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1. ITC®IZ

E3E A DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
Bd, LI, IHFEOREREIFOEARAC LY | FUREIKG 72 & OFH0 72 8T BLVE %
JPESEMPARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L BB
AR L 725 TRV R MBOEE & S B S $1 2016 (k% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOHAORBEHEZXD Z L L& TNnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BRHZENDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZ R ZIT 5 2 ENHFINLBEICH L THERT 2 L &b, BIE
DB LB 23t e & D 2 L AR 72— O B % jii 7o 3 Rk R <
THZEDREETHD,

LTl o T, KAA RT ATl FABEELZNE TILBG LN TV DEFIETFH) -
BHFR RN EE-S & | LUT D ESE S O fei 7 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEERT,

B ARITA R A 0%, MSATBOE NEF RIS, AMETE AN B AR
B PR R 7 B OV A LR BRI IR GRS O o b L ERL L 72,

R LR AEEE T a7 BETHRZ)

R LR DMREUTHE - BEBRIE 35T D ATHT - IR MBI E

LR AMERORE : MRIHBEE TIL, L Z EUVEBIER N 2T T F o & O
FIZBWT, @, RAIZIET 2 v v~7 Gl z) &
LT, 111500 mg z 3 MMM T 4 [BlE T, 60 77HLL BT T
REFET 5, 20Kk, WERMPRETIE, Tar <7 (B
mFf#az) & LT, 11E 1500 mg % 4 #FEMFET 8 EIE T, 60
SYMICL BT CEEET D, 72720, (AE 30kg KL FDOHAD
1 [A#%5-81% 20 mg/kg (KE) &4 5%,

e IR 58 ¥ FH T A T BRI HEASH

(%)

BERRRBR IC 31T 2 K HAI D L - AR 13, R OIE P4~) M




2. AFIORE, ERIBEF

Tans w7 (BiafMfiz)  (CUF. TRAFD ) X, & b programmed cell death
ligand 1 (PD-L1) (Zx3 2% 7 a7V 2 Glx (IgGlk) 727 7 A0k M€ /) 71
— T AFUETH D,

CD274 (PD-L1) 1%, EAEAICB W THIFESMEEICHELL TR0 | kLY
VoNER (T ARG, B AR OV TF 2 7% 7 —T Hifd) FICHELT 5 CD279 (PD-1) &
N CD80 (B7-1) & il L Sl s 2 BTl 5 & B 2 54Ty 2 (Annu Rev Immunol
2008; 26: 677-704. Blood 2010; 116: 1291-8) ., F7=. PD-L1 1. 4 OEEMAZIZ H %6
HLLTWab Z & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 73#4s 41T
F9 . PD-L1 & PD-1 241 L7 #EBE 13, BRI AN LR S A0 72 T Hf» & OB % %
RS 2HFDO—2 L LTEZLN TN,

AHNE, PD-L1 OHIfESMEIICHEA L, PD-L1 & PD-1 Of&EHET D Z LSk
D BAHURRFERA 72 T IR0 O MBS ETE P 2 358 U, IS oM A i+ 5 L &2 6
T,

ARANOVERBFFIZ D < WE ORI X 2RIERSER S &b, EEXIIFELTIC
EDLAREMEDN D D, AAIDOF G MO E#ITIT, BEOBIZEZ 02TV, BENR
D BT E IR, BB LT F RIS U MR ek & R 4 Ff O RN &odds LT
BN BRI W 2 ATV I DRIERUGIZ K D EWEH N B O 2581213, R EE RV
T UHI OB EGEDFEYIRE ZAT 5 LENH D,



3. BB
JE IR (2 33 U B AR « #5715 Al B0 00 A FR R L BTG 24T - 72 T 722 B R sk BR o Rl &
9,

[G2hE]
] BR A [F] 55 ML AHRAER  (NIAGARA 35R)
i IR PR D (MIBC) (2% 2 5 (b PR IERE SO TARIERIERE D720 ARIGHY
o I A BRI DI & e 2 BRI T2-T4aNOMO 1% T2-T4aN1MO & MIBC E#E™
(WHO/ECOG Performance Status 0 X% 1) 1,063 f5il (HAN 121 & Ee) ZXFGHT,
WRHBEE & L TARI? 27 Ao 2 R (LT, 1Ay ey )) 3 A7
F U LR L, EO%OMBMERE L UCORAM 2 B 5 L7354 (RAIDF
MEES33 B [AARN 62l ZGie]) &, INATMUIFRIEL LTI LAV 2B+ AT T F
VRS LTe GG CHIREE 530 5l [AARAN 59 fila&Te]) OFIMEROZaM%
Rt L7z,
FEFHEE O —>ToH 2 58 T ML A i) 8 S E A S B ATHE BRI 1 L 2 2
A N MR (LU TEFS)) (e [95%(E/IXE ) (433 fEDA < ) D2
[ H o H ST OFE FIx, AFIGFARET NE™ [NE~NE], xJR#ET 46.1 [32.2~NE]
A THoT (NF— R [95%EEX ] : 0.68 [0.558~0.817] "6, p<0.0001 [J&5] log-
rank #E, AEKYE (W) 0.04123], 202444 H29 A7 —% v M4 7) 7,
*1 : ESARIFE Y American Joint Committee on Cancer J 0% (58 8 i) (2D <, FMRMRA S ITHla
THER SN (B ERLOIRE 2 FR<) OIRKE R G AR B F Rz & QR B R o #i
W7 24 7) BEENRE L,
*2  HTRIAEBLREGE (3 EMAE 1A v e LT, 1 HBIZARA1,500mg % 4 A 7 A5 LTz,
3L 7F=07 V7T R 60mL/min BLEOEEITIE, 3EMAE 1A 70 LT, H1HBEIZS
LT H BV 1,000mg/m? & AT T F L T0mg/m?, 58 HEIZT AT F B 1,000mg/m? % 4 YA 7
NMNEE L=, 7V T7F =227 7 A 40mL/min Lk 60mL/min RO BHI2IE, 3 #EAZ 19
A7NELT, B1EORS AR LAVHZE L 1,000mg/m? &V AT TF L 35mg/m? % 4 94 7L
BE LT,
*4 : FRABDIRIE c 4l A 1 YA 27L& LT BB 1 HBICAA 1,500mg &k 8 A 7 v Lz,
*5: #EETRREE (BT, [FER)
*6 A EKUEICKIE LTz 95.877%/EHEIX 1% [0.554~0.824]
*7 . EFS @ 1 [B1 B O FREFT#IZET SV IRBR M= 5L D < fRATHRE 3R
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[Zpt]

[E BRI [F 25 MAHFER (NIAGARAGER)

B EFRIIAAIOEES27/530061] (99.4%) K OKFHEHEES25/526051 (99.8%) (278D Hi
oo WTNDDOIRBRIK L ORREBEARN B E CE WV EERS (FER) X, ThEh
502/530%1 (94.7%) e 1M487/52645 (92.6%) ([Zi8& B AL, £ D 5 HLILT il (Grade5) (3,
ZNZEN3/53061 (0.6%) &U3/5260] (0.6%) Tholz, WTINOEGRETRILEN
5%LL EORIERIZTERD LB Th o7z,

Kl VDT LOREH TRARNS%ULDORIER (REMMITHRER) (NIAGARARER)

FEBIRIR | FEATE
(MedDRA/J ver 26.1)

BilEx (%)

AHIOFFHEE (530 61)

xHERE (526 1)

4 Grade | Grade 3/4 4> Grade | Grade 3/4 Grade 5

2REIEH 502 (94.7) | 215 (40.6) 487(92.6) | 213 (40.5) 3 (0.6)
MEF LV /R REE

Uit BRI E 132 (24.9) | 74 (14.0) 0 160 (30.4) | 87(16.5) 0

1. 125(23.6) | 32(6.0) 0 138 (262) | 49(9.3) 0

M N E 51 (9.6) 10 (1.9) 0 55(10.5) 16 (3.0) 0

H ifn BRI iE 29 (5.5) 3(0.6) 0 35(6.7) 5(1.0) 0
PN UsRRE

FOPR IR REA T E 52(9.8) 1(0.2) 2(0.4) 0 0
Rt X Ok E

BARDGE 107 (20.2) 1(0.2) 110 (20.9) 3(0.6) 0

ins g SSAVIN ¥ 33(6.2) 1(0.2) 37(7.0) 0 0
PR R E

R A4 34 (6.4) 0 28 (5.3) 0 0

Ktk = 2 —m /35— 27 (5.1) 1(0.2) 25 (4.8) 0 0
His L Ok EE

Hg 33(6.2) 0 39 (7.4) 1(0.2) 0
MR 2R, MaElds K ONERR IR E

Loo< Y 31(5.8) 0 33 (6.3) 0 0
B IR E

G 258 (48.7) | 5(0.9) 0 229 (43.5) | 5(1.0) 0

(& 97 (18.3) 0 0 84 (16.0) 2 (0.4) 0

M - 78 (14.7) 5(0.9) 0 62 (11.8) 0 0

T 47 (8.9) 3(0.6) 0 37 (7.0) 1(0.2) 0
B ¥ K OV T AR kR

E52 50 (9.4) 2(0.4) 16 (3.0) 0 0

% 9 FERE 48 (9.1) 0 8 (1.5) 0 0




FEBIRIE | HEAGE Bk (%)
(MedDRA/J ver 26.1) AFIGEREE (530 451) STHERE (526 451)
4: Grade | Grade3/4 | Grade5 | 4 Grade | Grade3/4 | Grade5

i EIE 46 (8.7) 2(0.4) 0 55(10.5) 0 0
—f% - BEFEERS L OGN ORE

it 164 (30.9) 6 (1.1) 0 148 (28.1) 9(1.7) 0

) RE 68 (12.8) 2(0.4) 0 72 (13.7) 2(0.4) 0

le¥sY=3 30 (5.7) 2(0.4) 0 21 (4.0) 2(0.4) 0
R A A A

U HRER B 74 (14.0) 36 (6.8) 0 69 (13.1) 34 (6.5) 0

Az v F =N 48 (9.1) 3(0.6) 0 47 (8.9) 2(0.4) 0

1R A 31(5.8) 13 (2.5) 0 35(6.7) 14 (2.7) 0

TI=vT 2 hTUA | 30(57) 4(0.8) 0 28 (5.3) 3(0.6) 0

7 =7 —EHN

I I ERE e 23 (4.3) 7(1.3) 0 33(6.3) 6(1.1) 0

F7o UUTICEEE S A2 S T RITERRBURI OEEHE R 2~ AFIDFHBRIC BV T,
VPR AR 7 61 (1.3%) . KB 6 6 (1.1%) . EED FHF 2 B (0.4%) . FTHERERE -
JHF2 30 il (5.7%) . FRBRFSREAR TE 52 1] (9.8%) . FUIRIREEE TLHESE 22 1] (4.2%) .
R EERE S 2 61 (0.4%) . T EEMEERERET 3 61 (0.6%) . BT (BFX) 561 (0.9%).
o 3 41 (0.6%) . Lafidk 1651 (0.2%) . EAEFIESGE 161 (0.2%) . FPEdfEE (¥ -
N —JEEREZ & Te) 761 (1.3%) . infusionreaction7 B (1.3%) . &S 161 (0.2%) . 3¢
B ERISE 161 (0.2%) F8D vz, F7o, A LMEIRE S, 1 BE R, 0%
PRI IR PEERBES . I, HE O R EREE ., (LB 22 fL. BRBUT R ARE ., BEER K&
OIRIFERBE LR b2 o Tz,



4. FERIZOWNT
PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGE WY BHZZW - FrE L, RAIOFTEGIC LD EHEE
SREWER 2Bl LT BRICRHS T2 2 E BN ERT-D  LLFOO~@ DT % 72 7 i
;K%wfﬁﬁféﬁﬁfkéo

O mEFITHOWVT

D-1 FiEd (1) ~ (5) OWVTNNITHEYT Dl ThHDHZ L,

() EAEFZBRENRET D03 A HERERL SRS (FRIE RS ARSI HE L SR
HiE A A RSB LSRR, MUY AU BSIRIERE 7R &)

(2) FrEMRERPL

(3) FRESFRAED R ET 2 03 AT (DS AR ERbT. 03 AR
W 1IEBE. 2 AR R e &)

(4) S RACFERIERE A2 % E L, S RIERC AR 1, A RIER L FRER R 2

TSNS SR R 3 Ol B YE AR B B H 24T > T B ik
(5) PrEMERE A AL G & BRANGE O i 3% FUE I 4R B Jm 21T - TV D fifiak

O-2 BEMeEE Db F5E Kk ORIWE BN O XIS IZ+- 77 72 505k & R A FrolEfl (P&
DWTINCEZE T HERM) 2, YR OARANCRET 21RO ETE & L ThE S
NTNW5AZ L,
#
- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EONR ATRR O EERHE %2
fToTWBHZ L, 55, 28D EIT, BAKRYIFREZ L LRSS OMHE 217
STWNWHZ &,
- ERIG RS 2 FEOMMBHEZE T L7212 4 L EOWREBZ DO RGARREER
AL TWDHZ L, 96, 2400 BIE, BRSO A SEWIRE %2 5 Lo D3 ATE IR D RRIR
HHEZIT->TWAHZ &,

@ BRENOEEHEFEREREOEHIZOWNT

EEMEREFRICIEE T 2 TE PR E S, REEEENS OFRE D, ﬁxﬁi @7
R i%ﬁ’]fﬁ?&@”‘sffﬁ&()\l:ﬁﬂﬁfr Ixbd D IR ML, A EFRNRBAE LA OWE
EBFEDHCDIATON D ERHINFE S TND Z L,

® BHWER~DRIHIZOUVNT
@-1 fEgkAkHIZBE 4 5 B4

F‘ﬁ’f’fﬁﬂﬁr BEOEBEZRBEWEMANIA LIBRIC, 24 REHZEEHIO T, Yikiisk X
[T XS T 4 b S 1AM %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREH KON CT 20 IEH ORI
E?‘ﬂs@@rﬁ%%‘%#é HHIZE G, B BICRISATRE AR 3 - T D Z &y



@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 ik B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOIERDOAT V—= T E2ITOERE & HREZ LA TE 57 — ARG
s TWbZ L, k. BHEKEICOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHER ORI ICBI LT

RIWER (FEMEMZR R, IHSREREE - TR - MR 2k N WS (R EE
[, RIEHERERE T, T ERAEEERESE) . B fEE | infusion reaction, KM - HLEED T F,
1 BUOBE R . Ak - BRRSUHRLARIAE, (O de. EMEMEESE, Rl St i M
PESEBES . M, B DRSS, MREE (X7 - Nv—ERERL S ). bFFE
EOF R DR B AT R ERIBUDE . THALE 2240, BER . ARIFEREESE) 1Tk LT, Makhitiax
ST BRI BR O B P 2 A 5 [EAD & U (RIHWER OZBr-oxt s IZB L THE &
OXREZITONDIEMICH D Z &), EHIEUIRAENTE DIEHNE S TnD Z
&



5. REMBRLLRDBE
(A2 B+ 5 F ]
@O RIRHIEEDE BRI IS & 725 MIBC BEIZEWT, AFIL S L2 BV RDY
VAT T F L OB K DRI E K OARHI B 512 K 2 Al Bl %
DHERVEP RSN TVD,

(B3 2 FH]
O TFTRICEZY T LEEIZOVWTIEAFOREN R L SN TWD Z b &5 E21T
oY AN
. AFHN D Rk Ui BOE OB D & %

@ TREETOFIIC BV TFRICHK YT 2 BE IOV TE, AR OFEITHESRE S e
D3, MOIEFEEIRB A 72 WG EIZIRY | HEICARZHEN T 2 L 2B/ TE D,

. R MENGZE . (BRI 2 & de) Do 5 EE XTZ OBIERO & 5 54
o G A CRHVE S 2580 D BB K OV 98 55 D il (S JAEME AL 23 2

s EBE
. H R B DA XTEMEN 23 L <IEEFEMED A CuE R B OBERED
b5 BAE

. ECOG Performance Status 2-4 1 o B3

#1 ECOG @ Performance Status (PS)

Grade

0 £ < MR KTRB T 2, FMATE [F U B HARLHIRZ <ITA D,

1 PIARROIC I LR TN RIBR S D 23, AMTITRE T, BAEECHE > TOMERIIIT O T LN TE 5,
Bl : VR E, EHEE

2 HATAIRE CH YD F DEIY O Z LI R TRBELEAERITTE 2V, B D 50%2 BT~y ATl 27,

REAIZESDOHEDEY DZ L LNTERY, BH D 50%LL Ea Xy Rz 1,

4 E<ET RV, BOOFDEY O LFES TERY, Ry FhR Tl I,
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6. BEICELTHEETREXEIE

O WA CES TN, JERTEEE BIREET 2 B RHE |2 IS & ARRK| O e K O 1E
RO DI B ERE I HME L TR+ 52 L,

@ IBEBMBIZHESL D, BE UTF OFBEICA IR a2+ L, FE 525
TG THZ L,

@ FREWEADO~X T AL MZHOWNWT

VB MEE R (TR 2 & te) 3 Hbd Z ENH 5D T, WIHER
CEEIAU, WROR RS Ik, FEENE) OREEE N O XA 0 s . Bl
PHSICATO 2k, Fo. MBS UTHECT, i~ — 7 —%0OM& % i
TAHZ L,

infusion reaction3®& v s Z LR H Y | 28] B LR O AAFFE 5-FEIZ 5 infusion
reaction23 & H D Z L3 H DT, REIE GRFITITERIBH ORIEEZ 71
#5242 Z L, infusion reaction 358D LN ALY 2 E A1T O & & BT,
JERNEE T 2 F TREORELZ +0ICHERT L2 L,

FOR BRI RER . BB RERE E N O T BARERERH D DND Z LB H DD
T ARFI 5B AR R & OV G-I H e IR I NI sE R AT (TSH., 57T 3,
WEBETA, ACTH, I =L F Y —VEDORIE) 21TV, EEOREE 575108
BY5Z b, ¥, MESUCEBRESOERLEET D L,

AFNIOBH I X0 | WEORIEICTER T 2 &3 2 bk~ 7R BN e
BHOLLNDZ ENRDHD, BlELEHmITITV, BENFEO bNTGEITIE.
JED RN L HEWER O%BLZBE L, @URENZW 21T 2 &, BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULEI
ERERNVE CHIORGELZERT D L,

FGAET % BORRK OB AR L TbREWERN I T2 Z L0 H 5720,
AFN DA T RIS G BWEH ORI H3ITHEET D,

AST (GOT) . ALT (GPT) . y-GTP, B UL E VD E{H % ££ 5 FFFeERE
9. MALPERRAE RN S Hboivd Z &3 D DT, AFNEG-BREHT MK O 58
T EMEIC S RER A 21TV, B OREZ +0I28Ig8T 5 Z &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PG BRAGET K O G- T E BRI B RE A 21TV A DR E 531
BT L,

VRBERIN DS & B odv, FERWMET F TV R=V ACELZERHDLDT, H
e, ELD, MRS DORER O FEE M E O BRI H5EET 5 2 &, VRBERIN
WEEDNIZGEIZIE, A A B 2B 53 5% OWU R LEZIT S Z &,

M E O

Ho|

@ NIAGARARBRIZIBN T, RIEABER SRBRIT O Itk . w240 H X128 4
367 HIZE D £ TlX24iE., FOBIIS2ZEEICAIEDOF M 21T T\l & &5
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BT, AREE G I ESCEG R COHIROMEREIT O &, B, AFlo#ES
IXITRIAHBIIRIE & L Calel & C, IR MiBhEE s LC8lETced562 L,
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