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?” PD-L1 HUAHUENERRIGZANCAR D s HHEE T A KT A > DORGE
(ZPE O MEFHIZOWNT

Pt PD-L1 HUARFUEEMEIEGE A TSR FA R EE] IS0 TR, Tv~ 7 (B st
Z) BFNIOREERHERET A FT 10 (A& Vi) (2o T BT : SER 29 4 11
H 21 BAHT AT 1121 5 1 S RA S8 3K - A TG AR R 2 36 50 35 A SR R s gn)
DLEBY., FEHERAMEET A R4 URRESNTZE ZATTR, ZHITHES 43 %ﬂ@%
Mo EOBEFEE T LB L7500 T, &E T ORBREFREED, A8 B %
xF U CEARUE A2 BEVLET,

1 AR TF A s EE 200mg

(1) ARBFNZHOWTIE, el HHEET A N7 A e, AIMER VLI T 51
WA+ EMTA2ETOM ARFOREZR 2T L2 DRI NLBHEITH LT
FEHT 5L & B BERDRBEL LT BRICHERRSE & D 2 L AlREZR — EDEM %
(ﬁﬁ'ﬁ—[:f;ﬁfgéfa'gf1fﬂﬂ'ﬁ—5i I HEETLSZ L,
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T EAGERE R E T D 03 AR EEIL AR (BRE T IR DS A s R L
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2) WIZHE|IT D EMOENMSD S B, AMHNCEHT 2EBEOEMLE & L TRE I TWY

HEMEZET DO (TEMEHT ) XX TEMEAA ) & FeHE)

7 EMEFFEUG% 2 FEOYIHINHE 2 & T L7212 5 4ELL_E O D AV TRE O R IR
EEIToTNDHZ &, 96, 28D RIE, BAEYIEEL = & U ERRIESE O
HEZIT/e > TWDH T L,

A [ERIGFFES% 2 FOWANHE 2/ T L7121 5 LA K B I 2
DEFRRFREZA L TNDH T &,
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1. IZT®IZ

RS DA N« L EPEDHEARD T2 DITIE, TR SCESE IS IR DWW B IE 22 233k
HHND, 6T, IHEORFEHTOMEHRIC LY, PURERN 2 ORI 28 HilE
T ERLNARINDIHT T, ZNHDERLZEICHERBE RS H 2 L3
MEXOFRE L 72> TRV | RFMBOEE & 0 EAR T # 2016 (CFRk 28 6 H 2 H
BIRETE) I2RBW T, HFMERNEOHHAOKRE(LHEZ XS Z L L ST\ 5,

BORMERAM A ER S, EKEERSCLZ R T 1 7 7 A VBRBEFOESR G &5 2
B2 BB D, 20D, HMWEROLZEMECET RN +SE-ET 2 ETo
M, YZEERLOBRELBZ T2 EPHHINLBFICHLTHERTL & LI,
BITER D FH LB MBI 2 & D 2 L A AHEZ R — E O B % jii 7= IR A RS ©
FHTHZENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLIAETIZHELR TV D EFHEY
1)« BHPRRHNCEE D& | DAT O BEIE S O fei 728 2 HEtE T 5 8L & LB R B
BEZ IR OEEFHE T,

B, RKHA BT A 0, MSATEOE NEE G EREEGRR AR, AmrEEEAR
KREGRIES 72 . —MAtFEN B ARBBRNEES K OASEENEN B R ER T2 0
Whob EER LT,

R L 7p HEIREL « N F A S EE 200 mg (%4 ToUL~ T (s R
Z))

KB ERDMENTHR « RIRCIFRAEEZR A L VAR

MEERARERORE - W@, RAIIZ T v ~7 (Eafiz) LT, 1HE 10
mgkg (KE) % 2 BB T 1 BB E2 T TS 5,

il e ¥ E L Ao — St
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2. AHNORK. VERBF

PN F A pTEERE 200 mg (—%4 : ToUL~ T (BB Z) . LT OTRA &
W) IE, Az er— 2 #23BHF L7k b programmed cell death ligand 1 (LLF
[PD-L1J] W9 ,) 2T 25 NMllgGl €/ 7 a—F LUk TH 5,

PD-L1 /&, AENIZBW THIRRTMIEICHE L TR0 | {EHE LY >3k (T
AifE, B MM N F 2 7% 7 —T M) FICHBT 5 CD279 (LLF [PD-1] &\
9.) KU CD80 (B7-1) &ififa L. B2 AICH TS LEX LTS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 i, Flix OEEMIICHHI L TWDHZ & (Int
Immunol 2007; 19: 813-24) ZEA#E X TE Y, PD-L1 & PD-1 240 L7 ¥, fEE
MR S HURRF AN 72 T MO OB BEZ BT 2FDO—2 & L TEX LN TN D,
F72. ANV ISV T, PD-L1 AR BLL TW\Wb Z & (Cancer Immunol Res
2013; 1: 54-63 }2 O* Clin Cancer Res 2013; 19: 5351-60) 523845 X T 5,

AFNE PD-L1 OHIAMEEICHE S L, PD-L1 & PD-1 & OfEAZBHE L TR APURET
B T MIOMIREEEMEZ R 5 2 LI kv BSOS MET5 L& 2
bNTn5,

ARFNOVE S W DOREFOSIZ L D2EWERER S b, BHEXIIFELTIC
ELAREMEND D, AROBREG TR OREGHIZIT, BEOBZEZ 5TV, BN
RO BT AL, B LI HRITIE U PR 22 ek & iR B 2 Re DR RN & EHE L
TG 2 BRI W 24TV W DO RERIRIC K DRITER 2RO L HE 1213, BIF K
HARNE R OFREEOEY) LB ZAT 5 MEB D D,
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3. BEREE
FRAIGYIBRARBE 72 A VA7 VIR O GBI Z G 21T - 72 3= 72 B AR 55RO il & 737,

(B 2]

[ BRI R 26 1 AHEER  (EMR100070-003 35#k)

ERREE 2 AT DARTAUIBRAREE/R A V7 VHIERE D 9 B, /S— F A TIHMbFHEE
BEOH 5 HEE 88 H (AARNESE 3FEET), /— F B TIHMEFREIERED 22 ESE 29

Bl xtgel LT, AHF 10 mgkg & 2 BRHIFAIRRE CHAMEHE L7z, /S— b A O FEFEARE
HTHDEE L, 31.8% (95.9%(SHEIXHE™ : 21.9~43.1%, 2016 £ 3 H 3 A5 —#

Ty WAT) Thotz, 2B, FHANCHE LIZBEREDRIT 20 Th -7, /S— B

DEIRFHMIE H Td 5 F0h=" O PRMITRE R 13 62.5% (95%(FHEXH : 35.4~84.8%,

20164F 12 A0 HT—X% 1w b4 7) Tholz,
*] : RECIST A R 7 A > 1.1 fRIZEES <MSHEIZ L D CR XX PR,
*2 . ARBRCIIAIEREM 2 B & U P BT 235 0E S TR V. Al 0.025 2> 5 24 3%Hh M f#TIC
BT 24 H EOREKE 00045 &2 LW EAKEN 0.0205 2 HW T, 95.9%FEX M4
BTz L shi,
*3 . FRMEMAT R BER D O B AREIE G- BRMA% 13 HLL B S 16 BlORE R,

=k A X— B

BiIE (%) xR (%)
SE4878%) (CR) 8 (9.1) 3 (18.8)
W25 (PR) 20 (22.7) 7 (43.8)
“ZE (SD) 9 (10.2) 2 (12.5)
##17 (PD) 32 (36.4) 3 (18.8)
FFA AR RE 19 (21.6) 1 (6.3)
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(2 41]

[ BRI R 26 1 AHERER  (EMR100070-003 55#%)

BEFZITN— 1 A86/88 il (97.7%). 73— I B 28/29 fiil (96.6%) IZ58s HiL, A
EDORERBENEE TE R WAEFZRIT N— K A 62/88 %1 (70.5%). 7X— K B 23/29 fi
(79.3%) (2RO BTz, WTNHDS— FTHRIEN 5% EORIERIZTERD &8

D THoT=,
WA DR— FTREED 5% EORER

FRE R B (%)

FHARGE N— KA X— KB

(MedDRA/J ver.19.0/19.1) 88 14 29 fil

4= Grade Grade3 LAl 4 Grade Grade3 VPl L

2RIEA 62 (70.5) 7 (8.0) 23 (79.3) 5 (17.2)
H ke

T 9 (10.2) 0 2 (6.9) 0

B 9 (10.2) 0 1 (34) 0
—% - RERER X OB SEAOREE

i 21 (23.9) 0 8 (27.6) 0

1 9E 7 (8.0) 0 0 0
FHREE R B 5

ALT #4n 3 (3.4) 1 (1.1 2 (6.9) 1 (34)
B, R X OULE A GHE

HEATLE S i 13 (14.8) 0 4 (13.8) 1 (3.4)
A PSRNON i

BARIR 6 (6.8) 0 0 0

Y S—P R 0 0 3 (10.3) 0

LGN 0 0 2 (6.9) 0

&F U ¥ AfiE 0 0 2 (6.9) 0
KGR X OV Mk =

BB 8 (9.1) 0 0 0

O PEIE 5 (5.7) 0 2 (6.9) 0

BRI B IR 5 5 (5.7) 0 1 (34) 0

2B, N— K AKRUVS— bk BIZBWTEREI, MEMWEMES 1H (1.1%) KO0 4,
FFFERERREE 8 61 (9.1%) KON 241 (6.9%). KAGZ « HED FH 141 (1.1%) KO0 i,
BRI RERE S 5 1 (5.7%) KOV 0 B, 1 AUBERSS 11 (1.1%) KON 0 fil, fhde - A
KU RLARIE 361 (3.4%) KOV 16 (3.4%), MfklEE (F¥F7 v - NU—JEEREZ 5 Te)
11 B (12.5%) KO 2 il (6.9%) ., BEE 2 6] 23%) L1 6] 34%) ., WO
infusion reaction 19 1l (21.6%) M ON561 (17.2%) MO HvT-, F7-. BIBERERE
MR O - BEIERITERO BV o T,
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4. jﬁa"‘t:ob\'c
WM E U TEHBRERE (2FFHE) TN TSI b, YiklA % iE
ICEMTELME THDLNEN D DH, €D LT, KFOFEL ) w@@Y) 72 B8 2728 -
%“ﬂeb\ AFNORGIZ L0 BEELRBFEN 2B LCBRICRIST 5 2 & NRNERT-D
UTDOO~@DFT X T &z I higk ICB W THHAT 2 X& Th D,

O MERITHOWVT

@1 FiEd (1) ~ (5) OWVWTNNIIHELT Dk THDHZ &,

(1) BAEFGBRENEET 20 AREHEIL SRS (AE A RS A2 RGEEEIL U
Be. Huss A2 REREIL R, MU AU IRbE 2 &) CERR 29 45 4 A 1 HEE
AT 434 Jifi %

(2) HEHERENRET CERL 294E 6 H 1 H B ¢ 85 fligk

(3) FBENFRENFENFRE T 203 AR FEEEFR P (03 AR ERPT, 23 A2
et J1mile, S AU IEEEEHERE R 7 &)

(4) SRAbFRIEREZFRE L, SCRMEFRENE 1 USSR FREENR 2 Ok
IR DM ZIT > TV D ltiax CER28 47 H 1 HFFR ¢ %mﬂr)

(5) HUEMERES AL AN O gk A EITAR D B 21T > TV Dfiex ik 28 4F 7
A 1 HEEA 1290 gk

@ -2 B VRN O b K ONRIE S B OO e hia I 47 7 Jnidk & #8BR & R D A
(FROWTNNTEE T DIERM) 23, BZZRBORFNCET HEROBMEE L L

THEINTWDZ &,

*

o [ERNGRFFEUS% 2 FOPIIHE L/ T L2112 5 FLL LD ATER OERIRAFHE %

IToTWBZ E, 96, 2 FLL I, DAEYEELY T & LlRBEESOMHE
AT > CTWBH T &y

o [EENRFFEUEL 2 AEOMMINHE Z#& T L7212 5 HLL L J & M NS 2 R O i
KRR AR L TCWD I &,

Q@ FENOEXMFREBRDMEHIZOWNT

[ BR A 1 A B %%#é%&%#ﬁﬁém BB EN D OIFEREO, A - &
e ﬁ%%mﬁmﬁﬁﬁwcﬁ X 2 IEWRE ML, AEFERNRRE LLEOH

MR DR ATON A IRH N S TV D Z L
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®-1 BIVERRBLEE O Az B4 5 Bt

VLML 2R A S5 D BAS Ze RIVE I 23 98 28 LT BRIT . 24 WRRIRSIRIRHI O T, M %iiak X
BV T, FEH LZAWEMIZIE CTABRRE LY CT %0 RIER OB &
HAMRADRERD Y H PGSO, EBISS T RER AR 8-> TnD 2 L,

@2 BRREFEIC L 2AEERIISICET 2B M

8 ASIRICHE 0 5 IR 70 ik M OB RE 2 A 4 D =R SEE NEERE=42 1 v 7 %
BOIEIRDOA L V) —= 0 T 2ATWERE LIEHz A TE 5 F— L EREH 235
SNTVDZ L, ok, BEAHICONT, DABE EZOFEEICHITAMmENT
W5 Z ok,

@-3 BER OZWrox B L T

BIER (MEMMZEEICIZ, ITHEREREE . KR - EEO TH, FARREEREREE .
IR AERERRE . 1 BHEIRIA . Ok, A2k - BBUIALIEIE . mrRtlEE (F7 0 - L
—EERE 2 G Te) . BBEE . infusion reaction, NS - BEFEISEE) 1TxF LT, YiZhtiak X
TR R RSB O BEMME A A SR & #EE L (RIVER OZWr-oxHS 2B L THRE &
OXEEZITONLFKMFCH D 2 L), EHITHEYRALENTE DR BE->TND D
Es

1
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5. BExIHRLIRDBE
[Zz &E Iz B4 % $H]

@

@

TRICEY T DREIC OV TEARAORENER LI TWDL Z b, BE%E

TN &,

o KFNDORGIRE UIBBUE DREERED & 2 B

ERRATOFHI I W T TS YT 5 BZ IOV T, AFORGIHER SR

WS ML OIRPRERIUK A 2 WG EICIRY | HEREICAHZHEN T2 L 2ZETE

Do

o [WEMEMZEEOEIFIIEEO S 5B

o S E A CHE R 238 0 2 BE K OTEBNE O U BRI <0 G it 7%
FEOMICRIEMEZEN DD BE

HOMEREOGH, UTEMM LA L ITHIEMEO B 5% R E OB
DI D BE

e ECOG Performance Status 3-4 D o3

(G5B 25 4 1H]

@

@

{LFRIESE D 720 S OMEFIRIERE O & 2 ARIGYIBR AR RE 72 A V7 Vil FR g 12 8
WTARFIOFIEDRREIN TN D,

TRLIZEE Y T 2 BEITxHT 2 ARFN O 85 K OfE H HIEIC DWW T, REIOFME
MHELINTEL T, AAOEE[FR LR LI,

o fhOFUEMEREEA S OO,

(1)

ECOG @ Performance Status (PS)

Score

2
JE TR

< B AEBITE 2, FBHETL R U HHEAEEDHIRZR TR D,

PRREIZI LUEBNEHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS NS

BATAMBECH O H DY O Z LT X TREEESMEEZIZTE 22V, BP0 50%2 Fid~y AT
i,

RONTZESOHEDEY DZ L LTERY, BHHRO 50%U EZ2 Xy R+ TiEZd,

ELENT RV, BAOHFOEY DOZ L34 TERY, BEICy R+l I4,
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6. BEZELTHEEITREFIH

I SCESRITIN 2, BEIRGEEH DIRUET 2 BRI 2D & ARAK| O FeiE KON
RO DI B2 ERE B L T OEHT 52 &,

TRWEBRIBICHENE b, B X OFIEICHE MR ekt i L., FEx
BTroET5HZ L,

FERBIMERO~RT A MZONT

@

@

MEMEMEENH LoD ZERHHDT, KFORGIZHT-> Tk, ¥
Sk (EGIAL, PEVLIREE, k) ORER &L OWaE X Mifad o Fiids, Bl
AT H 2k, £, KBNS UTHE CT, MiF~—h —%F D&% 5%
g5z &,

A2, IFREREE ., ITR2AH LN D Z 025D T, EMRITITRERER
& (AST. ALT, y-GTP, BV A E LV EDOHIE) ZITV, BEOKREL 5731
BT DL,

UK RERRE S . RIBWEREEN OO DOND Z DD 5O T, EMRIZHR
REERER A (TSH. MF@E T3, UEfE T4 FORE) 217, BEOWREZ 575
BT 528, Fiz, LEIG LT ACTH, L 2V F Y — LV E D RR
B, HEREOEMLBE T H I &,

AMEEEE., REEHEEBEREDOBRENHLDONDZ ENHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 2 &,

1 BUGESR I (BIE 1 BRI 2 5 de) 23 Hiodv, FEREMES R 73 R—v &
CEDLZENHDHOT, A, Eol, WRHEZEOREROF I EO E71C
+oEETHZ L, 1V BERE RN GEICIEREGEERIEL, A RY
A OF 5 EOREU) LB ZITH 2 &,

T 74 T7F UG, RN, SR, RN EESE 425 T Infusion reaction 73 &
LENDZ ENnHDDOT, AFOFKGIZEE D Infusion reaction (21 2 TERA
BRI+ 72 ke D TE D 2T 72 LTt 2 &, F7z, 2 BB
KA G-KFIZ Infusion reaction 3 HOINDHZ &b HHD T, BEDOREL+
ITZHEIET 5 Z L, 7235, Infusion reaction R HALT-H AL, #EY) /AL
BAEITH & b, FERNBEIET 5 F TREDOKREZ I8l 52 &,
AENOEGITEY | WEORERISITER T 5 &E 2 bildEkx REEH
BRHOLDLNDZENDD, BENEDONTZHEAEITIE, BB LLEFELRITN
U 7o BEH R 70 Jnaik & R BR 2 Ff O Al & s U Cali bl 72 8602 W 2170, 1l B
DHPE RN £ D EWER B8 Bl 5 551213 AFIORIE T H 1, K THEI
BRERNVEVRIOBRGELZZBETHI L, vk, BIBKERLVESORE
(&0 EWEROUENRD bR WEEIZIE, BIFEE AR VE LSO %
MHF OB EET D &,

BHKTH%, FOAMNOE I ARE L COrORETERD BB TR H 57
D, AFOFGHETHRIZHEWERORBUCA3ITEET L2 &,
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@ AHOFRRBIZ I T, BEHENG 1ERIT 6 B Z &, 2 LI, 12 3
T EICHBIMEDRHE 21T > TWe Z L 2B BT, AAIF G I EWIAIZ R O
mEAT) Z &,
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