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1. IILBIC

RIS OF M « L RMEDOREROTZ DI, U SCEFICE S W2 E R D
BND, S5, IHEORFEMOMEAIC L0 | PURER S 72 & OFH0 7 5 BLE %
FREIRGEDARIND T T, 2O OERGZ FICHNERBFITRMLT 2 2 L BBEO
AL 2o TR Y RFEMBGE R & SO FAR T #2016 (AL 28 45 6 A 2 H BIRERE)
IZRWTYH, FHERLEOHHORE(LHEEZXS Z L& Tnb,

BORAE RS E R ST, KBRS 2 7 0 7 7 A ARBEFE D ER L & B S i
BRHZENBDH, ZOH, BINERONRZEMEICET HERNHERT 5 £ TOM.
WM ERLOBEEEZIT D2 ERPR SN BEICR UTHEMAT L & &b, BIE
AT LIRS & D 2 L WS AHE 7 — i O B %35 7= 9~ Rk BE < 4
THZERHEETHD,

L7eRoT, RIFA RT A Tlid, BARBERELZNE TITELN TV D EFITFH -
B2 RN S-S & | LUT O =35 O gt 70 6 & HEdE 3 2 8L D B B 5 %
TR O EERERT,

I, ARITA BT A A%, MSIATBOE N ESEG EFRIEER SR, At ENEAN B AR
BRI o, — M EENE N A ARERNB ES FEFEEFITEEE A B AN 22 & O
—MRAEEEN B AR ER TR OO b AR LT,

RfG L I B EINL L ATV — R SR 20mg. A4 7Y — R L 100mg, AT
— AR EEEE 240mg (— &4 - =R~ T GEIaTEEZ))

WG ETDREIIE © 23 AALFIRIER (THE U 7 YRR RE 7R HEA T « 78 00 SR R gt o Rz
i

HELRAMERONE @, A=A ~7 GBI/ %) & LT, 18 240mg
% 2 MM CAEEET 5,

s I 5B 3O/ NERIRGL T EERRUSAE




2. AFNORHK. TERBF

7V — R SRR 20 mg. [FSIEEE 100 mg M ONELSTEETE 240 g (— k4 - =
P~ 7 GRIETHHZ) . AR, TARAL Evvo,) 1d, AN T¥ERAS e 2 &
Ly 7 2t BTV AL~ —2 2747 (BMS) ) 2B L7-t k PD-1

(Programmed cell death-1) (ZX%f3 % Ml IgG4 £/ 7 m—F LA TH D,

PD-1 1%, {&MEAL L2 o )Ek (T M, BN F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T AR OIGMEAL Z # B IE & BUSHIEE3 2 5
TR TR T 2R RTH D, PD-1IFHURIRRMIIRIZRELT 2 PD-1 U 7 K (PD-L1
JONPD-L2) EfEA L. U o SERICHEINES 7L nE LT v R ERoiE AR EE %
BITHRET LT\, PD-1 U NidHURfR ML b b OFk 2 22 ISR I FE B
LTk, BMERAMEEE )OO LB T D PD-LL OFRBLLINEDAEF
I & ORI A OMBEIBIfRR & 5 Z & il X Tuvb  (Cancer 2010; 116: 1757-66)
F 7o B R AN TR T RN EET S v ¥ —T7 za > H v~ (IFN-y)
IZX > T PD-L1 OFIANFHE SN, BB L7 EEMAIZIS 1T D PD-L1 O3H L% O
A & ORIZIEOMBERRD Y H 5 & DS S & 2 (Sci Transl Med 2012; 28: 127-37)
I 51T, PD-L1 ZJRiIFEBL S H 7= 8 AR, HURKERAY CD8 Bk T e oo i e 555
TEMEZ 5 SH 57235, HT PD-L1 HI/A T PD-1 & PD-L1 & DA ZHET 5 & Z DAl
EEWEENREIET 5 Z ENRENTWD, D Z LMD PD-1/PD-1 U 7y RIEREIX, 7
AR TR R RAY 7 T AR D OBEE A BT 28 FD—2 & L TEZ LT
Do

ARFNL, SR OFE R 6 PD-1 OffifasElk (PD-1 U 7 RFEAHEIE) ITRA L.
PD-1 & PD-1 UV H Y REDREGEETHZ LICLD, BDASURRRENZ T Mizols
PEAL K O AUKRIELS %19 2 MG EIGVE A2 #9585 = & TRk e PUBE 2 3 2~
ZEDER I N TV D,

IO OFEN S | AFNIEMIESE ) 2 Bl 2R EIc 20 55 b0 L HIfF S,
TR Bz AR A et R & LT BRI BR 2 520 U, A, 2 atE R O A M R
Sz,

HAN DRI 55 < MBI DS RISIC & B BIERIS 2 3 & b, BT IS
5 AN B B, ARIOR TP R R GHICIE, BEOBRE HHITO, RENE
6T B AT, S L7 TS U7 SR 2 il & BRSO PEAT & il L Tl
ORI AAT, BEORIEUSIC & 5 BIER S DN 5 5HAITIL, BIREE AL
& LA 5O LB 1T 5 LB B B,



3. BRERAEE
1To-E"%R ﬁ%%%ﬁ%@ﬁkn@a %mﬂ‘o

HETT « 7558 O M s v B2 1 D AKGRIRF |2 B At A

(F 0]
NEE T FHRER  (ONO-4538-41745%)

TIFFRAE R R UFE R R Y T LKW & OO B ICRIS AT AR OY)
BRASBEZRMEAT - FRR8 O EMENaE b Bz B (ECOG Performance Status 0 Jx U8 1) 34 i %
KGRI ARHI 240 mg % 2 30 [ @ C AR i U, FEGHEIR B CTH 5 22453 (Modified
RECIST criteria (2004){ -3 < Hisef| 12 & 5 CR UL PR) 1% 29.4% (95%1= [ -
16.8~46.2) Th o7z, 2B, FNIERE LT-FEIX 5.0 TH -7,

[“Z24tk]
ENE I AERER (ONO-4538-41785Rk)
HEEFL1L32/3401 (94 1%) (2RO BV, AHE DORBEEGENEE TERWE EFS
132313441 (67.6%) (2388 HLT-, FERNEWNLL EORWEMRIZ FRDO LB ThHoT-,

#F1 FHEBIERN5%LU LEORIEA (ONO-4538-4138A8) (LM SEM)

IH H AFIE
Grade 4 Grade Grade 3-4 Grade 5
RIVEREHE FEHL LR FEEL RBLE T FBLE
(MedDRA (Z L %5 SOC-PT 43%8) FH (%) (%) (%)
KRB 34 34 34

aanA e

FOR IR REAR T IE 2 (5.9) 0 (0.0) 0 (0.0
El

T 4 (11.8) 2 (5.9) 0

EIAPS 3 (8.8) 1 (2.9) 0

BITIN 2 (5.9) 0 0

Mg it 2 (5.9) 0 0
— - G FEE R L O 5L O AR

SR 3 (8.8) 0 0

57 2 (5.9) 0 0

TEEN 2 (5.9) 0 0
BRI AR AT

Y —BHINN 4 (11.8) 2 (5.9) 0

75— HIN 3 (8.8) 1 (2.9) 0

Vo SERHR 2 (5.9) 0 0
Rt IO SEREE

AARIBOE 2 (5.9) 1 (2.9) 0
A R 38 L O A AL R e

RAEH 3 (8.8) 0 0
AN AN ik e

2 4 (11.8) 0 0

FIRINIR NV 2 (5.9) 0 0

Rl B S S AEES4 3. MedDRA ver 20.0) 2 W CHiAEZ 72,

Grade % CTCAE (Common Terminology Criteria for Adverse Events) v4 Z#|ZH#E U %,




PR, APRRIESE 2 (51 (5.9%) | IFHEREREE 1 41 (2.9%) . FURARFERERE S 4 1] (11.8%) |
VR MERR R 2 5] (5.9%) . KRB « EED THI 2 6 (5.9%) . 1 BUBEFRE 1 41 (2.9%)
WO BTz, F-, BHRERE, EEOKERE, FTERAMERS, BIRMEIERE,
eSS . EIEMEESE, MM - BEEZ. infusionreaction. 5 & 9 R, s, s, B
MRRMRIE/ X A /X F— Sl MR SR B . T2, BRIk IAR ZEARIE K OV{ b
PERRAE RITFRBD b o 7o, REWERFRBUR UL EES: (BRRMRAER T 25 T)
DRI R T R T,



4. FEERIZOWVT
IS U A 7 EEREHE (RMP) ITEED & | AR DI S22 A MR BUE B~ 0 1 ) (AT
ﬁx%éﬁﬁmf&)of AR OGO 70 BF A 2Wr - FE L, AFOFE G X0 HEE
LRIEH Z 3B L TEBRICRHE T2 2 E BB R0 LT OO~@ D3 T & 7= it
BRICBWTHEHAT & TH D,

D MRIZTHOWNT

@1 FTieo 1) ~ B) OWTRMNITHEYTIME THHIL,

(1) BEAFBRENEET 503 A2 FEEEILSRRBES (FE RS A BRI AR L
HUIER S A RS B ISR e kS ARSI &) (O 30 4F 4 H 1 HRfs - 437

(39

(2) HrEtgnesshs CERk 29 45 6 H 1 HIFE S ;- 85 gk

(3) BEIF A FENIEET 203 AU HE T (D3 AR EWPL, 23 AR HE
W bE. S AR REGEEREE LR &)

(4) S RACFRIEE AR E L, %EE{[:%%?(EJD% 1 XIIH AL FFRIEINE 2 O fii ik KL UE
IfR D ZE T TV D lfiae (CERK 28 -7 A 1 HIREA - 254075& %)

(5) #ﬁrﬂifﬁmﬁﬁﬁﬂu%ﬁ@m RHYEIIR D AT TV AR (ERE 28 4F 7
H 1 BEFA ;1290 fitigk)

D-2 B fsE Rz B DAL 2 vE K ONRIE R R BLIRE O b IS -+ 43 72 il & #k Bk 2 F5 o
ERI (FROWT DT YT HIERM) 2, Y2 BRI OARANCET DIREOETH &
LTEREINTWDZ &,

7=

o [ERIFEEE 2 FOPMAHEAE T LI2#%IC 5 FELL O ATBRDEEFRIHE %
fToTWBZ e, 96, 2FU BT, BNAERYERELS T & LR BEESONHE %
IToTWBH I L,

o [EENCFFEUE% 2 FOYMINHEZE T L721&IC 4 FFLLEOEKRRREZF L T\ D
Z &, b, 3HELLEIE, FEMEMR T RZIE O 23 A SR RS A G T e NE ES IR S O R
WHEZIT> TWAH Z &,

@ BENOEEKMERERDOEHIZONT

P IEHRE BT T 2 FTEE D EE S, REBEN D OIFRE D, Ao - &
EMESEIEAE RO E B L OEMSEIC T 2 IRt A FFRBBAE LG H oRE
¥, HRHSODIATON D IRHINESTWDHZ &,




@ BHER~DRIGIZDONT
@-1 mEarAHIC 3 2 B

MV MENGR B O B 2 RITEA N R A LIZBIC, 24 BEERIRIAHIO T, Bkl X
IR 23T B L2 BIERNICIS U CARBEE B L N CT ZOFIER ORIz 4
PFRRAEOR RN Y AIZE O, EHITRISATREZRARI N > T D Z &,

@-2 ERUEEEFIC L 2AFFRAINICHET D EMS

S ABHRITHE D D BT 22 e e O\ BE 2 A 2 BIRIEFRE D EIE =2 ) 7
EEDIEROA Y ) == 7 2TV ERE L FwE A TE 5 F— LR 2R
SN TVD Z &, 2B, BiAHIZOWNT, BDABE L ZOFRBE 2T mshT
WwWnHZ &,

@-3 BIEADZWr-Oox I LT

BIVER (VB MR BTN 2., EAEM M DAE ., OIhR., Tk, BUBHRRE . KIG%.
EEOTH, LARERE, R4, FHEREREE . TR, M brERRE 2, R IRFERER T |
TR, MRS, BEE (BAE - REEMEEBREZET) . BIBEE,
fde. EREED SRR HARMARFEFE, infusion reaction, &R IMEMEE, MERER
JEMERE, FERE. EEEOREMR, IR ENE, LIRS (OEAE) - BRIk - DEMESsL
INHESE) %) 1ZxF L CL Yakhisk B ERER O B2 a3 S =M &g L (A
TEHROZKCHRIGIZE L THRER O EEZ T ONORMEICH D L), EHIZHEy7
QLB IR CE DIRHI RS> TS Z &,

1
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5. ‘EXR LR HBE
[B2hEC B+ % F1H]

@

@

TROBHFIZEBWDTAADOAEMER RSN TVD,
o ALERIERO & D UIBRAREZELT - AR OBl b R R

TREIZEE Y T 5 B TR D AFI OB G L OMEH FIEIZ DWW T, ARFIOH %
DL SN TEL T, KAIOEGXG LR B0,

o —WRIBEEZITTWRWESE

o MOPUEMEEEAI L OFH L TG SN D B

(2Pt Bd % H1EH]

@

@

TRICEU T HEEFICOVWTIIARRORENED L SNTWDHZ D, B5 21T
Dz &,
o ARAIDRITITR LIRBEUEDBEER O & 5 BE

TRIERT ORI B W T FRICEE S T 2 BE 12OV TR, AR B G ITHERE S ue o

D, MOTEFRPFUE N I WIGEIZIRY | HEICAR AT 52 L 2BETE 5,

o MEMMEROEI XIIHED S 5 BH

o @R AR A C MV R 2 5B 0D B R K ONE B D Jc S it ik ¢ 0 e 1 it 2%
LEOMICRIENEELN A B D B

o HOEREOAD XUTEBMERZRE L ITFRMED B g R B OB ERED
boBHE

o EEVBMEE GEMEMaBMEEL ET) Ob b EBE

o FEBORY I EE AT D BRE

e ECOG Performance Status 3-4 "V 7 #35

(D ECOG o Performance Status (PS)

Score | EFH%
0 | &<MERIEHTE 5, FFaiL A U HEAEENGHIRR ITx 5,
1 PARIICEE LUDEENIHIIR S DA, BITAlHEC, BIEESCE > TORERIFITH Z LMW TE D,
Bl BWFEE HBEEE
2 BATRIRECTH S OE ORI O Z L3 X TR DNEEIL TE 2\, H D 50%LL Eid~<> KCil 29,
3 ROENZESOHDED DZ L LvTERY, HHO50% EE Xy R+ iR 7,
4 | BTV, BHAOHFOREY D L1 TERY, BNy R T TEI7,

8




6. BEIZEBEL THEETNEEHE

O WA SCEFICN A, BLERTEES D TR 2 BRSSO E ARHI O Rtk & OV E A
FHOT=DIZ B fE R Z H B L T BT 2 &,

@ RRBMBICSL D BE T E OFERICA MR a2 oy L, [FE A5
ThoEETHZ L,

©® EREIWERDO~RT AL MZOWT

MUEMRIREBRDNH LoD Z EB8H DD T, KAIOFEEIZHT--> Tix, BHEIE
e (RO REE, nZuk, FEEVSE) OffsB K OWEE X SR O R hass, Blggs +5y
ZATH 2 &, Fio, MG U T CT. i~ —" —S%0RE % FEiid 5
Z &,

AH|OFe 51X EE D infusion reaction (Zfif 2 TEEARRIC 43 2256 G D T & % Y
faAT>7c L CRtET 5 2 & £72. 2 [8] H EARE DA HI$ 5112 infusion reaction
W HbILDZ L bdHDDT, KA HROKRABE G THRIT AL Z A
CERET 5%, BEOREBE+HICBlET 52 L, ek, infusionreaction %
FHL LG A 2R, 2 TOMEE L OERI ERICEIE T 5 £ TRE Z 085
THZ L,

ORI RERE . T RAEREREER DCRIEEEN S DD ENHDHDT,
AFN O Fe 5Bl b K OB - B R 3E BRI N iiine i Ay (TSH., iR T3,
Wl T4, ACTH, =T —VEORIE) #EiT 52 L.

AR OEHIZ XY | BEORPEEINTER T 5 L& 2 S DIk~ 7B R
MHLONDZERDHD, BENRBOOLNIHAICIT, BELEZFLRIUS U
BLFR A 72 05k & Rk 2 RO [ Al & s U G bl 2 R W 2 1TV SR ok
BOGIZ X2 EWER DB D 255121, AFIOWRIESUTH 1L, R OFEIERE R
NEVRIORGEEBRT L, 2B, BIBRERLVEORGIZLYREIE
HOBEENTRD B WA, BB VE v LIS o Sz il 75 o080
HLEET D,

BG4 T, BEM 5D ARE L COLRIERANRET D Z RN 5720,
AHNOBGHE T #IZHRWEHORBUC2ITEET 5.

1 RUBEPRI (BIE 1 BOBEIRIS 2 & 1) 2 Hbiv, BRI 7 v R—v &
ICEDZENDHLHOT, Hig, Hb, IEESEOIER OB LM E O LI+
SEBT L&, LERERFBE DN GRS L, A2 )
H OGO EY) R MEEZITH 2 &,

@ AAIOEFRABRICIBNT, 3HEEGEZE (6T L) ITHAIMEOFMZ1T > T
L aBEIT, AAEGPITESRICEBRRE THROMEREZITO T L,



