P O—2 L LTHEZ L
TG,

FANT, HHFABROFE RS PD-1 OMMIAGEEE (PD-1 U 4 o FEEE MR 1856 L,
PD-1 & PD-1 U FEOESERETHZ LICL Y B AREZN % T MIIROTEH:
b B OB AAKBRRL 65 B MRS TS BT 5 2 & TR g R 2R o
EBHER I TVWD,

ZHEDHRIG, ARNTEEEE I R AT R ERIEIC R B A b o LR SN,
BEAELHRE LKA £ L, A2, ZedRUBEENER Sh.

AFNOEREF RS GREOREXGZ L 2BHERER S bbb, BEIFELIC
BAFIMENSD B, AFORGHROERSEICE, BEOBELZEY 0107y, BEIHR
D BN HAITIE, B U U B A aik & B A R0 [EAT & 88 L
IR BRI 21T, IREORERIG T X 2BHEA PN EDIL A BEIT . BRI ERE RV
T RIOE S EOBYIIRIE 21T 5 MERDH D,




3. BRERAEAR
D AA LSRRI IS U 22 W SRR RE A B T - 3 O BB ORI 29T o T £
FREBER R O EF R,

[H 2]

- BiRRA TS Lz EBEL RIS IHARE (ONO-4538-12740)
208k ED{LERRIERE & A9 BRI AN T AT O R SR 2 e T - B0
BRI REFEATRE (BEOFLAREBESH LY ETS emPIWIZALE 9 5 BRE)
B30 (BARANRE22661% S, AAITEB04]. 77 L REE1630) R, 77
YR EFEE UTAH3 me/keg % 2l H MR CRiME Lz & S OASMR VRt E
et L7z,
EFHIE A T 5 RETFMI (P RIEOSWASTERRD 13, AFHIET5.26[4.60~6.37]
H H, 75 ERETAI4[3.42~486]» ATHY . AT 7 BRI LRHFRICAR
MRIEE R L (o~ RERO.63[95% 15 48 X TH : 0.51~0.78], p<<0.0001[/&Hllog-rank i
ED .

o{ =, —— AHIR
U — F5n

EHE
&

0.4 -
0.3 4
0.2

0.1 4

0.0+

I I T I i 1 I T I [ T ]

0 2 4 6 8 10 i2 14 16 18 20 22

at risk %4 EFRM(B)
AHIE 330 275 192 141 94 56 38 19 10 5 3 0
It 163 121 82 53 32 16 10 4 3 3 1 0




[Ze4etk]
OENFEIRFRE (ONO-4538-12 FHER)

A BRI AFITE 300/330 ] (90.9%) . 7T REE 135/161 4 (83.9%) iR b,
TREREK - ORBBENIEE T X RVVAERGIIAIER 1417330 #] (42.7%) . 7T ER
B 43/161 F (26.7%) RO LR, WL ORECHRERDN %L LOBHWERIZT=E
DERBYTCHoT,

WP ORECEELES 5% LU ORIE

e e o
%(I\/i;eﬁ;DRA/J ver.19.0) 330 £ 161 {1
. 4 Grade  Grade 3-4 Grade 5 4 Grade  Grade 3-4 Grade 5
AEHER 141 (4_2.7) 24 {103) 4 (1.2} 43 (267 7 (43) 2 (1.2)

b 19 (5.8) 0 0 5 (3.1) 0 0

¥, AFIMET B CEEMEMER 76 Q1%) . HERHEARE o # 2.7%) . KB
% BEOTH 46 (1.2%) . 1EERE 3 #1 (0.9%) . ATHERERESE 18 1 (5.5%) .
FF%e 1 1 (0.3%) . FURIFEEERESE 13 f1] (3.9%) . thEREEE 10 B (3.0%) . EisE
s 1 (0.3%) . FERMEEBIEEESE 1 # (03%) . FlRmiezEeE 141 (03%) . &
) infusion reaction 1 7] (0.3%) 358 Bivi-, Fi-. HIEMBEIE, L%, Mg, &
FEvk i MR D HESRETR ., BIREE, BEEOKRERE, MMk - gk, Bk kUEsE
S IREITFED bhiaho .,




4, FEgkic o>

EILH ) A 7 WHEHE (RMP) I2E3% | AFIOERDLZEEERILEI~O B AN
HOHRFR Clr - T, AFIOK G HIHE) R RE S ZH - FEL, ARloRSICIyEER
BER 2 3E LB 5 2 & RN ER 72D ELFOO~Q0F X CE il i
WEBWUERT & THD,

® HEgkic>nT

D1 FEo (1) ~ 8) OWTFNIES TR ThITE,

(1) A AR T 2P ABFEEREIL RS GRENT RS ARSI RER.,
U S A e SR, U AR &) (FERk 28 7 10 A 1 BIEA
427 %)

(2) HEthemEbs CERL 284 9 A | HIFA @ 84 Jisk)

(3) FLENRAFLREET AR ABFEEERE (O A B TR, 2 AR
kT, B ARRREEHGERR &)

(4) FRRALFRIER ETRE L, S b ENE 1 ST b iRE IR 2 ofiir e
WARSIEBHZIT > CWHHEER CER27E7 A 1 ARFR ¢ 2538 JER

(5) PEMEEEASEENEORREECR D BLEIT > OO DHER (PR 27 F 7
A1 BERE - 1284 fas%

@2  HEOEFERCRWER BB ORI o ke L R B (TRO
WENRATES T S ER) A3, HERREBOAFNCE T OHROELA & LTHESh
TnaH Il &,

-

o [EfGTIES 2ECTIMTHE R KT LRI S FELL oD LIEROBEFIHE 21T
STWAZE, 96, 24N ik, RARYIEEY L LEBRBEZOFEAET
o TTHnNAI &,

o [EHEIRFFEUEE 2 FOMMBHE Z/ET Lictis, HILREORATMREZ ST 5
SELL D LR B RZOEREIToCnD 2 L,

o [EffitasrBiE% 2EONETHERZ R T LIz 44 LOBERBEFE L TND T
Lo o 9bh, 34D, LR O N AL B ST LR FE O BRHE ST
STWbHZ &,

@ BN OEZERFREHOEHIZOVT

ERGERTHICEF T2 EENER S, BEEAENLOFHEN, At - &4
PEEBFAEROF PR CEMSICT 2 R BEFEPRELTBEORESE
B, EREONATOR S ERRE- T 2 Lk,




@ BMERA~oO% G oW T
@-1 fER Aol A E

TR MR R O B 72 BIVE SRS 42 L 7o 8ic, 24 RSRIESMRIRII o0 F . Makiess UL
BERRICRB VT, B UZBERICE CTAREHE O CT S ORITER OERC M5
PREOREN/Y ATICHB LN, BLICHBTIEREHAE - ThE L,

@-2 EWRMEHEEIC L Z2EEFRGNICEET M

NABEICE DL DM NEB R CREE2 AT D ERNEEEVBER =2V v 7%
EOREEROAY )= TRITHERE LEHE2LE T 25— A EREH DB
SN TWAZE, 28, BEiEflio >, BAREEFOFRRCTDICEMENLTH
5T &,

@-3 RIfEAORE-CHRIRIZBE LT

BUER (REMERRBCM A, EEFHBEIIE, LR, B, WERMARLE. XIBXK,
HEEOTHRL 1 RUERA, ATHEREREE, FORIMEERE. MRS, §RE (Fre-
A FE MR R L STe) MRS, MR, BEORFERESE ., flRimARIERAE, infusion
reaction, SRS/ NIRAMESEBER (ITP) WA DORAESUL. MinREit, DEEE (b
FEARED « FRIK < DESEHSVNIEE) . BmEENLE) 123 LT HRIERSUTIERIER
BB OBRMMEEZ AT HEA LB L (RIER OREC NI B L TRERUARZ321T
BIHEMICHL L) ELITHRAENTELERPE-THE I L,
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. BRENBLRDEBAE

[Zeaitic B+ 5 %H]

O TRICEYTLIERACOVWTIIARIORGHED L XN TWEZ Ehb, B 21T

binz b,
o REIORAICR LIBERE O EO & A B

@ HBERTOSMICB W T RIS Y T2 BF I 20T, AR OBREGIIHELRE S hupn

M, MORFERIENR R ONEASICRY , BEICAHGHERTH 2B ETE D,

o FEEMEROGHNIEEOL L BE

o JEBm R CHEE T D 5 BE K OVEEIME O HUR 1R Ml s 0 B b 2%
LOMICRIEEE LA DI D BE

o HOMEERBOEM. iHEEaRE L ITEREO B OAERBOBTED
hHHBRE

o [EEBRE (EhetiilaBiEL ) b oEE

»  ECOG Performance Status 3-4 0 D B3

[FHZEIC B 2 $E])

O FROHEICBOCHRAOAHES RSN T 5,

o 20 EOALERIERED B D IGR IR ET - AR ERAE

@ TRIEEATIRE T T IARMORE L OERTEC W TE Ao F D

FESLESN TR LY, KAOREHFE L L LR,
o —IRIBIRER TR E =T TRV,
o fiTEAEBN b,

o fhoPUEMIRER L OHA,

& BeOG @ Performance Status (PS)

Score iy
0 £ iR ITETE S, BFENEFC A FERAHIRELITZ 5,
1 PRI LGB IR & v 528, BITTEE T, BB CofE T 2 &R TE B,
i B EE, FHEE
2 | BT ARETHSOHOE D D7 B ST AMERIZTE AV, HP O 50%EL By FATRIY.
3 BoOnNEACHOEDOIE LHPTERY, HPOS0% EE-Ly FRF AT,
4 | &<EThwn. BOOEDAED O Lida TEhy, BmRiSy Pl T TilI

8




6. BHICE LU THETRXHE

O WBACESIONZ ., SRR BT 2 BRHE IS IE-0 X AR O Rl R Ul EAE
MO DB ERE+DICERE L THLERT A &,

@ RSN, BE NI OFBECHSER OYEMEE HoUA L, REEE
Thhb#bETB L,

@ FLRBHWEHO=FT AL MIDNT

o

FWEMHERERD b 2 BB DT, AROBREISH T > Tk, FEEE
W (PR PR, wEk, FEEGE) O MR UNE X S B0 ERSE, B8 o
CATH T b, Ei, MBI UTHER CT. Mg~ — b —S0RE L TS
&,

AFN O EILEREE O infusion reaction (i 2 TEARMT 475D TE B
i 21T o7 ECMtAT 5 Z &, 70,2 Bl H LAM O A #5112 infusion reaction
Do bHbitd 2 bH DT, KAEKEGEPROAFBREETHIZ AL 0 A
ERMET %, BEOWREL+SICBET 52 &, 2235, infusion reaction &
FEH U258 10, & TOBBERCERNSERICEE T 5 F CHE L ol
THI L,

HFURIBIERERE SR H Hbh b & E R H 20T, AF O 5 Bl kART R O 51+
AR R R AR A (TSHL, WERE T3, UrgE T4 S0HE) #HET 5
Tk,

AROBHEIC LY IBEORERINCIERT 5 L& X Db k2 BRSO R
BHOLDLRAZZENREH D, BEPBOOLNZIEEITE, BERULFHIIN L
AR 7 Eel; & BRER A Fro[E Al & L CEE RN 2 W A AT BE O
BOSIZ X B RHER R EDI 26T, AFORE TP, RORIBEER
NECHIOREEREEFETLZ L, 2B, BIRERE L OFREC LY EIE
RDOBEENTED GARWIFEE L, BIEREFRAE PO SIEIHIIOBMN
HERT D,

BERTH, ZRAMOLEIFRBB L THLEHERNRET 2 Z L0 b 570,
AFNOEEHTHRICHEWERAORBR DI ERT 5,

1 ZBOEEDRE (BURE 1| RURIRIE 2 & de) b b, HRFEM S T F—2 R
WIEDZENRBHHOT, AW, B, EHHOERORILMIFEO LRI+
SEET DT L, 1 ERFEREDLAIIGE IS E IR L, A XY U8
R ORGEDRMRMEEITS Z b,

@ AHNOHEREIZBNT, EHBHL 1 ElIT6 BT, FRLIEIE, RRTE
WICHGMEORMET > T2 &2 2B, AR S P EMNcBGRE CHE
DOBREITH Z &,




