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1. IIT®HIC

EEL OB - BEMEOWHFREOT-DIZIT, TMISTESICE SV @ EREHNRD
I, S HIZ, IFEORFEEIFOMESRIC LY | FUREIRS e & O 72 FrHIE A%
FEFELDEARINDLIF T, INOOERMZEICLERBEICRMT 5 2 & REERO
BE L 7o TR Y REMBOEE & SEOFEARF #2016 (FAL 28 4 6 A 2 H FHERE)
BV, BHNERMEOFERORBEIMEELZ XD = LS5,

BRI ERS L, REERASCLEE T e 7 7 A VRBEFEOERS LA L IR
BRHZENDD, O, AIMERONZEEICET HERN+EET L £ TOM,
UHEFMOBELZBRSZIT 52 EnMfFSNIBEFIC LTERT S & & bic, BIfE
FAMNFEBR L7 BRICHNE R 3t E 2 & 5 2 &N afele— 8 OB 25 7= 3 =R B ¢ A
THZEDEETHD,

L7ZBo T, RKHA RTA4 Tl BABERELINETIELN TN D EFIEZH -
Bl RHICES & ITOERGOR#E /2 ERZHEET 28 R0 OB & X
FROEEFEEEZ =T,

I, RIA BT A 0%, MSIATBUE N EE L EREIAOHEE, ARHHEANRR
ARER S, —REHEN B ARBRARIES, HFEFEFEREN B AMEFS KT
—RFEEEN B AR SR F 2 OO b AR LT,

KB LR HERS A VR AREE 20mg, A7 U — R EEEE 100mg, 4TS
— AR RTREEE 240 mg (—i4 - =R~ T7 (BlaFHEEEZ))

WRERDMEIDE : DAACFIRIER (THEE L - YRR /21T - 38 O LR o Bz
fE

HELRAREROHE - B%. RAICIZ=RL~7 BEFE#HRZ) L LT, 1[E240mg
% 2 AN CAREEET 5,

Bl B 5T ¥ F o NEEMS T EKRSH




2. FAIDORM. TERBF

I 7P — R EIEERE 20 mg, [ AEFHE 100 mg M O\ELEFEE 240 mg (—i%4% 1 =
A~ (BEFEBRZ). LT, TRAD Evo,) 1, IR TEGRRSHE XX
Ly 7 2% BT YA - ~vA¥—X 2747 (BMS) ft) 23B% L7~ ~ PD-1
(Programmed cell death-1) {Zxf3 5 & Nl 1gG4 &/ 7 v —F HKTH 5,

PD-1 1%, W&EMAL L72 Y Bk (T MifE, BMRAK OV F 2 7% 7 —T flika) KOE
BRSBTS CD28 7 7 X U — (T MR OTEME(L 2 HiBIIICIE & BICHIE 35 4
FH) ICBT2ZEMETH D, PD-1 IFHURRHIIZFHET 2 PD-1 U 7 K (PD-LI1
FKONPD-L2) EfEA L. U SERICHEINES 7L B RE L TV o S BROE MR RE %
BIZFRET L T\ 5, PD-1 U NIFHURE ML B b O 2 22 G/ 5 H
LTHY, BHEEaEEE)OUERLZIESHEEICIIT S PD-L1 OB LINEOEF
M & OMICABOHEBEBFRN & 5 Z & NHE I TS (Cancer 2010; 116: 1757-66)
Fio BEERAEEE CIHERE TMRNELET LA X —T7 =~ (IFN-y)
\ZL > T PD-L1 OFBENFHE S, 8B L EEARICH TS PD-L1 ORI Lk o
AR & ORICEDHERBRRNH 5 & OHMED H % (Sci Transl Med 2012; 28: 127-37)
X 5T, PD-L1 3@ 55 S 7208 M, PUFAFERR CDS Bt T Mifa o ffiaisE
TEMEZ 5 S 54, F1 PD-L1 L& T PD-1 & PD-L1 & OfEEGEET 2 &2 OHI
EEIEEREET L Z ENRENTND, DI LD PD-1/PD-1 U 72 FIRERIE, 23
AR TR RAY7ZR T MR O OWEBEFEZEREET HFO—2 L LTEX LT
5o

AFNT, EHERBROFE RO PD-1 OMBASEIR (PD-1 U H > FEEHER) TS L.
PD-1 & PD-1 U FEDREREBET D2 LICLY, DATURREZNZ T Mia0iE
PEAL R O A KBRS 63 2 MRS EyE M 2 3R+ 5 2 & CHER RS B4R
ZEDHERIN TV D,

INOOFENS | AFNIEMEBIZ T 282 RaFEEICR VG b0 L HfFSh,
M IR At R E LIBRRBRZE L, Bt B2k OEEE HR
iz,

KEIOERBEF D BEOREISC L 28WERER & bbb, EEXIILTIZ
EOWREMDN 55, ARNOR G TR OERERIZIT, BEOBELTDITTV., RELSR
D HNTHEITIE, FH LI FRIIS MR 2 mk & ik 2 R oA & L O
G728 ATV IBE ORERISIZ L DEHER B SEDNL L 5E1213, BIBRERV
TR OB GEDBEY) 2LE ZAT O BEDRH D,



3. BERRERE
I8 AL (L U o OVBR R AE 7R AT + PR 00 FEAE DL o 2 18 D FRGR I L B A 2
Tol-ERBERRBROBE L =T,

(B 2]
ENE TR (ONO-4538-4135%)

TIFFEEIL AR Xt R U T LK & OGRS RE E RO 5]
FRANREZREST - R OEMEMEIH R iEAESE (ECOG Performance Status 0 & N 1) 34 5 &
KGN ARH 240 mg % 2 T RR CREFE Lo, ZEFMEE Ch 5 FE2hE (Modified
RECIST criteria (2004)(Z3:-5 < gLl B2 L D CR UL PR) 1£29.4% (95%(E#EIX [ -
16.8~46.2) Tholz, 7k, FHANIRE LIHEIXS5.0%TH -7,

€7D |
EINE DFERER (ONO-4538-413K5%)
BEFSIL32345 (94.1%) [ZRO B, AH & ODRREBEENEE TERVWEEER
1£23/3461 (67.6%) 1278 LTz, FHRENSULL EORWERIITED LBV Th o7,

F1 FHEHENS%IEOBVEH (ON0O-4538-41388%) (LM NSEH)

B RIR BIE (%)

FEARGE 34 B

(MedDRA/J ver.19.0) 4> Grade Grade 3-4 Grade 5
2FIVER 23 (67.6) 7 (20.6) 0
o3 p

FR BB R T 2 (5.9) 0 0
B IR E

T 4 (11.8) 2 (5.9) 0
RIS 3 (8.8) 1 (2.9) 0
CETN 2 (5.9) 0 0
& i 2 (5.9) 0 0
— % - EHEES OGO OREE

TR 3 (8.8) 0 0
% 2 (5.9) 0 0
FEEL 2 (5.9) 0 0
R AR AT

Y — N 4 (11.8) 2 (5.9) 0
77 —EHm 3 (8.8) 1 (2.9) 0
Y o RERERA 2 (5.9) 0 0
AR L Okl E

RAEER 2 (5.9) 1 (2.9) 0
B # SR & OV Sk

A 3 (8.8) 0 0
eI B X OV TR E

I 4 (11.8) 0 0
BEIR B 5 2 (5.9) 0 0

7R3, FRIRIEE 2 ] (5.9%) | FFREREREE 1 f31] (2.9%) . FARARFEREREE 4 ] (11.8%) .
RV MR 2 ] (5.9%) . KBS « EEO THI2 1 (5.9%) . 1 BLEERIE 1 61 (2.9%)
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Weds . BEIEFEESME, M2 - BEIEZS . infusionreaction, 5 & 9 RS, LHK., L. HE
BUBRARIE/ X A 3T — SR/ OB HESRBER . TR, B RIAR ZERRE & OB L
PEREAE R IIFRD bR o T, REWERREBRIUIEESES ERRBEERT 2 5T)
EDEFRERE RT,
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EHESL U A7 EEEE (RMP) (DX | AHOERKLZEVEERIEE) ~O 14
W DHMFR T > T, AR OBRENEUIREEZDZE - FEL, AFOREICL Y EE
REWER ZHEL LRSS T2 Z E BB Te ) LT OO~@D 3T &7z 37
RIZBWTHERT IR&ETH D,

O HmEgRiz-O>WT

@1 FTED (1) ~ 5) ODWPTHNMNICHEYTLMER THDHIE,

(1) BEAEFZERENEET D0 AV REEILERPEE (BRERF RS A2 FEEIL AP,
Hitdel 3 A RS FRCEEEMLEURRT . USROS A RIRBE 2 &) (BFIoeE 7 B 1 BREA © 436
)39

(2) HFEHRERPE (PR 3144 A 1 BERA : 86 ftigk)

(3) HLENFRFNFNIEE T 2N ABREEEFIT (D AZEEEEEWPT, 25 AR
Wb, DS AR IR HEEREE R &)

(4) N FACFEREIEEZRE L, SRLRIEINE 1| XIS FRIEINE 2 Oz 1
AR DR 2T > TV DhEER (R 304 7 A 1 BIRFA 2516 sk

(5) PUEMEREBAIN S & EINE OMisk EEI(R D B 21T > TV 2 hEs% (R 30 4 7
H 1 BEES 1297 fiifk

O-2  EMEMREE T R R O 2R K ORI S8 B O S IS IS 443 20 il & R BR 2 7
R (FROWTNNIIELE T DEM) 25, LR OAANE T D8RO BEHE &
LTEEINLTWD Z &,

eSS

o [EMMGIFEEE 2 FOWHHEZ(E T L7212 5 ELL EO N AVIBEDEERMHE %2
IToTWHZ L, 95, 2FU R, NAERYEEZ L L-BERBEEFZOWE %
THoTWVWAHZ L,

o  ERGEFEGH 2 EOVHIHEZET LI2%IZ 4 L EOBFERBREHEL TV D
&, 9b, 3ED R, EMRRE T R IE O A A SRR E A & T e FRI BRI S O B IR
HEZIT-TWVDH Z &,

Q@ BRENOEXRMLEREHEOEHIZOVT

EERMLERERIEETTL2EEEDERE S, MERENOOBFERED, AN - &
EHEEZNFEROEHE VEMEICT 2 BHREM,. AEFENHE LG EOHE
¥, SERESOITONSEHINESTWL Z L,




® BIER~DORIHITONT
®-1 HERRAHICBES 5 Bl

B BEOEERBIERNRAE LIRS, 24 BEZEEH O T, Yi%isk X
ITEEERGRR IV T, BB LZEIERIZIS U CARREEE O CT HEDORIWEA ORI &4
ERBRAEOBRNY BFIZELIL, BEHICKHSFTRERERI N E > TnDH 2 L,

®-2 BERUEFEIZLH2AFERNCET 2 EH

NDAZRICED AEMAN L ME L OEREEE T HAEEEEEDRIERAE=%1Y 7
AEDTEROAZ ) —=0 7 HTWEIRE LIFRZILE TE HF — AEBEKRS D E
HENTWDZ &, BB, BEEFIZOWT, DABRE L ZOFRICHSIZARERT
WhHZ L,

@-3 BIER DZWr-ORIRICE LT

BIEA (MEMMZERBIZINZ, BEMBEDIE, LA, Tk, BETRARE. KIBX.
N, BEOTH, | BUFERRA. e, IFEeEREE. TR, mEEIRE R, BRI
BEREFEE . TEMAHEERS. MEES. BEE (B1re - REEHEEBRL D).
BIBREE, MK, EEOKRERE, #ARMILZERIE, infusion reaction, H 72 MIKEE,
MERERIEMERE, %, BER. BEORERIS, WIRREE, OFES (OFEME) - &
AR - OEMEESMGTES) . BB, BEILE) (LT, YEZhier Tk B EEER
HMEAZE T L EM &S L (RIERAOZWr-OXISICE L TRER SR E =T 6D
SHICHLHZ L), EHIZHEUIRNLENTE DEGHINESTWDH L,



5. BEXBRLRHBE
[BZhrEiz B4 2% F1E]

@

TROBEFIZBWTHAOFENREILTND,

o ALFERIERO O L UIBRREZNEST - R OBV R RS E

TRCEE Y T 2 BE T D AK| O 5 K OE A HFIEIZ OV TR, REIOF M
MHESLSINTELT, RAOTRERIR LR LR,

o —KIBEEZITTCVRWESE

o fhoPUEMIEER L L CTiRESNOBE

(Z2tEizBE4 5 HIEH]

@

TRICEY T HIEFIZOVWTHARIOBRENER L SN TWH I END, BE5 21T
blpnwz b,
o ARANDR SR LIBBEUEDEEER O & 5 BE

IBREATOFHEIZ BV T TFRICZE T 2 BEF I VT, AHORGIHR S L0

D, MOTEFEIREDN R WEEICRY | BEREICARZERNT 52 L 2ZBETE D,

o MEMMERBROGHIITEEDOH D EE

o JREE(GSEE CHER 250 2 BE K OTEENE O U BRI I 0 R G it 5%
FEORICRIENRLN DD BE

o HOREEBOADE, XUTEMERZRE L IFHERMEO B O R R OB ERED
b5 BE

o JEERBHEE (EhesiaBERELET) ObbEE

o MEOBENIIBEEEZETLEE

»  ECOG Performance Status 3-4 "V D A3

(D ECOG @ Performance Status (PS)

Score | EF
0 S MERIETE S, FFRarLE U R HAEEDFHIRR <725,
| BRI LWVIEENTHIIB SN D23, BITARE T, BIEECE - COEEIRITH Z W TE 5,
B BOEE, FHIEE
2 WTRIEECHSOH ORI O Z L 13T N TRREEBEEIZTE o, HHF O 50%LL EIZ~y RAVCiEm I,
3 [RONTZESOHEDEN OZ L LTE RN, BHFOD 50%LL E& Xy R+ Gl 27,
4 ELENT RV, BOOHOEDOZ LiTel TERY, eIy KB TRId,
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6. BEIZEL CTHEETREEHIE

O IWASCEZEICN %, BUEIRFEEE DRI T 2 BRI IC 5D X AR K O Frit & ONE 1Ef#
RO DIz B ERE oI B L T LERTL 2 L,

@ JBERIBICEST S, BE I E OFBEICEMER OEREZ o3 L., RE 25
ThroEETH L,

@ FERBWEHO~RT AL MIONT

MEMEMEERD LD Z ENRHDHDT, AFNOEGIZHT--> T, BHRE
W (RRURRIEE, ik, FEEE) OMEREK O X HmEoEME, BlEr -+
AT 2k, Flo, BEISUTHE CT, MiF~— W —F0BEZEHT S
Z &,

AR O EILEE O infusion reaction (Zfif 2 CEARC RN D TE 5%
i Z T o7 LTt 2 2 &, £72.2 B B LR OAA| 1 5K infusion reaction
NHHLOLNDHZEHHDLDT, KHEES R OAFE G T #IT A 20 A
ERET D%, BEOREBEFSICEBIET S L, ¥, infusion reaction %
FELHEIE, 2 TOBERWVERNERIZEIET 2 £ TREL 8%
T5HT L,

R REIESE . TEAEERESZRVCRIBEENH OO Z &N HHD T,
AFN O 5B iaRT & O 51 I EBIRIC N5 WERERR A (TSH., 78 T3,
WERE T4, ACTH, P =aLF Y —VEDRIE) 2FET 5 &,
AFNOBEIC LY | WEORERINTERT 5 L& 2 b D k4 RREHE
DHLOLNDLZENDDL, BENRDONTHEITIL, BRLEFRIIS UL
RO 72 05k & AR 2 Re O[T & U CE b R W 21TV IR E D E
FOSIZ X 2 BWER D O L5 TIE, AR ORIEIH I, R ORIBERE R
NECRIOBREEEZZET D2 L, B, RIBREFRLVEOREIZIDENE
R OBEERFRD HNRWIGEIZIL, BB RERVE LSO Gz mii#l o8
HEET D,

BeEAET %, BB O ARRiE L T LREWERADRRBERT L EnH 571290,
FANOEGRTRICHRWEROREIUCADICEET 2.

| BUBERRIE (BIE | BURER B 2 & 10) b bbiu, BERFEES 7V F—T X
(CELZENHLOT, OB, Bl RHEFOEROEI-CMAFEO L7
SEETHZ L, 1 BERRFNRDNT-GEICIRELZRIEL, AR 8l
R OHE5ZEDOBEE R LEEITH Z &,

@ AHOERABRIZIBNT, 3EHREZE (6 L) ICARMEDOFAM 21T > TV
ZLEBEIL, ARG TITEHICEBEE CHROEREZITO Z L,



