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E MRS, BRI ARBEERE . B O s, IR R EME. L
fsE (L EME - IRAR « OSSN SS) . JRIFEREE . IS
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T EAREERE ., hRRbEE . BT, RIEREE, MKk, HiE
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e S, EEFLEE) (2% LT, YakhERk ST BRI RS
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1. IILBIZ

RKITA R ATk, BBEESCINE TIZE LN TV A [EFHEER - B 7Rz

Ko, UTOEELOREREREZHET B AL, =R~ 7 (BB Z)

(LLF, TARA) 2RI Dhis%cRD 52 B RO GxR L2 BE 2R, 18

R, BRRRRE, BH IR L TRHET RS FHEFEIIOWVWTUL, BB LIk

CEROERMS Y A7 EH8EHE (LLF, IRMP)) #2352 L,

¥ OARZNRE XTI RIAR D FFAICK T 2eHMI O R, ER, EREREONE, A
B e OV 22 BV DR\ 21 14 KRB 2 HE 3 A hHAETOWVT
IZHZY LTS (G749 A), B HLSINTIRASCES RMP TE
R, BRARRGE, B L THBETREFHEONADBHERTE L2 b,
INOOMAEEM LA RTA4 Y0 EXT (G744 11 H),

B ARTA BT A 0%, MNATBUE NEIE G ERERR AT, ARAERTEAN B AR
BE R BRI ey . —AERIE N B ARERR NRHE S K OVALS AN B AR R &R 2 O )
Db EERL LT,

R L R HEMRE =R~ T GBI T Z)

REERDMETIE « MR AE

RELRAMEROHE @, A=A L~7 (EEHE#Z) & LT, 1[240mg
Z 2 MMM SUE 18] 480 mg % 4 AW CARMEHET 2, =
72U, EHERAREIZ BT DR MHERIEO LG, REHIHIT 12
HAMETET S,
RIGOIBRARE AR EME R AEICK LA B Y AT (BB
Z) LT 25A1F, @E . RAZIE=Rr~7 GBI
z) & LT, 11 80mg % 3 MMM T 4 AL T 5, 2D
%, =R ~7 (BioFH#z) & LT, 118240 mg % 2 JH[H
IR S 1 7] 480 mg % 4 F [ MNE CAAmERET 2,
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(4) SRACFHEIERE A FRE L, SORIER L FFRIER R 1, S RIEE L FRIE2 R 2

AT RN L2 RORL 3 Ofak FEEICAR D B 21T > TV D itk
(5) PUENMEREE AL E BN O fii 5% L UEICAR D R A 1T > TV D fiak

O-2 EMERGIEOLSRRE & ORINE JEBURF OIS 55 72 Fnik & B8R &2 Fr S EE Rl
(FROWTINITEE T DER) 25, YEZEMOAFICET IGROBMEE L LT

BlESNTND Z &,
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o [ERIGFFEUSHR 2 FFOPNHEZE T L7212 5 HFLLEDO D ARIE O EFIRIHE %
{ToTWBHZ &, 96, 29 EIF, BAEYEEE I & UEBRRIESGFONHE %
ITHoTWVWBHZ &,

o [EAIRFFESE 2 FEOMMINME ZE T L72RIC 5 L1 Lo B EIEEE 2R O
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@-2 EERENEFEHEICL2AFBRNNICET2EH

N ASIRICHE D D B A itk e OB RE 2 A4 D EREFE DNEER =4 v
EEDHERDOA T ) —= T HTOERE LIEF#ME LA TE DT — LAERIRH 2
SN TWDHZ &, B, BRI OWT, DABE L ZOFEEICHDITAmENT
WnHZ &,
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AR DB T ST VR SIS 35\ CHERRIRR S LT B BRI R LT 4 asebi
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O TRICEYTHEEICOVTUIARR OB NERE SN TND Z b, #5%21T
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o KAIDRST IR LI BEUE OBEEIED & 2 B3

@ REATOFHMIZIHBW T RIS ST 2 B IOV T AAlO G ITHELE S 7

D, AOIREERPTUL A 2N EITIRY | HEREICAFZEHT 22 2BETE D,

o MEMMEEDOAHXIIMTEDH 5 EE

o JER AR A CRVE S 258 6O D A K ONEEME O S B I g 2% <ol e i ¢
LEORICRIEMEA DD EE

o HORERBOED, UHEMR7ZE L < ITZHERMED B O R B OB TR D
oo BE

o EESBAEE (&R A 5 Te) O b HERE

o OB IIBEE A AT DA

*  ECOG Performance Status 3-4 "V 0 B3

(E)  ECOG @ Performance Status (PS)

Score | EFe

0 | &<MERIEE TS5, BT L R U R EAERNHRZR AT D,

PREIZI LUEBNTHIR S 225, BTAIRE T, BAIEESEE > TOMERIIITI LN TE D,
Bl BEOFE, FHEE

BTAIEECHSOH DRI O Z LT T N TRHREIEDBEREIZTE oy, B O 50%LL B~y RA4ACil 27,

ROENTZHOSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+ d,
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1. iXU®IC

IS DOF N - REVEOHER DT DIZIT, B SCEFICE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FPEIRBDBARIND T T, 2O OEERMNZ EICHNERBFIRMLT 5 2 L BBEO
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORVE AT ERR L, KEERASCL 2T 0 7 7 A VDBBEEOEIRS & DI
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
VHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B B 23t % & D 2 & A hE /e — 8 O B i 7= 3 SR BE A
THZENEETHD,

Lo T, KRHA RTA4 Tl BARBEESINE TR LTV D EFEIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RHA BT A %3 MAZATBAE NEIE M EREIS O, NS AEHEARER
BRI o . —AFEETE N B AR IRNBHE S, —MFAEE AN B AR MR T2 Rk Okt
FVEN B A/NRIE - BDAFEROMIIOH LVERR LT,

R LR HEM =R~ T (G T Z)

RELRDPRUIR I UTERMEO H IR % ) Vi

MEERDMEROAE  @HE, RAIZIZ=RL~T GBI z) & LT, 1[5 240mg
% 2 AMMBE ST 1 8] 480 mg % 4 WM MG CAfiiET 5,
WE . NI =R v~ T (Bia A z) & LT, 1[E 3mgkg
(IKHE) % 2 M CRMEHET 2, 7ed, KE 40kg DL ED
INRIZIE, =R~ T BIEFHE#z) & LT, 1[E240mg % 2
W IBR SE 1 [ 480 mg % 4 HHIRIR CAififET 22 L b T
& D,

L /NEF IR TR AL

e
3
=
St
M
o
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2. AFRN DR, 1EREF

=R~ T (BEE#Z) (IR, TRAD Lnd,) &, /NS T¥ERASt L
AR VL7 2% BTV AR <A —X RA7 A7 (BMS) ) 2B% L7t k PD-
1 (Programmed cell death-1) (Zx9 %t MMl IgG4 £/ 7 v —F LHURTH 5,

PD-1 (%, #EMAL L72 Y 2 o%Ek (T MR, BMRE O F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIE T2 2
T ICERT2ZA AR TH D, PD-1 IFHURIRRAIIIZIEEBLT 2 PD-1 U o K (PD-LI
KOVPD-L2) EfEA L. U o SERICHfIEY 7P v s LTV v SEROEMAIREE %
BIZHET LTV, PD-1 U H» FIFHURRSMIaLAMZ b b Ok 2 72 ISR RR 2 F8 5
LTHY, EMEREAELE LU L EGHRICI TS PD-L1 OFEBL L itk DALE
WM & ORI ADOFEREBIRN & 5 2 & 3 HE ST % (Cancer 2010; 116: 1757-66)
F 7o R R IE B CIRARRTE TS EET DA v ¥ —7 = a2 B >~ (IFN-y)
IZX > T PD-L1 OFRENFHE SN, 5B LI EERRIZIIT D PD-L1 ORI & itk D
ALEWIR & ORI EDOFBARRN 2 & OHE S & % (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-LI Z 5@l S B8 AT, PURRRAY CDS B5PE T Ml oM
TR AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHfa
GEEIGEREIE T 5 Z ENRENTND, DI LD PD-1/PD-1 U 2 REREEIE, 23
AR URRF A e T MM OWEBEEZ BT 5HFD—>o L LTEZX LT
Do

ARFNL, SRR OFE R 6 PD-1 Offifas ek (PD-1 U 7 RS AREIR) IS/ A L.
PD-1 & PD-1 U Y REDEEZEET DI LICL Y, DAFURRRNZ T Mok
PEAL K OV AABRRLZ k9~ 2 MRS IS M 2 #9587 5 2 & CRifei e ptiigsh R 4~ 9
ZEDER SN TN D,

TS DHRN S | ARFNTHENENEG 6T 272 G EERIC e 0 ED Lo L IS,
WA U ) VONERE B RG L LR A S L, Ao, et ROEE
PEDIERS S ATz,

AFN DV LD <D RERINIZ K DEWEMFE2 & bbbt BEXIIETIC
EDLWREMD D 5, ARNORGH KR OERERIZIT, BEOBIZEL ToI2ATV), RE DR
O HIVIZE AR, FEH LT F RIS U BEPIRY 2 ek & REBR 2 B DR Rl & L Tl
BI72 8RR 24T\ B D SIERIRT K D EIER 2 e 2 55 1 id, BIERE AL
RO GFEDWE) IRALE 24T 9 MR D D,
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3. BRREEE

B SUTERME O )R U o U O A GRRRIZ G 2 1T - 72 £ 72 iR IR FRER D
RAE R,

[ 2h]

@O ENE TAHRER (ONO-4538-15 #5h)

HFEEMBMRBHEE N7 Lo YRy ~T XREFr GEla#z) CLF, 7L
VYR T T L)) ITERPUE UM D 20 sk L B O SUZERME O & A R
Uk Y ol (ECOG Performance Status 0 2 OV 1) 17 il & %4512, AA| 3 mg/kg
Z 2 JA RN CREEE Lz, FEMEEE Th 528203 (MET IWG criteria (2007)
IZFHD < FYHIEIZ K B complete remission (UL R, TCRJ &9 ,) X partial remission
(LR, PR} &9H,) DOFEIE) 1X75.0% (95%EHEKM] : 47.6~92.7%) Th o7z, 72
B, FAMIEHE LCBIEIL 20.0% TH o7,

@ MWpsaE MAHRER (CA209205 #X%%) (Lancet Oncol 2016; 17: 1283-94)

H F & MBI T I T L Y o~ T I K DR E 2T 72 18 UL LD F3E
SOFEHRMEOH IR U U UNEEE (24— F B, ECOG Performance Status 0 5
1) 80 Bl &% 51C, AHKI 3 mg/kg % 2 HFIFIBE CAMEHE L7z, TEFMEE THD
Zh% (&GET IWG criteria (2007) 12853 < I HEIC K 5 CR XL PR OFIA) 1% 66.3%
(95%[EHEIX[H] : 54.8~76.4%) T o7, 72ds, FRNIHE L7-BIEIE 20.0% THh - 7=,

@ EWHE THHE (NCCH1606 #5R)

2 LY AL EOREREEA L, o[RS MRS X DIRFEEO W (AR
T M AT O TG ERIR L) . 1 UL L 24 UL FOFEHARMED R V% ) VoS O
AT /N A [ TS BB 2 e BT A 3 mg/kg 4 2 T [ R C R T L 72,
ARBRIORGEFEESNTZ 26 Bl 5 B, HHAGR DU oNEIT 1 BIHAAN DI, T D
B AEE (MET IWG criteria (2007) 1235 < JRBRET-EATHE) 1L CR Tho7-,

[ 41]

O EWNE DAERER (ONO-4538-15 #R)
AEFERIIRHNRD b, AHE OREBERENGE TERWVAEFL L RHIED
DiVTc, FBLERD 5%LL FEORWERIZ TERD LB ThHoTz,
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#z1 FFHEN 5% EORBIEA (ONO-4538-15 3RE)  (ZeL Tt SEH)

B A B (%)

FEARGE 17 41

(MedDRA/J ver.18.1) 4 Grade  Grade3-4  Grade 5

RIEA 17 (100.0) 2 (11.8) 0
MmEFs KOV > RbEE

25 ifn. 1(5.9) 1(5.9) 0

U 2 REREE 1(5.9) 1(5.9) 0
HE L ORkEKESE

I 1(5.9) 0 0
PG WA 5

FOPR BRFS REA T E 3 (17.6) 0 0
B Ik E

iz80 1(5.9) 0 0

(T 1(5.9) 0 0

T 1(5.9) 0 0

4 1(5.9) 0 0

G 1(5.9) 0 0
— % - EFEER X OGO

95 2(11.8) 0 0

TSN 1(5.9) 0 0

i5)=NR 2(11.8) 0 0

FEEN 7 (41.2) 0 0

il 1(5.9) 0 0
JEYSER K OVEE RUE

PH R 1(5.9) 0 0

fitiZe 1(5.9) 0 0
BE, PHEB X OWES IHE

HEAIZLE S RS 1(5.9) 0 0
R AR AR AT

JH R REAR A 2 1(5.9) 0 0

M R 1(5.9) 0 0

RSN 1(5.9) 0 0

P i Bk At 1(5.9) 0 0
R L OveskhEE

(iR RN ki 1(5.9) 0 0

KT R YU 7 A inE 1(5.9) 1(5.9) 0

BRRE 1(5.9) 0 0
B R B X OV SRRk

RAHi 1(5.9) 0 0

HRER 1(5.9) 0 0

7 I RR 2(11.8) 0 0
PR E

FEWED F 1(5.9) 0 0

SR 1(5.9) 0 0

K= 2 —m RF— 1(5.9) 0 0
MR as . MEREs X OERm ks

e R o 1(5.9) 1(5.9) 0

FEGEORIE 1(5.9) 0 0
B R KOV TR

JHEE 1(5.9) 0 0

dE i 1(5.9) 0 0

SRR % 1(5.9) 0 0

% 9 FENE 5(29.4) 0 0

Bt 4(23.5) 0 0
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¥, MVEVENZRE 16 (5.9%) | MECTHEARIE/ X A XF—2 fi (11.8%) . K%K -
FEEOTH L H (5.9%) . IFHéRERED 141 (5.9%) . FURIEEREREE 3 1] (17.6%) .
FefR B 3 51 (17.6%) KON infusion reaction 1 51 (5.9%) 72338® Hivl=, F7=. HIEM
HETIRE, DR, fhge. LABERRIF, foE i MBI E, I, BsREREE . RIERE
O - B, EEORERE, FIRMARERE, T EAEIERE, HEREOSE
I ERITFED B o Tz, ABIEAFBUROUIREE RS (BAMAMET 2 5T) %
B RE R T,

@ WAL MAHRER (CA209205 FER)

HEFELIT 238/243 1 (97.9%) (2O L, AFIE OREBEGHEE T RWAE
HHT 185243 ] (76.1%) IZFRD BT, FELEN 5% LORERIZTERD LB T
Ho7,

#2 RBEN 5% EDOBWEA (CA209205 388)  (All Treated Subjects)

e NS | B (%)

FEAGE 243 fl]

(MedDRA/J ver.18.1) 4 Grade Grade3-4  Grade 5

2RIEA 185 (76.1) 48 (19.8) 0
MEFs KOV > RbEE

Uit BRI E 13 (5.3) 6 (2.5) 0
N0 IsReE S5

PR IR REA T 14 (5.8) 0 0
B IGhEE

20 14 (5.8) 2 (0.8) 0

T 34 (14.0) 2(0.8) 0

G 24 (9.9) 0 0

A 19 (7.8) 1(0.4) 0
—f% - EHEER L OGO REE

%t 50 (20.6) 2 (0.8) 0

HEE 21 (8.6) 0 0
BE, PHERB X OWLESIHE

HENIZAE D RO 33 (13.6) 1(0.4) 0
PR AR AR

ALT H#71 13 (5.3) 7(2.9) 0

AST #41 14 (5.8) 5(2.1) 0

U x—EHN 14 (5.8) 9 (3.7) 0
ERs R & OV A MRk

RA A 19 (7.8) 0 0
R IEE

SR 14 (5.8) 0 0
R X OV T ARk

% O FEIE 21 (8.6) 0 0

FeI5 28 (11.5) 2(0.8) 0

7ok, MEVERIEA 15 41 (6.2%) | AERUHREMIE/ S A3 —19 B (7.8%) . KI5
P HED FHF 641 (25%) . ATFRERERETE 22 651 (9.1%) . ATZ 541 (2.1%) . FRRAR
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ReREREE 28 B (11.5%) | Fh#ekED 40 5] (16.5%) . EHEREREE 4 6] (1.6%) . Kz -
BEREZ 1451 (0.4%) . FEEDZERETE 3 41 (1.2%) . FrlRmAeZERAE 161 (0.4%) |
infusion reaction 38 5 (15.6%) . 4% 2 5l (0.8%) KNS E S 2 5] (0.8%) 7578

b, Elo. BEEMENIE, OFK. R, 1BERFE, st s E, [BIE
ba i M OV TEAAFERERE EIXF8 DL o 7o, ARRIVERZBUIRIUIBI#E S (BRI
ERF 2 ET) 2 BUEFERETRT,

@ EWNE [ fHRE (NCCH1606 #5R)

BEFEGIL 2526 B (96.2%) IO HIL, AH L ODREBENEE TERWEESR
503 23/26 1] (88.5%) (273 Tz, FHLHED 5WLL EORWERIL TRD LB ThH-
Too 728, 261D 5 B, WHIAGAR T U DOoSIERE S 1, /N E AR B

25 B CTd - 1=,
#£3 RHEHN 5% EOBIEA (NCCHI1606 3BR) (R2MMATRSRER)
P e ID A | B (%)
FEARGE 26 15
(MedDRA/J ver.22.1) 4> Grade  Grade 3-4"
2RIVEA 23 (88.5) 10 (38.5)
R AR AR AT
U o SERERED 14 (53.8)  6(23.1)
AST #41 6(23.1) 1(3.8)
I I Bk 8 (30.8) 1(3.8)
s IR S 8 (30.8) 0
U HRER B 6(23.1) 2(7.7)
A e Y L e N 2(7.7) 1(3.8)
Y= NE IV NT AT =T — BN 2(7.7) 1(3.8)
ALT #4)0 3(11.5) 0
M7 L7 = BN 2(7.7) 0
— % - EFEER X OGO
FEHA 5(19.2) 1(3.8)
BeJds KOV TRk b
ERINIRZIIN 22 6(23.1) 2(7.7)
% O PEIE 3(11.5) 0
Mg LY R REE
=il 12(46.2)  4(15.4)
R L Ok EE
K7 A7 2 e 5(19.2) 1(3.8)
BRRE 2(7.7) 0
B IBhEE
il2hi) 2(7.7) 0
B L ORI RS
BHHER 3 (11.5) 0
LRNE N IS SRR ]
AN 2(7.7) 0
B R d6 K UG A FLRR R
i 2(7.7) 0
AR RIEE
SEYR 2(7.7) 0
A s
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TE IR Bil%k (%)
FEARGE 26 fil
(MedDRA/J ver.22.1) 4> Grade  Grade 3-4"
PR TP e T e 2(7.7) 0
FOPR IR RE AR TE 2(7.7) 0
* . KR T3 Grade 5 DA HH4UT Grade 4 & L TIEBIHEE (CRF) (250
SRSz,

¥, NTHEREREE 7 61 (26.9%) . MRRIETE 4 61 (15.4%) . BEEUTRLARE/ X A/ F—
361 (11.5%) . FRBRFSRERREE 3 61 (11.5%) ., HFE O RZJEREE 2 61 (7.7%) KO H#RE
B 2 5] (7.7%) ek Hiviz, F7-. 1 BPEIRSFE. infusion reaction, 5 & 9 EHK, T
MBERERE S P28, BUEFZ, RS, MR, 2, iz, mEkRE RREmEit,
WL PERRAE 26, MRS HIN, SERL MG E, EE MRS, Ok, DIEEEE, R
FRIERRIE, KIBK - /DIBK - BEO TR, Wk - Bk, RIBHRERS, Rk, &
LB OWER TR B Teh o 7o REWE AR BUR DX BEEF S (BRI AR 2 5 10)
EETEFERZ R T,
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[k - ]

AR OREMIEDBEET NV EZFH LY I 2 b—a 280, KK 3 mgke (K
) Xi¥ 240 mg % 2 HEMME TR G LZBROARF O MG FIRES G Sz, Z0hk
. AHA 240 mg 25 LZBROBRER R, AH] 3 mgkg &b LIZERORE R & ik
LTmEZRT & TRSNZbOD, AANBREICEWTEENI R SN TV D H
% - & (10mg/kg Z 2 A TR G) TARIZ &G LIZBROREE & & ik L CTRE
T ETHSh (FR) AT BEOBEEICHT 57 — 2125 E | AH 3 mgkg

(RE) X% 240 mg % 2 WFEIFIRE THR G L 7ZBROARA| OIREE T & A 20 3L e &
DEE A FT T D REELUS T T VDR S L, UEBIEIC OV TRRE DT DAL RER,
EREOME - HEOH THZME R O AZR TRV E THIS U,

K3 FAOEYBENT A —F

- B Cimax Chmind14 Cavgdl4 Cinax,ss Cnin,ss Cavgss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
S mefke Q2W (352 7608) <10-17?'264-5) (17-21‘,"333.9) (75}){3171) (27.612,'107) (42.717,'?27)
240 me Q2W (51?1%.103) <15-22?'354-6) (25-31‘};7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)
10 me/kg Q2W (14;,9;19) (51.62T '739.2) (79.93),'?14) (33?,9232) (18421,1 ;13) (23$,7§86)

FRAE (5%, 95%4%) . Q2W : 2B [HIFHIFR. Cumax : RIEIHE 52 D fe i@ MIE T IRE . Cminara 1 MIEIR G114
A HICRT 2R iE IR, Cagas : FIEIFEG%140 B £ TOFHMEHIRE, Craxs : EFIRIEICE
LT%%%E?‘%E‘:{%E@\ Cmin,ss . ﬁﬁ%ﬁﬁéiﬁﬁé%ﬁm(%qﬂﬁﬁ\ Cavg,ss . ﬁﬁ’ﬁ%ﬁiiﬁﬁéii@m%qj
TREE

T AR OREMEYEET LV EZFH LIz I 2 b— 3 Ik b AK) 480mg
Z 4 W TG SUIBERGE O L - B TG U 72BRO AR O fiE I B 23 et
INic, EOREFR., KAl 480 mg % 4 HF MR TG LIZBEOEFIREBIZI T 58 m
EHIRE (LT, TCags) &V, ) 1%, AKI240mg % 2 H IR THEE L 72BED Cavgss
EHUT D E TSN (THR) o £z, 441480 mg & 4 HFEMNR CT&REG L7ZEREOE
FOAREEICBIT D mImiETIRE (LU, [Craxss) EVVD. ) 1, AKI 240 mg % 2 @
[FlR TG LTZBRD Chaxss & I L THEIfEZ R T & Pl SN2 b DD, HANEBEICE
WTARMENHER SN TWD i - HE (10mglkg % 2 BRI TG TAF 25
L72BRD Craxss & HHE L TIRMEZ 7R3 & PRI (FFR) . M T, HEOREEICEK
5T —ZIZHAD X KA 3mglkg (KE) F721d 240mg % 2 BRI, 2 L < TAA)
480 mg % 4 FMIRINE TR G L7 BEOARK| OBRTE & & A0 T e etk & o B &2 R
THBRBONTE T VPR SN, YEBEEIC OV TRE M Thh iR, Bito Ak -
HEDF TH MR VZ VIR ZR TRV E PRl LT,
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R4 AROEYBE T A —F

M - R Crnax Chind2s Cavgd2s Cmax.ss Crnin,ss Cavess

(ng/mL) (pg/mL) (pg/mL) (pg/mL) (png/mL) (pg/mL)
S meke Q2W (352 '760-8) (16-25750-3) (21.321 '4(1)3.9) (75.%){3171) (27.612,'107) (42.717,’?27)
240 me Q2W (511%103) (23§?§;1n (3ojféix9) (10§?354> (41%2?58) (62i?%87)
480 mg QAW (10;?307) (15§?Z;AJ (37is;;u8) (14?}236) (27Zi?37) (62i?%87)
10 mg/kg Q2W (14é?§22) (8622.?32) (101}?48) (323?225) (18i}§03) (2327277)

i (5%, 95%/5) . Q2W : 2B IMEIRE. Q4W : 4MAMIREIFE. Cmax : FIEIHE 514 O 5 & ML i EE
Cumind2s : A 51428 H B2 2 IR MG H IR Caveazs : PIRIEE G428 B B £ TOYE) M FIRE,
Crnaxss © JEFIRRBIZ T D i M5 TR L, Cuinss : EFIRRBIZIT D HARIMIE FHEEE, Cavess : EFIRRE
(231 B ) M IE R EE

10
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4. HERRITOWT

AR E LTl SERE (2FRE) NN TS Z enn, YRt 4
NS E TX Diisk THOLMEND D, TDO LT, AKFN OGN @Y BE 220 -
E L, AANOBREIZ I EEZAEHAZRBEL LBRICRHET 2 2 ER3nEElzd, BITF
DDO~@DT X T &R IZBWTHEHAT & TH D,

O MEFRITHOWT

D1 Fid (1) ~ (5) OVWTIIIEY T IR THD Z &,

(1) EATBRENIEET 203 A Fa LS R (BN RS A2 R HE LS IR L |
HE 23 A RSB ST, HUIR S AR, /NS AL R BE . NI AT
e )

(2) FrEHEREINPL

() AEIF A FENIEET 203 AR (23 AR EWbE, 3 A2
W 1IEBE, 23 AR HEE R /e &)

(4) SRACFEIERE AR E L, SORIER L FHEIERREL 1, S ORIEE L FRIE2 R 2

AT RMEA L PR IE R 3 Ofak FEYEITAR D H 21T > TV D ek

(5) PUENMEREEAIALTE BN O fii % L UEICAR D R A 1T > TV D fiak

O-2 AR D F U N RO FPRIE K ORI S B OO SIS 43 7 sk & %
Rz FoEM (FROWTNNIIEETHEM) 25, SR OARFNCEE T 5 inED
HfEAE L LTRESATHD Z L,

*

o [ERIGFFEUSHR 2 FFOPHNHEZE T L7212 5 LU EDO D ARIE O EFIRIHE %
{ToTWAHZ &, 96, 29 EIF, BAEYEEE I & UIEBRRIESGFONHE %
ITHoTWVWBHZ &,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDORKKEREZAG LT\ D
Z L, 9B, 3FELL T, EMmEREMENELD O 3 A SEY L A B TR IR LR S OAHE
BITHoTCWNAZ L,

o [ERIRFFIGER 2 FOPMNHEZE T L7 5 2L Eo/NR IR & OVNER A
Ea e/ NERERRRE AT 5 Z &,

© BENDERLFREEOEHIZONT

IR B IE S 2 BMEE L E S, BRSO OB D . A2 - 2
IR OB P ONERSE IR 5 iRt AFFRNELE LB E OWE
. FRESNITT DN D IEHINE > TN D Z &,

11
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® BHWEH~DXRIZOWNT
@-1 HERRAHIICBEd 5B s

EVE MR B O EE R BIEM AT LB, 24 FERIZIRIEHIO T, Y% X
IR 1T\ T, FBL L ZRIERIZIS U CABEE L O CT FORITER O#RINZ &4
LWRMRAEORKERENY ARG Lh, BHICHGTRERIEHINE - T Z b,

@-2 EERENEFEHEICL2AFBRNNICET2EH

N ASIRICHE D D B A itk e OB RE 2 A4 D EREFE DNEER =4 v
EEDHERDOA T ) —= T HTOERE LIEF#ME LA TE DT — LAERIRH 2
SN TWDHZ &, B, BRI OWT, DABE L ZOFEEICHDITAmENT
WnHZ &,

@-3 BIFERDZUTLRINICE LT

BIVER (FRYE MR BTN 2 | EAEMEEDAE, DR, Mk, B RARE .. RIBXK.
INBS, BEO TR, | BBERE, BUEATIR. AR, IS TR, mifbrEiase
%, HRIRESRERE S . T EEARERERR . ehRRREE . BT, BIEREE. M. BEEAK.
Tk, BEEO LGRS, HRMIEIERE, infusionreaction, R IMIKEE, MEKE
RIEGERE, FEE%. PER, HEOBHR, SR, EEREIEGRE, W ORERKIE,
IRRG R FEME, DERESE (L EAmED « IR - DEEMEIANNESS) . JRIFERES, Mo, 5
FLEE) TR LT, YEkhax BRI O MM G S EA & EE L (RIEH O
ZWrRRHNCE L THRER OB A T DL ORMFICH D 2 L) B HITHE G2 ALE 3
TEDHIRHNESTNDH T &,

12
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5. ‘EXRLRDHBE
[Hxhiiz B4 % 31E]
O TROBFIZBWTAFOEEN RSN TND,

o AFEMBABHE L N7 L L~ TITHGIE USRS O P38 ST 8
BYEOE AR F U VO A BE

o 2UURALULEOIREREEZA L, MoRE MR X D IRREO 20
(H Z & M A AE OV IR ILFF2) . B TR i A o )
RO N B

@ TFREIZEZN T 2 AT 2 AR O PG K O A TR OV T AR OAZED

MESLSNTELT, AFIDEREGIR LB,
o ALFERIERIGROBA
o MOTUEMESA L O L TR Sh o B

[ 2z B9 5 ]
D FRICHEYT 2 BBV TIEAR OB G AR L SNTVD T &b, 52T

bz &,
o AHNDORITI R UIBBUE DB ERE D & 5 BFE

TRIERT ORI BV T FRRICE S T 2 B 12OV T, AAlOREFHERE v

B, MOTEPRIUL DS NG IR Y | HRICAHZENT 52 L 2BETE 5,

o MEMMEEOAI I EDH 5 BE

o MR AR A CRHVE R 2 58 6O D A K ONEENME O HU BRI s 2 <o G it ¢
FEDONNZRIEMEZRA LN DD B

o HORERBOAD, XUHIEMEA7ZRE L < IEXFERMEO B R B OB TR D
o DB

o BRI (EMmEaBEZ 51e) Ob DB

o OB IIBEE A AT DR

*  ECOG Performance Status 3-4 "V 0 B

(ED  ECOG @ Performance Status (PS)

Score

==
JE %

0

< R JEBTE 5, FHAETL [F U HH A HIRZ <ATR D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATHRECTHSOF DY) O Z L3 X TAFELEAMEREIT TE 2, A 50%A Eid~y R Tl 27,

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

13
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6. BEIZELTHEITNEFH

ATSCEFITIN 2 BRIEMRGEER D TR t3 2 BRI D & ARH O R & OV (48
O DIZ LB R ERE B L ThBEERT 52 &,

TRIREBRLRIZIENE D | B UTZ OFIBETAH IR Ot 2+ L, RE 215
ThoETLHZ &,

FREWERO~H T AL MZDOWNT

@

@

FMEMEREN D oD ZENH DD T, RFOEEIZH 1= > Tid, BRE
W (REWL ARIEE, ik, FEEVE) ORERE M O X S A o FEhnd, Bz -+
ZATH 2 &, Fo, MBS U THE CT, i~ — I —FDMm&%Z T+ 5
Z &,

AFNOFE 1L EE D infusion reaction (2 2. CTEARRI 43Rk D T 5 U
%477 L CBRMET 5 2 & £ 72,2 B B LR O A 5-FFIZ infusion reaction
DHOLOLNDZEHHLHDT, KFIEGH R OARA G T #IT A Z A
CERRET %, BEORBEL 2B 52 L, 70, infusion reaction &
FHLLICGA IR, R TOBELOERD TERIZEIE T 2 £ CHE 08l
T5HZ &,

ORI REIR . TRAEERET R ORIBREERH 5O 2 B3 HDH DT,
AFN D ¥ 5B hERT M O G- B I E IR N0 sk RE iR A (TSH. 1028 T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIZ LY BEORERISICERT 5 &5 2 bildikx IR BOW e
DHLOLNDZENDDH, BENRDOONTHGEITIL, BELEFRIIS U
R 72 05k & BRBR 2 Rf D[RRl & i U Cal bl 2 B nRe W 21TV 18R D5
FOSIT X 2 BWER 2 o 2 355 1id, AFNORIE T I, K ORIE RE A
NEHOBRGELBET DL, B, BIERERLVE L OEGIZEVREIE
HOUGERFRD IR WIGEIZIE, BB RE AV o LISt o S i Fl o8 in
LEETDZ L

BERET %, BB S8 AR L T LEWERDBET 2 Enb D729,
AR OBEHETHRIZHBRWEMORBBUCH2ITHEET D 2 &,

1 RUOBE R (BIE 1 BUEIR WS 2 2 de) b bbiv, BERPMES F 7o R— X
IZEDZENHLOT, Hig, ol NRMH-FEOER DR B MBEE D LA 12+
DEETAHZ &, 1 BBEREN DN -G ICiEREEZ Ik, AR 8l
H OB GEOBHE RAEZITH Z L,

BIERF I, P2, IFERERES . TR, B{LMERE RPN b D Z &0 dH D
DT, EHHIITHERREZITV., BEORELH2I2BET 22 &,
SEINERNHLDOND Z LN DD T, RO OF M Z C NIRRT D
2l Fe IROBENRD bNGAITIE, BONIEREELZ2 T2 &

14
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IRFEEEET L L,
@ ARAIOEERRBRICBNT, BEBRENS 6 7 ALNIL 8 M I &ic, TR,
BeEBIME D TAEME T 12BM Z L ICHEIMEDRMEZIT > TW e Z L2 BB,
AN G-I E MBI B R A TR OMEREI1TH Z &,

15
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Bk

1. [T DI

2. AANOFE. (FRET

3. ERIRRUE

4. FFZIZOWT

5. H&EGXREMDEE

6. HHICEEL THET XX HIH

P2
P3
P4
P10
P12
P13
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1. IZT®IZ

RIS OF M - ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEM ORI L0 | FURESR G 72 & ORI 72 5 LA E R
FREIRBDARIND T T, 2O OERGNZ EIZHNERBFITRMLT 5 2 L BBEO
PR & 72 o TR Y RRIFMBGE S & YR O FARTTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHERAORE(LHEZXS Z L LS Tnd,

BORVE T ESR L, KB ERASCL ST 2 7 7 A VB D ESRS & B 5 I R
RHZENDD, DD, HEROLZEMEICET HERNHERET 5 £ TORM,
MHEIMOBEZMLS ZIT 5 2 EnRHIFF SN BT LTERT 5 & &bz, mIfE
RN FBL L 7RI B2tz & D 2 & AN AHE e — 1 O B i 7= 3 R SR BE i A
THZEREHEETHD,

L7eio> T, KA RTA4 Tl BRBBEMESLZNE TILELN TV D EFITFR -
BEE RN S-S & | LT O ER GO il 70 5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R T,

I, ARITA BT A A%, MSIATBOE N EE S RS A A, AmEEAN R AR
BRI o, —AFEENE N A ARBRIRNBHE S FEdR s FTEENE A B RS P2 &k O
—MRFERETEN B AR ER 2 D106 LR LT,

SR ERDHER =R~ T GBI -8 Z)
KR ERDMEXIHE - CIBRAHEZRHETT - FRIE O IEME M s v fiz et
REERDMEROHE W%, RAICIT=AL~7 (& Z) & LT, 1[[240mg
% 2 TARIFEIRE ST 1 18] 480 mg % 4 FREIFEIE CailsHiEd 5,
A ) L~vT (BEFHERZ) 0T 2561 8%, A
F=A~7 (B HH#z) & LT, 18240 mg % 2 MHEHH
B@ 1% 1 [\ 360 mg % 3 i [ i f@ C i 3 5,
s R 98 3 F O DNEPIG TEERAS
(Z%E)
FEME R B I B9 5 v — AR A SRR SO0mg (—i4 - A B A~ T GEIE#
#z)) OREEXIIFNE, FEKOH &
R SIS « UIBRRRE 7R AT » 38 oD ZE M M IS o Bz g
MEROHE :: =ALv~7 (Bl Z) LofFHIZW T, B, RAIZIZIEY
LwT (EEHHEZ) & LT mgkg (KE) % 6 @RI TR
TFHET D,




https://www.ajha.or.jp/topics/admininfo/

2. AHN DR, VERBF

=ARN~T7 (BIaFEEZ) (LUT, TRF) Lvo,) &, DB TR &
ABE VL7 At BT Y ARV <A —R 27 A7 (BMS) t1) 2BA% L7zt b PD-
1 (Programmed cell death-1) (ZxI9 %t MMl IgG4 €/ 7 v —F LHURTH 5,

PD-1 (%, #EMAL L72 Y 2 o%Ek (TR, BMREK O F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE 2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRAIIIZIEEBLT % PD-1 U o K (PD-LI
KOVPD-L2) EfEA L. U o SERICHfIEY 7P v s LT U o SEROEMAIREE
BITHET LTV, PD-1 U H» FIFHURRSMIBLAM b b Ok 2 72 ISR RR 2 F8 5
LTk, EMERAMREDEE) LR LB TS PD-L1 OIBLLINEDEF
HH & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66) ,
F 7o B R NE B CIXMRRE TN EET DA v ¥ —T7 =a B~ (IFN-y)
12X > T PD-L1 OFEIANFESI N, 88 L EEMERRICIIT 5 PD-L1 ORI E ik o
AEAEIR & ORNCEDOFBIRRE N & 5 & DS # 2 (Sci Transl Med 2012; 4: 127-37),
5T, PD-L1 &l 5EHL S H 7203 ML, PUsURFRAY CD8 Btk T M ol iafs &
TR AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHla
GEEIGEREIE T 5 Z EDNRENTND, DI &5 PD-1/PD-1 U > REREIE, 23
AR URRF A 72 T ML OWEBEEZ BT 5HFD—>oL LTEZX LT
Do

ARFNL, SRR OFE R 6 PD-1 OffifasEg (PD-1 U 7 REAREIR) ISR A L.
PD-1 & PD-1 U Y REDEEEET DI LICLY, DAFURERERNZ T Mok
PEAL K O AR IR k9 2 ARIRE G M 2 58 T~ 5 2 & TRk e PLiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER )T 2 Bl 2R EIC R0 55 b0 L HIfF S,
FEMER R B N AR 2 kP & U T BRIRARIR 2 S0 L . AR, et R OV M R
iz,

AFNOVEREFFIZ 35 < B EE O RIERISIC K 2 BITE SR & b bdu, BT LTI
ELAEMEDN S D, ARNOEGH R OREGRIZIT, BEOBRE H0ITATO, BENR
O BIVIEE AT, B LI HBUTIE U REFIRY 20 ik & REBR 2 Ff D[RRl & s L Col
IR 24TV BEOREIRIZ L DREIER gD 2 581213, BIBEE AL
T HIOEGEOHYVLINEZAT O LER D D,
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3. BRERAE
YIFENRE /2 HEAT « T8 D FEME i [l o iz I oD 7K ER IR L2 5 AM 247 o 72 = 7 BRI 3R OO i
%7‘]——\“@‘0
[H%hE]

O ENE DAHRER (ONO-4538-4135k%) (Clin Cancer Res 2019; 25: 5485-92)

FIFFHH L ASLA R X R R LK E O PRSI ARIE AR O )
BRAREZ2EST - PR OEMEHgfE R I B (ECOG Performance Status 0 &2 (O8N 1) 34 il %
KEGAT  AHA 240 mg 2 2 38 [ IR C AR T L 7o, EEFHIE H T o 5 2405 (Modified
RECIST criteria (2004)(Z3&-25 < i) 12 L D CR UL PR) 1£29.4% (95%(E#EIX [ -
16.8~46.2) Th-olz, ¥, FANIHE LZEEIX5.0%TH -7,

@ EERLEF AR (ONO-4538-48/CA2097437:&85%)  (Lancet 2021; 397: 375-86)
(LR IEARTRIR DGR RE 7R AT + P38 0D B g 5 o Bz Jll iR 5 60551 (B AR 60
BlaEate, KilEA Y A~T7 (BB FHBLZ) EO0FH (CLF, INHOFH) &0vo ) ™!
BE30361, fLFyE (7 FF8HK AT TFUoNFIAINRTTFo) EXAXAMLF
T R RY T AKFE OO BE30261) A XFG, [LFRIEREA R E LT N+HIF
RO MR O Z G LTz, FEFMIEE Th 2 24 AR (FIE [95%1F
FEX [ ]) 1, N+IOFHRECT18.07 [16.82~21.45] 4 A ALSAEIERET14.09 [12.45~16.23]
A TH Y, NHIFFAB G I ERIEICS URRH R Bt R 2 /R LT (NP — K
1£0.74 [96.6%I5HEIX[H : 0.60~0.91], p=0.0020 [J&Hllog-rankif/E ], 202043 H25H 7
— &1y NET),
1 K 1A 3mgkg (KE) % 2 BRI, €V A~ GRETHEZ) 1E 1mgkg (KE) % 638
FIRANE CAUMSE L7, PR EICB TR, ARZRIICEE L, A Y AvT (GRZTHk
2) EAKIOB G T 55 30 53U ORI & I\ TG 2Bk L=,
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1.0
0.9
0.8
0.7
0.6
0.5
0.4
0.3 5
0.2 = s b
0.1
0.0

N-+IGFREE

Probability of Overall Survival

0 3 6 9 12 15 18 21 24 27 30 33 36

Overall Survival (Months)
Number of Subjects at Risk

N+I{EEB2 303 273 251 226 200 173 143 124 101 65 30 1 2
b= %8F 302 268 233 190 162 136 113 95 62 38 20 1 1
X1 S£7FHE O Kaplan-Meier Bt (ONO-4538-48/CA209743 FER)
(EVER LI T=EH)
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[Z4tE]
OEWNF TS (ONO-4538-41757)
BEFGIT32/3401] (94.1%) IZRD HAL, AH L OEREBEBDAGE TERWVEEFR
1323/34451] (67.6%) (258 BTz, FEENSNLL EORWERIZ FERDO LB THoT-,
#£1 FHEN5%LLEOBIEM (ONO-4538-41588) (VAR R S H)

FERIRHE BiE (%)
FEAGE 34 5
(MedDRAV/J ver.19.0) 4= Grade Grade 3-4 Grade 5
2EIEA 23 (67.6) 7 (20.6) 0
N 3 i i
FOPR BRFS REA T E 2 (5.9) 0 0
Gl
THI 4 (11.8) 2 (5.9) 0
AN 3 (8.8) 1 (2.9) 0
L 2 (5.9) 0 0
M - 2 (5.9) 0 0
—% - EFEES OB GEAORRE
[(y=93 3 (8.8) 0 0
Wy 2 (5.9) 0 0
FEEL 2 (5.9) 0 0
R AR A AT
U x—EHN 4 (11.8) 2 (5.9) 0
72— 3 (8.8) 1 (2.9) 0
U R 2 (5.9) 0 0
R L Ok hEE
EEXE IS 2 (5.9) 1 (2.9) 0
B R B L O ARk S
RA A 3 (8.8) 0 0
KR X O T HRRRE
W5 4 (11.8) 0 0
R NTR SN A 2 (5.9) 0 0

7R, AIREETE 2 f51] (5.9%) | AFAERERRE 1 61 (2.9%) | FUIRIRFSREREE 4 (5] (11.8%) |
EVEL M AR H 2 5] (5.9%) . KRG « EED I 2 5 (5.9%) . 1 BUERIE 1 11 (2.9%)
WO BTz, Flo, BRERE, EEORERE, FERAKERS, BIRIEiEREE
Ege, EIEREEIE, M2 - B, infusionreaction, 5 & 9SS, L. k. B
BCTRARAE/ X A /X TF— . VR IMRGBAE . BT, SR AR FE AR E S OV A b IR A
RITRO Lo To, REWERARBURUIBEEES (FRREERE 2 &) 2580
RN R ERT,

@ E B[ 2 AR RBR  (ONO-4538-48/CA209743 #kbR)

HEFERIT N+ OFFHRE 299/300 1] (99.7%) | {LSIERE 277/284 5] (97.5%) (1278
DAL, TREREE & ORIEBIR G E T & 22W0A FHZRIT N+ OFHEE 240/300 i (80.0%) .
(L IERE 233/284 ] (82.0%) (23R BTz, WM DORETHRILRN 5%LL EOFIE
HIZFTFERO LB THoT,
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2 WITNOOBETRERISWLL EDBIFEH (ONO-4538-48/CA2097433R58R)

(R MM RE)
Bk (%)

2 E IR N+IDF bR A

FAGE 30031 2844

(MedDRA/J ver. 22.1) 4:Grade Grade 3-4 Grade 5 “Grade Grade 3-4 Grade 5

ARIWVER 240 (80.0) 91 (30.3) 1( 03) 233(82.0) 91 (32.0) 1( 04)
KR ¥ KO FRERRbE

Z 9 e 49 (16.3) 3( 10) 0 1( 04) 0
$95 43 (14.3) 3( 1.0) 0 15( 5.3) 0
R INTRZ 2N L2 16 ( 5.3) 1( 03) 0 2( 07) 0
H ks

T 62 (20.7) 10( 3.3) 0 21( 7.4) 2( 0.7) 0
LD 30 (10.0) 1( 03) 0 104 (36.6) 7( 25) 0
i 12( 4.0) 0 0 42 (14.8) 1( 04) 0
W 8( 27) 0 0 41 (14.4) 6( 2.1) 0
—f « BRHEERS OGO

DIRTE

I 41(13.7) 3( 1.0) 0 55 (19.4) 5( 1.8)

79 25( 8.3) 0 0 44 (15.5) 12( 4.2)

N 16 ( 5.3) 0 0 5( 1.8) 1( 04)
FRIR IR AR

U —B N 20( 6.7) 13( 4.3) 0 1( 04) 1( 04)

7T —EHm 17( 5.7) 7( 23) 0 1( 04)

TI5=2TI/) 527 16( 53) 5( 1.7) 0 2( 0.7)

Z—EHm

WM

FHCER B REA T RE 32(10.7) 0 0 0 0 0
ONER PSR ON ey ek

AR 22( 7.3) 1( 03) 0 0

o P e 15( 5.0) 0 0 3( 11
Rt KOs E

RARIOR 29( 9.7) 2( 07) 0 50 (17.6) 2( 0.7) 0
EE, Pl L OWLE A OHE

AT D BUS 24( 8.0) 3( 1.0) 0 2( 07) 0 0
FHRR SRR

RS 3( 1.0 0 0 19( 6.7) 0 0
MiEFs LV >R bEE

i 6( 20) 1( 03) 0 102 (35.9) 32 (11.3) 0
I A BRI 2( 07) 2( 0.7) 0 71(25.0) 43(15.1) 0
/MR IR 2( 07) 2( 0.7) 0 26( 9.2 10( 35) 0
Bk i 0 0 0 22( 7.7) 8( 28) 0

728 N+ BEREEIZ R T, AR IRBEREFRE E 43 51 (14.3%) . ITHEREFE S 36 141 (12.0%) |
infusion reaction36 {5l (12.0%) . MEACHHELAREIE 34 5] (11.3%) | MRkl 22 #1] (7.3%) |
VMG AR 20 1 (6.7%) . KMZ% - /¢ - EHEED TR 19 i (6.3%) . B pkREmE
15 5] (5.0%) . FEERHERERETE 12 #] (4.0%) . BHEEORERE 10 ] (3.3%) . JFE
74 (2.3%) | EIEHRERETE 6 5] (2.0%) . ClEEEE 4 61 (1.3%) | 5%k 341 (1.0%) |
FIEFMEAE 2 61 (0.7%) . S E MK 261 (0.7%) . ik 241 (0.7%) | HfRifnfeIE
FIE 2 1] (0.7%) . BM7s - Bl 161 (0.3%) RONMEZ 141 (0.3%) 235388 iz,

7
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Fio, VARERIS, BUENTZ. T2, b PERRAE 2, BEE A MmuklEE, mEkESiEfE
HEL RERE, PRIFEREE. M & OYEALITER D Do 7o, AREIERFEBLIRDLILBEE
5 (BRREERE 230) 28 0EHREZ T,
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(At - HE]

AFNOREMARYEEET LV EFIHA L2V I 2b—2 3 280, AH| 480 mg % 4
T R T 5 SUIREAGR O YV - B TG LB O AR O Mg PR E RS Be S h
Too T ORER. AHK 480 mg % 4 HRIFIFE TR L72BE O EFIRREIZ I 1T 2 ik 4
BEE (LLF. [Cags) EWVVI,) 1E. AHAI 240 mg % 2 BRI THE LIZERD Cogss &
MR 2 EPlEhiz (F#R), 72, KA 480mg % 4 B MR TS L72BEOEF K
REIZHBIT DR mMIEHIRE (BLF. [Chaxs! &9, ) 1%, KAl 240mg % 2 HH IR
TG LTZBED Craxss £ LB L TEEZRT & THISIZ b OO, BARANBEIZEBNT
DEMENHER SN TWA AV - & (10mgkg % 2 B THKY) TARAIZ#S5 L
B Crmaxss & LB L CIREZ /R T & PSSz (FHR) . Iz T, BEOBEICBIT S
F—=HIHEOE AFI3mglkg ((AHE) X% 240mg % 2 WM. 2 L < 1345 480 mg
Z 4 AR TS UT-BROARB ORE & & A 2hME X2 & OB 2 REtd 5 g
BOGTET VAL S, BZEEICOW TR TORZRER, B0k - HED
W CTHM: R O eI AR R 2R TV e PSS iz, £7-. BErERfc f i g o
BT — X CESEHEELEBRENSTET VAR LT, A% 3 mgkeg (2 #@RFIET
#eh5) . 240 mg Q BEMIFEE CTHE) XX 360 mg GERBMETRE) AU LA~T
(Ba 72 ) 1 mgke (6 AR TEE) Z0FH LIZBEOAMER V224 Mt
L7ofE 3R, EiLo Rk HEORM CHMER 22 = RIT v & PRl S iz,

&3 FHAOEMBERR T A —F

- B Cinax Crnind2s Caved2s Cinax,ss Cnin,ss Cavgss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
} meke 2W (35;1§68) (16§T§ba) (2131£;9) (75iﬁi71) (27?5}07) (421??27)
240 mg Q2W (5175'103) (23§?§;1D (30?5;;19) (10;f254) (41%5.?58) (62ﬁ??87)
480 mg Q4W (10;?207) (15%?274) <37ff§2as> (14?}?36) (27Zi?37) (62ﬁ??87)
10 mglkg Q2W (142?;22) (86?3?32) (10}}?48) (323?225) (181}§03) (2327277)

HLE (5% 4%, 95% ) . Q2W : 2 A HIMHIFE. QAW : 4 JEHI IR, Crmax : HIEIFR 5% D = MG IR EE . Crindas :
ME$e 5% 28 B BIZH T 2 ARMmE IR, Cavgos : MIEH5% 28 A H £ TOFEIMIE TR, Crmaxss :
EFARBICE T 2 B @ MG IRE. Cninss : EFIRIBICE T 2 BARMIEPIRE, Cagss : EHIREEIZEIT 5 F
Yoy i ¥ Hh R
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4. HERIZOWT

IS U A 7 EEEHE (RMP) (ZHED & | AH D EFE 2 MR BIE B~ 1 A
N HHER TH > T, AR OEEN#EE) 72 BE Z2W - FrE L, AFO#EGICL D BHE
7REWER Z 3B LT BRITIS T 5 2 & BB R 7e D LU DO~@DF T A& 72 i
RIZBWTHEHAT 22 TH D,

O MEFRITHOWT

@1 Fio (1) ~ (5) OWTNITEY T Dk THDHIE,

(1) BEAFBRENEET 503 A2 REEEILSURBES (FE RS A B FGEEEIL AR
Hitsl A3 A2 S IL RURPE . HUEAS AR &)

(2) FrErERERPE

(3) HBENTEAEDFEE T 20 APHEEEHPT (03 A EEIE T, 23 AR
IR, A AR HEER 7 )

(4) S RACFRIEE A U, SORIEE L ARIE2REL 1, S RIER L E2 ek} 2
ST KRR FIHIEZ R 3 Oftiak RIEITR DB 21T > TV 5 filisk

(5) PUEEMEREESAI LT & FINGE OO it g% FeHE AR D Jm H 21T > T D fitiak

O-2  GEMERRE BRI O AR TR K OVRIE 38 B O St IS 50 70 Jae & 8 BR & 5 >
Rl (FROWTINITEYS T HERM) 25, L2 WP ORI DIBROBEEHE &
LTRESNLTWD Z L,

*

o [ERIGFFESE 2 EOHAHME ZE T L2121 5 FELLED D ATRIED BERAHE &
{THoTWBZ &, Hbh, 24D R, DAL T L L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERNEFFEISH 2 FOMIIHEZIE T L7-%I1C 4 L EOEERRRZ A L T\ 5D
&, b 3FELL T, EMEMIRE T R IE O DS A SRR & G T e REL g8 S O B IR
HHEZITo T WA Z &,

© BtADERMEREBEOEKHIZONT

RIS I A B E T D BMEA NI E S, BERRZE O OfFmE 0, A2 - %
IR OB P ONERSE IR 5 G et A FFRNEE LS E OWE
. FRESNITT DN D IEHINE > TN D Z &,

10
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@ BIEA~ORIEIZDOWNT
@-1 Rk BE$ 2 B

BV PERTIR R OB R BIEA R L72BRIC, 24 FERIBIERIRHI O T, 2%k X
EEE IR 2B T, FBL L 72 RITERNCIG U CABRE LK O CT S D RIEH O#E RN 2
FRRAORE RN Y BRI S, B BICHIEATRER KR -> Tn D 2 &,

@-2 ERHFEIC L 5FEESINICET 22N

S ARSI D BEPIR 72 5 e O\ Re 2 A 2 BIRIERE D EltE =2 ) v 7
EEDIEROA Y ) == T ZATOERE L FwE A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAHNCOWT, DABE L ZDOFEEIZHHIZHm ST
WnHZ &,

@-3 BHEADOZWr-ox B LT

BIVEA (MEMEMEEIIN 2, BREAEDRE, Ok, Tk, BT RAREE ., KIBX.
NSE, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHERERES . JHFK. BibrEinE
K. RURIRHERERETE . PERAEEEEET, mhikkEE, BEE. RIBEE, Mk, fiEx,
FHER, BEEOREEE, FlRMA2ZERIE, infusionreaction, HHE 7 MKEE, MEKE
RIEMERE, Fik%, Bk, EEOHR, 5895 BR, MEREEMRE, 18 ORERS,
IERR VR Bt DIRRE S (O EMED « RIK « DS VERIZNHEEE) . ARIFEREE . RS i, 8
FLE) 1ZxF LT, Mk AT a R O ML A9 2 EM & EE L (RITEH O
WIS I L THRE R OXRZZ T o NARMICH D 2 L), B HIZTHE U 7 ALE )
TEDHEHINESTND Z L,

11
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5. REMBRLLRDBE
(AL B9 % F ]

@

TROBEIBOTAROEMEN R ST,

o ACPBREIEE AT SRR - PR OB HIR TR CRAIH )

o BRI O DRI - RO SIS IEEH (f €Y A (F
(EFHLR) L o)

TRCICRZ S T D AAN OG- K O ITEEIZ DWW T, AFIOF RSN ST
BoT, KAOREGIRE LB,

o AEFRIEARIGIREE T D AA B 5

o FIROHiBRE

[Z2 4tz B4 5 F ]
O FTRICEYTLEECOVTEAAORENERE SN TND Z Enb, 5 21T

DN &,
o AHNDOREITIHR UIBBUEDORBEERE D & 5 BFE

TRIERT ORI I W T RIS S T 2 B 12 O>W TR, AAlOREIFHERE Sy

DS, AMOTEPRRPTUE D R WIGEITRY | HEICAFRZETNT 52 L 2B TE D,

o MEMMEEOAI IO H 5 BE

o JRoE I R AR A CRRVE R 2 58 6D D R K ONE BN O JUH B T i 2 <0l Y it 2%
FEOMICRIEMEZEAN DD B

o HOREREOGOF B L < IEHFMEO B g i B OB TR O
o 5B

o g GEMmEtMiaBREZ ETe) Db 5 BE

o OB IIBE A AT 5B

*  ECOG Performance Status 3-4 "V B35

(ED  ECOG @ Performance Status (PS)

Score

2y
JE R

0

< R JEBTE 5, FHAETL [F U HH A HIRZ <ATR D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATHRECTHSOF DY) O Z L3 X TAFELEAMEREIT TE 2, A 50%A Eid~y R Tl 27,

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

12




https://www.ajha.or.jp/topics/admininfo/

6. BMEICERL THEETREEFIH

I SRR 2, & AR B3 DRI 2 ERFE 12 5D & ARH O FriE K OVl (Ef#
RO 7= DI B HE B L bR« 2 L,

TREBRAAIC SN D | B XX 2 OFEICHIME L OERR %2+ L, RE 215
ThoEETHZ L,

FREWEH O~ R T AL MZDOWNT

@

@

FMEMEREN D oD ZENH DD T, AFOEEIZH 1= > Tid, BKRE
W (REWL ARIEE, ik, FEEVE) OREFE M O X S d o FEhnd, Btz +5
ZATH 2 &, Fo, MBS U THE CT, i~ — I —FDMm&%Z T+ 5
Z &,

AFN O EILEE D infusion reaction (i 2 CEARFZ 322kt D T& 5 U
faAT > 72 L TRt 2 2 &, £72.2 [8] H LABE O A% 5-FFIZ infusion reaction
BHOLOLNDZEHHDDT, KFIEGH R OKRABGHE T HIT A Z A
YERET H%, BEOREBE+SICBIEET 52 L, 70, infusionreaction &
L LG E 12, R TORELOERPERIZEIE T 2 £ ChEE 2 o8l
T5HZ &,

ORI REIR . TRAEERET R ORIBREERH 5O 2 B3 HDH DT,
AFN D ¥ 5B hERT M O G- B I3 E IR N0 sk RE iR A (TSH. 1028 T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIT LY | BEORERISICERT 5 & & 2 bl dikx REEOWE
DHLOLNDZENHD, BENRDOONTHEEITIEL, BERLLEFRITL U
B 72 ek & Rk 2 e Al & i U Cl bl e BRI W 21TV IR D
FOGIT X 2 BWER DN g0 2551 21E, AFNIORFES T I, R ORIE BE A
WEVRIOBRGEEZZBETHZ L, 2k, BIBREFRLVEYOEEIZX0EWE
M OYEEDRFRD B WA TR, BB RE ARV - LISt O Sz il Fl o8
HEET D,

BeGAET %, A S8 ARE L T LEWERDRBELT 2 Enb 5729,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 RUOBE R (BIE 1 BUBEIR WS 2 2 de) b bbiv, BERPMES F 7o R— X
IZEDZENHLOT, Hig, ol NRMH-FEOER DR B MBEE O LA 12+
SEETAHZ &, 1 BBEREN DN ICIEREEZRIE L, AR 8l
Al OF 5 E DY L EZITH Z &,

BUENT 2. AR, ITHEREREE . TR, B{LERERPNH L DOND ZLnd D
DT, EHIIITHERERE LTV, BEOREEZ H3ICBET52 &,
SEIERNH LIS Z N DD T, IBRORE OF A EHICHET 5
&, o, ROBEFERRD ONIGEITIR, HeNCERERLZ2 T2 X
IRFEEEETL L,

13
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@ AFNOEEFEHABRIZBWNTC, LLFDOX A 2 7 THEIMEOFM#iTo T2 2 %5
BT, ARFIBGHITEMICEBRE CHROMREITO Z &,
e ONO-4538-41 itk : 6 H[E = &

*  ONO-4538-48/CA209743 3k : FHBAMAA B 1 FEMIT 6 WM Z & T LR
128M L

14
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B
1. [IC®HIT P2
2. KFNOKE. 1ERET P3
3. IR ARAR P4
4. FEZIZHOWT P7
5. EXGR LD EE P9
6. HEIZEE L THET XX FHIH P10
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1 X

IS DGR « ZEMEOHRD - OITIT, IR CEFICESWEIEREH RO b
Do EHIZ, EFEORFEAMOEART LY | FUREIK G & OFH) 728U E S = 3
WERRENLIHTT, TNODOEFKLZHICHERBHR RIS 5 2 L PABRBOREL o T
BY . RFVEBOEE & SOEO AT B 2016 (FAL 28 4F 6 H 2 HREERE) I8V TH, &
BHEFE L O O b HEE A XD Z & & STV D,

B ERS T EEMNL, EEERSLZ RN T 0 7 7 A VBBEFOESES L B0 5
ZENDDH, ZO, ARIMERONZEMICET D EWRAH ST 5 E TOM. HLESR
D BEEES ZI 5 Z ENMIRF SN BFICH L THERT 2 & L bic, RITERANRE L
BRIC LB kIS 2 & D 2 L N ATRE /R — E DB 2 i 7= RSB TRE 95 Z L A EHETH
Do

LIEDBoT AKUA RTA - TiE, BB INE TICHELNA TV D EFEZ - B4
H RN EED & LU O ESE S Ofi 72 ] 2 HEHE S 5 8LR 0 O MBI B, B 25 MO
BHREATT,

BRI, KA BT A %, WATEE NEIEMEREGR R SRR, AR HEEE A B AR
JEIZ ey —MRAEETE N B ARERIRNEHE S M O ttHiE N B ARREER 2010 b L 1E
k% L7,

SR LR HERS =R~ T GEIG R Z)

R ERDREUIDE « I

AL RAMEROME : W, RAICIZ=ARL~T GEETH# ) L LT, 1 240mg % 2
T PRI REIRR SCIE 1 18] 480 mg % 4 BN C A FRET 5,

DIl T I AN o R Y ST i
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2 AHFORE. 1EREF

=R~ T (BEHBZ) CUF. TRAD Eno, ) it ADNEPEEE T3S L 2 &
Ly 7 24T Y A hbe~ A ¥ —RX 27 A7 (BMS) #) 2383 L7= & I PD-1(Programmed
cell death-1) Zxf9 %5 & MMilIgGs £/ 7 v —F AHUUKRTH b,

PD-1 1%, {&MAL L2V Bk (T flifa, B Ml O F 2 7% 7 —T M) KOVEH#R
AfCHEBLT 5 CD28 7 7 X U — (T AT L 2 MBI IE & BIZHIE 2 2018 |
BT %KMK TH S, PD-1 IFHUFRIRRMIRICHEELT 2 PD-1 Y H > K (PD-L1 % Uf PD-L2)
EREE LY VoSBT B RE LT S BROTEMLIRREZ AIZHAT L TV B,
PD-1 VU v NIFHURIRMALISMNC b N DRk~ 2RISR HEEL L T v | B RANEERE
7> B UIER L7 IEGAHAR I35 1T 5 PD-L1 O FEBL & itk D A F I & ORI B OFBIRRS & 5
ZEMNHAE SN TWD (Cancer 2010; 116: 1757-66) , F7-. EVEROAERE CIIMMEE T
AR FEAET DA v X —T7 o~ (IFN-y) (255 TPD-L1 DRENFHFEI N, 5L
T MEGAHRR 35 1T % PD-L1 D FEHL & 1% D AEAF I & ORNZIEDOMHBERGR H D & O#WE b
& % (SciTransl Med 2012;4:127-37) , & 512, PD-L1 Z 3R H S B7- A AMIIT. HiRAs
FLHy CD8 [tk T Mifa O MR (5 =T 4 J58 < & 5 23, $t PD-L1 /AT PD-1 & PD-L1 & D
FEEHHEFET D & ZOMEFIEMEREE T2 Z LRI TWD, DI L H 5 PD-1/PD-
1 U Ay FRREIE, SAMBRSTURERR A e T Mlas b OBERE L A 2HF0—o L L
TEZLNATND,

AFNZ, FEBERBRORKE K25 PD-1 Offifast ik (PD-1 Y 7 Ffs &) (2HA L. PD-
1L PD-1YUH REDOEGEIET S Z LICLY ., BATURFRRN 7 T IR OTEMEL L O
AR %69 5 MRS IS E 2 T 5 2 & TR R PUES R 2 n T 2 L SR ST
W5,

IO DOHRNG AANTEMEER T 27 2EREIC RV G0 LS, )
HAREBE E xR e LR E Ehi L, Aok, Ltk OBREN RS,

AFNDOVE BRI B DORERINT L DRIWERENH S bil, BEEXIIETIZED
AIREMED & D, AFIOF G KO GHZIZIT, BFEOBEL 0T, BENIRBD LN
SralZid, BIL USRS U F PR 2 ek & w5k 2 RO Rl & E#E U Tyl 2 i il a2
ATV, OGRS K2 RITER S DN D5 E1IE, BB RERVE I OKEGE
YR UE 24T O MENR D D,
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3 BEEREE
JEFEAS B O AR IR I GG 2 17 o 7= B 72 B R 5 R D il &2 79,

[H2htE]

[ENES D AHER (NM-K2002 7R5#R)

JFRAIEEST (B0 RBE « MR ICE SO THER Sh B IBIRIEO H 5 BE2 1%
ShSdTz) 56 il & kG AH] 240mg A 2 IR C AR EE Lo, REFHMEEE CTh 51k
PRI OB 5B (45 61)) OFEEhZE (RECIST A RTA > LIICE S R @iz X 5
CR XIZ PR) 1% 22.2% (95% 5 #HX[H : 11.2~37.1%) Th o7z, 2B, FANHE L= BIE

1Z5.0% T o7,
F o, ALFRIEREO 0 EE (116 ORRZh=I1X, 18.2% (95%(5 X [H] : 2.3~51.8%) T
&Jof:o

CEBENEBETH D 2 LSRR CHGR v, o MfEE e CT, FDG-PET, L FHE(LE
AR BT S OMHGAR 2R K QLB R U T8 e 222 (RLIREL, W AR, WREEI R OH &FL) |
K0, TR RSB E FEM Lz ETHRBREIEE SN o T LEMEN RS CEMRAE, &
PV O AEROWIEIZERS ) B, el ALFRIEROFEICI DL TR E S,
20 FROWT NS T L 8E,

- KR Y o RERER O AT D ko I R

- MERERRTRE (MEAK) DHEFT 5 Lk o s

- Y L REER OB AT T D T RO R

- BB VHIER OB AT D W B ERE

« IRH LIRSS SRR N 0 MO IS D 8 A A % B

B OB OZ A L, I IIESEN ORI IR RPUR (PSA) 2@l o~ 3 BikBas
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[Z24tE]
ENEE AR (NM-K2002 7L5%)
AEFRIL 53/56 ] (94.6%) [ZFED Hiv, AL DRRBLPGE TERWVAERRIT
35/56 5] (62.5%) (Z#8 BTz, FBLEEMN 5% EORIWERIE TERDO EEBY ThoTz,
F2 REFEN 5% EORIEA (NM-K2002 FRER)  (REMENTREM)

HERIRHE B (%)

FEARGE 56

(MedDRA/J ver.22.1) 4 Grade  Grade3-4  Grade 5
2EIEH 35(62.5)  11(19.6) 0
Mg LY R REE

U HR BRI E 3(5.4) 2 (3.6) 0
PR A

R BB R TUAE S E 3(5.4) 0 0
R IR A RE AR TiE 9 (16.1) 0 0
B IBkEE

T 5(8.9) 0 0
AR AR AT

TS5V T I NG AT =T — PN 3(5.4) 0 0
TANRGEUVEBT I ) NG RAT =T —EHN 4(7.1) 0 0
RE N IS SR ]

Fiifgi e 3(5.4) 0 0
B ¥ K OV TRk RR

% O PEIE 6 (10.7) 0 0
9B 9 (16.1) 0 0
R IR NGRS 3(5.4) 0 0

7k HURIRBEREREE O 151 (16.1%) | ITHERERETE 5 ] (8.9%) | MMM 3 4] (5.4%) |
MR IREAES < A3 F—3 {4l (5.4%) | BEHERERRE 3 ] (5.4%) | HEE oD R IEE 2 {51 (3.6%) .
RIS 2 5l (3.6%) . infusion reaction 1 i (1.8%) . HFA4 1641 (1.8%) MKOVKHZK - /)
Ad - EEED THILH] (1.8%) i biviz, £7o, EIEMMEIE, Ok, Hik, 1R
. BIPENTIE. AT, MEPERRE 78, TN EEARRRRErE® . RIS HRAERETE . K - Bk,
FRZEME, HERMKRMET ., MERERAEGRE, k%, R, SEIRE, OIBIESE., MR
L)

= K

ﬁ

K
?éﬁ@
=
E

T

rate) waRFHRE T
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[ - HE]

AR ORERBEDEREET VAR LT I 2 b—3 3 T XD | A5 480 mg % 4 3 fHfH
bR TG SUTEAGR O ANE - MEFE TG LIZBRORA O MG T IRES R Sz, € OR
ROAF 480 mg % 4 H [H IR TG L2 BROEFMRARIZ IS 1T 2 P46 TP AL (BAF | T Cavgss)
WD, ) IE AAI240mg & 2 BFEFIE THRG LIZERD Cagss LHBT 2 & Pl (T
#) o £z, AH480mg % 4 W H MR TS LB O E FIRBIZ T 2 i@ Mg i (B
T TCmaxss) &9, ) 1&. AHI 240 mg % 2 W FEHFE TH G L7ZBROD Craxss & B L T
xzrdeTFllasnzbon, BPANBEIZBOWTARE R I TV L - &

(10 mg/kg % 2 HEEME THLG) TAHRAZEKG LIZBRD Craxss & i L TIREZ /=9 & Tl
Stz (FHR) . MAT, BROBEICET 27 —2I2HES5& A4 3 mgkg (KH) XX
240 mg % 2 EFERR. A L <134 480 mg % 4 MR TR G LIEBEOARR ORGER &4
IIMESUT e & OBIEZ R DR ERLUSE T VPR S L, HREBIEIC O W TR DMT
DIz, Lo Mk - MEOR THIMER VL 2R ER TRV E TS,

K3 FEORMEERNT A—F

. Cmax Cmindzs Cavgdzs Cmax,ss Cmin,ss Cavg,ss
Mt - =
(ug/mL) (Mg/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
51.6 27.2 31.0 113 62.1 776
3 mg/kg Q2W
(35.2,70.8) | (16.5,40.3) | (21.2,439) | (75.0,171) | (27.1,107) | (42.1,127)
727 38.3 437 159 87.8 109
240 mg Q2w
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) (415,158) | (62.1,187)
145 29.7 53.0 216 713 109
480 mg Q4W
(102, 207) (15.5,47.4) | (37.0,74.8) (145, 336) (27.5,137) (62.1,187)
193 99.6 116 396 214 275
10 mg/kg Q2W
(146, 222) (86.5,132) (101, 148) (329,525) (184, 303) (236, 377)

R (5%/7, 95%.5)  Q2W : 2 [ [EIRE. QAW : 4 EMIEING. Cmax : HIEIR5-1% O d5 & MLE i EE . Crinazs :
el 5% 28 H HIZHT 2 HARMIE HHR L, Cavgas : UIEIH5-4% 28 H H £ TOVIMEFHRE, Comaxss : &
FORRBIZ IS 2 e i L. Crmingss : TEHHRBBIZ I D BARMLTE PR L Cavgss 1 EHRIEIZ IS £ 44 1M
THP R
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4  FEFRITOWNT
AL U A7 E PG (RMP) (ZHD & AHI D [ 3 22 MR TR B~ o0 1 ) Kl
N L%k T - T, AR OG- NEE) e BE Z2W - FFE L., AAIOFKEIZLY HE
REWER ZRBL LTIZBRICKHG T 5 2 LB R l=d . LFOO~@DFT XT3 )i
IBWTHEHT 2 X&ETH D,

O MERIZDOWT
O-1 FRo 1) ~ B) OWVWTINCHEYT DM THHI L,
(1) FEAEFTBRENTET 50 ADHREEEILTIRGEE  FBE TR A 2 FEHEILR
JRBE, HUEAS A SRR EE ML SR HUIEDS ARSI 72 &)
(2) FFEREREImbT
(3) HBIENFULAIEDEE T 2 DS A B EEHT (A A2 SRR EIbE, 2% A2
BEW B, 3 ARSI RS HERE I 72 &)
(4) IRALFFER 2R E L, SRIER L RIEZ R 1 RIS iR o
2 SIS RIE U LR 3 DOl FEHEITLR B Jm 21T > TV D Btk
(5) PUIEMERE LS A AL 8 BRI O Jie g% MBI AR D i HY & 1T » T D Jilak

O-2 JFREAWHEOZW K O (2% B ARERIEE TS, RIS A AT A
RZA v SETH 2 Wi 2018.) Z 30 L. AL5ARTE M OVEINE I 8 BN O e 2+
GYIRHI L R AR OERM (FROWT NS T LHERM) 2. Mz R
DAFNCEET HIREOFLE L LTRBESNTND Z &,

o [ERfEFEEE 2 EOPIHINHEZIE T L2 5 FELLEDO R TR O EREHE 217
STWBHZ &, 9B, 24N BT, NARMEERZ £ L LI-BRRIEEZOMHE 217 -
TWAZ L,

o [EMEFFEUSE 2 FOUIMINHEZE T L72&IC 4 L ELOBKRREBRZ AL TWDH D
Lo b, 3ELRIE, SRR KT 2 23 AR & & e S ATRIE O SR IHE
EiToTWBHZ &,

@ BEANDEZRMFEREEDOEHIZONT

AR AL I W BT 2 B DL E Sy, BUEARZED O OIFHRE O ARE - L4
PRSP IR O & BN O ERTE (9 D5 iR Bt AFFRNRAE LI2HE OWiE
B, FRERNATON D IKHI R > TN D Z &,
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@ EHWER~DRIRITDONT
@-1 MEFRAHIZEE ¥ 2 EiF

B MERR B E OB ZRRIER A L7 BRIT, 24 RS0 T, Mi%iak XX
BHEERRR BV T, BB LZAWERICIE U CABRE LY CT ZOEIEH QBRI MHE
IRRAEORER Y BRI/ LI, EHICRISATRER AR NS> TnD Z &,

@-2 BERURFEICL 2AFEERIISICET 2 EM

N ARSIR D 2 PR e OiE 2 A9 2 IERIE A DRIERE =2 ) v 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERAHI D =
NTWDZ L, b, BIHEHNICHONT, BDABE LZOFEICTHFIJAMETND
ze,

@-3 BIfER DKo LT

RIVER (HVEMERZR BTN 2 BESEM B E, DR, iRk, BIEUmREAEE. K
NG EEEO TR, LRBERSA . BUEAT IR, ITR4, ITHEREM S, TR b rEAR A
ORI RE IR | R ER (AR IR | ik ieids | IR . RIIPEFRR S, MM BB | i
BEORGEE, FARMAERZERSE, infusion reaction, B/ MIEMREE, MERE AIEMRE,
fitk. R, EEOHR, SE O BRK, BSGREUEGRE, BEORERIR, IRIG R AN,
ONERES (DEAE) - AR - O=PEMISMHES) | FRIFERES . RS, BEFLSE) (T L
T, USRS BB O M2 AT D EAT & EEE L (RIER OZKroxtiia s
ML THREROIEEZZ T ONIEKEICHDLZ L) | EHITEHE) RAE D T X 2R A
WoTND T &,

KOS

D
KN
P

N

o %
%
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5 HEMBLRDBE
(G 5hEIC B3 2 F1H]
O TROBHEIZEBWTAROFIMEN RSN TND
o ERAHNABIESTA T A ) (ARERERGYS) (TS, Wt gin
SR M OYRB PRI A 2 20 U 72 B C, JRSIEER 25 N 72 b R M & 52l S 4.
o, JEBORIE « M SO THER S A TRIRIED 2V B

@  TRZEEYN T D AR OG- K OME R HIEZ W TR, RAIOFIME ML S TR
59, AFlOEER LB,
o fhoOPUEMEIEEA & OO S

[ 2RI B3 2 FH]

O TRAICEAT2BEEICOWVTIARKIOEENEEZ L SN TND Z b, FHE1T
y OVAN AN
o KRFNDRGTKE UIBHUE DBEIERED & 2 B

@ VRHRATOFHRICIB W T FREICHE S T2 BH T OV TE, AR OREITHIE S 20

R OTEFRERI D R NGEIZIRY | HEICAKZEH T2 L 2BETE D,

o [HEMMREEOEHIIEEDH L EE

o MuEBEi G AR A CRVE S 2380 5 B K ONEBIME O BN TR e S0 e e M it 2% 55
DN RIEHEZEA 208 T Eﬂé%%

o HOREREOGH, UEBMER R L IO B DR R B OREREO
oD EE

o SRR (S EE L ST) Ob 5 EE

o HWBORGSUIBIEE AT 5 EBE

e ECOG Performance Status 3-4 "™ g

(E) ECOG M Performance Status (PS)

Score EFS

0 < R JEBITE 2, FHETL [F U HHEAERHIRZR <ATR 5,

PIREIZIE LWTEENIHIR S5 25, BTHRE T, BAFREH > TOERIITO 2N TE D,

! B R, R

BATRRETH A DOH DOEY O Z L 13T _RTHREZAERIZTE 2, HFD50%LL EiZ<y ATl

2 .

=7,
3 [BHNTESOHEDEY DI E LTERY, HEODO50%LL EE Xy KW Cil =9,
4 ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ T4,
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»

FECERLTEETREEHR

AT SR A, SOERGE RS DRI 2 BB T D & ARH D Rk K& OV (A

MO DI 2 F W e T3 B Lo+ 2 L,

TBRBARIZESL G B T Z OFIRITHIMER OEEZ + st L, FRE L5

ThboEETHZ L,

FEREWEFRHO~ R Y A MZONT

o MEMMEERNGLLNDZ ENHDLDT, KEIOEGIZH T > T, BARIER

(PR RIS, nZmik, FEEVE) OfER KL OWGHE X S O R hi%, BlgEr -+
1792 &, . MBS UTHES CT, G~ — 7 —FOMEZET 52 &,

o AHFNOEEIXHEE O infusion reaction (Zfif 2. TEERFZ 447 72 ki 0 T & 5 e
AT ST ETHMAT S 2 &, 72, 2 BIA LU O AAF 5152 infusion reaction 73
bobNDHZLEbHDHDT, AAFKE T M OAAF G TRIT AN XY A
ZRET 2%, BEHEOREZ 00853 5 2 L, 728, infusionreaction % FEHL
L7eaiZid, 2TOBELOIER P TZRICEE S 2 £ TRELZ +08I8ET 5
Z &,

o FRRMRBEREMET . THEMAEREREE M ORIBEENH SDONDL I ENHLHD T, A
F DOFe 5-BRLART M O G-I I E WAV N W RE R A7 (TSH. UEHE T3, 15
BE T4, ACTH. M=oy —VEORE) ZFEhT 5L,

o AFOEEGITLY | WMEORIERISTER T D & B X B DR R R BIRE
WHHONDZ N D, BENED NG, BB L CFRITL U
FHRY 72 15k & RRR A RO R RN & HHE U Cl bl 22 8GRI W 217V 8 D5 I
SIS X DEWERD BN S5 A ZIE AFIORES T 1k ORI BE AV
YHIDEEFELERE T DL, B, BB ERVE L OREIZID RIET O
FNED BN VAR, BB R VE LA OSEIEIF OBt E E
T %,

o FHRTR, BUHMNOEIARE L TOHORIWEADNRET L2 ERH D7D,
AN OFEHETH#IZHBIER OB A3 ITEET D,

o IAUHESRIE (BIE 1 BUBEIRE 2 B de) b b bodu, BERWMES R R—3 R
ELTENDHLOT, A, Eols, WEMHSFEOREIR O REHCMPEH O L7207k
BT 52 L, 1 ERENEONGA T REETIE L, 42 ) VRGO
HEDMEURELZITH Z &,

o BUPENTR. FPARA, ATHEREFEE . T2, BH{LIE RN HEDOND 2 LRNH LD
T, EWWITITHERERA 21TV, B OWREL 0T8T 5 2 &,

o REINERNBHLONDZ ENDHDHOT, IROBEOHEZ EMHRT D

10
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T L, Fol IROBEDNED DN HEIIE, WONCEREEEZZ2 559
BEEZEETLZ L,
@ AANOEERFERICIBNT, 6 W Z LIZHRMEORI 21T > TWeZ L 2B ET, K
Al G-I E RIS BHER A CRUR OB 21T 5 Z &,

11



https://www.ajha.or.jp/topics/admininfo/

KEEHEETA FTAL4 v
=R N~T (Blor#x)
~EgEPRE (EEREPRZELZRS) ~

SF54FE11H (G741 1 A%ED
JE A S @
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Bk

1. IZU I P2
2. AANOFE. (FRET P3
3. ERIRRUE P4
4, FEREIZDOUWNT P8
5. H&EGXREMDEE P10
6. WHIZEL THETNEHH P11
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1. IZT®IZ

RIS OF M - ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEM ORI L0 | FURESR G 72 & ORI 72 5 LA E R
FREIRBDARIND T T, 2O OERGNZ EIZHNERBFITRMLT 5 2 L BBEO
PR & 72 o TR Y RRIFMBGE S & YR O FARTTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHERAORE(LHEZXS Z L LS Tnd,

BORVE T ESR L, KB ERASCL ST 2 7 7 A VB D ESRS & B 5 I R
RHZENDD, DD, HEROLZEMEICET HERNHERET 5 £ TORM,
MHEIMOBEZMLS ZIT 5 2 EnRHIFF SN BT LTERT 5 & &bz, mIfE
RN FBL L 7RI B2tz & D 2 & AN AHE e — 1 O B i 7= 3 R SR BE i A
THZEREHEETHD,

L7eio> T, KA RTA4 Tl BRBBEMESLZNE TILELN TV D EFITFR -
BEE RN S-S & | LT O ER GO il 70 5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R T,

I, ARITA BT A A%, MSIATBOE N EE S RS A A, AmEEAN R AR
BRI o, —AFEENE N A ARRIRNBHE S FEREFNEENE A B AR P2 &k O
—MRFERETEN B AR ER 2 D106 LR LT,

X E R DERM =R~ T GBI TH#Z)

MG ERDMETNIR - NP AR CELE R o B 2 B <)

MEERDAEROHE 8%, RAICIZ=RL~7 (BiaT##z) &L, 1[0]240mg
Z 2 MR S0 1 [B] 480 mg % 4 38 M I FR T AT 2.

& R 78 6 A /NP TGS
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2. AHN DR, VERBF

=ARN~T7 (BIaFEEZ) (LUT, TRF) Lvo,) &, DB TR &
ABE VL7 At BT Y ARV <A —R 27 A7 (BMS) t1) 2BA% L7zt b PD-
1 (Programmed cell death-1) (ZxI9 %t MMl IgG4 €/ 7 v —F LHURTH 5,

PD-1 (%, #EMAL L72 Y 2 o%Ek (TR, BMREK O F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE 2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRAIIIZIEEBLT % PD-1 U o K (PD-LI
KOVPD-L2) EfEA L. U o SERICHfIEY 7P v s LT U o SEROEMAIREE
BITHET LTV, PD-1 U H» FIFHURRSMIBLAM b b Ok 2 72 ISR RR 2 F8 5
LTk, EMERAMREDEE) LR LB TS PD-L1 OIBLLINEDEF
HH & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66) ,
F 7o B R NE B CIXMRRE TN EET DA v ¥ —T7 =a B~ (IFN-y)
12X > T PD-L1 OFEIANFESI N, 88 L EEMERRICIIT 5 PD-L1 ORI E ik o
AAEHIR & ORNCEDOFBIRRE N & 5 & OGS 8 2 (Sci Transl Med 2012; 4: 127-37),
5T, PD-L1 &l 5EHL S H 7203 ML, PUsURFRAY CD8 Btk T M ol iafs &
TR AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHlE
GEEIGEREIE T 5 Z EDNRENTND, DI &5 PD-1/PD-1 U > REREIE, 23
AR URRF A 72 T ML OWEBEEZ BT 5HFD—>oL LTEZX LT
Do

ARFNL, SRR OFE R 6 PD-1 OffifasEg (PD-1 U 7 REAREIR) ISR A L.
PD-1 & PD-1 U Y REDEEEET DI LICLY, DAFURERERNZ T Mok
PEAL K O AR IR k9 2 ARIRE G M 2 58 T~ 5 2 & TRk e PLiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER )T 2 Bl 2R EIC R0 55 b0 L HIfF S,
RN R e CEMEM R EZ BR<) BE LR E LB Z Em L, Ak, &
MR OEEMED RS STz,

AFNOVEREFFIZ 35 < B EE O RIERISIC K 2 BITE SR & b bdu, BT LTI
ELAEMEDN S D, ARNOEGH R OREGRIZIT, BEOBRE H0ITATO, BENR
O BIVIEE AT, B LI HBUTIE U REFIRY 20 ik & REBR 2 Ff D[RRl & s L Col
IR 24TV BEOREIRIZ L DREIER gD 2 581213, BIBEE AL
T HIOEGEOHYVLINEZAT O LER D D,
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3. BRERAE

MR R GRS 2 Il A B <) ORGRIRFIZRI 21T - 72 E 2 BB O pliig %
7‘]——\“@‘0

[H%hE]

@O EWNE DR (HCM-002 3U5R)

AR b R o Bz AR 2 B < MR P R R 20 1) A XIS AR 240 mg & 2 IR
THAEEE L, FERHMEEE & Sz PRSI L ORIERRA L AT 58E (14
i) HVZRBIF 5 FHER (RECIST A KT A > 1.1 fcH-S< CR XX PR) 1% 35.7%

(95%(EHEIX[H] 1 12.8~64.9%) Th o7z, £z, RERITIBWTEE L 72 1HH 0 FEhE S
NIRRT DN G INET — & RN D HERI L2 35A ORRERICK T 5 b E
(2 EDZENFIT, 20.0% (95%[EHEX ] : 5.7~43.7%) Th -7,

RV TEVE RGP B R AR e OVEERME DB B AR AE 3 2 24 19 B R OY 1 B A B, R EEFAIE
Hofbrag & Sni-BF T, TR ZN 13BN 1BITh o7z, T—2 1y M4 7 BRICYGT ST
ERHEHT RIS & | MBIV TEAIE SNCIRRR I DA MET — 2 R S, #5
7% (PR) LHEINIZEE 1 HINEEND,
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[Z4tE]
OENE TSR (HCM-002 55)
AEFGIL 19/20 il (95.0%) (28D b, KAlE OREBEFNEE TERWAHHE
503 16/20 131 (80.0%) (273 BTz, FHLHED 5%LL EOREWERILTRD LB ThH-

77
#F1 HBENS5%UEORMER (HCM-002 #ER) (REMMITREN)
HERIRHE Bl (%)
FEAGE 2015
(MedDRA/J ver.25.0) 4Grade Grade 3-4 Grade 5
ERIEM 16 (80.0) 2 (10.0) 0
AL e
O EE MRS I 1 (5.0 0 0
W IsE S
RIE R A 1 (5.0) 1 (5.0) 0
R B RE AR T iE 4 (20.0) 0 0
AR PR
FEMELAE W) 1 (5.0) 0 0
B I
JiE BB A PR 1 (5.0 0 0
{550 3 (15.0) 0 0
T 2 (10.0) 0 0
o JE 9 1 (5.0 0 0
—f - HEER L OB G OREE
PR 1 (5.0) 0 0
FEEN 1 (5.0)
JEYIE 5 K OVEAE HUE
AfEs P 1 (5.0) 0 0
R AR AR AT
TI=rT ) NI UAT =T —E N 1 (5.0) 0 0
77 —Emn 1 (5.0) 0 0
TARGEUVEBET I ) N T AT 27 —BHIN 1 (5.0) 0 0
AP =/vFa be e md 1 (5.0) 0 0
LT — LR 1 (5.0) 0 0
T R A N 1 (5.0) 0 0
R L Ok EE
1KY > e 1 (5.0) 0 0
B R L O A LRk
Ram 1 (5.0)
EZ kAR 1 (5.0
iR R P
(IR S 1 (5.0) 0 0
R 1 (5.0
B L ORISR
g RekE S 1 (5.0 0 0
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HERIRHE B (%)
FEAGE 2011
(MedDRAV/J ver.25.0) 4=Grade Grade 3-4 Grade 5
MR SR, MRS K ORI
H 7k 1 (5.0 0 0
FEIE 8 KOV T AR
P2 S Wz A 1 (5.0) 0 0
TR 1 (5.0 0 0
JRD RS 1 (5.0) 0 0
% O PEIE 2 (10.0) 0 0
9 5 (25.0) 0 0
R INTRZ YN 2 1 (5.0 0 0
% 9 EEMERE 1 (5.0 0 0
R 1 (5.0) 1 (5.0) 0
I A P
e 1L 1 (5.0 0 0

—

¥, HUIRNRPERERRE 4 5] (20.0%) . #REREE 2 61 (10.0%) . ®IEHEEERE 2 f

(10.0%) . BEBUTRALAEAE/ X A/ 3F—1 41 (5.0%) . NFEERERE 161 (5.0%) . HED
eI REE 161 (5.0%) KOV 16 (5.00%) 2780 Sz, £z, RIEMEMZEE,
HEIEMIEAE, DR, e, KBk - /NEK - BEO TH, 1 BUERPF, BIRETFR.,
FFA4, AFZe, SRR 28, T MRHERERT S, BIFEREmE . MM - BEIRZR. SR
FEFIE | infusion reaction, HFE 7 MyKRET, MERE RIEMRE, FikZ, Wk, HEOHK,
SIS, R, BEE L OVEFLIZEED SN2 - 7o, ABIVERFEHLIR SRS
HES BAREERELEL) 2 E30EHERE =T,
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(ML - HE]
AFNOREMARYEEET LV EFIHA L2V I 2b—2 3 280, AH| 480 mg % 4
T IR TR 5 SUFBEAGR O ik - RS TR LT BROARF oI PR E SRS
7z. ZOFER, KA 480 mg % 4 EMMNE THRE L7-BOEF RIEICB T 2 FE M+
BHE (LATF, [Cags) EWV9,) 1E. AHKI 240 mg % 2 FREIFIFE TG L7ZEED Cugs &
BRIT 5 L THlEn (F#£), £z, A4 480mg % 4 HFMR THRYG LIZEEo @k
BICB T DR MIETIRE (LUF. [Cras] EVV9. ) X, AHAI 240 mg % 2 JH[HHIR
TG LTZBED Craxss £ LB L TEEZRT & THISIZ b OO, BARANBEIZEBNT
BEVEDPHEER SN TWD HE - & (10 mg/kg % 2 MR CTHRE) TAAIZ&RS L=
BROD Craxss & FEE L TR Z 7R3 & FRIS Lz (THR) , AT, #EOBEICES TS
F—Z\HSE | KK 3mglkg (RE) X% 240mg % 2 BEFIMRE. £ L < 13454 480 mg
Z 4 AR TS UT-BROARB ORE & & A 2hME X2 & OB 2 REtd 5 g
BRSTT VPSR S, YEBEICOWTRAMTbZER, EiRo Mk - AEO
[ CH ZME L OV BV R 22 R IT v & RIS L7z,

£ 3 FAOEWBE T A—F

- R Cinax Chnind28 Cavgd2s Cmax.ss Chmin.ss Cavess
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (pg/mL) (ug/mL)

S meke 2W (352 .760-8) (16.25?50.3) (21.3; '4?3.9) (75.1){3171) (27.612,'107) (42.717,'?27)

240 me Q2W (51?1%.103) <23-33?'§9-0) (30.‘;670.9) (10;,5254) (41?57,'51;58) (62.11(,)91 87)

480 mg QW (10%07) (15.25?17.4) (37.?)3,.;)4.8) (14?,1 236) (27.751,?37) (62.11(,)91 87)

10 mfkg Q2W (142,9322) (86.959,.?32) (101,1 ?48) (323,9225) (18421,1 §03) (232,7277)

HRAE (5%, 95%5)  Q2W : 2 S [EIFEIRR . QAW : 4 JEHIIFE. Crmax : FIEIE 5% 0 fi B L35 L . Crinzs ©
HIE 5% 28 H B2 2 ARMIETIRE . Cavgas : MIEIFRG-1% 28 H B £ TOFIIMIEFTIE. Cmaxss :

TEFIRBBIC IS T D A MG IR EE . Cminss @ EFIREBIZ IS 1T D BARMIE FIREE, Cavgss : EFIREEIZISIT 5
Yoy i ¥ R
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4. HERIZOWT

IS U A 7 EEEHE (RMP) (ZHED & | AH D EFE 2 MR BIE B~ 1 A
N HIEx T > T, AFNOEG M@ 72 BE Z2W - FrE L, RAIOFEGIZ LY EHE
REWER ZSEBL U TZBRICIG T2 2 L A EE 7= LT OO~@ DT~ T & 72 7 i
RIZBWTHEHAT 22 TH D,

O MEFRITHOWT

@1 Fio (1) ~ (5) OWTNITEY T Dk THDHIE,

(1) BEAFBRENEET 503 A2 REEEILSURBES (FE RS A B FGEEEIL AR
Hitsl A3 A2 S IL RURPE . HUEAS AR &)

(2) FrErERERPE

(3) HBENTEAEDFEE T 20 APHEEEHPT (03 A EEIE T, 23 AR
IR, A AR HEER 7 )

(4) IR bR AR E U, ASRIESE L FRIER R |, S SRIES L RIER R 2

ANTH SIS SR 3 OfiRR R HEI AR D M 21T > TV D itk
(5) PUEMEEE AL & BRINGL O il 7% FEHE I AR B B H 21T > T D Jifi

O-2 ezl CEMERBRER EIEZ R <) OILFRIE L O RIWER R BLIRE ORI Z 157
TRANGE & RBR A FFOERT (FEOWTNNTEZ YT HERN) 25, Y2 O AFNC R
TAHREOEMLE L LTRESNLTWSZ L,

7

o [EAIRFFESE 2 FOMMINHEZE T L721RIZ 5 L LD AIRROERIRIHE 2
ToTWHZ &, 526, 28U LT WARYREL L LEERRIESZEOIHME %2
ToTWsZ &,

o [ERNRFFIGH 2 FOPEIWHEZE T L72&IZ 4 L EOIKERE AL T\ D
&, 9B, 3ELLRIE, EMEREE CEMRE TR IE AR <) D0 AL
5@75‘ /‘Si’%@ﬁuufﬁf@%??OTb\é_ko

© BtADERMEREBEOEKHIZONT

A BLUCIE S 2 BMEE L E S, BRSO OB D . A2 - 2
e ETQ%E’JTEJ%&@@EE&U\E%# A DRI A EFRNREAE LGOS
. FRESNITT DN D IEHINE > TN D Z &,
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@ BIEA~ORIEIZDOWNT
@-1 Rk BE$ 2 B

BV PERTIR R OB R BIEA R L72BRIC, 24 FERIBIERIRHI O T, 2%k X
EEE IR 2B T, FBL L 72 RITERNCIG U CABRE LK O CT S D RIEH O#E RN 2
FRRAORE RN Y BRI S, B BICHIEATRER KR -> Tn D 2 &,

@-2 ERHFEIC L 5FEESINICET 22N

S ARSI D BEPIR 72 5 e O\ Re 2 A 2 BIRIERE D EltE =2 ) v 7
EEDIEROA Y ) == T ZATOERE L FwE A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAHNCOWT, DABE L ZDOFEEIZHHIZHm ST
WnHZ &,

@-3 BHEADOZWr-ox B LT

BIVEA (MEMEMEEIIN 2, BREAEDRE, Ok, Tk, BT RAREE ., KIBX.
NSE, EEDO TR, 1 ANERIE, BUEMZE. HFARA, HHERERES . JHFK. BibrEinE
K. RURIRHERERETE . PERAEEEEET, mhikkEE, BEE. RIBEE, Mk, fiEx,
FHER, BEEOREEE, FlRMA2ZERIE, infusionreaction, HHE 7 MKEE, MEKE
RIEMERE, Fik%, Bk, EEOHR, 5895 BR, MEREEMRE, 18 ORERS,
IERR VR Bt DIRRE S (O EMED « RIK « DS VERIZNHEEE) . ARIFEREE . RS i, 8
FLE) 1ZxF LT, Mk AT a R O ML A9 2 EM & EE L (RITEH O
WIS I L THRE R OXRZZ T o NARMICH D 2 L), B HIZTHE U 7 ALE )
TEDHEHINESTND Z L,
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5. REMBRLLRDBE
(AL B9 % F ]

@

@

TREOBHIZBWTAAIOHED /RSN TN D,
o EMEMRE SR 2 bR < MR R

TRLUCEEHE T D ARF OB K O THEIZ DWW T, RAIOFMERHENL ST
BoT, KAOREIRE LB,
o OFUEMEEZH & OfFH RS

[Zz 4pE I B4 % $H]

@

TRICEZY T 2BEICOVWTIAFIORE R L INTWDZ b, 51T
DN &,
o AHNDOESTITHR LIRHUE DO RBAERE D & 5 BH

BRI ORI IZ 3T FRLIZRE Y 2 BE IOV TIE, AFOFGIFHERE S e

DS, AMOTEPRPUE D R WIGEITRY | HEICAHRZENT 52 L 2B TE D,

o MEMMEEOAI IO H 5 BE

o JRoES I R AR A CRRVE R 2 58 6D D B K ONE BN O T B T i 2 <0l Yt il ¢
LEOICRIEMEEA DD B

o HORERBOED, B L < IEZFERMEO B i R EB OB TR D
b5 EE

o g A GEMmEtMiaBREZ ETe) Db D BE

o OB IIBE A AT 5B

e ECOG Performance Status 3-4"2 7 g

(2 ECOG @ Performance Status (PS)

Score

2y
JE R

0

< R JEBTE 5, FHAETL [F U HH A HIRZ <ATR D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATHRECTHSOF DY) O Z L3 X TAFELEAMEREIT TE 2, A 50%A Eid~y R Tl 27,

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

10
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6. BMEICERL THEETREEFIH

I SRR 2, & AR B3 DRI 2 ERFE 12 5D & ARH O FriE K OVl (Ef#
RO 7= DI B HE B L bR« 2 L,

TREBRAAIC SN D | B XX 2 OFEICHIME L OERR %2+ L, RE 215
ThoEETHZ L,

FREWEH O~ R T AL MZDOWNT

@

@

FMEMEREN D oD ZENH DD T, AFOEEIZH 1= > Tid, BKRE
W (REWL ARIEE, ik, FEEVE) OREFE M O X S d o FEhnd, Btz +5
ZATH 2 &, Fo, MBS U THE CT, i~ — I —FDMm&%Z T+ 5
Z &,

AFN O EILEE D infusion reaction (i 2 CEARFZ 322kt D T& 5 U
faAT > 72 L TRt 2 2 &, £72.2 [8] H LABE O A% 5-FFIZ infusion reaction
BHOLOLNDZEHHDDT, KFIEGH R OKRABGHE T HIT A Z A
YERET H%, BEOREBE+SICBIEET 52 L, 70, infusionreaction &
L LG E 12, R TORELOERPERIZEIE T 2 £ ChEE 2 o8l
T5HZ &,

ORI REIR . TRAEERET R ORIBREERH 5O 2 B3 HDH DT,
AFN D ¥ 5B hERT M O G- B I3 E IR N0 sk RE iR A (TSH. 1028 T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIT LY | BEORERISICERT 5 & & 2 bl dikx REEOWE
DHLOLNDZENHD, BENRDOONTHEEITIEL, BERLLEFRITL U
B 72 ek & Rk 2 e Al & i U Cl bl e BRI W 21TV IR D
FOGIT X 2 BWER DN g0 2551 21E, AFNIORFES T I, R ORIE BE A
WEVRIOBRGEEZZBETHZ L, 2k, BIBREFRLVEYOEEIZX0EWE
M OYEEDRFRD B WA TR, BB RE ARV - LISt O Sz il Fl o8
HEET D,

BeGAET %, A S8 ARE L T LEWERDRBELT 2 Enb 5729,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 RUOBE R (BIE 1 BUBEIR WS 2 2 de) b bbiv, BERPMES F 7o R— X
IZEDZENHLOT, Hig, ol NRMH-FEOER DR B MBEE O LA 12+
SEETAHZ &, 1 BBEREN DN ICIEREEZRIE L, AR 8l
Al OF 5 E DY L EZITH Z &,

BUENT 2. AR, ITHEREREE . TR, B{LERERPNH L DOND ZLnd D
DT, EHIIITHERERE LTV, BEOREEZ H3ICBET52 &,
SEIERNH LIS Z N DD T, IBRORE OF A EHICHET 5
&, o, ROBEFERRD ONIGEITIR, HeNCERERLZ2 T2 X
IRFEEEETL L,

11
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@ AFI ORI T, 6 WH I LITHMMEDRE 21T > TW e Z L 25 BT,
ARANBE G-I E RN BHERAE THHROMERBZIT O Z &

12
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RBERHEET A N7 4
=HRN~T (BAETHBRE)
~ b B R B R R ~

SF6FE2H (FMT7THE1 1 AKED
B A T @4a
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B &
1. 1ZUoic P2
2. KFNOKE. 1FRET P3
3. FERIR AR P4
4. FEEEIZ oW P7
5. hExIG Lo BHE P9
6. WEIZERL THETREHHE PI10
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1. IXC®IZ

EIGOBEINE « ZEMEOFEROT- DI, IR SCEZEIZI S Wi E el 2R D
b5, DI, IWEOREEMOMEAIC L0 | FUREIRSL 2 & OFH 72 BriR 1E A%
FEEMPEBEINDLHF T, ZDDERLEZEICHNERBFITERMT 52 L PRED
FE L 7o TRV, BREMECEE & DA #2016 (FRL 28 456 A 2 HMRILE)
ICBWT S, HHER LSO ORELHEEZX S Z L LS Tn5,

FREARTERLIL, KEEAOCRENE T 0 7 7 A VBB FOER L6 R
RHEZENDD, ZOID, AR OLREMICBET 2 IERD SR T 5 E TOM,
WHEIGLOBEERZIT 2 Z ENMFIN L BEICH L THERT L & L bic, RBIfE
R LT BRI B 25t g & D 2 & A AHE /e — 18 OB 25 7o 3 R B <l
HZENEETHD,

L7eo T, BRIA RTA TR, BABBERELZNETITHE LTV D EFIEFH -
BRI IS & | DUN OEIRS ORE 2 2 HET 2880 6 B Ef, & x
HR O EERERT,

B RKTA BT A L, MSIATEE NEIE S RS OHE . AREENEANR A
ERRRES s, — M EEE N B RERR N FHE S K OVARSAE AN B AR ER 2 O 7)
DY EAER LT,

WG E R DERY =RV~ T GBI Z)

REERDMEUIHNE - ARTAUIBRAEE AT « TFIE D B R B G NS

WG ERAMEROHE - W%, RAICIZ=ARL~7 (B z) & LT, 1[E240mg
% 2 TG S0E 1 151 480 mg % 4 FEFEIEIE C Al siET 5,

EE ERNIN IS SRR S R

&

clt

ok
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2. AFN Ok, TEREFF

=R~ T7 (BB CUF. TARAL o, ) 13 /NS TERASH &
AR Ly 72 BTV AL v Y —X 22747 (BMS) 1) 2% L7-t  PD-
1 (Programmed cell death-1) (Zkf3 2% & Nl 1gG4 €/ 7 v —F LHURTH 5,

PD-1 1%, #&MAE L72U 788k (T M, B Ml OV F = 7 v% 7 —T fifd) NMOVE
BERMAIC R BT 5 CD28 7 7 2 U — (T MifaiEMEA b 2 #iBhIc IE & &I HIE3 5 5y
THE) IR T 2% B TH 5, PD-1 IIHURI M FE S 5 PD-1 U 7 R (PD-L1 &
W PD-L2) EfEA L. U2 RBRICMEINES 72 RE L TU Vo REROEME LR IEE &
ARSI LT\, PD-1 U 7y RIZHURERTRAILIAMC B N Ofk & 7 AR R EL L T
BO ., EERAEEF DU LA D PD-LL O3 EL & ik O A7 &
ORNCEOFBERERNH 5 = L A ST\ (Cancer 2010; 116: 1757-66) , 7=, &
PR E RS TR TR EAT DA X —T B~ (IFN-y) 12X~ T
PD-L1 OFBLNFHFE I, 58 LI EEMRICIS T 5 PD-L1 O3B & ifi% o 7 &
ORNCIEOMHBIRIRR B 5 & DA H H 5 (Sci Transl Med 2012; 4: 127-37) , S BT,
PD-L1 % Ji| Bl S 723 MR, PUFRESLA) CD8 Boitk: T AHHAm o il A 5 TG 14 4 655
X528, PLPD-L1 HUA T PD-1 & PD-L1 & OFEA EILET S & 2 OMIEEEMEM ]
TWTDHZLEIRENTWD, D Z L5 PD-1UPD-1 U 4> R, AN HUR
Fe 572 T IR O O W BEZ BT D2 FO—> L LTEZ LTS,

AFNL, R OFE RN S PD-1 OfffasE (PD-1 U F > FEEHEE) IT/REE L.
PD-1 & PD-1 U W REDFEAZILET D Z EICLD . BNAPURFRZ T MIROEE
LK O AFRREZ T 5 MRS EIEE 2 R 3 2 2 & TR e itiEEsi R 2 "4 2 &
DER I TV D,

TS DN | RFNTEMEREZE 5T 2 72 7218 RIRIC2 0155 b o & iR s,
RIGEIBRARE /2 AT « TR O ERCR B BRI BT & 5t G & U 7oK s 2 520 L |
BE, REVER OBRIENHER ST,

AFNOVERABE IS < BEORERISIC L DRIERS RS S, EEXIILTIC
ELRRMEND D, AFOFE T KO GHIZIT, BEOBIEL 012470, BFE1H
D HNTEHEITIE, BB LI FRITS U7 fP R 72 ik & BB 2 RO Al & i L T
B2 8RR ATV RE ORE UG L HRIER NSO DG, BIBRE RV
TR OB GEDOWE Y RILE ZAT O LER S D,
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3. EREREE
RIGEIRR R REARIEST - FEE 0D b e SR 2 R AN 5 D 7RI L AT 217 - 7 /e Bl DR A%
BR oD AR 2o~ d,
[H75hi]

@ ENENFHERE (KCTR-D014 35k)

RIRBIBR AN RE 2R ST - FR D b RCR B BRI R 31 6 (T ioiiAaE 20 1, JLJE
HRaE 2 B, FLEAN N = v MR 4 B BEA R 5 B (=27 U T 3 1. TR
LB, BRI 1)) ) Zxgc, ARAI480mg & 4 FEMMIE CHAEEHE LD, B
IR B T 5= (RECIST A4 KT A > L1 RIZEES < S e Eic £ % CR X
IX PR) % 19.4% (95%(Z#EX M : 7.5~37.5%) Th o7z, 7B, FHANCHEE L-BMIT
5.0% Cdh -7,

JRELARARAL B D ZE%h = (RECIST HA K7 A > 1.1 fRICEES MNP 9ef)EIc X% CR
XX PR) . AR 20.0% (95%(EHHIXH] : 5.7~43.7%) | AJEMAZRE 50.0% (95%
fEHEXR] : 1.3~98.7%) . FEA ST = v MF 25.0% (95%(5#E XM : 0.6~80.6%) | &
JEfT B S 0% TH > 7=,

F 2 ENREDOEBEMOR—2 T A D D RE{L=R (RECIST A R7A > 1.1
FRIZHS SMNZHSHE) T TFTROEEBY ThoTz,

80

AT AN el

LI MRS
AEN D= v M
T

? EV Az

1 20! J R A

: IHHH i
m— 1]

40

60

St
mEm0

I 40!

60|

-80

-100 i
#BE

XK1 EEREOBERMOR—25 4 U106 DEEER
(RECIST 4 FZ A4 » 11 AR, MOLHFRHEE, 221 E9B 17T BT —F Ty v 4 7)
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[Zz4=tt]

O EWNFEDHERAER (KCTR-D014

alR)

HEFSIL 2931 1] (93.5%) IZiRD B, AHIE ORI FEEIRNGE TE RVWEERR
IZ 18/31 il (58.1%) (2388 Hiviz, FELRMN 5% FORIWERIZT FEROEBY TH- T2,

#1 FEEEHN 5% EOBVER (KCTR-D014 3ER) (LMt S4EM)
BRI HH B (%)

FEAGEE 31451

(MedDRAV/J ver.24.1) 4=Grade Grade 3-4 Grade 5
AFEIEH 18 (58.1) 4 (12.9) 0
Mg LY R REE

E=gil 2 (6.5) 0 0
PN sk 55

R HRE R 4 2 (6.5 0

FRR 4 (12.9) 1 (3.2

FOR IR REAK T iE 3 (9.7) 0
—f - EFEER X OG0 RRE

TR 2 (6.5) 0 0

FEEN 3 (9.7) 1 (3.2 0
B R AR AT

1 H PR AR AL AR L R 4 (12.9) 0 0
MR as . MEhds X OEhm ks

IR P M 2 (6.5) 1 (3.2 0
ek X OV T A RRRE

Z 9 FEE 2 (6.5) 0 0

0¥, FURIBFSHEREEE 11 5] (35.5%) . [HVEIMEMZE A 2 5 (6.5%)

. B PERERR T 2 B

(6.5%) . BEREUTREAE/ I A/ F—1 6] (3.2%) . NFHEREREEE 1 ] (3.2%) . FEE{ik
REREE 1 (3.2%) . FRREREE 11 (3.2%) . BFEREREE 141 (3.2%) KNS E )Mk

L] (329%) ARSI, Fho, BEMHIAE. DK, k. KB% -
DR, LBRERR. BUERTR, AT,

%K. BEOHR, hkETE,

TR

BEALPERRAE 2%

MR - B

bigs - BERESS . DR
[EkEE . FRIMARZERRIE ., infusion reaction, FEEE/R MRFEE, MERERIEMERE, fitE. B

BURDUIBE SR (RAMEERE 25T) 28 0RHRE =T,

PREFERSS . TS I, SEFLITER D B R o To, AREIEHIZE



https://www.ajha.or.jp/topics/admininfo/

[ - &)

AHFNOREMEYETT A ZFH LY T 2 b—a 2k v, AKI1480mg % 438
M1 IR T4 5 U BEAAGE 0 FIVE - RS TG LT B OARA O M H IR E ARG S vz,
ZOREF., AKl 480 mg % 4 WERIFIR CTHEG LIZBEROEHFIRIBIZ IS 1T 5 T2 M i
(LT, TCagssl &9, ) I&, AHI 240mg % 2 BRI TES- L72BED Cavgss & HILL
THETRESNE (T#) » £7-. KK 480mg % 4 BRI TES5 L7-BEo &R EEIC
B D EEMETERE LT, [Cruxsl &9, ) 1E, AFK| 240mg % 2 i RIHEE T 5
L7EBRD Craxss EHEL TEfEZ R~ & TFHISNTZH OO, BARNEEIZIBO THAME
IHERS S AU TUN 5 YA« B (10 mglkg % 2 38 IR T ) TARIZ #5- L 72 B D Craxss
L L CTIRfEA T E PRISh (TR) . AT, BEOBEICKIT 57 —ZI1ckD
X, &K 3mglkg (RE) X% 240mg % 2 HFEIFE, # L < 134K 480 mg % 4 i k&
THEG LB OREOMRGE & &AM X T LM & OB A RFd 2BE ST T LD
M S, YRBIEIC O W TR M Th N R R, ERRoFE - AEOM THOMEL )
MR R T & TRIE LT,

K2 FHRORMEEBNT A—F

v - B Crnax Crnindzs Cavgd2s Crax,ss Chin,ss Cavg,ss

(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
3 mgkg Q2W (3523?%8) (1623563) (2123229) (75%5?71) (27ﬁiio7) (422Z?27)
200mg QW | (o100 | 0an 800 | 08609 | o225 | wistse) | @n 18
400 mg Q4W <10;4207) (15-?17-4) (37-50?-34.8) (14&23,1236) (27.751,?37) (62.11(,)387)
10 makg Q2W <14é?222) <sei§?32> (101??48) <323?§25> (182?303) (2327277)

thafif (5%, 95%5) . Q2W : 2 ARG, QAW : 4 BRARIFGE. Cmax : #IIEIFE5-%% 0 & & ML P RE
Cmindzs : FIAIHE5-1% 28 B BIZH T D HRAXMIEHIRFE . Cavgaos : A 5% 28 B H £ TONEHIMIFHIRE.
Craxss : EHIRAEIZ IV D A im MLIE P IEEE. Crmings : EHFIRFEIZH T D IRIKMIE T IR, Cagss : EFIRAEIS

BT B R M PR
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4. HERRIZDOWT

IS Y 27 EHGEHE (RMP) (ZH-D & A 0BG MR LS B~ O 1) ) (R
NdHHERE T T, ARNOEGENEE) e BEZ2ZW - FFEL, AFIORGIZEI D EE
TREWER 238 LI BRICRIG T 5 2 E RSBl L FOO~QD 3 T & 7= 7 /i
RICBWTHHATHIRETH D,

D HEERIZ2OWT

O-1 Fio (1) ~ B) OWVWFINTES T IR THD Z &,

(1) EAEFGBREDEET 20 ABREEERL SRS ERE RS A RGERE LSRR,
Hidgk 23 AU RSB RUR e, HUE A A BB IRIR B 7R &)

(2) FrEHERERIPE

(3) HEFIRAEENDIEE T 2 AR (03 ARSI BT, 23 A iEE i
TIIRBE, B AR EEHEE R 722 &)

(4) A RACFRIEE 23R E L SRS L ARE 2R 1, S RIES b2 e 2 X
XA SIS L RIS IREL 3 Dk IR D H 24T - T D itk

(5) PUEMEREEAIAL T & BN O f sk FAEITAR D i H 21T > T D fitiak

D-2  LBGRBEE NI O 20 TE K ORI E I FE T O R G50 72 ek & Bk &
OEM (FROWTIMNTHYTHEM) 25, YL RBOARANE T 5RO ELE
ELTRESNTNDZ L,

*

o [ERIGFFEIFE 2 FOMMINHE ZE T L72RIC 5 LU LD D ATERDOERIRIHE 217
STWDHZ &, 9B, 24U RIT, BAREYRIEZ & LRRIES S OFHE 21T -

TWAZ L,
o [ERhIFEUSE 2 EDOYIHINHE ZE T L2112 5 L. o B g B IEE 2 R O FRK
BRERZH L TWDHZ &,

@ BREADERMFEHREHEDOEHIZOVT

R ERE P F T 5 SMEA D E S, BN ofFmEn, Aot - &«
EVERERITE MO E B NEMSII ST D EHRIZ M, AFERNEE LG EOWE
. FERHELDIATON L EHIRE->TND Z L,

® BIER~DOXRINZDONT
®-1 BWEASRIBREO S AEIZ B+ 5 Bk

VR M AR RS O BEE R RIE 23384 L7 BRIC, 24 RERIESIRIRHI O T, Sakhisk %
HHEERERIC BT, B LZRIERICIE U CAREEE N CT ZEoRI{ER ORI /3
RIREORERYG B PIZE DI, B HICHHEATRE R K HI A FE > T D Z &,
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Q-2 ERUEFE L OAEFRAIGICET HEM

N AR D D M 7R ik S OB B2 A 9 2 EIRIEFE DRIER e =42 ) 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LERAHI D =
NTWDZ e, 2B, BEAEHICOWT, BDABE L LTOFRICTHFITAmMENTND
Ze,

@-3 BIEA OB IRIZE L T

RIVEA (MEMMEERICM A, EREGEERE, LK. Tk, BHRTRIRE, KIB%K.
/NS BEED TR, L BUBERIA . BIENT & IFAR4, IFReemdE . IFJ. bR 28
FUR RS RE IR . T IR (B RE IR | PRk IE | B IRE . RIEIRE ., Ik, BB, HlER.
O R EREE . RO ZERIE, infusion reaction, HEEZR MIKFEE ., M ERE BIEMREE.
FikZ, BER, EEOB R, SO RERK, ERREREGERE, WE OGRS, IR R EE,
Ol E (OEMED - RIR - OMEFIIMHES) | JRIFERE . Mg, BEAL%E) T3 L
T, Mazhiak AT BEE R O M A2 T 5 AT & EEE L (RIEH OZBr-oxt s
BLTHREROXEZZITONDIRMECH D Z L) | BHHITEY) 2R ALE N T & D RHH
STWNWDHZ &,

K
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5. REXBLRDBE
(A 5hIEIZ B4 2 FIE]
O TROBEIZBWTAROFEIMENRINTND,
o RIGUIBRABEZRMELT - B D L RR R R

@ TFRISZUT DA OFE K OERGIEZ SN TR, AFOFDEPHESL SN TR
59 AFNDOERGXZ LR BN,
o fOTUEMLESH & OfF RS

[Z 2RIz B3 5 5]

O TRICZETIEFIZOWVTUIAFORENEERE SN TNDHZ &b, &5 51T
DNz b,
o KA LSBUE DB ERED & 2 B

@ JEFRATOFMIZIB VT FRICEY T 2 BHFIC OV T, AFOFEGIFHERE S L0

2, A OTRFEIUE DN R WIGEICIRY | HEICAFIZHEHT L2 L 2B ETE D,

o [WEMMZEREOGO IIBEEDH 2 BHE

o JERE IR A CHRIE R 278 8 2 B3 M ONE B OO KU iR 2 <0 i YL il 2 %
DRI RIEMEZALD A B 5 B

o HOMEEABOA, UTEBMERNZE L IXHIHEMED B CaERE OB D
b HRE

o BERBHE (GEMSMIaBEELET) Ob b EBE

o EEORBYSUIEE BT HEE

»  ECOG Performance Status 3-4 " o @3

() ECOG M Performance Status (PS)

Score | EF

0 | &<MEARIEFEH TS, WAl &lFE U HEAERNHRZR AT D,

PIREICI LUWTEENIHIR S 40528, SITARE T, BAEERH > TOEEIITH 2N TE D,

Vol mozs, wseg

2 BTRIEECHSOH DRI O Z L 13T N TRHREIEDBEEIZTE 2vy, HHFD50%LL g~y R Tl 27,
3 BONTZEHADEDEY DL LNTERY, AHo50%LL LAy R+ Til I,

4 2LET RV, BOOHFORD OZ LiFael TERY, BRIy KRR TId,
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6. REICBELTHEETREEHE

O WACEZITM A, BIERTEEE DRI 2 RS D & ARH O Rtk & OV EAE
RO DIZ B R ERE I L T OERTHZ &,

@ REBIBIZIENL D | BBE T OFIRICA R CfaltEZ + o3 L, REZ5T
NoEETHZ L,

® FEREWEHDO~F T AL MTHONT

MEMEMEEDRD LOIND ZENRD LD T, KFIOEGIZHT- - T, BARER
(WP PRI, nmik, FEENE) OffEsE M O X SR o Ehi%, B2+
179 2 &, £, LENDIE U THHES CT, i~ — 0 —HFOMmEZF T 52 &,
AHKN O 51X HEE D infusion reaction [ 2 TEERARFIZ 43 72 %I D T & 5 i
ATo 7 ETHIET 5 2 &, £72. 2 [ HUBEOAF# G-KFIZ infusion reaction 73
HobNDZEbHDHDT, KFEG T MR G THRIT AL Z P A
ARET D%, BEOWREEZ 0T8T 5 2 L, 7235, infusionreaction & FE 5l
L7 aicid, BEToEELERPERICEET 2 E TREZ +o8lET 5
ek,
RS RERE S T EAEEREE M CRIEREERNH O ONDL 2 ENH LD T, K
F D1 G- AAET M OB G-I I3 E B N i sefe & (TSH., 028 T3, ilF
#E T4, ACTH, IF = /vF Y —VEORE) &2FEfid o L,
AFIOEEIZ LY WEOREFRICTER T 5 &5 2 b D Ek 2 RFE B RE
NHOLOLNDZENHDH, BENRDONHEEITIE, BB LEFRIISUEHE
FH A 7 NGk & R85k 2 FEO PRl &l U Cli bl 22 88522 W 217V, I8 OE X
SR K DRIER DN B 2 56 113, AFIORFES T ik, R ORI RE ARV
CHIOERGEEBRET DI L, 2B, BB REARVE ORI E Y EWER DS
TNRD LR NVEAICIE, BIBRE R v DSOS OB &K
THZ L,
PEERET %, BB O ARE L T GEWERADRBELT 2 Enb b2,
AHN OB THIZHEWEH ORBBUC2IEET H 2 &
1 BUOHE RIS (BIE 1 BUHEIR IS 2 5 de) b bbb, FERWMES 87 v R—U R |Z
BLHZENHLOT, Ag, Eo, EEEOTEROFBLCMPEHE D A2+
BT5Z 8, 1 RSN EDNIZGEICIIEG 2RI L, A4 R Ao
HEDOWMYIRAE LT Z &,
BIERT 2%, TP AA, TTRERERESS . T2k, B LEILERRHHDONDL Z LB DD
T, EHHICITERERE LTV, BEOREZ oIl 8lE2T 52 &,
SEVERBRH LN ENRHDHDOT, IROBEOFREL EHICHRT D
b, Fo ROEFENRD DNTGEICIE, HONIERERAE 23589
BELRRETLZ L,

@ ARTAIBRARE AR T - FIFE O b BR B BRI AR (A T 97 2 BRI AHI D RRIR

10
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RBRICBW TR GG 8 WM Z &AM Z1T > TWZ L 22 EBI|T,
ARANF G- PTE RN ROMER 21T 9 2 &,
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