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WL HSTEIR G O ORI HEZX D Z ERBVAENTZZ & x5
T CLVEHTE G A BB e B IR T D T D IS R HEE T A R
TAVEEKRTDHZEELTOVET,

Sk, TV = T (Bl z) B(H (RTEL ST A R R E
200mg) 12O\ T, BRI L CTHERTIBOBEFRREEZRO LB
EERAHEET A T4 ELTHRDELEDE Lt@“(‘ ZOEHIZS 25
T AHTA RTA OV THESIND L), EENOERERE L R
WZxtd 5 B A BV L E T,

Fo, T~ T (BB R) BA (R4 - SR TF A AT
200mg) Z AV Vil ot L CEHAT 2B EFHICO WL, T
V=7 (BRI %) BH O S fE HEE T A K Z A > (A v Viilass)
IZ2WT ) (CFRK 29 4F 11 A 21 B AT 3EASESEFE 1121 3 1 5 EA A =
o AR ARERLEREEHEBREERD XV RLTEREEZATT,

SRk, TNV T (BT Z) BAIORMSSCEOHEH EoFEEN D
BN EEITHEW UL RTA vE2RO LBV HIEVWZLELED
T, BENOEEEBELOCERICHTEMEBBEVLET, 28, WIE#
OixwEERHEET A RT7 14 0%, BIRSEZED L LY TT,
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(%)

E 20T MDD/ — kN THILRN 5%, EOFEIE
FH_(EMR100070-003 FBER)

(£ 01%)

7%, /X— bF A KUUI— K BIlZBWTENZEI,
M MEMER 16 (1. 1%) KO0 f], ArnerssE
S (9.1%) K24 (6.9%) . KiFk « BEEDF
FIL B (1.1%) KOO B, HOIRIREERERE S 5 )
(5.7%) KOTOF, 1EBERE 1H (1.1%) KO
O, sk - BB REARAE 3 51 (3.4%) KON 1 4
(3. 4%) | PhRfEE (T v - NL—IEERZ S T)

[EIBR I [R5 I ARRRER  (EMR100070-003 545R%)
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B, N— KA KRUON—= R BIZBWTENLEN,
MR 1 6] (1. 1%) KO0 B, AFinerE s
S (9.1%) K24 (6.9%) . KiFk « EEDF
F1 B (1.1%) KO0 B, HURIRFERE R E 5 41
(5.7%) KOVOBI, 1 AERIS 161 (1.1%) K
Ol gk - MU mlARIE 3 61 (3.4%) MUY 1
(3. 4%) . PhRFEE (T v - N U—EEREE S T)
11 41 (12.5%) O 2 51 (6.9%) , B R 2 41 (2. 3%)




11 1 (12.5%) O 2 61 (6. 9%) . B FsE 2 41 (2. 3%)
KON (3.4%) . IWONZ infusion reaction 19
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7o, BB, DR K&K - SRR I3ER
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KON 4] (3.4%) . WONZ infusion reaction 19
Bl (21.6%) KOS H (17.2%) RO BT, *
7o, BIEHEREREE . DA R K OMNAK - B ILER
O LRI,
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Beds  (FPIE T IR DS A e aE BE L S e . Hindak
N A RSB SR BE . HUE S ARSI B 72
E) (BRI T H 1 HERS ;436 k)
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X
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J5 0 2531 fiEk)

(5) PR A AL 7 & PRI O i % FEYE AR D

6 ~—

@ FEFFIZDOWT

DO-1 Fie?d (1) ~ (5) OWFANTEYTH

fEsx ThH D Z L,

(1) JEATBREDFRET D DS A is L %
Bess (HBIE T RS A2 s L SUp B, iUk
DN ARSI L R B, Mg DS A2 IR IR 72
E) (2994 H 1 HERS ;434 fig
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A%
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reaction, FEZE, MMZ% - BEMEA  HEE ) i /)i %) YRk ST B R B D S PR A A3 5 Rl
(Zxt U, M ek STl R S R B o B ME A& EaEfE L (RIER OB Er-CRGICE LTS L O
AT HEMEEEE L (RIEHOBZE-CRIGIZEE L IREZITONAEMICHDHZ L) BEHICHEY) 7
THEROZEEZZTONL R L) H LEN TE DRGNS TWNDH Z &,
HIHE Y R LEN TX DERHINE-STND Z L,
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o JJFAA, IFHEREREE . RPN H LD Z &
WD DT, EHNATFHEREM AT (AST, ALT,
y =GTP, BV VE L EDORE) 21TV, B
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o HURIMEREREE BB EREEEN S bbb
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1. 1ZU®HIC

RS DA N« L BPEDHEARD T2 DITIE, TR SCESE IR S T IE 22 233k
HHND, S 5T, IEORERTOMEAIC LY | FUREIRL e & OHHE 7o B e
AT ERLNARINIHT T, ZNHDERLZEICHERBE RS S 2 L3
MIBXDOFRE & 7> TRV | RIFMBOEE &SRO AT #2016 (CFRk 284 6 A 2 A4
BIRE) IZBWTH, HEHMERLEOBERORELHELZND Z L L ST,

BORMERM A ER L, EKEERSCL R T 1 7 7 A VBREBEFOESR G &5 0
B2 BB D, 20D, AR OLZEMECET 2 EEN+SE-ET 2 ETO
M, UHERLOBEEZBRZT 2 ENMHFSNIBFICH L THEATL & &b,
BIER DR LRI B & & D 2 L A AHEZ R — E O B % jii 7= 3 E R HE RS ©
AT ENEETHD,

L7eBoT, RAA RT7A4 0Tk, BARBBERESLINAETIZHELR TV D EFHEY
1)« BHERRHICEE S & | DUTF O BEIE S O i 728 2 HEtE T 5 80 & LB R B
BRI R OEEFHE T,

BRI, KA BT A 0, MSATEOE N E KRR AR, AmrEEE AR
ARERANES o, — BN B ARERR R E 2 & Ot vE N B AR IR #3522 D
oL EER LT,

KB L I HERE, - NN F AL 200 mg (R4 T UL~ T (B RH
Z))

RG L RDEXITNE - IRIBEIBRARRE X I TE R O B

HNEERHDMERORE - 77X v F =7 LOfHICBWT, BFE. RAKET L~ 7
(Blz 7 z) & LT, 18l 10 mgkg ((KE) % 2 BERMET
1 B LA B2 T+ %,

g MR R EE D AN AT T At

(%)
A T4 25 1mg, FEESmg (k4 : 7FRF=7) OZREUIRIR. HEL O

=R

B

R SAFRNR + ARIBUIBRANRE SUTERREME 0D Bl e

FEROHE @%, AT F=7L LClESmga 1 H2EROEET 5,
B, BEOREICLVEERIEET 525, 1110 mg 1 0 2 EE TH&E
TX 5,



2. KRANIOFHE. TEREST

PN F A STHEE200mg (— %4 - ToUL~ T (Bl z) . LIF TARA &
W) E. AT A FT 7=~ RSB L7 & b programmed cell death ligand
1 (BLF TPD-L1J) &W9H,) iZxtd 5k MU IgGl £/ 7 r—FTAHETH S,

PD-L1 /&, EEAIZBW THRIRRAIEEICREE L TR Y, &L L7z Y 88k (T
AifE, B MR N F 2 0% 7 —T M) SB35 CD279 (LLF [PD-1) &
9.) KO CD80 (B7-1) &fEA L., MEICEZAICHIETLEEZEZ 6N TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, fix OEFEMHRICHFHEI L TWDH Z & (Int
Immunol 2007; 19: 813-24) 85 SN TH Y, PD-L1 & PD-1 24 L=/, 5
AR S HURRF A 72 T M O OB EZ BT 2T DO —2 & LTEX LTV D,
F7-. BHORE ISV T, PD-L1I 23EH L TWA Z EERHE I TW5 (Cancer Res
2006; 66(7): 3381-5)

AF1Z PD-L1 OHIPAAMEIIZ KA L. PD-L1 & PD-1 & OfEA AT L T AFUR
B T MROMIREEFEE 2R 2 2 &SIk 0, RO ZMmE+ 5 &5 2
LTV 5D,

AN OAE IR D BB DGRIERIGIZ X 2 EWERSE R H Hoil, HEIET
B AR B B, AR OB G RO SR, BEOBEE AT, B
MERD BAVTZIFEITIE, BB L FRITE U MR 22 ek & B8R & Fr O R &
L CHGIR BRI ATV MBI DRI LB BUERA DR SH I,
BB AN LR OB GO )R IE 2T O LER D B,

PN



3. FEIR R

ARAR BIBRANRE SUTERFE A 0 B e e 0D KGR IR L2 A 22 4T > 72 3270 B AR SR oD Rl &
Y,
(A72hE]

[EIBE I R 25 AR RER  (B9991003 7klR)

(L EIERE D 72 ARIGUIBRANHE S THRAE M D1 WAl i A B Ml g FR 2 886 3] (H
ARNEE 67 HlEETe) Z2XFL LT, AAlETXTF=7 LKL (LT [TAA
/T X F =T b)) T R=F =T o dE (LT [ RA=F=7] W
9,.) P OHNMER VLMD S, FEFHGIE L PD-L1 BES BB 5
AP (LT TPFS) &9, ) KOVEAFHE (LUK Tos) &wH, ) T
HY . BIREHHIEH & LT PD-L1 OFHELZ b2 WRBEEIZEBIT S PFS LT 0S 23
Bz,

PAEATOFE R (20184E6 H20 BT —42 B v b A7) | KA/ T ¥ F =7 #IL PD-
L1 Bt EER J O PD-L1 OB A2 bW BRE 2 BT 5 PFS DWW T
A=F =T RHCKR L TREFEMICAE BRIt R 2 LTz,

*1 0 ARFNE 10 mg/kg & 2 WREMRCTREIHIE L, 77X F=71L 1R 5 mg ZfAMHAREEL LT, 1H

2R a&RE LT,

¥ A=F=TF, 6HEME 1A 70 E LT, 50mg% 1 B 1R 48BRROKRE Lk, 2 BERES

LEE - BEL SN,
3o MANBICHRBREEEIC oY 2 «c XA T T ) AT 4 v 7 Ao [ % OptiView PD-L1

(SP263) | & MW TS Rk L AR A I L 0 BN S v, TEEAARR IS 31T 2 PD-L1 2581 L 7= f)%
RS (5D D EIE Y 1%LL EOSAZ PD-LI Btk & Hlr S vz,

1 AMERGE (B9991003 #AHR)
PD-L1F51% A 4L H] pRRELEM
iﬁ%?ﬁy% P ¢%%ffv? -
=7 (2901) =78 (444151
(270%1) (4424)
PFS™ | fhaufil (H) 13.8 72 13.8 8.4
[95%CI] [11.1, NE] [5.7,9.7] [11.1, NE] (6.9, 11.1]
N — REE™ 0.61 0.69
[95%CI] [0.47, 0.79] [0.56, 0.84]
JrflpfE™ <0.0001 0.0001
0S e (H) NE NE NE NE
[95%CI] [21.3,NE] [21.0, NE] [NE, NE] [21.0, NE)
NP — R 0.82 0.78
[95%CI] [0.53, 1.28] [0.55, 1.08]
JrflpfiE™ 0.1911 0.0679

Cl: fEHEIX[H. NE : HEEARF, *1 : M2 RHEICHK-S <, *2 : ECOG performance
status (0, 1) KOl CKE, BT & - 03 —w v/8 ZOMOHIE) (2 X585
Cox Y — RET /LKL V&R log-rank £ &




195
P 8-
BT
& KA/ T ¥ F =T
F o,
34
2 A=F =T
0.1-
0.0 T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 2 24
HEVEAEBI T 25 08 ()
At risk £
KA THUF=T a0 227 205 154 120 76 53 32 23 13 3 1 0
A=FET 0 a0 1 19 s 49 35 16 13 5 0
0]
9-
By 74
on 6 N ST
A+ AR/ T X F =T
oo
B,
3
5
i A=F =T Rt
00-L T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 2 24
BEMELBIT 25 O ()
At risk #
KE/T XL Fo=T 442 364 321 250 193 127 04 57 £ 24 8 1 0
A=F =T gy 329 271 192 144 20 64 29 20 8 2 0

1 PFS O Y [fiEdrH; > Kaplan-Meier #i# (B9991003 #57)
(B - PD-L1 G EE R, T - 2B EE)



(PD-L1 FELR BRI DA Zh1E)

[ B A S A RRER (B9991003 #BR) ([CHlAANONTZREDOT — XIS X,
PD-L1 FEBURBNCERBRAVNTIENT 2 AT > To AR L BMEDOFERITUT O LB TH
277,

BARIIMEIZOWT, WIFno PD-L1 BEL=RO D v A TETH I > A7 ERUSE
WOEM E BIZA=F =T HEL I LTARHF/ T F 2 F = 7R I1T 5 PFS DIER N LG
WD HNTZA, PD-L1 FEHEENEWIE EIERE RN KR E VBB i,

728, PD-L1 ORBIRICE O AANOLZEMET 17 7 A TR TH -T2,

72 B9991003 :XBRIC BT 5 PD-L1 ZHK5] D PFS

PFS
PD-L1 F&H, B 5 B Rl [95%CH] AN R
ZEHEAEH? O p il
(F 1) [95%CI] RAMFRZO plE
AR/ TR F=T 132 16.1 [9.7, NE]
<1% X 0.89 [0.609, 1.308]
A=F =7 120 11.1 [6.9,17.3]
- 0.2406
AH/ T xR F=7 270 13.8 [11.1, NE]
=1% . 0.61 [0.475,0.790]
A=F =7 290 7.2 [5.7,9.7]
AR/ T ¥F=7 293 16.1 [11.1, NE]
<5% . 0.73 [0.566, 0.943]
A=F =7 271 9.8 [7.1,12.6] 0.6238
AH/T7TxFF=7 109 12.5 [8.4, NE] ‘
=5% N 0.63 [0.432,0.913]
A=F =7 139 5.7 [4.4,9.4]
AH/T7TxRF=7 363 14.7 [11.1, NE]
<10% . 0.73 [0.581,0.909]
A=F =7 359 9.1 [7.1,12.5] 0.1569
AH/TxRF =T 39 13.8 [5.6, NE] ’
=10% N 0.48 [0.260, 0.886]
2=F =7 51 42 [2.8,6.9]

Cl: {Z#HX[#. NE : &4 FA, *1 : ECOG performance status (0, 1) LU CKE., »F+ & - g —nm v
X, ZFOfoMIR) ZRERIET & LERICoxtpi T — RET /1, #2 : OfGE, @PD-LIRBURI L
@51 L PD-LIFEHRIL & DL EAEM 2 28 8 & L7z Coxtb il — FE7 L

i B 0]y
09 M 09 b
08 W % - o i‘ﬂ“}{‘ﬁ’_ -
f;j P " KH/ T % F =Tt B N KK/ 7 % F=TRE
E‘? 00 i \ X .y % 0o i 7:; —u .
55 o S Wi g N W mmammns I
ﬁ 04 Ty ! ﬁ 04 L« 4’177
o 03 _ R, | S /;,:( 03 .
S A=F =T s 2=F =Tk ‘
o1 01
00 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# IEVEZEI T B OHM (A) Atrisk# IEVEZ B 2y D O (A)
AHK/THF =7 270 227 205154 120 76 53 32 23 13 3 1 0 AH/T¥rF=7 132 105 90 72 54 40 31 18 14 6 2 O
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

2 B9991003 FXERIZ 51T 5 PD-L1 38 Bi=51]0 PFS @ Kaplan-Meier fhif}
(7 : PD-L1 BELE =1% O EBE LN, 4K : PD-L1 F LR <1% D BH L)



(24 14]
[ BRIL R 2 MAHRAER (B9991003 7:XU5R)

BERERIL, AHI/ T X F=TRE 432/434 B (99.5%) . A=F =T 436/439
(99.3%) IZRD LI, R L OREEFRAE T ETCE2WEERS EIER) 1. %
ALE I 414/434 5] (95.4%) TN 423/439 5 (96.4%) (ZF8 8D BTz, WL D& 54t
THRIED 10%LL EORWERIZTRO LB THoT,

£33 DTN ORETHEILEN 10%LL EOREIEH
(B9991003 55%) (Z2 = MEMidT G4 )
% (%)

@ B OBl OR oy B Mk OKGE

(MedDRA v21.0/J v21.0) ART XL F2TH A=T=TH
434 151 439 1
4 Grade Grade3-4 Grade 5 4 Grade Grade3-4 Grade 5

A EIVEH 414 (954) 241(55.5) 5(12) 423(96.4) 242(55.1) 1(0.2)
B ke

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

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

0% 96 (22.1)  8(1.8) 0 100 (22.8)  4(0.9) 0

A 42 (9.7) 1(0.2) 0 68 (15.5)  7(1.6) 0

MR R 24 (5.5) 0 0 74 (16.9) 0 0
—fi% - BHFEER L OB SEA O RRE

5 156 (35.9) 13 (3.0) 0 159 (36.2) 16 (3.6) 0

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

48 S5 41 (9.4) 5(1.2) 0 54(123)  8(1.8) 0

I D S iE 58 (13.4) 5(1.2) 0 60 (13.7)  4(0.9) 0
FE 2. MElds X OViehs f s

PEREE 116 (26.7)  2(0.5) 0 12 (2.7) 0 0

T ] 53(122)  6(1.4) 0 24 (5.5) 1(0.2) 0
FERG 3 K OVE Tk

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

A3 54 (12.4)  2(0.5) 0 42 (9.6) 2 (0.5) 0

7 5 PEIE 53 (12.2) 0 0 19 (4.3) 0 0
R AR AR AT

{RERAD 49 (11.3)  7(1.6) 0 17 (3.9) 1(0.2) 0

ALT #4Hn 57(13.1) 21 (4.8) 0 43 (9.8) 9(2.1) 0

AST ¥4H0 49 (11.3)  12(2.8) 0 48 (10.9)  6(1.4) 0

N 7(1.6) 0 0 61(13.9) 22(5.0) 0

I HR BB D 1(0.2) 0 0 44 (10.0)  25(5.7) 0
il

e 208 (47.9) 106 (24.4) 0 142 (32.3)  67(15.3) 0
Rt L Ok E

RARIER 86 (19.8)  7(1.6) 0 115(26.2)  4(0.9) 0
PR R E

kB L 56 (12.9) 0 0 141 (32.1) 0 0
B R X O ARk E

R &g 52 (12.0)  1(0.2) 0 24 (5.5) 0 0



Bk (%)

N | IS - R N

(MedDRA v21.0/J v21.0) ART RS F=TH A=F=TH
434 {51 439 45
4 Grade Grade3-4  Grade 5 4 Grade Grade3-4 Grade 5

P WA P S

EE IR A AR A T E 105 (24.2) 1(0.2) 0 59(13.4)  1(0.2) 0
BE, R X OWEAGHE

EANITPE D BUR 52(12.0)  7(1.6) 0 0 0 0
Mgk LY > REE

2 ifn 9(2.1) 1(0.2) 0 73 (16.6) 22 (5.0) 0

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

i HP BRI E 6 (1.4) 1(0.2) 0 79 (18.0) 34 (7.7) 0

B, AKE/ T FRF=TECRB O THEMEMEER 6 611 (1.4%). R 261 (0.5%) .
JFgREREE 88 B (20.3%). KAFZE « HED FHI 316 (7.1%). HARIREREREE 122 4
(28.1%) . EIEHEREREE 9o il (2.1%). THEMEEEEFREE 2 B (0.5%). 1 BLHEIRIR 2 f
(0.5%) . DA 2651 (0.5%) . ffRkEE (72 « NU—EFEREEZET) 1861 (4.1%).
BREE S B (1.2%) . BEAEMESE 161 (0.2%) K& infusion reaction 112 5] (25.8%)
DRO N, FTo, R - BT RAEE X OINE - BEER IR b enodz, K
RERRBURDUIEE S (BRRMREERY 2+ 5T) 2B OEFERELRT,



4. fgklZ-oWT

AKRBEM & U CTHHREERE (BFFRA) o Tns 2 enb, Ykt s
HYNCEMTEOMR THLMLEND D, £O LT, AFOEEGPEYREE 2
Wr - FrE L, AFORGIZEI Y EERBEMNZRBE LRSS T 5 2 LN nERT-
D, L FOO~@DT X T AT Mg ICB W THERT 2 X& Th D,

O MEERIizoOWT

D-1 Fieo (1) ~ (5) OWTNIENLT I THDLZ &,

(1) BEAEIHBRENFREET 203 AL mpbe s BT IR DY A2 R HE L S
Be, M A REEERL AR RE, MU ARERPE R £) (BRIt 7 H 1 B
B : 436 fitik)

(2) HrEHERERPE CERK 31454 H 1 HEES : 86 fitigk

(3) AENFIRAFENFRET 2 08 AR EEERPE (D AR REES R R, 25 A s
Batih J1mile. S AU IEEEEHERERBE 7 &)

(4) ARACFIEEZRE L, SSRACFREMR 1 AT FREEINT 2 Ofiar L vE
AR D R AEIT > T Hftieg CERK 294 7 A 1 BIREAL @ 2531 fiigk)

(5) PUEMIEBGAIL G EEINE O EHEIR D BHEZIT> TV Dlisk CEEk 29 4 7
A 1 B 1287 Jifigk

@ -2 BHRIE O 5 e OFWE A BURF O RIS I+ 40 72 itk & 1B & RO =R (R
ROWTNNITEY T HERM) 23, UE2BEBORANCET 55RO EME & L Th
BEEhTWsZ e,

*

o [ERMFFEUSE 2 EOYHIHE ZE T L2 5 FELLEDD VTR O BERAHE %
ITHoTWAZ L, 95, 2L BT, DARYEE T L U EREESOHE
ZITHoTWn5H I L,

o [ERREFEUSE 2 EOHWHANHE ZE T L7121 4 0L EOWMRERFHF D R RHE 21T
STEY., 95, 2 FELL BiX. BSOS A SKYIRE 251 N A TRIE DGR IHE %2
IToTWNWAHZ L,

@ BENOEIEGIGHRE BEOMEKHIZ SN T

PRI HE BT 2 A L E S, BEEAEN O OFERED, AR
LAAMEERPAE RO L OEMS ST D IEREM, AFERNBELESAO
WERER., ENRHESCNIATOIDIEHINES TS Z &y




@ EHWEHOXHGRIZ DT
-1 FIFE 58 BURS oD et LAl |2 B9~ 2 A

VB MM B O EERBIWEH T84 LT2BRIC, 24 BRI RIRHIO T, ik X
IEEE S VT FEEL L7 RITERNSIE CCABRE B O CT S 0 BIE M Q#5424
HAMRADRERD Y H PGS, EBISIS T RER AR 8-> TnDd Z L,

@2 ERGEFH I L A E RGBT 5

N ARSI B I R AR O e R B B IERAEFE B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOEIRE L A4 T & 55 — AR 2%
HEENTWADZ &, B, BEERHIZOWT, DABRE L FOFKEICHDIZEmMS
TVBI L,

@-3 BITEH OZ W6 B LT

BIVER (REMEMZEEICIZ, TS, KIBK - HEO TH, NomwESs (F
WIS AR, RIBAREERE S . T RMAHAERET) . 1 BRI, OBk, Ak - BT
RRIE, MRRPEE (7 2 - NU—EBERAZ S Te) . BT, infusion reaction, FEZ,
g - BERESS . EEIEADMESESE) 1Tk UL Y EkERR ST B E R B 0 B A A
T HERMEHEE L (REAOZW-OXSICE L TSR OSSR EZ = b &S H
HZ L), EHICHEURAENTE DEHNESTNDEZ L,

10



5. EXG L b B

(AR § 2 2 1E]

@ ALFFIEIE O 72 RIAEIBR A HE UM O B I B 1B W CTARAN E 7 % v
F=T7 L OB S OFEHEN RSN TND

@ TRUCHN T 2 BE KT 2 AR OB G K O A FIEC O TIE, KR OH D e
NEINTELT, REIOEGRE R LN,
o IiRABLR L
o AKHIOHAEE
o OTARBIDOHIEI IR SN TWO 2RO FTEM RS & OG5

(ZatEicB+ % Fm])

O FTRICHEYTI2EFICOVWTEIARIORG N KDL S TWD Z e, K5%
fThhnz &,

ARFND R kE L BOE O BEAE D & % B

@ TBERTOFHIIZIB W T RIS Y T 2 BF IOV T, KAl GITHE I Lk

WS L OTRFERIRE DN 2 WIGEICIR Y | [HEICAFZEHT L2 L 2&E T

%

o MEMEMZEROAEDX iﬂ%ﬁ@%é B

o HaEnE AR A CHRE R 2580 D B K ONE BN O HUHB iR 2 <0 gy M it ¢
%@EM:*EW%W&%M%%%

o HOARERBEOAOF, TR 7R L IXFEFEMO B O E o BT
DdH 5 BE

*  ECOG Performance Status 3-4 "V & @B

(E1 ECOG @ Performance Status (PS)

Score T

0 |&<MERIEBITE 5, Rl [ U R AEENFIRZR ATZ 5,

WA LR IHIRR S 412 23, STWRE T, BAEERHE > TOEEIFITH 2 &N TE D,

Vol mosw, wme

BONTZESOEDEY OZ L LTER, HREO 50%LL &2~y R+l

LT RV, BoOHOEY OZ Lidea TERY, BRIy R+ TidId,

11

HBATRBETH D OHOEID O Z L33 X CTRIFEZAMEEIZTE 220, HH D 50%LL X~y R4 Tilh 29,




6. BHICEEL CTHHETREHHE

I SCES TN 2, SE MR TEEH DR 5 ERME I HE D & ARH O Rtk J OVl 1
RO DIV E R ERE B L T OEHT 52 L,

TRWEBAABIC N b BE T Z OFEICHIMNER a2+ L, RE%
BTroETHZLE,

EREIMERO~RT A MZOWT

@

@

MEMEMEERH 5D Z B DHD T, REIOEGIZHT > Tk, #IH]
SR (EGIAL, PEULIREE, k) Ok OO X i o E ik, Bl
AT 2k, Fe, HEIZG UTIE CT, Mg~ —F —ZE0R& % E
g5z &,

A2, IS, TR 6bND 2 EnH 50T, BT EER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) Z1TV ., EEDREZ 157312
BT L,

FOR IR RE PR 5 . BB AR
DT, EHRINZN W
FY = NVEORIE) 2175 2 L,

AMEEES, RAEHEEEREOERENLDHODLNDLIZERHLDT, &
HIFIZ SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpR (BE 1 BUFEIR S 2 5 de) Db bbiv, HERFES 7V =T &
CEDLZENHLOT, B, Eul, MRS OGER ORI MBEHE D L5712
THERT D L, 1 BERFEN RO GEICIF &S 2Ll AR Y
A O 5EOFEU) LB ZITH 2 &,

T 74 T7F UG, RN IR, RN S 25T infusion reaction 73
LD EnHDHDT, AFOFKEIZEE O infusion reaction (2 . TEA
RElZ 0 7e ki D CTE DU 21T 7= L CRAtAT 22 &, F£7-, 2 [BIE UMD
AKI G-RFIZ infusion reaction 23 HONHZ L b dHH DT, BEHOIKEEZ T
DCBIET D Z L, 728, infusion reaction 23FR® HALIZG AL, @Y AL
BAEITH & L bIT, ERNEIET 5 F TREDOKREZ I8l 52 &,
AFNOGIZE Y BEORERIGCERT 2 LB 2 b DA BN
BRHOLLNDZEnNH D, BENRO ONTGAEITIL, BB LEEFELRITN
U 7o BEH Y 70 Fnak & #8BR A R DR Al & i U CE bl 28Rz W 247 s
DI SO X D EWEM RN D56 1TIE, AFIORE T ik, K OEI
BRERNVECRIORGEZZRTHZ L, 2B, MIBKREFRVESDOERSE
2 &0 EWEROBEENE D B2 WA, BIERERVE LS O%E
MHIF OB EET D Z &,

BEATH%, BOAB» LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC 2R T 5 2 L,

EfEEN O TRAEAKERENLLDNDZ ERH D
i#s (TSH. W T3, W8 T4, ACTH, =/

anp

o

-
—

12



AR OEFARRERIZ BN T, EBEAFIOAHT00 18 WAL 6 M Z &, LI
(X, 12 B Z A MEDORHI 21T > TW e 2 & 2BEIT, AKFIERG FITEHIC
BROMERZATO Z &,
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i AHEET A N4
T T (B R )
(BRFE4h © /XU T A SR FHE 200 mg)

~ A LA )L e ~

W2 91 1A (FFocfE 1 2 AYGT)
AT B



ER/N

AN D AW N~

XL ®IZ

AR DR VEIREF

B IR AICAR

5 VANE
BeERR LI DB
WEICERL THE T & HIH

P2
P3
P4
P6
P8



1. 1ZU®HIC

SRS DOF M « LMD DT DITIE, IR STESICIE SV i 2 2K
HHND, S 5T, IEORFEREMTOMEAICT LY FURESRK 2 & OFHr 208 E
AT ERLNARINIHT T, ZNHDERLZEICHERBE RS S 2 L3
MIBXDOFRE & 7> TRV | RIFMBOEE &SRO AT #2016 (CFRk 284 6 A 2 A4
BIRE) IZBWTH, HEHMERLEOBERORELHELZND Z L L ST,

BORMERM A ER L, EKEERSCL R T 1 7 7 A VBREBEFOESR G &5 0
B2 BB D, 20D, AR OLZEMECET 2 EEN+SE-ET 2 ETO
M, UHERLOBEEZBRZT 2 ENMHFSNIBFICH L THEATL & &b,
BITERNFH LIS LB ek IS & & D 2 & S ATRE e — & OB & 7= - R EgE <
AT ENEETHD,

L7eBoT, RAA RT7A4 0Tk, BARBBERESLINAETIZHELR TV D EFHEY
1)« BHPRRHICEE D& | DIT O BEIE S O fei 7288 2 HEE T 5 8Lins & LB B
BRI R OEEFHE T,

BRI, KA BT A 0, MSATEOE N E KRR AR, AmrEEE AR
ARERANES 7o, — R EAN B ARERRANEE S KON E N B AR R ER 20
oL EER LT,

RIG L IR HEIR L« NN TF A REERE 200 mg (—HR4 - T UL~ T (GG -R
Z))

SR ERDRETHE « ARIBUIBRARGE R A /L VAR

WRERAMEROCHE - BH . RACIEZ T~ ~7 B HE#x) & LT, 11H 10
mg/kg (AFE) Z 2 BRI T 1R LT TR 5,

e R e AT T T —~ RS




2. RHNIOKE. 1EHER

PN F A SHEE200mg (— %4 - TV~ T GBI R Z) . LT TARA] &
WoL) Ek, AT Eu— 2t L7k N programmed cell death ligand 1 (LAF

[PD-L1] W9 ,) 2325 NMllgGl €/ 7 a—F Lk TH 5,

PD-L1 i, EENICEWTHURTE MRS L TV | iEHEb LY v ek (T
AifG, B MM N F 2 7% 7 —T fifld) FEi2HBL$ 25 CD279 (LLF [PD-1) &
9.) KUY CD80 (B7-1) &ifEc L. MEISEZAICHIETLEBZ 26 TWS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, Fix OEEMICEHIL TWHZ & (Int
Immunol 2007; 19: 813-24) “EMRHE SN TEY, PD-LI & PD-1 24 L7=fREIX, 1B
AR PUR R A7 T MO O EBEEZ RS 5HF D —>2 L LTEIZLN TN S,
F7-. ANTIVHIREIZIB W T, PD-L1 2B L TWbH Z & (Cancer Immunol Res
2013; 1: 54-63 }2 O Clin Cancer Res 2013; 19: 5351-60) ZEA3 5 ST\ 5,

AFNE PD-L1 OAMBSMEEIZ#ES L, PD-L1 & PD-1 & OfE& 2 HE L TR APUEE
FHg7e T M OMIEEEMEZEMT 2 2 LI X0, EEOBEZIH 5 &% %
bhTW5,

A O VE R P 35 < SBE DRI AT & 2 BIERSA b & oL, TS IS
I B RN B B, AR OB G RO 5%I01E, BEOBSE FHICT, B
P BT AICIE. T U7 FRITIE U 7o SR 70 Ak & R A B o [ T & i
L Clib 2 AN 24T\, B ORERISIC X A BHER SR bN BB AT, Al
ROPLR L LA 5 DY) LR 24T 5 BB 8 5,



3. FEIR R
RIRYIBRAGE 22 A L7 )V OO 7GR (2 ETAM A 1T - 72 2720 B R ik B D el 2 g,

[H2hE]

[ B[R 26 1 AHRRER  (EMR100070-003 55%)

ERRE 2 9 DARTAUIRAGE /e A V7 VIR B E O 9 b, /S— K A T L%
ERED & % EE 88 il (AARNEE 3 HlZ25ETe), /S— B T FPRIERO W EE
29 il ZxtGe e LT, ARAI 10 mglkg % 2 IR CAREHE L2, 2S— ~ A O FZFEHfh
HHE THDHENETIE, 31.8% (95.9%FHX ™ : 21.9~43.1%, 2016 -3 H 3 HF —
21y NAT) Tholz, 7B, FANIKE LIZBIERDHRIT 200 Th o7z, 73— |
B DO EIRFHME H T o 5 25502 ORISR 1L 62.5% (95%(E X /] : 354~

84.8%, 20164F 12 H30OHT—¥ v v47) THoT,
*] : RECIST A R 7 A > 1.1 fRIZEEDS <MSHEIZ L D CR XL PR,
*2  ARBRCIIAIEREM 2 B & U P BT 23 3E0E S TR Y . Al 0.025 2> 5 24 5% AT IC
BT 54 B EOREKYEE0.0045 272 L5\ oA BRI 0.0205 2 FW T, 95.9% X M4 H
Hizz i,
#3 . AT GE M D 5 B AAI 5546 13 UL LB STz 16 BlOREE,

#1 AMERSEE (EMR100070-003 7X5R)

SR—k A X— |} B

BIE (%) Bk (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
7255 (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
#1417 (PD) 32 (36.4) 3 (18.8)
FHANABE 19 (21.6) 1 (6.3)




[Ze 2]

[EI B L[] 26 1T AHRRER  (EMR100070-003 55%)

HEFERIT/S— N A 86/88 ] (97.7%). 7~— K B 28/29 il (96.6%) IZ#&H HiL, &K
HEDOREEBAEE TERWEESFERIT N~ A62/88 %1 (70.5%). 73—k B 23/29
Bl (79.3%) IZRO BTz, WIT D/ 3— F TRIVEN 5% L EORWERIZTED &
BYThHoT,

2 TN/ — N TIHBLEN 5%LL EOFIEH (EMR100070-003 7X5)

ZEERIR A B (%)

FEAGE N—hk A X— kKB
(MedDRA/J ver.19.0/19.1) 88 1l 29 {5

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
Bl

T 9 (10.2) 0 0 2 (6.9) 0 0
GV 9 (10.2) 0 0 1 (34) 0 0
—i% - RHEER X OG-
DARRE

957 21 (23.9) 0 0 8 (27.6) 0 0
b 7 (8.0) 0 0 0 0 0
JHPREE R

ALT #4/1 3 (3.4) 1 (1.1 0 2 (6.9) 1 (34) 0
BE, hEB L OWEAGHE

HEAIZPE S RS 13 (14.8) 0 0 4 (13.8) 1 (3.4) 0
(A PRI =S i

BEX5 el Bl 6 (6.8) 0 0 0 0 0

U ox—E8n 0 0 0 3 (10.3) 0 0
IR 0 0 0 2 (6.9 0 0
KT R Y 7 A ME 0 0 0 2 (6.9) 0 0
KRG F KO ALk

5595 8 (9.1) 0 0 0

O PEIE 5 (5.7) 0 0 2 (6.9) 0 0
RN SN A 5 (5.7) 0 0 1 (3.4) 0 0

7B, N— K A KUUR— |k BIZBWTENZE, MEMEMEE 16 (1.1%) K0
B, FTPRERERSE 8 61 (9.1%) KU 241 (6.9%). KIFHK « EED FH 161 (1.1%) KO
0 i, FURBAERERE 5 B (5.7%) KOV 0 B, 1 BUHESRS S 1 B (1.1%) KO0 fil,
K« BESUHEARIE 361 (3.4%) KON (3.4%). #REFEE (X7 « N —EGER A
) 1161 (12.5%) KO246] (6.9%). BEEE 246 (23%) KO 1] (3.4%), WU
infusion reaction 19 4l (21.6%) KON 5% (17.2%) MRD LN, F1-. BIEHEREREE,
DR M O 2%+ BEIES TG0 e ino 1=, AREWEF BRI EES (R MR
TERT 2 ET) 25 0EHERE =T,



4. fEFXIZHOUWT
@%#kbfﬁmﬁﬁﬁﬁ(AWﬁﬁ)ﬁﬁﬁ%hfwé*&ﬂg EPA ok
(2 2N C & D ik T%ézgﬂ%é O LT, AR ORGP EYREE 2
m-%mbxmﬂﬁﬁﬁ LV EERRIERZRBIL LIRS T 5 2 ENNERT-
b\uT®®~®®¢Af%ﬁtﬁmm_kmfﬁﬁﬁéméfkéo

O MEERIizoOWT

O -1 FFEd (1) ~ (5) OWTINIEYE T O THLHZ &,

(1) JEAFZBRENIEET 203 AROEEEIL SR BE S (A E A 25 A RS HE L AU
Be, M A REEERL AR RE, MU ARERPE R £) (BRIt 7 H 1 B
B : 436 fitik)

(2) HFrEREREmPE CFE 3144 A 1 HEE : 86 fifigk

(3) AENFIRAFENFRET 2 08 AR EEERPE (D AR REES R R, 25 A s
Batih J1mile. S AU IEEEEHERERBE 7 &)

(4) ARAFIIEEZRE L, %%m%%&m%lﬂi%$m%$&m%z@m % L HUE
IR D R ZEIT > T Dftiag CER 294 7 A 1 BIREAL %ﬂmz)

6)#ﬁﬁ@rﬁﬂﬁ¢ﬁm%@m HHMEIAR D AT > TV DR (PR 29 4 7
A 1 B 1287 Jifigk

@© -2 B EENERE T Db 555 OBEIE AR BARE O RIS S5 70 ik & 1 BR 2 RF D AT
(FROWT NS T DIERM) 23, BEZRERBORFNCET HEROBEE L L
THE SN TWDZ &,

*

o [EEMRFFEUSZ 2 FOMMINHE ZE T L72121C 5 LU LD D VTR D ERIRAHE 2
1ToTWAHZ L, 95, 2 FEU BT, DASEWEEZ T L U BEERIER S ONHE
HIToTWBZ L,

o [EAIGRFFRUGR 2 FEOMBINHE ZE T L72RIZ 5 FLL Lo B EMEEE 2N O
IREREA L TN DH T &,

@ BN OEIEGIGHRE BEOMEKHIZOWT

RS A BT 2 BT A EE S, IR O OFRED ., ARk
LAAMERPEROE L OEMS ST D IEREM, AFERPBELESS
WERER., ENHECNIATOIDIEHINESTWND Z &y




@ EHWEHOXHGRIZ DT
-1 FIFE 58 BURS oD et LAl |2 B9~ 2 A

VB MM B O EERBIWEH T84 LT2BRIC, 24 BRI RIRHIO T, ik X
IEEE S VT FEEL L7 RITERNSIE CCABRE B O CT S 0 BIE M Q#5424
HAMRADRERD Y H PGS, EBISIS T RER AR 8-> TnDd Z L,

@2 ERGEFH I L A E RGBT 5

N ARSI B I R AR O e R B B IERAEFE B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOEIRE L A4 T & 55 — AR 2%
HEENTWADZ &, B, BEERHIZOWT, DABRE L FOFKEICHDIZEmMS
TVBI L,

@-3 BITEH OZ W6 B LT

BIVER (REMEMZEEICIZ, TS, KIBK - HEO TH, NomwESs (F
WIS AR, RIBAREERE S . T RMAHAERET) . 1 BRI, OBk, Ak - BT
RRIE, MRRPEE (7 2 - NU—EGEREAZ S Te) . BT, infusion reaction, FEZ,
g - BERESS . EEIEADMESESE) 1Tk UL Y EkERR ST B E R B 0 B A A
T HERMEHEE L (FREHAOZE-OXSICE L TSR OSE 22 b s EECH
HZ L), EHICHEUARAENTE HEHNESTNDEZ L,



5. BEXR LR DEH

[(H2hPEIC B9 2 FH]

O AL D 720 R OMLFFRIERE D B 2 IRIRUIBR A BE 72 A V7 )V HIE B 128
WTARFIDOH R RSN TN D

@ TERMIREY T D ERE IR T D ARK| O G K O HFIEICS>W TR, ARAIOHFZME
DEENL SN TE LT, AAORGRG L2570,
o fhOPUEMEEAIEOFH L TR S DB

(ZatECB ¥ 2 FH])

O FTRICHEYTL2EFICOVWTEIARIORG N RS LS TWDL Z b, K5%
1Tz &,

ARFN D R kE Ui BCE O BEAE D & % B

@ TRIFEATOFHHICIB N T FRRICEY T 5 EBFICHOW TR, AAlOE G IR SR
WS L OTRFERIRE DN 2 WIGEICIRY | [HEICAFZEHT L2 L2 ETE
%P
 MHHE ﬁ%r$®AﬁXi%ﬁ@%é$%

o MaEE AR A CHE R 2580 2 B K ONE BN O HUHHB iR I <0 gy M it 2%
%@%K*ﬁ@%k#ﬁ%hé%ﬁ

o HOWREEROEOE, IR L IXFEREMO B % B OB TR
DI % B

*  ECOG Performance Status 3-4 "V @B

(E1 ECOG @ Performance Status (PS)

Score EFR

0 |[&<MERIEITE 5, WAL R U A EAEENHIRZ <ATZ 5,

PIRIIZIR LUNEENIHIIR S 225, BTRIRE T, BIEESE > TOMERITITO LN TED

Uolen moss, wmieg

HBATRBETH D OHOEID O Z L33 X CTRFEZAMERIZTE 220, HH D 50%LL X~ R4 Tilh 29,

BONTZESOEDEY OZ L LTER, HREO 50%LL &2~y R Tl

LT RV, BoOHOEY OZ Lidea TERY, BRIy R+ TidId,




6. BHICEEL CTHHETREHHE

I SCES TN 2, SE MR TEEH DR 5 ERME I HE D & ARH O Rtk J OVl 1
RO DIV E R ERE B L T OEHT 52 L,

TRWEBAABIC N b BE T Z OFEICHIMNER a2+ L, RE%
BTroETHZLE,

EREIMERO~RT A MZOWT

@

@

MEMEMEERH 5D Z B DHD T, REIOEGIZHT > Tk, #IH]
SR (EGIAL, PEULIREE, k) Ok OO X i o E ik, Bl
AT 2k, Fe, HEIZG UTIE CT, Mg~ —F —ZE0R& % E
g5z &,

A2, IS, TR 6bND 2 EnH 50T, BT EER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) Z1TV ., EEDREZ 157312
BT DL,

FOR IR RE PR 5 . BB AR
DT, EHRINZN W
FV = NVEORIE) 2175 2 L,

AMEEES, RAEHEEEREOERENLDHODLNDLIZERHLDT, &
HIFIZ SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpR (BE 1 BUFEIR S 2 5 de) Db bbiv, HERFES 7V =T &
CEDLZENHLOT, A, Bl MRHESEOGER ORI MFEFEO L5712
THERTHZ . L RERFEN RO GEICIF &S E2HIEL, AR Y
A O 5EOFEU) LB ZITH 2 &,

T 74 T7F UG, RN, IR, RN S 25T Infusion reaction 73
LEbNDZ EnHDDT, AFOFKEIZEE D Infusion reaction (21 . TEA
RElZ 0 7e ki D CTE DU 21T 7= L CRAtAT 22 &, F£7-, 2 [BIE UMD
AHKI G-KFIZ Infusion reaction 23 HHONDHZ L b dHH DT, BHFOIKEEZ T
BT D Z L, 728, Infusion reaction 23R HILT-HAITIE, #Y) AL
BAEITH & L bIT, ERNEIET 5 F TREDOKREZ I8l 52 &,
AFNOGIZE Y BEORERIGCERT 2 LB 2 b DA BN
BRHOLLNDZEnNH D, BENRO ONTGAEITIL, BB LEEFELRITN
U 7o BEH Y 70 Fnak & #8BR A R DR Al & i U CE bl 28Rz W 247 s
DI SO X D EWEM RN D56 1TIE, AFIORE T ik, K OEI
BRERNVECRIORGEZZRTHZ L, 2B, MIBKREFRVESDOERSE
2 &0 EWEROBEENE D B2 WA, BIERERVE LS O%E
MHIF OB EET D Z &,

BEATH%, BOAB» LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWER ORBBUC A 2ITEET 5 2 L,

EfEEN O TRAEAKERENLLDNDZ ERH D
¥i#s (TSH. W T3, W#HfE T4, ACTH, =1

anp

o

-
—



AFNOEERZRERIC BT, BERENS 1EMIZ 6 B ZTE ., ZNLEIE, 12 H
T LICAIMEDFT 2T o TV Z & EABEIC, ARG TIXEIC RO
WEITHZ L,

10



