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1. IZC®HIC

EERG OB - BEMEOREMEO T DI, RN STESICE SO B IERF AN
HHND, BT, IEEORFFMOESRIC LD | FUREREL R & OFEFR I HHE
AWFERELNAKRINDIT T, CNHDERRZEICKHERBEICRMET S 2 L3
MELDORRE L 70> TV | RFMBUEE & SEDOEARS #2016 (FRL 2846 A 2 A
HBIRE) IZBWTH, EFMERLEOEROFEHEZND Z L LI Tn D,

BFARERAMFERLIL, BBEERSCLEEETr 7 7 A VRBEFEOESRS LB 502
BRHZENDHD, 20D, AR OZEEICET 2ERD+2EETHETO
M., YHERLOBEZMS ZTLZE0NHBINIBEICH L ERAT L L LI,
BITERAMN R LIS BRI 2 & D 2 L WNEHER — E OB 2 i - T ERIER ©
HRTLZENEETHD,

LR oT, KIARTA T, BBEESSINETIZELOR TV D EERE
By - BHER RIS E S & | LUT O BEIE S O S 72 2 #EE 5 5 BLA 0 O B 7 B
EZEZ TR OREEEE T,

BRI, RHA BT A 0%, MSATEIE NEE G EREERB A EE, AREEIEANR
KEERES Y, —BAEN B ARBERNBES RO —RAREN B ARWREEFSO
Whob EfERK LT,

WG L R DERR AR F G AT 200 mg (—&RE - TV~ T GEIG TR
Z))

RRERDWENIHE - MIRUIBRAE ST O B A

MNBERDRERVORE : 7TX v TF =7 L OHHIZENT, BF. RAZET v~
(BIfcF##z) L LT, 1 10 mgkg ((AE) % 2 BERERET
1 BEREILA BT CHEEEHET 5,

Bl E R EE D AN AL F T RS

(%)
AT 5 1 mg, FAEESmg (&% : 77X F=7) OFEUIZR, HELKOH

=
==X

ZRE ST ZN R « ARG IR RE SUTES R O BB Al e

MEROHE 8%, RACE 7S F=7 L LTI1ESmg% | H2ERO#%ET 5,
B, BEORBICKVEEET 225, 1E 10 mg | H 2EE CH&E
TE 2,



2. FAIDORM. 1ERBF

PN F A ERERE200mg (—i%4% « 7L~ 7 (EBIiaF##z), LIT [RA]) &
W) . AT AL FT 7 —~ R &3 %E L7 & b programmed cell death ligand
1 (BLF TPD-L1J) &\W9H,) iZxt3 2k MMlIgGl €/ 7 v—FAHKTH D,

PD-L1 %, AENIZBWCHRESMAEICHEE L TR0, EEL LY 38K (T
Mifg, B @& O F 2 7% 7 —T fifld) FIZHEHREST S CD279 (LLF TPD-1] &
9.) XU CD80 (B7-1) &fEA L., REINEZRAICHIETZ2LEZ2 6 TWS (Ann
NY Acad Sci 2011; 1217: 45-59), PD-L11%, fEx OEEMICHFHEE L T1DH Z & (Int
Immunol 2007; 19: 813-24) ENHAEIILTIH Y, PD-L1 & PD-1 40 L7-fREKIL, FEE
RS FURRF A7 T MEN O ORBEZ AT 2HFO—D2 L LTEZ LN TV,
T2, BMIEIZBW T, PD-LI NEEHL TWD Z EENRE SN TS (Cancer Res
2006; 66(7): 3381-5)

AF1E PD-L1 OHIFRAEIIZRE A L. PD-L1 & PD-1 & OfEE #HE L T AP
B T MROMIEEEE 2R 2 E &Ik 0, BEOEELZIMHEIT5 &2
LTV D,

FHNOVEFIHEFFIC 55 < SBED RIS & 2BIERER S &b, B IRHE
CEL RN 55, ARORERROEEHZIIE. BEOBRRE 2T, BE
MWED HA B AT, T U BRI U7 SR ik b B % o AT &
Lt BRI AT, BEORERISIC X ARIERSEDN S BHEIIT, BIE
BB RV L HI DR B0 ) R LB 2T 5 LB B 5.,



3. EEERAE

RAIB U RN BE S TERREME O B A o8 D AR BRI 2 RFA 24T - 7o ERBRIREBR O UiE &
Y,
[H%htE]

[E PRI MAEERER  (B9991003 5X5R)

{LFERIERE D 720 IRIGUIBRANEE T HRRS 4 O 1% B Al A 2L B M s - 38 886 3] (H
AKNEBE 6THlezET) Z2XHL LT, KAlLETXTF=7LORAEKES (LT [RA
/THRF=T) bnw,) T R=F =TV dfE (UT R=F=7] Ln
9.) P OBIER VLMD RE S v, FEEFEIE B 1L PD-L1 GBS BEICBIT 5
MR AN (LT TPFS) &9, ) ROEALEFEHE (LT fos) &vwH, ) T
HY . BIRFHEER & LT PD-L1 ORHLR DO WE2EBEIZEIT 5 PFS X OS 23
iz,

HAENTOFER Q0184E6 H20 8T —42 v v47) | KA/ T FF =7 &L PD-
L1 BHEEEFEEM KL PD-L1 ORBEAZMbORWEEFEIZEBIT S PES OWFIZHON T
A=F = TRRICKR L OB EMICE B R ER 2~ LT,

*1 : AFZ 10 mg/kg % 2 ERARIE CAMBIE L, 7L F=7 1L 11 5 mg #BEHEL LT, 1H

2R a&E LT,

¥ A=F =7, 6EME IV A 7L LT, S0mg% 1 A 10 4588E0#%E L-%, 2 @RERET

DR AR Shiz,
3 HANRICTFRMREMEIC Ca Yy a - XAT T ) AT 4 v 7 Ak [ %5 OptiView PD-L1

(SP263) | # MW= L REIC L VM S v, TEEMGHC IS D PD-L1 2838 L 7=
RS 5D D EIE D 1%L EDOEAIZ PD-LI BBtk &l S vz,

£ 1 FRERE (B9991003 3R ER)
PD-L 1[5 3 S B
zkﬁuf}?\%\y:]& A=F =T R zliﬁuif‘%‘/? A=F =T R
=7 (290131) =78 (444151)
(270%) (442151)
PFS™ | il (A) 13.8 72 13.8 8.4
[95%CI] [11.1, NE] [5.7,9.7] [11.1, NE] [6.9,11.1]
ANHF— R 0.61 0.69
[95%CI] [0.47,0.79] [0.56, 0.84]
Jr {BlpfE™ <0.0001 0.0001
0S HdE () NE NE NE NE
[95%CI] [21.3,NE] [21.0, NE] [NE, NE] [21.0, NE)
AN — KRR 0.82 0.78
[95%CI] [0.53, 1.28] [0.55, 1.08]
JrBlpfE™ 0.1911 0.0679

Cl: fE# XM, NE: #EAA, *1 : MR HEICE S, *2 : ECOG performance
status (0, 1) KROMEk CKE, 7+ -3 —nr v ZOMotEk) (2K 25E5H
Cox il — RET /LR OVER log-rank & TE




9-
@ &
ol AKEN/ T ¥ F=TRE
\
F 5
253 4_..!
5
> x=F=TH
01-
00 L
0 2 4 6 8 10 12 14 16 18 20 2 24
HEAEAEI T B ORI (A7)
At risk £
AR/TRF=T 0 227 205 154 120 76 53 32 23 13 3 1 0
A=F=T 0 a0 s 19 8 49 35 16 13 5 0
0
1
s
By 7 l
Iy 4 oy
A KA/ T x> F=THE
T
4
|
34
|
"l
mi A=F =T HE
00 . . . . .
0 2 4 6 8 10 12 14 16 18 20 2 24
EAEABIT 25 O ()
At risk £
KE/THFLF =T 42 64 321 230 193 127 o4 57 4 24 8 1 0
A=F=T g4 P01 192 144 00 64 29 20 8 2 0

X 1 PFS DO EARNTERD Kaplan-Meier Hi#R (B9991003 3RER)
(EX : PD-L1 BHERERFE. TR . 2BF£H)




(PD-L1 & HLRIRI DO F N E)

ERR L[ FE AR (B9991003 #BR) ICHAANONTZBEDT —Z |2k SX
PD-L1 3EHRHNARRANFFNT AT o T BEIER L EEORERIZUT O LB Th
277,

BHHIMEIZOWT, WFho PD-L1 EREOL v A 7T I v A ZEL LR OF
OEN & BIZA =T =T G LT ARH/ 7 % 2 F = TR T 5 PFS DIERZN RN
DB, PD-L1 EEENEWIE EERDRD K EVEAED bz,

728, PD-L1 OFHRRICL LT, AFOZEET a7 7 A VIZREECTH -T2,

£ 2 B9991003 RERIZ BT 5 PD-L1 BRG] D PFS

PFS
PD-L1 ¥, B 5 Bk FRfE [95%CL] NP R
A 20 p il
(B A) [95%CI] RALER2O plE
AR/ TR F=7 132 16.1 [9.7, NE]
<1% X 0.89 [0.609, 1.308]
A=F =7 120 11.1 [6.9,17.3] 02406
BRI/ TR F=F 270 13.8 [11.1, NE] '
>1% X 0.61 [0.475,0.790]
A=F =7 290 7.2 [5.7,9.7]
AR/ TR F=7 293 16.1 [11.1, NE]
<5% X 0.73 [0.566, 0.943]
A=F =7 271 9.8 [7.1,12.6] 0.6238
KH/TxXF =T 109 12.5 [8.4, NE] ’
>59% X 0.63 [0.432,0.913]
A=F=7 139 5.7 [4.4,9.4]
BH/ TR F =T 363 14.7 [11.1, NE]
<10% X 0.73 [0.581, 0.909]
A=F =7 359 9.1 [7.1,12.5] 01569
KEl/) T HF =T 39 13.8 [5.6, NE] '
=10% . 0.48 [0.260, 0.886]
A=F =7 51 42 [2.8,6.9]

Cl : X, NE : #ER7A], *1 : ECOG performance status (0, 1) R OMgk CKE, HF & - Hd—n v
. TOMOHI) ZREHIAF & LIZ@RICox LI NF — FET L, *2 0 OREGHE, @PD-LIFESLRIL LT
@&ﬁﬁkﬂﬂJ%ﬁ#ﬁ&@xﬁﬁm%i L LI Cox LB — FET L

10 —\ 1% oy
09 ~— 09 L
os W 1,
~ . o L - . .
E o N KEN/T % F =T HE B oo e ES T DTS
o ' \ R B >y % oo i L ?‘ 1
o , i - — e Bl G U
= - [ e
s v _ L spv — R .
= as 2«—47‘*‘7%‘3‘3 = ag X:ﬁ'—:jﬁ |
01
Ll 00
0 2 4 6 8 10 12 14 16 18 20 22 24 0 2 4 6 8 10 12 14 16 18 20 22 24
At risk#x MEVEAEITT O OB (B) At risk#% EAEBEIT T 25 OHIR (H)
A/ THF=F 270 227 205154 120 76 53 32 23 13 3 1 0 KH/7¥LF=7 132 105 90 72 54 40 31 18 14 6 2 0
A=F=7 290 210 174 119 85 49 35 16 13 5 0 A=F=7 120 97 78 61 50 35 25 10 5 2 1 0

X2 B9991003 3REXIZI31T 5 PD-L1 FH3E5]D PFS D Kaplan-Meier iR
(£ : PD-L1 BEE=21%DBEEEA. AKX : PD-L1 BHE<1%DEBEEH)



€7D |
ERRILF S MAERER (B9991003 5R5%)

BERELIL, KA/ 7 X F =78 432/434 B (99.5%) ., A=F =78 436/439 {5
(99.3%) IZRDHAL, BRI L ORREBEBL T E CERWEEES RIER) 12, %
LI 414/434 5] (95.4%) Je TN 423/439 ] (96.4%) (ZFE O HiLTc, WDk 58
THERN 10%U EORIERIZTRO LB ThoT,

£33 VTNLOEETEIREN 10%LL ELORIEA
(B9991003 3RBR) (RN XNSRER)
Bl (%)

B OKE kARG

(MedDRA v21.0/J v21.0) ARV T F =T A=T =T
434 51 439 151
4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

A EIVEH 414 (95.4) 241(555) 5(1.2) 423(96.4) 242(55.1) 1(0.2)
B G

TR 235(54.1)  22(5.1) 0 196 (44.6) 11 (2.5) 0

B 107 (24.7) 3 (0.7) 0 148 (33.7)  5(1.1) 0

SIAD S 96(22.1)  8(1.8) 0 100 (22.8)  4(0.9) 0

Mg i 42(9.7) 1(0.2) 0 68 (15.5)  7(1.6) 0

HIER R 24 (5.5) 0 0 74 (16.9) 0 0
—f - EHEER L OGO REE

77 156 (35.9) 13 (3.0) 0 159 (36.2) 16 (3.6) 0

FHYE 62(143)  1(0.2) 0 16 (3.6) 0 0

W IIE 4194) 5012 0 54(123)  8(1.8) 0

FEHE D S SE 58(13.4) 5(1.2) 0 60 (13.7)  4(0.9) 0
MR, MERFS K OiERR

P s 116 (26.7)  2(0.5) 0 12 (2.7) 0 0

IR, PR 53(12.2)  6(1.4) 0 24 (5.5) 1(0.2) 0
FEIEE X OV T ARk

T . RIERFMER SRR 144 (332) 25(5.8) 0 148 (33.7) 19 (4.3) 0

i 54 (12.4)  2(0.5) 0 42(9.6)  2(0.5) 0

Z 9 FEE 53 (12.2) 0 0 19 (4.3) 0 0
ERIR AT

LNEEN R 49 (11.3)  7(1.6) 0 17 (3.9) 1(0.2) 0

ALT 0 57(13.1) 21 (4.8) 0 43(9.8)  9(2.1) 0

AST #8711 49 (113)  12(2.8) 0 48(10.9)  6(1.4) 0

RN % e 7 (1.6) 0 0 61(13.9) 22(5.0) 0

I HERER D 1(0.2) 0 0 44 (10.0)  25(5.7) 0
A5 P

& I 208 (47.9) 106 (24.4) 0 142 (32.3) 67 (15.3) 0
R L O RE

BAREIE 86(19.8)  7(1.6) 0 115(26.2)  4(0.9) 0
TR R P

LR R 56 (12.9) 0 0 141 (32.1) 0 0
B R P KOS ARk E

RA &Y 52(12.0)  1(0.2) 0 24 (5.5) 0 0



pi% (%)

& B OBl K o E| &K GE

(MedDRA v21.0/ v21.0) ARYT XS F =T A=T =T
434 11 439 {3
4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

P53 WA

R U BE AR TE 105(242)  1(0.2) 0 59(13.4)  1(0.2) 0
BE, hEHEB L OLESIHE

EANITHE S BUG 52(12.0)  7(1.6) 0 0 0 0
MR LY R REE

25 i 9(2.1) 1(0.2) 0 73 (16.6) 22 (5.0) 0

1/ INR R E 12 (2.8) 1(0.2) 0 78 (17.8) 24 (5.5) 0

I ER A E 6 (1.4) 1(0.2) 0 79 (18.0)  34(7.7) 0

I, AEN/ T FRTF TR CHEMEMER 6 51 (1.4%) . BEK 261 (0.5%) .
FFREREREE 88 15 (20.3%). KEFZK - EEO THI 31 6 (7.1%) . FIRARFEERES 122 #1
(28.1%) . RIBEHEREREE 9 il (2.1%)., TEMEEEERESE 2 ] (0.5%). 1 ZBER? 2 {5
(0.5%) . LA 261 (0.5%), WfEEE (¥72 - AU—EEELZET) 186 (4.1%).
EREE S B (1.2%). BEAEMHESAE 161 (02%) K& infusion reaction 112 5] (25.8%)
DO LN, Flo, Hidk - BERTRARE X UMK - BEEXRIIGED ooz, K
BIVERARBURILIIEEES: (MRREMRE 2 E5T) 2B OEFHERELTT,



4. FEERIZOWT
%%#kbfﬁm%ﬁ%E(Amﬁﬁ)ﬁﬁ@%nfwé*&w% YA EL
ERTEXIMBETHILEND DH, TDOET, KEOKENEI LEBELD
m-%mb\$ﬂ®&5 LV EERBEAZHEE LRI T 5 2 LR ER T
D, UTFOO~BDT R TEHmAETHMEBICEWNTERTLHXETH D,

D Iz oOWVT

D-1TED (1) ~ (5) ODVTNNICELT IR THDLZ L,

a)FEﬁ@kE@¢ ET DM ABREEIL AR S (B E RS A2 B EE L AP

L MU A IRE LS R B, MU AR E) (SfiTE 7T A 1 BEF

,ﬁ;.436b@ax

(2) HFEHERERPE (CEE 3144 A 1 BEES : 86 Jiigk
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BIEA (BUEMRREEICIZ ., FH¥REREE. KX - EEOTH., AoEE (F
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5. BEXBLLROBE
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O TRICHEYTIBFICOVWTEIAFIORENER L SN TNDLZ G, BEE
1Thnz &,
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6. HEICBEL CTHEBE T REHIE

M SCEEICI 2, BERFEER DR 2 GRS ICE S & ARF O Re i & OVl IE
EROTZOICLBERERE D ICEE L TOhLERTLZ L,

IBRBAMEIC e D, BE XTI F OFBRICEER NVaBEr+o5A L., REx
BThroETHZ L,

FREWERO~ XY AL MZHOWT

@
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Mid 5z &,

Az, EEREE, BFERH60bNL5 2 E0H 50T, EMEICAFEEER
# (AST, ALT, y-GTP, BV /LEVZDOHEIE) 21TV, BEOIRELZ 512
BEIDH L,

ORI RERE S . RIBHEREER O TREREREE N HO DN Z ERH D
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F—VEORIE) #1752 &,

SMEBEE., REEHEEBEREODBERERENRHLDNLIZENHLDT, &
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WELZERHLOT, BB, Bl BRHEFOREROFBHLMAEEO EF I
THEETHZ . 1 BERFEN RO SGEIF&RGEFIEL, AR
AN OBGEOBU)RLBEZITO Z &,

T T4 T7F UG, BN B, R REEE %2 ST infusion reaction 73
bbb endHoDT, KENOEEILEED infusion reaction |2/ 2 TEA
BRI C 072k D TX DM AT o 7= L CRitE T2 2 &, F72, 2 BB LD
AHK| B 5K infusion reaction 23 H LD b HDHDOT, BEOREL T
TBIET H 2 &, 728, infusion reaction 23588 LAV EITIL, @E) L
BEITO & b, ERVBEIET L TREOREZ +DICBIETHZ &,
ARENOEEIZLY | @EORERISITERT 2 & B2 b Hkx REESIR
EBRbobNDZ DD, BRENBD ONHEITIEL, BELELERITL
U7- B2 70 Fnalk & 1R BR A e D EAT & #iE L CEUZRERIZ I 21TV, BE
DRFEFNS L DEWER RO 556 2IE, AR OREIP 1L, K OE]
BERERNVEVRIOBREELZZRETHZ L, 2B, BIBREFRLVEDES
WX VRIEROUEENRD bNR2WGEICIL, BB RERVE LSO RE
MHFOEMLEETHZ &,

BHERTH%, OEMPOETARE L TOroEWERAPERT LIRS
. KRNOTEKTRICHBWERORBRIZHSITEET L2 &,

12



AR OEEFRREBRICIBNT, EEAEI VT35 18 VARNZ 6 BREIZ &, FH LK
X, 12 BT LICEEOFE AT TV 2 & 25E D, KBS HILESHNIC
NROWEREITO Z &,

13



REERHEET A RF A
TIN<T (BisFHEEZ)
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1. IZC®HIC

EERG OB - BEMEOREMEO T DI, RN STESICE SO B IERF AN
HHND, 5T, IEORFEFMOESRICL Y, FURERKS R & OESH R HRIE
AWFERELNAKRINDIT T, CNHDERRZEICKHERBEICRMET S 2 L3
MELDORRE L 70> TV | RFMBUEE & SEDOEARS #2016 (FRL 2846 A 2 A
HBIRE) IZBWTH, EFMERLEOEROFEHEZND Z L LI Tn D,

BFARERAMFERLIL, BBEERSCLEEETr 7 7 A VRBEFEOESRS LB 502
BRHZENDHD, 20D, AR OZEEICET 2ERD+2EETHETO
M., YHERLOBEZMS ZTLZE0NHBINIBEICH L ERAT L L LI,
BITERANRH LIRS B RIS E & D 2 BN AREe — OB A 1= T EFREE T
HRTLZENEETHD,

LR oT, KIARTA T, BBEESSINETIZELOR TV D EERE
By - B RIS E S & | DUTF OEIES O Ko 22 2 #9288 0 O B 72 B
EZEZ TR OREEEE T,

BRI, RHA BT A 0%, MSATEIE NEE G EREERB A EE, AREEIEANR
KEEREE TS, —BAEMEN B RBERANBES K OAREEEN B AL ER T2 0
Whob EfERK LT,

KL IR DEREM « NN TF A ERERE 200 mg (—k4 - TV~ T (BT
Z))

HREROMENTDR « ARTBUIBRANRE /2 AL VAl R JEE

MNEERDBERVAE @, RACIET L~ 7 (EEFHEBRZ) LT, 1@ 10
mg/kg ((KE) % 2 BRIMMET 1 R UL LT TREFEET 2,

BIEWRE X H  ANVIAAFTT 7 —~HRAEtE




2. FAIDORM. 1ERBF

PN F A EFEEE200mg (%% - 7-UL~7 (EnFlE#z) . T TRA) &
WoL) Ek. AT tEu— 2t L7k N programmed cell death ligand 1 (LLF

[PD-L1] &\ 9,) iZxtd 2t M IgGl £/ 7 a—F ik Th b,

PD-L1 /&, EENIZB W THIRR MRS ICHEE L T, EHEEL D o33k (T
Mifg, B Mgk O F =2 70% T —T fifd) FIZHEHETLH CD279 (ULF [PD-1] &\
9.) KO CD80 (B7-1) &AL, REINEZAICHIETLEE2 6 TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 (%, fEx OEFGMICHFHEH L TWDHZ & (Int
Immunol 2007; 19: 813-24) ZENHE I TEY . PD-L1 & PD-1 240 LR IX, fEE
MR PURAFRAZ T Mifa» O OBBEZE#ET 5FO—2L LTEZLNLTWD,
F7m. ANTIVHIBREEIZ B W T, PD-L1 BAFEH L TW\wb Z & (Cancer Immunol Res
2013; 1: 54-63 % O Clin Cancer Res 2013; 19: 5351-60) ZE3#iEG Z 1TV 5,

AFNE PD-L1 OIS EIIC#ES L. PD-L1 & PD-1 & OfEA &2 HE L THAPURK
B T MROMIEEEEZ R 5 2 Ik, EEOEEEIHE T L&
H5ITWD,

AHNOEREFICES GBEOSERISIC L DRIERSEN S bbb, BEEUIEE
CEDAEMEN S 5, AREIOZGHROESHZICIE, BEOBELZ ATV, B
MERWD LN/ AT, TR L - FRITIS UMMk & R B BEA & ik
L CHEU BRI 21T\, SBEORERIGIC L HRIERASSEDN S HEICIT. BIE
FE R VE CHIOR B E OB R E ZAT O MERS D,



3. BRREE
RIGUIBRABE 72 A V7 L HIRETE D AGREFIZEHE 21T » 7= E R R R O E 2 =T,

[B7hE]
g [E%E O FEEABR (EMR100070-003 3X5%)

EIRERE & BT D RIGUIBRTEE /e AV Vil RE D H b, 7S—k A TIHLFE
EREDOSH % EE 88l (EARNEE 3 HlZET). /X—F B TIIMEFRIERED W EE
29 il A ktGe L LT, AH 10 mgkg % 2 B CRBERELZ, ~~— b A OEZFAR
HH THLHENETIL, 31.8% (95.9%FHEXM™ : 21.9~43.1%, 2016 -3 H 3 HFT —
2H v A7) Thole, 2EB. FANIHRE LTEERERRIL 2060 CTH o7z, 73—k
B ORIRFHMIEH Thd 5 F2hR O PRI RS 1L 62.5% (95%EFE XM : 354~

84.8%. 20164 12 A30HT—4% v b47) ThoT-,
#1 : RECIST HA K7 A > 1.1 BRI ES <M HEIC & D CR XX PR,
#2 . RRBRCIIA M E B & Lo A SEMRE I TR0 Al 0.025 2> 6 434 H MAEITIC
BT 24 B EOBFEKE0.0045 % 722 LI\ B EKERH 0.0205 2 HU T, 95.9%(F XM 45
sz e banik,
#3 . GEMERENTRER O 5 B, REIBEHIAE 13 EL EBIE I 16 FloRE R,

#£1 BEHMERE (EMR100070-003 3X8%)

N—FA /N— kB

BilEx (%) BilEx (%)
5E2ZER) (CR) 8 (9.1 3 (18.8)
WZ%h (PR) 20 (22.7) 7 (43.8)
Z7E (SD) 9 (10.2) 2 (12.5)
#1T (PD) 32 (36.4) 3 (18.8)
FHGABE 19 (21.6) 1 (6.3)




[Z221E]

[E B[ M ARRBR  (EMR100070-003 345%)

BEFELIIN— N A 86/88 il (97.7%). 7~— b B 28/29 f#] (96.6%) IZFBH HiL, &
HEORPEBEGNEETERWEEEGI/N—F A 62/88 ffl (70.5%). /3X— k B 23/29
Fl (793%) ZERO BV, WD 3i— N CTRIERD S% L EORIWERIZTERD &
B THoT,

#2 WIFNHD— b TRBEED 5% EORIER (EMR100070-003 #ER)

B BIR A B (%)

FEAGE N—hk A N— KB
(MedDRA/J ver.19.0/19.1) 88 {5l 29 4]

4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5

2EIEH 62 (70.5) 7 (8.0) 0 23 (79.3) 5 (17.2) 0
Bk E

T 9 (10.2) 0 0 2 (6.9 0 0
T 9 (10.2) 0 0 1 (3.4) 0 0
—i% - 2 EER L OS5
DIRAE

i 21 (23.9) 0 0 8 (27.6) 0 0
S E 7 (8.0) 0 0 0 0 0
FHFRESE R

ALT #4701 3 (3.4) 1 (1.1) 0 2 (6.9) 1 (3.4) 0
BE PER L OWLEAHE

HEANTHE D KOG 13 (14.8) 0 0 4 (13.8) 1 (3.4) 0
R L OegEE

RARIER 6 (6.8) 0 0 0 0 0

U —-BHEhn 0 0 0 3 (10.3) 0 0
R 0 0 0 2 (6.9) 0 0
&F ~ Y & AfLSE 0 0 0 2 (6.9) 0 0
FE R L O THRkEE

Y15 8 (9.1) 0 0 0
% 9 FESE 5 (5.7) 0 0 2 (6.9) 0 0
BEK B IR B 5 (5.7) 0 0 1 (3.4) 0 0

7B, N—=F ARONN— | BIZBWTENZENL, BEMERZER 16 (1.1%) R0
B, FFHEREREE 8 (9.1%) KM ON2 61 (6.9%). KRGk « BEOTH 1l (1.1%) KO
0 {31l FURBRHEREREE 5 B (5.7%) KO 0 fl, 1 BUBESRE 1l (1.1%) KO0 @il #5
K« FERURBARIE 3 5] (3.4%) KON 16 (3.4%). #REE (X7 « N —EEHE
o) 1141 (12.5%) KO261 (6.9%), BREE246 (23%) RO 1H (3.4%). LN
infusion reaction 19 5 (21.6%) KNS5 H| (172%) NRO LT, Fi-. BIBHEEREE,
DR R OMNZ « BEERIZBO SN2 o7z, ABIERARBRIIIBEES (FFER
EEEELET) 2B0EHBRETT,



4. HERRIZDOWT

ARG L L CHEAMERE (&FFRE) Nt TnsZ e, SEHAEY
HMYNCERTELMBR TCHILEN DD, 20 LT, KFHOEEPEYREELD
Wr-#FEL., AFOREIZL Y EEREWERZ B LICERICHIGT 5 2 &N nERT
D, UTFTOO~Q@DFT R TEMIZTHRICBWCERT I RETH S,

O mEgRizo>WNT

D-1TED (1) ~ (5) ODVTNNICELT IR THDLZ L,

(1) BEEFBRENEET 208 AZFEENLAFPTE EHERFIRS A REHEIL SN
e, HuskAS A S EIEIL SR PE, RIS A BB E) (SFfndE 7 A 1 AR
F 1 436 JiiER)

(2) HFEHERERPE (CEE 3144 A 1 BEES : 86 Jiigk

(3) #HEMBRAFENIRET 2B ABFEEERGE (D AR EEREERPE. 25 A HE
B Wb, S AR REEEHEERPE R &)

(4) ARICFREEEZFE L, ARILFEREIENE | UIASREFRIEINE 2 Ol 51
AR DR 2T > TV DBiEER (ERL294E 7 A 1 BRFA @ 2531 fidr)

(5) PUEMEREBAIN S & EINE ORisR EEIAR D mHE 21T > TV 2 hEe% (R 29 4 7
H 1 BEEA 1287 ek

@ -2 B EMEREIG O IE X OBIER S BURF OIS 53 7 sk & 8Bk 2 F7 SR AT
(FROWTIINTHE T HEM) 2, LE2EROKRANCET 2RROBEMLEE L L

THREEINTWDHZ &,

eSS

o [EENRFFEER 2 FEOWHAMHE ZIE T L7112 5 F£LLE O AR D EEERIHE 2
THoTWAZ L, 956, 2 FEL T, BDAEWEEY XL LEEREESROWE
o TWbHZ &,

o [EMiRIFEGH% 2 EOPEHHME ZET L7214 5 UL Lo R EEMIEE SR O
KRR EZ AL TWD I L,

@ BENOEXRGFEREEOMEHIZOVWT

EELFERERICEE T OELEDEE SN, BELENSOFRED, AR -
TEWEEENFEROEHEL CEMZEICRTT D IERIRM. AEFRONRELBED
WEER., ENECDIITONDEHINESTND Z L,




@ BUWERDOXHRIZDOWT

®)-1 BIVEFARBLEO S E I B4 5 Bk
MEMREBREDEEZRBIERNREA LIZERIC, 24 BREZEEH O T, Sk X
ITEEERERR IV T, BB LUZBIERICIS U TARREHR KL O CT EDRIWEA ORI

BAREOEENY BHIZE LI, BEHICRHGAREREHNE > T DH 2 &,

@2 ERREEIZ L 2FEFFZNSICET2EH

MAZIRICED 2 EM R MEB L O RE AT EREEEVNBERAT=4 ) 7
AEDTEEROAZ V—=0 7 H#TWERE LIFREZILE TEX DT — AEBRRH D E
SN TND I L, B, BEEFICONWT, BABE EZOFEICHSICEME N
TWbHZ L,

@-3 BIER OZMr X ICB LT

BIEA (BUEMRREEICIZ ., FH¥REREE. KX - EEOTH., AoEE (F
IR RERE . B FEAEREE . FREMAMAERE) . 1 BUBERF. LK. Mk - B
FURRIE, MREEE (F7 2 - NU—EERLET) ., BEZE. infusion reaction, FER,
g - BEREEZS ., BEJEMMEES) 1Ok L. YREHERR UL B EE B O Bt 2 A
THEMEEEL BIERAOBKCRIGIZE L THRERVXEZZ TN 5MICH
HZ L), EBICEULLENTE DEHNESTNDLZ L,



5. #EXG LR BE

(B2 B % FIH]

O ALFRIERE D 720 R O HRIERE O & D RIBUIBRARE /2 A V7 Vilila s B 128

WTAHIOFDER RSN TN D,

@ TRICEHET BB T DARANORE R OE R ITEIC SN TR, AAIOF B

DL SN TR LT, AAIOEERR LR LR,
o OPUEMEREA LA L CTRESNDOBE

(Z&fEicBd 5 FE]

O TRICEZETLIEFIZOWTEIAFORENER L SN TNDZ b, &5%

1T\ &
o AFNORATR LIBBUEDBEERED & 5 BE

@ WBERIOFMICB W T TFRICEE T 2 BEIC OV TE, AFOFREITHLE SR

WS L OTREIBIRE DN 2 WIGEICIRY | EEICAFZERT LI L 2EFETE

Do

o MEMEMREEOEGHFIEEOH HEE

o MENEGRE CHIER 270 L BE K OTEENME O KU BB I S0 R4 it 5
EOMICRIEMEERH LN L EE

s BOREREBOAD, ITEBMHERMZE L AXEREMEO B C %% B OB
DI 5 BE

*  ECOG Performance Status 3-4 "V @ B

(ED ECOG @ Performance Status (PS)

Score

%

0

<R IEBITE 2, FWElL [ U HEAEENGIRZRATA D,

1
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Bl EBOFE, SR

BATARR CHDOH DRI O Z L 13T~ TREEEDEEITTE 20, HHO 50%LL BiZ~Ny RAVCIlE 29,

BONTZESOHDEY DZ L LTERY, BHHO 50%U L&y Rk 21,

ELET R, BOOFORD OZ L1IZE TERY, BRIy R TciiId,




6. HEICBEL CTHEBE T REHIE

M SCEEICI 2, BERFEER DR 2 GRS ICE S & ARF O Re i & OVl IE
EROTZOICLBERERE D ICEE L TOhLERTLZ L,

IBRBAMEIC e D, BE XTI F OFBRICEER NVaBEr+o5A L., REx
BThoEETHZ L,

EREWERO~ X T AL MZDOWNT

@

@

MEMEMEERN D LD ENHHDOT, KFOEEIZH > TiL, W
FER (BO0u, PERAEE, SukeE) O OHIE X SmEOFEmSE, BlE
AT O 2k, Flo, BEIDG U THE CT, Mg~ —h —HFORELE
Mid 5z &,

Az, EEREE, BFERH60bNL5 2 E0H 50T, EMEICAFEEER
# (AST, ALT, y-GTP, BV /LEVZDOHEIE) 21TV, BEOIRELZ 512
BEIDH L,

ORI RERE S . RIBHEREER O TREREREE N HO DN Z ERH D
DT, EHENCH o UKRERE (TSH, #E#E T3, &E8E T4, ACTH, =L
F—VEORIE) #1752 &,

SMEBEE., REEHEEBEREODBERERENRHLDNLIZENHLDT, &
HBC B E LTV, BEORBL+DICBET L2 L,

1 BUERIA (BIE | BUBER B 2 &) bbb, HERFEES 7Y R—v R
ICEDHZENHLOT, A, B, EBHFEOEROFEICMPEHEO EFIC
THEETHZ . 1 BERFEN RO SGEIFHRGEFIEL, AR Y
AN OBGEOBU)RLBEZITO Z &,

T T4 T7F—FOR, BN B, MR RS %2 E T Infusion reaction 73
bbb EnHHDT, KENOEEIZEED Infusion reaction (2 2 TEA
BRI 07kt TE D M2 1T 7= L TRt T 5 2 &, £7-. 2EBLUED
AF 5-F# 2 Infusion reaction 2XH 5052 1 HHD T, BEDORELZ+
SIS H 2 L, 728, Infusion reaction 23ER 6 HILT-H AT, ®@E) 72 4L
BEITO & b, ERVBEIET L TREOREZ +DICBIETHZ &,
ARENOEEIZLY | @EORERISITERT 2 & B2 b Hkx REESIR
EBRbobNDZ DD, BRENBD ONHEITIEL, BELELERITL
U7- B2 70 Fnalk & 1R BR A e D EAT & #iE L CEUZRERIZ I 21TV, BE
DRFEFNS L DEWER RO 556 2IE, AR OREIP 1L, K OE]
BERERNVEVRIOBREELZZRETHZ L, 2B, BIBREFRLVEDES
WX VRIEROUEENRD bNR2WGEICIL, BB RERVE LSO RE
MHFOEMLEETHZ &,

BHERTH%, OEMPOETARE L TOroEWERAPERT LIRS
. KRNOTEKTRICHBWERORBRIZHSITEET L2 &,



AEIOEERRBRICIBNT, REFEND 1 ERIT 6 BT L. ZThllEix, 128
Z k WCHAIMEDOFHE Z1T > T\ Z L 2252, KRAKRE FIXEHRICHR O
1792 &,
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