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1. IILBIC

RS DO « ZRMEDOREROTZ DI, U SCEFIZE S W2l E R D
BND, S5, EOREEMOMEAIC L0 | FURESR G 72 & OFHH 725 BLVE R
FFERBDARIND T T, 2O OERMNZ FEICHNEREFITRMLT 2 2 L BREO
AL 2o TR RFEMBGEE & SO R T #2016 (% 28 45 6 A 2 H BIRERE)
IZRBWTYH, FHERLEOHHORE(LHEEZXS Z L& TWna,

BORVE RS E R ST, KBRS &M 7 0 7 7 A ARBEFEDER S & B S i
BMHZENDD, T, AINERONZEMEICET A ERNHERT 5 £ oM.
YHERLOBEEEZIT D2 ERPR SN BEICR U THEMAT L & &b, BIE
FANFH LIRS % & D 2 & WS AlHEZe— 8 O B %35 7= 9~ Rk BE <4
THZENRHEETHD,

L7eRoT, RIFA T A TliE, BAREERESLZNE TITHELN TV D EFH TR -
B2 RN IS & | LUT O =35 O i 7o (6 & HEtE 3 2 8L D LB Bk B2
RO EERER~T,

I, RTA BT A A%, MSIATBOE N ESEG ERIERR SR, At EEANB AR
ERRMES o, — bR N A AR RNBH ES . BEFREFITEEE A B AN 22 & O
—MAEEIVEN B AR SR 2 O Db EAERL LT,

RGe L Ip HEIRSG, « AT VR EEERE 20 mg, A7 U — R SEERHE 100 mg (—%
& =RV~ GEG TR Z))

R ERDIBEIANE « S AALFIRIER I CHE B U 7= UIBR AR RE 72 61T - FE38 0 B Mg s v iz
i

RELRAMEROHE @, RAICIZ=R L ~7 GG Z) & LT, 18 240mg
% 2 ARG CAREHET 5,

f¥E IR 9C ¥ F NI TS




2. AHN DR, TERBFTF

7 — R IR 20 mg K ONELRTRERE 100 mg (—f%4 - =R~ 7 BBl
Baz), LAF, TARALD) &, MBS TEMRASLE A X Ly 7 24 (87U X b -
~AY—X A7 A7 (BMS) f) 23BA% L7t b PD-1 (Programmed cell death-1) (2%}
T5k MUIgG4 € /) 7 a—FAHKTH D,

PD-1 1%, #&MAL L72 U 8Bk (TR, BMREK T F =2 7 0% 7 —T ) LKOVE

BRI R BT 5 CD28 7 7 X U — (T AR OIGHAL Z i BhHIZ IE & BUSHIEE T2 2
TR ICBRT2ZAARTH D, PD-1 IFHURIR RAIIIZIEHL T 2% PD-1 U K (PD-LI
FOVPD-L2) EfEA L. U o SERICHEINES 7L A nE LT R ERoiE AR EE %
BIZHRE L TWd, PD-1 U H > RISHUREERMBELIAMNC B b Ofk & 72 RS RR I Z 585
LTHY, BEMERAMREEE )G UER L2 EGHEICHT 2 PD-L1 OFRBLLIFEDAEF
Wil & OMICADOFBEIEIR & 5 Z & 23 S Tu % (Cancer 2010; 116: 1757-66)
F 7o B R AN TR T MRS EET S ¥ —T7 a2 H v~ (IFN-y)
12X > T PD-L1 ORBENFHEI ., 8 L2 EEHKIC T 5 PD-L1 ORI LHE O
AAEWIR & ORI EDOFBARR S & 2 & DS & 5 (Sci Transl Med 2012; 28: 127-37)
S HIZ, PD-L1 Z IR EL S 728 AR, HURKERAY CD8 Bk T e oo i e 555
TEMEZ 88 S ¥ 57238, HT PD-L1 HI4K T PD-1 & PD-L1 & DA ZHET S &2 DAl
EEEENREIETH 2 ENRENTWD, D Z LMD PD-1/PD-1 U T2 REREIX, 7
AR TR R RAY 7 T AR D OBEE A BT 28 FD—2 L L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 OffasME (PD-1 U 7 FREAHEIE) ITHA L.
PD-1 & PD-1 U W FEDRERZET D EI2X 0, DAHURRRREN: T MlaoiE
PEAL K O AUKIIELS %19 2 MBS =G VE 2 #9585 = & TRk e PUBE 2 3 2~
ZEDFER I N TV D,

IO OFEN S | AFNTEMEIEBE ) 2 Bl 2R EIc 20 55 Lo L HIfF S,
TR 2 BB A et R & LT BRI BR 2 520 U, A, 2 atE R O AMED TR
Sz,

AN VE ST 5 < HBEE DRI T L 5 ANERISED & & b, B UL IC
BB AR B B, ARG R R OB ERICIE, BHEOBE L FMTV, BEARE
D AT ANTIE, IR L7 BT U P72 Kk & LR & 5 IEAT & et U
ORI ATV B ORI & BRI S EDN 238101, RIBR AL
LI OB HEE OB AL AT 5 LB B 5,
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17 f:a‘z&ﬁ%fi%ﬁ%ﬁwﬁma %mﬂ”o
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[ 2hE]
ENEE FHERER (ONO-4538-417K5R)

TTFFEHEARA N LFE R MU T LK E QPR B GICAIR XAXARi oY)
PRABEZ2 ST « PR O E RS (ECOG Performance Status 0 2OV 1) 34 f3i %
KIGT A 240 mg Z 2 W F ARG T A ERE Uz, FEFHEE A Th 522202 (Modified
RECIST criteria (2004)(Z3&-5 < U EIZ L D CR XUE PR) 1£29.4% (95%(5#EX[H :
16.8~462) Th -1z, B, FHNIHRE LI-BIEIZ5.0% TH -7,

[Z241E]
NS TAERRER  (ONO-4538-41745%)
BEFGL32/340 (94 1%) 128D b, ARAIE DRRBERPEE TERWAEES
1323/3461 (67.6%) 127D DALz, BHENSULL LORWERHIZT TED LBV THh o7,

#F RIS %IUEORIER (REMATHREN)

THH AFIE
Grade 4> Grade Grade 3-4 Grade 5
RIEREE FEEL RO | Bl REBLER | BB ORILE
(MedDRA (Z J % SOC-PT 43%8) FH (%) FH (%) FH (%)
HEELK 34 34 34
oy ik
FOPR IRAEREAR T E 2 59 0 0
H I
T 4 11.8 2 5.9 0
A% 3 8.8 1 2.9 0
HLL 2 59 0 0
Mg - 2 59 0 0
— - 2 H FEE R L O E LR AR
(=Y 3 8.8 0 0
95 97 2 5.9 0 0
FEEN 2 5.9 0 0
AR AR A
Y —BHIAN 4 11.8 2 59 0
TIZ5—EHEN 3 8.8 1 29 0
VBRSO 2 5.9 0 0
Rt LU RE
BARIHER 2 59 1 29 0
B H SR B KOS ARk
EANEN 3 8.8 0 0
R R L O AR kB =
b2 4 11.8 0 0
i INTR S ING A 2 5.9 0 0
R HE SN -G EES4 L. MedDRA ver 20.0] 2 AW CHiAEZ 72,

Grade I3 CTCAE (Common Terminology Criteria for Adverse Events) v4 & ICHEL 5,




7R, APRRRETE 2 B (5.9%) | IFEERERESE 1 1] (2.9%) . HRIEEERE S 4 1] (11.8%) |
VMM 2 B (5.9%) . K% - EEO FH 2 6] (5.9%) . 1 BUFEIRRE 141 (2.9%)
WRD Oz, 7z, BHRERES, EEOKLGREE, TERAEERE. BIEHEREE.
e HEAEMIEJE, MMk - BEEZK . infusionreaction, 5 & 9K, LAk, sk, #4
KRS/ X AN TF— PRI OB PSR BER . AT28 . SR AR ZERRE K O
PERRAE IR B2 o 1oy REWERREILRIUT YA FROMEF SR (BRI AR
Waoly) TR RETT,
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R Y 27 ERREHE (RMP) [ZHD& | ARH 00 BE3E 5L 22 P BEARIE B~ D 1 7 (R
Wb HHER T > T, AR OEEN#EE) 72 BE Z2W - FrE L, AFIOEGICL ) BHE
REWER ZFEBL LTRSS T2 2 LA B2 LT OO~@ DT T & 7= 7l
RIZBWTHAT & TH D,

O MERRIZOWVT

@1 Fieo (1) ~ 5) OWTHRMNITHEYTIME THHIL,

(1) BEAETBREDEET D03 V2 REEEILSIRPE S (BRE IR S A2 HEIL RUw P
HUIE S A2 B EEHL R T . MBS AU IRIRPE 7R &) (R 30 4R 4 A 1 HIREAL : 437
fiaz)

(2) HrTHERERPE CERR 29 4E 6 H 1 BN « 85 fiigk

(3) HARENTIREN TG E T 2 03 U2 REEERRT (73 A2 HER TEIRPT, 05 A2
W 719PBE, 23 ARSI EEHERE R 72 &)

(4) S RAbPEIEE AR E L, %;Eﬂ:#éﬁfbu%1Xi%5§1t#§/ﬁbu%2@ﬁm L
R D ZIT> T D ftiag (PR 28 4F 7 A 1 AFEAL ¢ 25407}& 59

(5) #rﬁm@rﬁmﬁ@ﬁm%@m RILYEI AR D R & 1T > TV AR (CERR 28 4E 7
H 1 BEREA ;1290 fitigk)

D-2 M5 Bz JE DAL 2 E K ORIE R R BLIRE O b S+ 43 72 il & #8822 F5 o
ERI (FROWTINICHEY T HIERM) 2, Y2 BRI OARANCET DIREOETH &
LTREINTWDZ &,

7=

o [EAIRFFEASE 2 FOPMINMEZ /T L72RIC 5 FELUL LR ARROERIRIHE %2
ToTWHZ &, 9b, 2HULIT, NAEYREL T & LERESFOIHE %2
17725 TWNH T &,

o [EEMCFFEUE% 2 FOYMINHEZK T L2RIC 4 FFLLEOBKREREZA LT\ 5D
ZL, ob 3FELLRE, EMERIE T R IR A A SRR A G T e NER SRR S DO R R
WHEZ{T->TW\bZ &,

@ BENOEFKMFERERDEHIZONT

EE G EHRE BT 2 BEE D EE S, EBEN D OFRED ., Ao - &
EMEEIRPE RO S OERSEIC T 215 R, AFEFSNRAE LG 0WE
¥, HRHSODIITON D IRHINE S TWDHZ &,




@ BIEA~DORIRITDONT
@-1 fERAHIC 3 2 B

VRTS8 S 0 B R BRI 2862 L 2RI, 24 SRIZSHRIRHI O . 3% HER% X
R R IT 350 T, BB L AR U C AR LR O CT % oI 1E A O8I 2
BIRRA DR Y A PITRF S, EDISKIS TR AR > TnD Z &,

@-2 ERIEFEEFIC L 2AFFRAINCHET HEMS

S ABHRCHE D D BT 72 e O\ BE 2 2 EIRIEFRE D EIE =2 ) 7
EEDITEROA Y V== 7 2ATOERE L FmE A TE 5 F— AR 2R
SN TVD Z &, 2B, BiAHIZOWT, BDABE L ZOFEBET ST mshT
WwWnHZ &,

@-3 BlfEH ORWr-OoxISITBE LT

AITER (FEMERR BN A, BAEMEE, DR, Mk, BURUTHBIRIE, KB,
HAEEO T, | RERp, IPRRERET . FUIRIRIEEERET . Mhthes, BiEE (BAe
PRANE FEMER R 2 ate) . RIS, Mk, EEORERE ., FIRNARIERE, infusion
reaction, SR ML M/ IMRIBATESRBER (ITP) | i O UG, G LEEE, OlsfE T (L
FEAlE) « IR - DEPEEAMGHESE) . MR M) (6 LT Y agha ST BRE R
BB ORI ME 2 A9 D R & s U (BIVEH ORZWH-eRS ISR L TR R OSSR 2521
DRLRMICH D Z L), EHITHEYRLEN TE SFHNE->TVnD Z L,
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5. BEXRLBRDIBE
[ZZetic B3 5 F1E]

@

@

TRICEU T HHEEFICOVWTIIARRNORGENED L SNTWDHZ D, B5 21T
F oA AN
o KRANIDRSTITR LigEUE DB ERE D & 5 BE

BIREAT ORI BV T FREICEE Y T 2 BHIC OV T, AFOHREIHELE S e

D, AOIRERTIL A 2 NGEITIRY | HEICAFZEHT 22 2B ETE D,

o [FEMMREOEHIITEEDOH 2 BHE

o JESEg AR A CHE R 258 0 2 B K OB D I R e S0 & G fiti 7%
LD RIEMEZEALD I B AL 5 B

o HOEREOA, JUTBMERZE L IXFFEMED B O im B OB EED
oraysech

o EERAERE CEMEHaBEE L GT) Ob DL

e ECOG Performance Status 3-47V D 3

SRl tllE She pRAYE ) |

o)

@

TROBHFIZBOTAADOHMEI RSN TS,
o ALERIERO & D UIBRAREZELT - FRR OBl b R R

TREIZEE Y T 5 B TR D AF OB G- L OMEH FIEIZ DWW T, RFIOH %
DHESLSNTHE LT, RAOEERIR LR LI,

o —KIRFEEZIT TCORVWES

o fLOPUEMEEES L OFH L TG S BHE

D ECcOG @ Performance Status (PS)

Score T

0 | &<MERIEETE D, FFaiE R LB EAERESHIRR 1T 5,

| WIRRIIZIE LR ENSHIBR S5 03, BITAREC, BR{EESCME > COMERIFITI 2 &N TE D,
B BMWFE, FHIEE

5 BATRIRECH D OHORIY O Z L3 TR TRFEZAERILTE 22V, B D 50%LL EiZ~<y RACilg 2
ED

3 ROENZESOFDED DZ L LTERY, BHD 50% Ex Xy Rivfy+ iR 4,

4 | BTV, BHEAOHFOREY D LT3 TERY, BECNy RO T TEIT,
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6. BEICE L THETREEH

O WMACEFICN A, BEIRTEER D3 2 BRME I H-S & ARHF O Fei J ONiE 1E
HOT= OB E®RE H I L ChLEHTH Z &,

@ BB D, BE I OFIRICAEDMER fEmit 2 o L. RE 25
TObEEGT 5L,

@ EREMEHD~HXT AL MZHOWT

MEMEMEEDN D 5D ZERHDHDT, RFDOEGITHT- > T, BKIE
M (PRI REE, nmk, FEENE) ORER L O X MiRd O LM%, Bigx 1+
2179 2 &, Fo, BEIDSUTHEE CT, MG~ —h —%50RE%L EiT 5
Z &,

ARAFN DO EITZEE @ infusion reaction (2 2 CEARHZ 7 xndD T HHE
i ZAT > 72 ECBtG 2 2 &, £72.2 [B1H AR O A AIF 512 infusion reaction
NHHONDZ L bHDDT, KFERE P R OAFIE G THIT A Z A
CERET 5%, BEOREBE+HICBIET 52 L, 7B, infusionreaction %
FHL LG A IR, 2 TOMEE L ORI TERICEIE T 5 £ TRE Z 085
T5HZ L,

FORIHEREREE 2N B B oD Z &35 5 D T, AFI O 5B MET M OV 511
HUIEMA IS R RERR AL (TSH., 7 T3, 5 T4 FOME) £S5
&,

AHNOFGIZ LY | WEOFRESUNTER T 5 L& 2 BN DER % RREIHRE
DHLOLNDZENHD, BFENPROOLNTEAEIIL, BELLEZFRIIS L
B 72 5k & RRER 2 e R Rl &g U Cl bl e BRI W 21TV il o
FOGIT X 2 EWER 2N B0 2355 121E, ARFIORFES TP IE | K OFEIE BB R
NEROBRGEEZBET D2 L, 2B, BIBEKERVEOREICLYEIFE
R OYCEEDRFRD BN WIGEIZIL, B BB R /VE LSO Sz il Al o BN
HLEET D,

BeGHE T2, BOERBI 8 AR U T LRWERN IR T L2 B H D70,
AR OBEHETHIZ S RWEH ORI 2R T D,

1 BUBEPR S (BIE 1 BRI 2 5 de) D3 b iotu, BERWEES R T R—v &
ICED T ENDHLOT, NG, Bl IRIESEOIER O FEBLC M BEHED 72+
SEETAHZ &, 1 BERFENEONTZSEIITRGEHRIEL, AR 8
H O ORMY R EZ1TH Z &,

@ AFNOERRBRICBNT, 3EIERGEZE (6 L) ICHMEOF M AT > Tz
Z L EBEIC, AFFETIIEHOICEGRE CHROWREITO Z &,



