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BROOHIND, DT, TFEORFHEN ORI L FH e BRI ERE T 2 R T R4 E
PR DGR SN AT, Zh b oA RBESHAZHICLERRFICRMETAZ LR
BEROBRBE L 2o TB Y . BEMBUEER & dCEDRAT EE 2016 (FRK 284F 6 H 2 A RIEEIR
L) BT HEFMEIETFOMMNOREEELND Z L L a3 THD

FHERBT 2R T AERSER L, KEERASZRET a7 v 4 VBB FO EHK,
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ARG DO AGRIRFI L &2 1T » 7 B2 BR AR OBE 2 w7,

[FahtE]

3.1. AVEIAERARR (rAd-TFN-CS-003 3A5R)

BCG-unresponsive = U A 7 Of@IFREEMENR (LLT, INMIBCY) HBF (B F]
1500 (Ll (BUF, TCIS)) (& 0 o84 - 100617, ILEIRAREOHOBE
50 41)) ERBRIC, REOEIEROCLZEMEEZREFT5 2 L2 B E L IEE R R
BROS. OKIEIO 33 i THEM S vz, TR - RAMEEL, R10EBY ThoT,

D EERHETEL CH A, CIS D D OBEIC BT ARMOMER 5% 3 8] £ TOEEESTEOMIHE
B 43. 7% ERE L, BIE 27%2 ) U TIRBREZIT S B, BEAMERR 2. 5%D T, 1% 90%iefs
FAHHOERE L LT, CIS fit3kdh 0 DB O BREEFIRA 100 7 & R E S,
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) =1 ERIR - R EUE
) FEBRGEIHZ 18wl Eo B,
2)  BEBLTUTOWTNLEZETAHZ LW HREEICLVIERTE 5 BHE,
«  CISO%
o Ta/TIOE 7 V— RFE, CIS{E5H 1
o TWTIOEY V— RRE, CISHREZL
3)  PATF OEREZ /- BCG-unresponsive ¢ B HE™,
. 12 4 PN, PAFIZRT 2 22— 2L 100 BCG BEMLNEARE 252 1T - B,
BCG AL L LT 6 BIF S [ELL EOFAIZMZ, BCG MRS LT 3 EF 2
MILL B AR Z T 7283, BCG MEFREILZTTL/0ENIE 2 a— A OE AR
HELTelRT 2R EOEAEZHRE, Hl4E LT, BCGEAEE (6la]Hh
5P LEE) OREZITEEOVINRHMETE S L — K T BEBRD L BH
W, CBOERPBZRTIVEARBRICSINT S LN TS,
s CISOHOBENIIE Y L— F Ta/TIHE T CIS 23T 5 8EF 11, BCG &kE
At 12 B AURIZIEEOFRENED LN, CIS Z2HELTVWAREVWE I L—F
Ta/Tl REAFT HHEFTIL. BOG REITAKE 6 THAURNIZERRHO NS Z
k.,
4)  ECOG Performance Status 7% 2 LL N B3,
5) BRSO MOXET N BGETRRIG PN O FREE BRI A R LT AR
) A7V —=r R, BB (ER ) XsfrEo &0 T+ F
THEE, UTOLS BN (ZALIZRES LW, RO Y 2208 ERT
25
o R OMEMFEIRAIZ BT Y o R R OV I N ALTER IR 2R A3ER
HiILD
o EBEEEIENT A TRAVAOKBNIEE D T REEF T LB
2)  EREECT AR REEBRAEZ T TV ASE,
3) BRGNS ENCOT T U A VA E) SR ) L B,
4)  JEGRER B OREEER R RS (+o2BFEE 2 0 ko BEERICSMT
N
5)  BE S FEUANCMOEMEROMEEZETAEE, 27700, I KB ORI
R ORI R, RO R £FRINE 24 7 B L) FIRIE L7z pT2 AT O R REE
ERBEOMEAT T HBFE. LICEHRFEE T (PSA<10 ng/dL, Gleason A7 6
FOVeTl & LTES) R EmES IR,
6)  ILBRILS B 5 BEAAAT 8 ALINIZEERNEANRIE A Z T -8B, 2770, UroEesE
B <,
+  TURBT E#OMIMEERREA (Fl: =1 b= C FERYJALED Y, TE
LB ) QWGBS BIAART 14~60 H TR G FEE,
. RREBIM O = oL ERBWHARER 5 BB AncfThhz BCG EDLNTTE
NI,
ABHFINEILT TR L Add b aunwz & & L, TURBT 2577~ Tl WEZH
M, RS O#E BRI 14~60 AIZHE TURBT 2375 2 & & Uiz, BHSMA CISIRZEIC
HWITTAZEE LT,

B A

RohAEE

AR T, UTD 200 afk— FRREINT,

« CISUFEH Y 22— : CIS 0AhEFTHEE, XL CIS 2% L& L— N Ta/T1
RAEEZATHERET, BCGRIEIEAE 12 7 A URNICIEOTIRRBD - B

o HERPIREOHZ KR — bk CIS UL TV aeWnWE s L— K TaTl IREE R T 5 EH
T, BCG IIETEAE 6 17 B UINIZIEB OB FE0 S BE

AGRRBRIL, A7V —= 2 7R (RS 7~28 BED ., FEFHMEHE (AT omE &

5% 12 WA ROER#Z +2—7 vy 78 OREOYIER G 12 0 8 LIEO 4 F7#)

MO STz,



Adn D AREKR O ESOIHER GEEE, EEFHNBIF TIE. 3X 10" vp/mL DA 75 mL %,
JRIE 17 —7 V& T Day 1, Day 90, Day 180 & U~ Day 270 O FF 4 [mIBEBENE ST 5 =
L En, B, 2 BEUEOEREICHT- - UL, ERHL2HET 00, %%
LT 2 EEUANIC RS R OERE S Efi L, &7 L — FREOHIROF 82 3
L. BRIV ERB ST EREERTHZ 8 &SN, B L— FIRAOHIITRIFES
LRV EICARGERET S 2 & & &7, k. PIERG% 12 4 H RSO AR ITVH
LENE, T, BT e =7 v TEHET, REFE R TR (RE o EE S
%12 ARER) TEZ V— FREOHHEIRD ST, BB Y ER Y & W L5
G, WIEERESL 12 7 AREEURE, 3 0 H Z LIRSk T S 2 L ETTREE LT, PIERS
% 15, 18, 21 KU 24 1 HRERUTIRAMMIEE K MBS 2 90 L, BRIRIIC LB Thi
B SANZAERET) 2 & & Shie, PI0ES% 12 0 ARRTE Y L — REEOFT LG
HENRVR, BEPRGMELZES LizEa b, MEREGH% 15, 18, 21 KU 24 U AIF
RTINS, BEEERE K OER (R LR GE) X258 0E1T5 2L & &h
T2 WIEHR 5-1% 24 1 AR S LA, TRBRIL Y ERE T OMRZIRICIE-> T3 WA T LI
R 21TV B RGHNCAROR GG OMEIEZ R T 5 2 & & ahk, RS,
A OFEES- A SRR SER L Shvis,

ARBRIZB R I NI 157 6 (CIS fFRH Y =k — 107 I, FLERPIRA OH 2R — k 50
B EBNIARmBEREG SN, BEMBITGRER L Sz, 2?55, BCG-unresponsive
B YU X7 NMIBC ORWiFHEIZ &8 L~ 72 6B (CISHE5H 0 2k — ~ 4 5], FALEERR
EDHar— b 24l #Er<A51H (CISOEEH 0 =k — b 103 #i], HLERRIRE DA 27—
48 ) ASEANERRIT R REM & Shiz,

BRMEZHDWT, ARRBOTEIMIEH THS, CIS b Y ak— MBI 2R
WEIFEE 3 7 A F TCORSENEY [95%CI] (%) 1T3HK 2 o Lish 534 [43.3, 63.3]

(557103 f8) TH Y. 95%CI O FRAZHANIHE L-RE 27%Y % FFE - 77,

#£2 ARGoFEEES 3 VA FETOREEHFE (rAd-IFN-CS-003 3B, HEhMEMHT S 4ER)

103 %1
SERTEE () 55
SERTNFE [95%CT*] (%) 53.4 [43.3,63.3]

* : Clopper-Pearson %

D EIEEREC T D RN R OER R, SIS U CAERICL o TEMII L 72, CIS e Y
BHEICBITA52TNL. UTo2 >OREONTALEZHE-TEALTHESN,
O FifRZ TEETHY . BEHERTE TRESIRD LR,
@ HERETOEG. BETHS,
Y BCG-refractory MMIBC B A HIEE L7 VLA L DENRER T, 5484003 [95%CT] (%) 1% 18
[10.5, 27.3] Th-o7~2 & (Urol Oncol. 2013; 31: 1635-42) Mo@E SN,
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Fio, KROYEZRS5% 3V EFTICREBDEERLLBE PO L, BeRBHN
g L TWABRBEOESL, PIERER 12 7 BEES T 45.5% (25/55 ) | #IEEE% 18
F1 B REST 40.0% (22/55%11) . #IEIHR 5% 24 AR SUT 36.4% (20/554) Th o7,

3.2. ERHIHERER (000381 35R)

BCG-unresponsive = ) X 7 NMIBC B & X 412, RinDA MR VL2 ZRTIT 5
ZEHABE LzIFERIE RS (HEREFIEC: 246 (CISOfRH Y EFE 20 41)
FLEARIRZE O A O B K4 F))) NEWN 25 FEEk TEM I T, TR - ROV L R
3R LT,

] w3 EBRR - pRAVEAE
1) FAERASMEIC 20 %8 Fo B,
2) BEEREE CLATOWT L E AT 5 Z L aVRERE BIC L VR T 5 0H,
o« (CISOIx
o TWTIDE S L— NIEZE, CISHERES Y
o TaTI D7 L— FRZE., CISHFRERL
3)  LUT o 45 72§ BCG-unresponsive 0 4",
. 12 7 AUNIZ, BLNICaRT 2 2— AL =D BCG BN E B TR 252 1 T,
BCGEAREE LT 6EF SEILL EOFEAIZMNZ, BCGHERHEEE LT3 EF 2B -
BRI DHEEAN. BCG MR 1T WEE IR 2 a—ABOEAELE LT 6 M 2R LD
AL B4 E LT, BCGEAEE (6 Flh 5 B ERE) OREZIT 5% OY)REFHET
YL FTURERRD LA BRA R, BOERRZTNIEREBRIZEZNT 52 8T
x5,
. CIS DH-OEFE ML CIS 2B L7 L — F To/TI REE AT 5 BEIT BCG fEA
#% 12 7 AURICIEISEOBERNRED b, CIS ZHR LT E s L—F Ta/Tl WE %
HTHHEETT BCCREREARL 6 W HURIZTTEPFEO LN H 2 &
4)  ECOG Performance Status 73 2 L RO BF,
15 BRI b RO SULATSINRER RAE N 0 R B b BURE & R L T2 R,
[ 1) A7 U—= KR, fEREE (EAmE) XEEBER0G0E L EBEREOmTR
FETHEH, LTOLIREBE (ChoIZRESRRG), BEBMEREo Y 27 B3 EET 5,
o ARBIROBEBTFRIRISICEW T o EBE RO SUIBUNLERFA RO b b
o BEMERESC LD TR KB A LD TIWE R G T 2 8E
2y EBmICH T A R REE BAZ T TS BT,
3)  BCG RIS NMIBC (w4 2 BRI 2 AL TR EICS W 2, XA U —=V TRl A
HUWICF OO IRBRAAREBRELT O 5 27217 7= BAE,
4) ARG R OS2 BRI D 7T ) oA VAR VTR A A U,
BRAMEEHE | 5)  JEARMERISERY O TS 2 B (0 7R 2 21T 7t 0 BHXIRBIC B HE) .
6 BEISEUNICMOEREROBELZ AT 58F, 2L, RSN EEEOLMEE L
R BRI, RORIRE SRR 24 0 B UL ERR Lz pT2 LT o0 LERIREE E AR OE %
BT HHE, WONIERE Fo (PSA< 10 ng/dL, Gleason A =7 6 R cT1 & LTiE#) Al
SRR E IR
7) IRWRELE e G BEART S ELINICRERENIE AR A BE, P L, TR AEERL -
*  TURBT BHZICHMEE L L TR SNHIEESEMEER B <A beAf 2 C, FE
VIRV TR V), JRREL S BRART 14~60 OBIE&RE AlhE,
_ | » WBRBINO - HMBELRBIEARER O 5B EENIZTTN - BCG BERENE ARE, |
* o AHER T E AFLNARE AT R THIBR LA IE e 62 & & Lz, TURBT %17 T RAZ A4 508
VI, AR O GBEGRET 14~60 TIZFEE TURBT 25172 2 & & L7, S CISIRE IR 261732
ZEELT,



AERERIZIT, AT D 200 3k— FRERIE XN,
. CB%%%DS&—F'asmﬁéﬁT7$% MIX CIS #0FR Li-m 71— R Ta/Tl
EhATHERET, BCGRKIEARL 120 AUNICEEOHIERRO b B

. ﬂm%%%@&zf ko CIS 20 L CWeWE 7 L— K Ta/Tl WAL HT 58

T, BCG mHFEATL 6 77 A LINIZIEE ORI 580 b 7o B
AREFL, A7V —= 7 ORGSR 7~28 B, EEFMOHFK GRaoWEER
5% 12 W AM) ROT+w—7 v 7HH CREOYIERE% 12 7 HLED 3 F/]) 226
FERY S 72,

sn D MEKR O & OIMEM vEE, FEFMAIE Tk, 3X10" vp/mL OAS 75 mL %,
JRIEH 7 —F /% FIWT Day 1, Day 90, Day 180 K TX Day 270 D&t 4 [MIFERE NI 542 =
Llant, B, 2 MEUBROBEEICHZ > Tk, EfLRHEZHETLZ01, &%
B 2 EEUNICREE RO RE S i L. 57 L — FREOFROA 8L 3L
U, BRI E RS ST ERE LT 5 2 & &S, |7 L— RREOHRAT R
LABRWEBIIARLEZRS T2 L L &N, i, HIERGH% 12 0 ARG ORIV
&N, . BT e —7 v 7T, REFHMEHREE TR (R oS
%12 W AKR) TEZ L— MREOERESRD O, IBBRENSEREE &k L5
A, PIEEG% 12 7 AREEURE, 3 0B Z eIk A2 L efREL Lz, PllElES
% 15, 18, 21 KU 24 H A WG CTRRMIEZ R OIS mA 4 Fh L. BRI VE Thh
IEREGRNCEREITO 2 & & 3T, PIERE® 12 0 AR TE 27 L— NREDRT AR
HHENRVN, BEDEGMEEIER L7258, FIERG% 15,0 18, 21 KUY 24 77 AR
SCIRANIEE ., ERERER OER EROICLERGES) L2272 & &0
7o, PRI G-1% 24 7 H R DREIL, 1RBRIE S EAI S E T OBRIKZIRIZE-> T3V T &I
P 21TV AR GAENCARE O G OBEIEEZ R T 2 2 & & vk, B5HIIT
Aot OG- H o bk 4 FE & Sz,

RRBRIZBIE I N 25 6] (CIS HFEH Y zdh— b 1 20 B, AERFEED B — b 15
%)iw_xmﬁﬁﬁén\ﬁé&ﬁﬁﬂ%%l&@ﬁ%ﬁ%ﬁﬂ%ﬁlkéﬂtomw
FI10A 23 BF =&y NATHRERT, 1641 (CISPF%H Y =th— bk 1361 OREHEHE 12
B, BEOHBICL AR 14, AIRRBEOHZ 2 FR— b 36 GREHER 24, AEF
Z140) BEGPIRIcED | ofR EEFEEHE AT L=,

BRIz H>WT, ARBOTEIMER TH S, CIS fi¥EbH Y ak— MIBiF A RRD
EFELE% 3 U ETORSEYEY [95%CLH (%) 1T 75.0 [50.9, 91.3] (15720 f)) Th

D oh SR BB 1T 3500 B AT R OB . LI U TR K o TR L7, CIS (b
Y OEFE BT DR, LT O 2 >0 BECW-FRpremi-ihe & EREni,



V. 95%CL O TR ERMCHEE U7-HH 2% & EE -7,

[Zz2tt]

3.2, YESMEIIARAER (rAd-1FN-CS-003 3 5)
WRMEIZONT, 2IRT10%U RICEH ONEHEERIT, H4DLBY ThoT,
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