IS

o HHEET A RT A >
=HRN~7 (EBlaTHHZ)
(AR7e4h « A7V — R AREE 20 mg, A7 2 — R A EHE 100 mg)
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1. IZU»IC
RS DO - L RMEDOMEROTZ DI, BT SCEFIZE S W2l ER R D
BND, S5, IHEOREREMOMESIC L0 | FURESR G 72 & OFH0 728 B E R
FPERLDARIND T T, 2O OERMZEICHNEREFITRMLT 5 2 L BREO
AL 2o TR RFEMBGEE & SO R T #2016 (% 28 45 6 A 2 H MRS E)
IZRBWTYH, FHERLEOHHORE(LHEEZX S Z LS Tnb,

BORVE SR E R ST, SR &M 7 0 7 7 A ADRBEEDER S & B S i
MHZENDDH, T, AINERONZEMEICET HERNHERT S £ TOM,
WMHERGOBEEEZIT L ERPFR SN BEICKH U THEMRT L & &b, BIE
RN FBL L 7B B 25t & & D 2 & S ABE e — T O B 23 7= 3 I SRS B 1
THZERHEETHD,

L7eRoT, RIFA T A Tlid, BARBERELZNE TITHELN TV D EFH TR -
B2 RN S-S & | LUT O 3R 5 O g 70 6 & HEdE 3 2 BLA 0 D B B 5 %
RO EERER~T,

I, ARITA BT A A%, MSIATBOE N ESE G RS SR, At EEANB AR
ERRMES o, — M ERTE N A ARERRNBH ES BEFREFITEEE A B AN 22 & O
—MRAEEEN B AR ER TR OO b EAER LT,

WG L IR B ERNL ATV — R AT 20 mg, A7V — R AIEEE 100 mg (—%
% =R~ T (EfsTHfz))

R ETDMEIIE « 23 AALFIRIER (T U 7 YRR AR 7R HEA T « 78 00 B R gt o Fz
JiE

WELRAMEROHE  @% . RAICIZ=A V<7 GBE ML) & LT, 18 240mg
% 2 MM CAEEET 5,

B s I 5E 3O /NP T RIS




2. RAIDOFAK. 1EHBT

7Y — RN IR 20 mg K ONELRTRERE 100 mg (—f%4 - =R~ 7 B
Baz), LAF. TARALD) &, NSRS TEMASLE A X Ly 7 24 (87 Y X b -
~AY—X A7 A7 (BMS) f) 23BA% L7t b PD-1 (Programmed cell death-1) (2%}
T5k MUIgG4 € /) 7 a—FAHIKTH D,

PD-1 (&, {EMAE L7V 38k (THIR, BAHIIRAL OV F 2 7 0% 7 —T Hiky) KOVE

BRI R BT 5 CD28 7 7 X U — (T AR OIGHAL Z BRI IE & BUSHIEE3 2 2
T ICERT2ZAARTH D, PD-1 IFHURIR RAIIIZI LT 2% PD-1 U K (PD-LI
FONPD-L2) EfEA L. U o SERICEINES 7L A niE LT v R ERoiE Mk EE %
BITHHET LT\, PD-1 U0 NIFHURERSMIALIAMNZ b b Off 2 22 SRR I F8 B
LTk, BMERAMREEE )OO LB T2 PD-L1 OFBLLINEDAEF
Wil & OMICADOFBEIEIR & D Z & 23 S Tu%  (Cancer 2010; 116: 1757-66)
F 7o BN R A E R TR T MRS ELET DA v ¥ —7 = a4~ (IFN-y)
12X > T PD-L1 ORBENFHEI N, 58 LI EEHIC T 5 PD-L1 ORI LHE O
ALEWIR & 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 Hife oo i e 555
TEPEZ 59 S ¥ 5723, HT PD-L1 HI/A T PD-1 & PD-L1 & DA ZHET S & Z DAl
EEWEENREIET D Z ENRENTWD, D Z LMD PD-1/PD-1 U T2 REREIX, 7
AR TR R RAY 7 T AR O OBEEZ BT 28 FD—2 L L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 O E (PD-1 U 7 FFEAHEIE) ITRA L.
PD-1 & PD-1 UG Y REDMEEGEET D Z LICLY ., NAFUERRNZ T MiE0s
PEAL B OV AKIIENS %19 2 ARG EIGVE 2 #9589~ 5 = & TRk e PUBE 2 3 2 R4
ZEDER I N TV D,

INOOFEN S | AFNIEMIESE ) 2 Bl 2R EIc 20 55 b0 L HIfF S,
TEMER R R IR 2 kR & LTRGBS L, A i, et R OV R
Sz,

AN VE ST 5 < HBEE DRI IT X 2 ANERISED & & b, B UL IC
B AR B B, ARG R OB ERICIE, BHEOBEL FYTV, BEAR
D AT ANT I, FEHR L7 BT T P72 Kk & RRBR & 5 IEAT & et U
ORI A T B ORIEEISIC & BRI B EDN 53 A 101, RIB R AL
LRI 5D R LE 21T 5 MBS D,



3. BT
ﬁoki&%%ﬁ%@&m%mﬁo

?ji * ﬁ:%@ ﬁfﬂ@ﬂ%qjgzﬂi@ﬁ(muﬁ# uuq:'fﬂﬁ%f

[ B 2hE]
ENE TFRER (ONO-4538-41785R)

FIFFEHN L R UFE R Y LK & OPER GRS XU AR O Y)
PRABEZR ST « B O MM R E RS (ECOG Performance Status 0 2 OV 1) 34 f3i %
KB  AA 240 mg % 2 W F I FR TR FRE Uiz, EEFHE A Th 2R3 (Modified
RECIST criteria (2004)(Z3%-5 < U fEIZ L D CR XUE PR) 1£29.4% (95%(5#EX[H :
16.8~462) Th o1z, B, FHNIHRE LI-BIEIZ5.0% TH -7,

(24 1]
NES TAERRER (ONO-4538-41745%)
BEFGL32/3441 (94 1%) (28D b, ARAIE DRRBERPEE TERWAEEES
1323/3461 (67.6%) 127D DALz, FBHENSULL LORWERHIZT TED LBV THh o7,

*  FEHRDPS%LLEORIER (L EVEART RG]

THH AFIE
Grade 4> Grade Grade 3-4 Grade 5
RIEREE FEEL OROLE | Bl REBLR | BB ORILE
(MedDRA (Z & %5 SOC-PT 43%8) wEC (%) T (%) T (%)
HEELK 34 34 34

o Wik

FOPR IRAEREAR T E 2 5.9 0 0
H IS

T 4 11.8 2 5.9 0

AN 3 8.8 1 2.9 0

HLL 2 59 0 0

Mg i 2 59 0 0
— - B HFEE R L O EE LIRS

B 3 8.8 0 0

95 J7 2 5.9 0 0

FEEN 2 5.9 0 0
AR AR A

Y —F 4 11.8 2 59 0

TIZ—EHEN 3 8.8 1 29 0

VBRSO 2 5.9 0 0
Rt LU SERE

BARIGR 2 59 1 29 0
B HE SR 38 KOS ARk S

B3NSR 3 8.8 0 0
R R L O AR kB =

B2 4 11.8 0 0

i INTR S INGA 2 5.9 0 0

BERi2 B S SN AEES4 L. MedDRA ver 20.0] 2 AW CHiAEZ 72,

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




7eds, PRRREE 2 1] (5.9%) | HFHEEEREEE 1 61 (2.9%) . HUIRIRHEEEREEE 4 61 (11.8%) |
M MERTE R 2 61 (5.9%) . KEGAK - BEED FHI2 41 (5.9%) . 1 BHESRE 141 (2.9%)
DRO BT, £, BHEREREE, EEORERSE, MTERAKERS, RITEEREE,
Egs, HEIEMEESE, M - B, infusionreaction, 5 & 9 RS, (DHdE. Ahd. #i
RO RMRIE/ X A/ T — Pl MRIBD PSR EER . T2, WUk AR 284 E K OMEA b
PERBE RITERD b o 7o, RRIERFBLR DU Y TR O FSR (BRI A H AL
Waate) e R T R~T,



4. JERXIZHOUWT

R Y X7 EEREHE (RMP) [ZH-D & | ARH 00 B 3K 5L 22 P ARG B~ D 1 7 (R
N Bk Th o T, RAEOE D@ e BEEZZW - FEL, AAOFEGICE Y EE
REWER ZSEBL LTRSS T2 2 LA E 2 LT OO~@ DT T & i 727 )i
RIZBWTHEAT & TH D,

O fEgElc>nT

D1 T (1) ~ (5) OWTHNITEY T D% THDHIE,

(1) BEAETBREDEET D03 V2R EEILSIRPE S (BRE TR S A2 O HEHL RUw P
HUIE S A2 B EEHL R BT . MBS AU IRIRRE 7R &) (R 30 4R 4 A 1 HIRERL : 437

[39)

(2) HrTHEREmBE CERL 29 4E 6 H 1 BN « 85 fiigk

(3) HEAFERENFENFEET D0 AFEEEFRE (03 V2RI ERPL, 25 A iiai s
WREBE, S AR EEHEE R e &)

(4) I RALEIEE 2 L %;f%m%féﬁ(ﬁbu%1x1%5f€1t#§1£73u%2@m R L UE
IR D ZE T > TV A liaR (CERK 28 427 A 1 HIREA - 2%%@)

(5) #ﬁﬁﬂifﬁmﬁ@f?&m%@ﬁm R TR D A T TV D lEax CERE 28 4F 7
A 1 BEFA ;1290 fitigk)

O-2 MR s B2 IR Ok P iE K OYRIE S BURE O ef i 2+ 57 70 ek & B8R & FF 5
ERI (FROWT DT YT HERM) 2, YR OARANCET 2IREOETH &
LTREINTWDZ &,

7=

o [ERNFFEGE 2 FOWMINHE Z & T L7212 5 L EDO R AIGIRDEERIHE %
IToTWHZ L, 95, 24 I, NAERYIEERZ T L L-RKRBEESFOIHME %
1T >TWB I &,

o [EEMCFFEUS% 2 FOYMINHEZK T L72RIC 4 FFLLEOBKREREZF L T\ D
ZL, OB 3FELLRE, TEMERE T R IE O A A SRR A G T e RER SRR S DO R R
WHEZ{T->TW\nbZ &,

© BERNOEFELIEBREBOKHIZDONT

I AERE B FE T 2 AN R E S, BERAE D OFRED, Ao - &%
PSSR RE R OE K OERSIC T 215 @I, AEFGNRE LGS 0WE
EH, ERHESCHIATONDIREIRE S TND Z &,




® EHWEH~DXRIEIZHNT
@-1 fiak Al B3 2 Ef

W MEGR B D B 2 BITEF S R4 LZBRIC, 24 BERER2IRIAHIO T, Sikhizk X
MR 23T B L ZZBIERNICES U CABE B KON CT ZOFIVER ORI 4
ZRRAEOR RIS L ARG O, EHITRISATREZRARI N > Tnd Z &,

-2 ERUEFHIC L DA EFFEZNICITB T % 2t

IS ASHRTHE D D BT 72 e e O\ BE 2 2 BIRIEFRE D EIE =2 Y 7
EAOERDOAZ V== T 2ATWEIRE LR 2 IA TE 57— L ERAH 2
S TnDZ &, B, BIKHIZOWT, BDABE EZOFEICHIIZAmEiT
W5 Z Lk,

®-3 BIEH OZERCxINIZBI LT

RIWER (RIEMMERICIN A, EAEMEDAE, Ok, TR, B RARE., K%K,
EEO TR, 1 ANERE, IFHReiEEs ., FURIREEREIE S, MREE . BEE (Bre
JRANE BB K2 a5 te) . RIS, Mo, EEORERE, #RMeIERSE, infusion
reaction, FSEVE M/ MRIBZPESSBER (ITP) | 18 BE DSz SO IR W E M, (OEREE (O
Al « IRAR - DEMEAMGHES) . Mg maE) (X LT, Yazhiax s BERR
B DELFME 2 A3 D R &l U (RIEH O 20Xt i B L THRE R OSSR 2% 1T
DNAFRMEICHHZ &), EHICHEY)RLENTE HERFINESTHWD Z L,

i
2



5. BeGXIBL7bEHE
[Zz4pEl B4 % $IE]

@

)

TRICEU T HHEEFICOVWTIIARRNORGENED L SNTWDZ D, BH 21T
F oA AN
o KRAIDRSTIZR LigEUE DB ERE D & 5 BE

TRIRATOFHMIZ I W T FRRICEE S T 2 B 2OV TR, AAOF GITHERE S 2z

D, AOIREERTUL A 2 NG EITIRY | HEICAFZEH T2 2L 2B ETE D,

o [FEMMREOEHIIEEDOH D BHE

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

o ACORERERBOAGD XIHEMERE L < IXERMEO B O R B OB D
oraysech

o e (EMmEaBREZ S1e) Db DB

e ECOG Performance Status 3-47V D B3

SRl tlE Sh Pt ) |

o)

@

TROBHFIZBOTAADOHIMEI RSN TS,
o ALERIERO & D UIBRAREZELT - FRFR OBl b B R

TREIZEE Y T 5 B TR D AF OB G- L OMEH FIEIZ DWW T, RFIOH %
DHELINTHELT ., RAOEERIR LR LN,

o —KIRFEEZIT CORWES

o MOFUEMEELAI S OFH LTRG-S D B

GED  BCOG @ Performance Status (PS)

Score TEH

0 | &<MERIEETE S, BFaiE R LB EAERESHIRR 1725,

| WIRRIIZIE LUV ENXHIBR S5 03, BITAREC, BRIEECE > COMERIFITHI 2 &N TE D,
B BMWEE, FHIEE

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

3 ROENZESOHDED DZ L LTERY, BHO 50% Ex Xy R+ iR 4,

4 | BTV, BHEOHFOREY D L3 TERY, BECNy RO TEIT,

8




6. HHIZHEL THEETXFHIHA

O A CEFICN A BLEERTEES TR 2 BRSSO E ARH O etk & OV E
HOT=DIZ B fERZ H B L T BT 2 &,

@ RRBRMBICSL D BE I OFERICA MR etz oy L, FEE2S
ThoEETHZ L,

@ EREIEHD~RT AL MZHOWNT

MEMEMEEDN S 5D ZENRHDHDT, RFDOEGIZHT- > T, BKIE
M (PRI R EE, nmk, FEENVE) DORER L O X MRiRd O LM%, Bigx 1+
ZATH Z &, Elo, LEIS U TIWE CT, MiF~—A—F0MR& 2 FhT 2

Z &,

ARHFNOFE 51X EE D infusion reaction (I 2 CEERARFZ 072 xf i D TE 5 1
i ZAT > 72 ECTBMG 2 2 &, £72.2 [B1H AR O AAIF 512 infusion reaction
NHHONDZ L bHDLDT, KFERE PR OEFIE G THITASA 2 A

CERET 5%, BEOREBE+0ICBIET 52 L, 7B, infusionreaction &

FHL LG E IR, 2 TOMEE L OER D TERICEIE T 5 £ TRE Z 85

T5HZ L,

FORIBEREREE 2N B B D 2 &35 5 DT, AFI O 5B aaET M OV 51

HUIE M R RER A (TSH., 7 T3, 05 T4 FOME) 2 £S5

Z &,

AHNOFGIZ XY | WEOFREFUNTERK T 5 L& 2 BN DER % REEIHEE
DHLOLNDZENHD, BFENPROOLNTGAEIIL, BELLEZFRIIS L

R 72 5k & ARBR 2 e D[RRl &g U ClE bl A BRI W 21TV il o
FOSMZ £ D BWER B 25551213 ARFIORFESUIH IR, R OFEIF EE AR

NECHOBRGEEZBET D2 L, 2B, BIBEKEARVEOREICTLYEIFE
FHOYCED TR D B2 WA IZIE, B BE A€ LSOz miil Al o8

HLEET D,

BeGRE T2, BOERI 80 AR U T GEWERN BT L Z B H D70,
AR OBEHETHIZ S EWEH ORI 21T EET D,

1 BUBEPR S (BIE 1 BRI 2 5 de) D3 b iodu, BERWEES RT3 R—v &

IZEDLZENDHLHOT, g, Bl MEIEEOGEROF B E O LI+
SEETLZ L, VEERF N OIS EICIFE G eIl AR H
H O & DY R EZITH Z &,

@ AFNOERRBRICBNT, 3EIEREGEZE (6 IL) ICHEMEOF M AT > Tz
L EBEIC, AFFE T IEHAICEERE CHROWREITO Z &,



