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1. Uiz

EIL OGN - ZEMOTRREODIZ, BAESICESWIEERFERIRD
HiLs, EHIT, IEORPERFOMERIC LY . PIAERES S & oY i R IER
FERGEPAREINLDIPC, 2NLOEERZEICLELZBHICHRMET 2 2 L PAREED
R & o TR Y  BREMEGEE L WEOREAR #2016 CERL 28 4F 6 B 2 B RIERE)
BT, EHNERLS OMHORBEERR S 2 L L ERTn D,

SRR ERER L, EEERASZEN T 0 7 7 A AREFOERS L LR
RHZERHD, Tk, AL ORSMEIZET A2FRN0F T 5 £ oM,
MHEENOBEEZM T2 2 LAMEBIN BB L TERT L L LB B
MBI BB R g & D2 B —EOBRG 2 ERERE CHEH
THILEREETHD,

L7eido T, BKAA FIA 2 Tik, BREMSZE CICE LN TV HEREF -
B2 RAMWIEESE UToEERORERMEREHEET 580 b LEREH, B2
FROBEFIELRT,

IR¥, BIA RF A i, BATEIEAN EZR EFEERRAEIE, AREREBEARR
FRARRER 2 — R A B ARERARNRNE S R O LB A A RMEFESOH O
& EFRC LT,

WL AERE A7 R R EE 20 mg, A7 U — R AR 100 mg (A
=T (BT ))

SR ERAPRIEIR - BRIUIEIAMED AR U F Y oS

e hARERORE - B, RARIE=R A~ (EaTFE#Bz) &LL<, 1 B 3mgkg
() % 2 JHH ER TR 5,

LU I N - e




2. ARAIOFFE. (RIHEF

7R RTEERE 20 mg/100 mg (4 - =R T (BT, BITF, TR
D ik DEERTERAS LA Ly 725 TV RV 2wl —X AT A
7 (BMS) #1) HBE¥ L7t b PD-1 (Programmed cell death-1) {Z%f4 51 8 1pG4
T/ Zu—FAVREKTH D,

PD-1 43, &R L2 Y oSER (T Hll, BANER UV F o 0% 2 —T i) RUOYE
AR ST D CD28 7 7 2 U (T HIBOFEMEAL 2 HEBIHGIC IE & ALkl 5 4
FHE) WRETLAREERTH D, PD-1 TR TRHIICRELT 5 PD-1 U K (PD-LI
FOPDL2) HFEE L. U v SsRicilifilit s 7 B mEE L C U ARG LIREE %
BRI LT3, PD-1 U H L FIdHRR R EAIMNC &k oofx e SRR - 3535
LTEBY., BEMBAEE N O L EEMLICIIT S PD-L1 ORBLFROLRE
Wi & OFICA DA RA B D = & ARE Eh TS (Cancer 2010; 116: 1757-66) ,
Fio, BRAERE IR T RIENELET DA 2 —T oo v H < (IENYy)
IZE - T PD-LI OFRENHFE S, 58 LIzEEHEICB TS PDLI O LR
AFHMEOMIZIEOHBERER S D L OWELH D (Sci Transl Med 2012: 28:
1271237}, & B2, PD-L1 &R SN A, FURESAEN CDS BB T #lia
OB S EE AT S 508, JUPD-L1 FUATPD-1 & PD-L1 ¢ DS EHET S &
FOMBEEEEREET D Z ERENTHND, EO 7 L5 PD-1/PD-1 U K KiE
B& 1, 28 AR S A BURR A0 70 T MRS B O BHES 2- M AR O—2 L LTELL
nCWna,

AN, B OFEH N L PD-1 ORI (PD-1 U o M A8 12/ S L.
PD-1 & PD-1 U H v REDEAEEBETLZZ 0L BATIERRMN T MOENE
RO AAMET ek A MG BTG 2 5084 2 Z & CREM RS R %2 R4 2
ERFERIN TN B, ,

T O OEMRNG | ARNTESEEREI ST AT BRI DB A bo LB S,
MR ) oNERE R ERE LR E R L, A, Btk OAR
PEAFERS ST,

AR FIHETIC 5 BEORIERIRC X ARHERS A S bbh, BF AT
ELAREERSD D, ABORGRE TR GHRITE, BFOHEL TZITV, RENE
W AL, L LI FRITIE IR A Sl & R & B0 BT & 345 Ll
ENARSEBIRMTE 1TV B ORERITIC & 5 AR SEDR 2 B4, BB R E R
LA ORGSO NERTH LEND D,




3. FEARAAE
R MITEAEME D WA 3 % 0 ) ORISR M 24T - R R IR RERE O
B3 -t

[A%hi]

O EHH IMHERE (ONO-4538-15 k)
B MR T L Y ke RRFY (BEFHRRE) CUF, 7

VY7 |) CIERUE AT OB SUIEHRE O WA R % o U 3l E

(ECOG Performance Status 0 T8 1) 17 Fil% %4802, AF 3 mgkg % 2 B H R CAHE
BE Li-, FEFMRIER C©HHELFE (BET IWG criteria (2007) 10265 < RUHED
X % complete remission (BLF. [CRJ) 3 partial remission (BA'F. [PR]) DOEIE) i
75.0% (95%SHEXRE : 47.6~92.7%) Tholz, 28, FRNTFRE L EMIT 2004 T
Holz,

@ MSE DR (CA209205 35#%) (Lancet Oncol 2016; 17: 1283-94)

B %38 MR TR 7 LY oo 70 X A IRRE S o 3 SO B A
OHEMARIE ) osERY (23— b B, ECOG Performance Status 0 278 1) 80 4l
BRI, AH 3 mgke % 2 HFMRE CRBEELE, FEFMEH TH2RHR (&
5T IWG criteria (2007) 1223 < FARPEI LD CR Xik PR OFIAR) 1T 663% (95%(5
XM : 54.8~76.4%) Th o, 7d, BRNCHE LIEBEIL 200%TH -7,

[Z&t]
O ENETE7E (ONO-4538-15 AR
HERZILHCHED b, AR L OERBERITE TCERVEFRER LM
bz, FERN 5% EORMERII RO LBD Thot,
FIRAD 5% LU ORITER (RAMERRITHEER)

BERICAE DUk (%)
- AR
gz&ﬂﬂ 17 9,]]
(MedDRA/J ver.18.1)
4 Grade Grade 3-4 Grade 5
ﬁwmﬁ 17 (100.0) 2(11.8)
= 1(5.9) 1(5.9) 0
. & SCE
CmwmEE
. %mﬁ%%ﬁTﬁ
ElBEE - -
ik 1(5.9) 0 0
{E | (5.9) 0 0
T 1(5.9) 0 0
Bk 1(5.9) 0 0




B (%)

iy ax
1|
(MedDRA/ vor.18.1) 4 Grade  Grade 3-4 Grade 5
B 1(5.9)
o 2(11.8)
2D TN 1(5.9)

R 2(11.8)
G 7(41.2)

MR B 1(59)
RERm [(5.9)
L 1 (5.9)
B L oREE
EH U 7 Al fiE
ET T U AEE
R RB LUV HREE
BAm
SRS
Bh P
EERRRE
oS E N
RS
A m ST
(MR ge . WRhds 3 OSERIES
i

0
0
0
0

R L OB TS
S
A
STRHAIR L
% 5 B
s

oo o o Gl

0
0
0
Y

i, MBIEMENEAR 16 (5.9%) . BREGHRARE 2 £ (11.8%) . KBk - HEDOT
11 (5.9%) . FFARERESE 141 (5.9%) | HRRNGERREREE 3 41 (17.6%) | #hiEFEE
34 (17.6%) KUV infusion reaction | ] (5.9%) TE® bz, £, BIEHENE,
g, fhde, | BUERR, Syt i MR HEERTR . BT, RS, RIBIEE,
Mg - B, BEEDJEIEE, HkimiesieiE, FTREMERE, BRERUGSEE SR
KD N 0T,




@ MW EDHEFER (CA209205 FER)

AEBERL 238243 # (97.9%) TR L, AL ORERGEREGE T RVWEE
B4 185/243 B (76.1%) IR bhivle, FHERP S%LU LOBHERMIEI TRO LBV T
Hoi,

FEEEN 5%LL LoORI{EH (ANl Treated Subjects)

i _ B (%)
%i';ﬁi% AT
- 243 {7

{MedDRA/Y ver.18.1)
4% Grade Grade 3-4 Grade 5

CERIER _ 185 (76.1)  48(19.8) 0

13(53)

14 (5.8)
34 (14.0 2(0.8) 0
24 (9.9) 0 0

- .{E;b. N ' 50 (20.6) 2(0.8) o
%E?ﬂ 21 (8.6) 0 ¢

=
14(5.8)
4

B J O AR
= SEE 21(8.6) o 0
&% 28 (11.5) 2 (0.8) 0

g, FIEMRER 15 6] (6.2%) . HHRHERE 19 1 (78%) . KIBK - BEEOD
T 6l (2.5%) | FFEREREE 22 49 (9.1%) . BFZE S B (2.1%) . HURERERERE 28
Bl (11.5%)  1EREE 40 41 (16.5%) . BHAERE 4 41 (1.6%) . W% - BRlES 1 41

(0.4%) . EEOLFEESE 3 # 1.2%) . FIRMAZZERSE 1| #1 (0.4%) . infusion reaction
38 5 (15.6%) . FEdk 2 ) (0.8%) ROUEESESE 2 6] (0.8%) CTRHONZ, Fi,
BEIEME, AR, fhde. | BRI, St hSoR A PESR B, BIRFREE RO
TEREEREIIED LR 0T,




4. HEEIZH>WT
KRR & UCHMAGERE (2FFE) Ao ThaZ b, MERE %
PNCERTE B ChAINERD D, 0 LT, FRIOEGHREE 7 BE 520 - %
E L, AFlOBRE LY BELEWER 2 3B LIBUoxiET 5 2 ENBERID, BT
DO~QOT X TEH I THRICBWTHERT & TH D,

@O HERIZOWT

O-1 FEo (1) ~ (5) OWTRPITELETHIMRTHD T &,

(1) BARERENEET 58 ARFEER RS ERERF RS A BRI RRT.
el A ARSIEREBEHL RO BT | itnfiwus’)%r S XY (CERE 28 FE 10 H 1 AR ¢
427 Magk)

(2) FEEHRERERY (ERR 2849 H | HERA : 84 finEk)

(3) HLEFFIRAEIEET HDNABRGEEIREL (25 A DR EWRET. 2 ARSRRIEYE
Wk, S AR HEE R e &)

(4) AFALERREREZFRE L, SR EERNE 1 AR EFRENR 2 Ol EiE
WARD B EAT > OBk CER 2747 3 1 ARER @ 2538 M)

(5) PUEEMEEERNAS B IRNIE O AR D BHEIT > T D g (CFPRE 27 46 7
B 1 BERA - 1284 HE5R)

D2 WHRAR Y% U SO SERERE R OB R S B 0 e R b b oy e el & %
Bz oEM (FROWTINISEYT D ERM) 2, YR ERORECET 2 1HED
BEEL L TRESNL TN E,

#=

o EMAIFERER 2 EOUEIHER KT LBIC SELLEOR ATRROBRTHEE 1T
STWHI &, 96, 2F B, DNAEYEEY T L L RRREZOTEETT
STNaHI L,

o [EEIGIHEEH 2EOEHES T LI-ZIC4FU ELOBRERREE L TVWAE D
Lo 9 b, 3ER R, SIS EMEEO N AR S T BRI ONHE R
ToTWWaZ L,

@ BEAROEELFHREHOEHIC>NT

ERLEFREHICHET OHEEDPRE SN, SRGENSOFHER, A - &
LR IEROE L OEMS T 2 EHRIRIE, A ESRPRE LG ORE
R, SNERPHITENAHERETNE T &,




@ BIER~D5zonT
@-1 FurR RGN B4 5 B

UG RS O BEERBMEANRA UEIC, 24 BERREHOT. Mk
IEEERRIT BT, B LZBWERIZR U CAREHE LD CT HSORIER OSBRI &
EARAEOKRRENY APPSO, BB AR A - T b T L,

@2 EFEFICLD2AFESANNCET DB

D ABERICEED D EMPN L MFR L CHREE BT A EREREPEHER =2 U 7
EEOEEROR Y )2 PR ERE S ERE LT TE 55— A EREH 2
HENRTWA L, BB, BEER Iz ONT, BARE L FOFREIC M Am ST
WAaZ Lk,

@-3 BHER ORBRTeR I B LT

BITER (M MERE RN L, EAEFFEENIE, LA, Fhd. SR RARIE . RIS,
EEOTHEL LIRS, TTERERE, RRMEEEEE, mREE, BEE (Bre-
RARE BV S5 Ore) L BB, Mde, BEORJEEE, BIRMARZIIE, infusion
reaction, SRR/ IVIIRIA LSRN (ITP) . IBEEORIERIG, RIS EME. RS

(LNEAE) - RAR - LEMEIANNAES) . BtEEm %) o8 LT, SRMBOGITEE
E RSO B R 5 EA &8s U (RER OBERRo B L CRE R UEE
R ORDIEMEICHLI L), HHICHERMENTE ZEHPESTWDLZ &,




5. BB HAE
(%4 fAT 23]
O TRICHEY T HREFICOWTHRAROBRERERE STnD 20 b BEZIT
bianz k.,
o AFORZITH LIRBYEOIAEREO B D BE

&) “L‘%ﬁ"ﬁﬁ’)ﬁqz{ﬁﬁ%b‘f‘l:ﬁﬂ WY T D BRI OV, AFIOREIIHEE X v

. MROEERIRE A WA Y, EERIERAZERTLI L EBETE D,

o HEMREBOEHIIEIB 0L 5 BE

o MoiBEI{EIR A TR 4RO 5 B R ONR B O R R IR e Al ¢
GO RIENELR DO EAE

o HEAEERAOEM . ITEMERNLE L EHEREO B DR OBEEO
HHBE

»  JEESEAEE GEhEERBHEELZST) Ob DB

»  ECOG Performance Status 3-4 “V o f@E

[(B2MEIZEET 5 FHE]
O BEEMEMIABHELGT Loy o2 R O TR AR O B3 S is
DOHBHFIF Y U ANBRBEICBOTEROBOMIRERA TS

@ TRIZEYTIREHT IARFOHREROER FIEC OV T, KF ORI
LS TRELT, AfloEdHRER LR,
o ALERERIGEOBRE,
o fOFIEMEREER & OFHH,

UED BeOG 0 Performance Status (PS)
o B

Score JEZE

0 | 2<MBEREEBTE D, FMAEFE L RHEARRHER T2,

AR LD TEENIRIRR S B3, SITHRET, BIEREHE TOERIIT) 28 T& 5,
B EOFEE, FEIERE

BITARETAN O OE Y OZ L33~ TAREEAMERIETE R, HDO S0%ELEEy FACBIT,

oI HAOEOED O & L TERY, HPO S50%LL EE Sy FAdFT I,

Injuwe b

S LETR, BOOHEORNOI IS TERY, FBELAY POV TEIT.
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6. WHICELTRBET & HE

O WwAESICmz MIERFEEE MR 2 ERF IS & A DR R OV EE
Aol lcnBi e ERe2 oIt BB L ThbERT D 2 &,

BRBIMIZ SIS, B L2 ORBEICA R OaREE+aRH L, RExH
ThrbRETHI L,

FARBWER <R 2 Moo T

@

@

MIEMRE BN bbb Z e NH L0 T, FFOREICH - Tk, BHRIE
W RR AR, Mk, FEEL) OREREONIE X iR E O EmSE, HEY T4
WATH Tk, Fio, SBEICE DT CT. g~ — b —E0ORE % Fhid 5
NP8

AFNOEEIIERE O infusion reaction VAH X TERAMIC PSRG0T H i
HEIT o7 ECHGT 2 2 &, £72.2 B H RO AF 5 KT infusion reaction
BHHLNDZELHEDT, FAFGEH R BERIE ST HIL A ZAPA
YERET L%, BEORERZ T DICEET S L, 7235, infusion reaction &
BB LB, 2 CoBBELECIERPZERICEET 5 F CRAE Y To8E
TAHZL,

FURIRERERE D bbb Z L3 H 50 €, FAOR ST O 551
HLERAS I R ERR . (TSH, iEHE T3, W8k T4 SollE) #FEi+5
ek,

FROHTEIC LY | BEOCRERINICER T2 &5 2 b dke R ERBORRE
BhbbhbZ s, BREDEDLNEHECE, R LUEFLIL LR
R 7 i & SRR A RO RN & B L CEERENIRE 1TV, REORSE
BUSIZ X BREM M EEDILHHEITIE, AROERIEIP L, RORIERER
NECRIOBRGESZEBET D b, B, BIBREFRLE L OREICL D BHE
RAoOMENRRD LRRWEE T, BIEEERAE P ORI H OEn
bEMTH L,

BT H, B 6H80 AR L ThSRHERARRIETEZ BB B2,
AHNOBGHETRITHRERNORBRIC oI EET 5 2 L,

1 BRI (BIE 1 BUERB 2510 B bblu, BRRES 7V =R
WELHZERHZOT, BB, Bl WBHEOEROEHELMEERS LA
SERETS L, 1 BERFANEDN GRS E PR L, AR ) 8
FlOBG S OBE IR EEITH Z &,

AFIOERBRIZBWN T, WEBEHG 6 P AUMIZ S BT & o, ZhBlBi,
RGO T ERE T RAR S S eFEDEOFmEITo QN D L2550,
AHRPE ST EMMICEHSRE CROMREIT S Z &,
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