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1. ICHIT

FAEERRSH GO - BEMEOHEMRO =D, IRASUESE IS EE-S U7 568 1E 722 H
MRDBILD, I BT, TFEORHEEM O X 0 #rn e Bl 2~ 3 i E
REMLPEKRBINLT T, b OFEEFRERNLZEICVEREBE ICRET 2R
BLEXDFRE L 72> TR Y | R MBOE S & QO FEARTTEF 2016 (R 28 45 6 A 2 H i
E) BV T HHEHMERLSEOEHORELHEEZ X5 2 & L ST b,

BHUE RS 2 R 3 AR R, SREERSRZ ST v 7 7 A VSBETE O 3K 5
HEHIONCRR DL EBDH D, ZD0D, FNEROCRZEMEICET 2 RN T &
LETOM, YHEERERMMLOBELZRZIT 52 ENMfFIN D BF I L CTHEH
THELBIT, A EORBEBERNPGE TERWAEERPHEL L ZBRICNE R 5G % &
5 Z ERFREZR— E DB AT TR TR 5 Z LN EETH D,
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AR DGR Rl 21T - 72 BRI B O 2 v 9,
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3.1. #EAEIIAEABR (rAd-TFN-CS-003 3AE%)

BCG-unresponsive =1 Y A 7 O @R EMER M (BLF, INMIBC)) B3 (H EE
15041 (EEEPEE (BUF. TCIS)) ff%édH v OBFE - 10061V, FLELRINE D H DB
50 B)) ARG, REOFIER VR EMEZBTTT 5 2 &2 BN E L-IEERIER R
By, KED 33 gk THEME Sz, BRI - BRAAEIEIL, K1 OB Thol,

D RESMEIEE Ch D, CIS fHRH 0 OBREFICBIT 2 ALOWERE% 3 7 H £ TO5LEMNEOMRHE
% 43.75% ERGE L. BRE 27% 2%t U CIRGRMRE 21T 2 B, BEKMERA] 2. 5% T, M 71% 90%HER
T BT DOJEFIEEE LT, CIS % H 0 OBE O BIZREFIEA 100 ] & 52 E Iz,
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#F1 ERER - BRAERE

1) FEBERIC 18U Fosd,

2)  BEEERTUTOWTNNEARET DI ENREBREBICL VR T ERE,
e CISOX
o TaTl DES L— NFZE, CISHEDHY
o TaTl DES L— RIFZE, CISHRREZR L

3) LU F DR 7297 BCG-unresponsive D BE™,
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WX, FBOERNBRTIVUEARRICSBINT S Z LR TE 5,

e  CISOAROBENIIES L— K Ta/TI HE T CIS 25T 5 HBE 1T, BCG &i&iE
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4)  ECOG Performance Status 7% 2 DL F D BFE

5) BRI bR ST RN R IR IE N O JR B bR & OF% L Qi W R,
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THERE, UTOLI7GE (ZNHIZRESI W), BEEEOY 2708 LT
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6) IRERBLE G RRAGET 8 BUIPICEENIE AR A Z T BRE, HE L, UTFOSHE%
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AR D FIE K O BT 5L, FZREME I T, 3X 10" vp/mL DAL 75 mL %
JRIEH T —T V% T Day 1, Day 90, Day 180 K (X Day 270 Dt 4 [alfEftiNE 5425 =
Llanl, B, 2 MHUFEOEEIZHT- > TiL, EfERWHEZHET D010, &
Gl 2 LA RABIEE K OSSR 2 F50 L, & 2 L — RO IR O A % SHl
L. BRI ERIGSIIERE ETHZ & &S, B2 b— NREDOHRATLNR
LNBRWERICRME KRG T 22 & LSz, i, WEFEEGE 12 7 H IS O ATV
Lantz, £, BT v —7 v 7HIM T, FEFHEEIREE TR ORE oWE 5
%12 W AR TEZ L — RIREDOFEREIRD S, 165 Y ERANEY) & HIwr L7235
A, PIEEEGt% 12 7 AREDARE, 3 W H T Lo Gkl T2 Z 2 wRe L Liz, fllRlEs:
% 15, 18, 21 JO® 24 1 AWEACCIRAINERS KOst S 2 e L, ERRIIC L EThi
TBGRNCAEREIT ) 2 & & ST, PlEEG4% 12 0 AR Cm 27 b— RIRZE O FTHAYE
DOV, BENKGMk 2 IEG LI2SE S, PIEG% 15, 18, 21 LT 24 71 i
JUCIRANIEES . BEDESE R A e OVER (BRRAVIC LR 6) ISR D175 2L & &h
oo WIEIEE 4% 24 J7 AR S LRI, TRBRHELY BERf 238 5 OERIR2HICE- T3 WA Z &I
REA 24TV, A BEGRNCARS O Gk O 2 RS 5 2 & & S, BGHIRIE,
AR OWEEEE- B 2D iR SEM & Shi,

ARBRIC B gk S 7z 157 6 (CIS fFRH Y 2 — b 107 B, FLEERFE DR — bk 50
B ENIARMPEE S, ZEMEMITIRER & Sz, 20 95 BCG-unresponsive
& U X7 NMIBC DZWHEREIC AT Leh o 72 6 6 (CIS PEFed v =ik — b 4 45, FLEAIRSE
BEDHam— k241 &< 15161 (CISOf¥EH Y mR— b 10341, ALERIRED I 2R —
N 48 f5l) DSATIMMEREAT R RAEH] & SHuTz,

HEWEIZHOWT, AR BEFHIE A TH 5. CIS fiRH Y ak— MIBIT HARND
VIO 5-% 3 7 H £ TOREERMNED [95%CI (%) 137 2 DBV 534 [43.3, 63.3]
(55/103 1) TH V. 95%CI O FIRAFFNHE L7ZRE 27%Y % EF 7=,

#2 AGOYEREGHR I VA ETOREIHE (rAd-IFN-CS-003 RER, H AT RER)

103 151
SERZEY (Bl 55
SERFMR [95%CI*] (%) 53.4 [43.3,63.3]

* : Clopper-Pearson {%

D NP R BT 31 B RANEE R OSSR AL . BRI U CAERIC L - TR L 7=, CIS f%H Y @
BEICBIT2ETNT. T2 20 EOWThrEil-TBAe L ERSNT,
O JRMfaEZcRETH Y, BIERE CHRENRD bR,
@ AMEToTHA. BETHD,
¥ BCG-refractory NMIBC HFZxtg & L\ By v DR T, 5288805 [95%CI] (%) 1% 18
[10.5, 27.3] Toh o7& (Urol Oncol. 2013; 31: 1635-42) M OREINT-,
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1 HEERT 40.0% (22/55 %) . #IAI¥ 514 24 71 HRES T 36.4% (20/55 1) ThHh -7,

3.2. ENBIFERER (000381 FAER)

BCG-unresponsive & U A 7 NMIBC ##H &t RI2, RO A R V222 Hatd 5
ZEaARE LI-EEMmIER REER (BEEGIEL - 24 6 (CIS ¥ H » DBFE : 20 ) |
FLIRINE DA DEBE - K 461)) 2SEWN 25 figk THME S 72, F7eBIR - PRI EHELE &£
31T LTz,

R3I ERBR - RAERE

1) FIERERIC 20 5Ll EomE,
2)  BEEETUTOWTNNEETSH I EMFREREEICLVERTE HEBA,
o CISDOH
o TaTlI OEZ L— RHEZE, CISHHHH Y
o TUTI DEZ L— FRZE, CISHEARL
3) DU OREHEE 7~ 37 BCG-unresponsive D BH ",
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7 L= RTURENRD SN BEL, BOERNRTIVIARRBRIZZNT D52 ENT
x5,
. CIS DAHDEFZHNIL CIS P L7zEm 7 L— F TaTl IBE 2 H 5 BT BCG &KIEA
% 12 WA UNIEEOFENED b, CIS 2L TV ARWEZ L —F To/Tl HFE %
HT 5 BEILBCG HRIKTEAEL 6 W HUNICHRENREOLND Z &,
4)  ECOG Performance Status 73 2 LA F DB,
5)  EEBPREE bR U RISIIRE FRIEN O PR R % 0F% L WiV B,

) A7 V—=v7RERC, HEEEE (BEEHE) XTEBEEOAIE L IXBEEOR A
EETHEE, LTOXIRGE (ZNLICRESN), BEMEEO U A7 BN ERT 5,
o ARBEOHEBRENREICS O TY VBRI OV UM NLIRIRRE DS b b
o BMEERIC XD ZIRIKBREEZE D TIHREZ AT 585

2) BRI 2 2 RIEEBEZ T VD ERE,

3)  BCG RIS NMIBC (23§ 2 BERIIGR 2 BIE X R BIZ= T, IR ) —=V TR/l A
A UANICZE O OTRBRIENRRI G O 5% 52 11 T2 B3,

4)  RBRELELBGET R OS2 NI 75 ) T A VA B RO IEAI AR LB,

BRAVEEYE | 5)  ERMIREEESOTME MR A RS (TaRBRE = T B0 BEILIERICBINATEE) .

6) BESEUNICHMOEMESEOMAE2ET 585, 2720, RRSNT-REORELE XX
B B, R OVB R R 24 7 H UL ERGE U7z pT2 LT O SR ES ERfE OB E %
BT 5HEE, WONCERREETO (PSA< 10 ng/dL, Gleason 27 6 (X Tl & LTER) i
SRR B IR <,

7) IRBRELE P SBRAGRT S BN NENRIE R Z T2 BE, 72720, FTOBEERL ¢
e TURBT BE#%ICH[EWEE L TEE S MaREERES] (Bl ~A b~ C, KF

VIVBET U e YY), [RGB BRAEET 14~60 H I G AR,
o BRBRBINO T O LERRBWE AR R O 5 BB ERNCT s BCG BEBEP AR,

* R TE AR AT TR TUIBR L AT IER b RnwZ & & Lz, TURBT %77~ TI REZHT HHEE
1. RGO GBIMERT 14~60 HIZHE TURBT 252175 2 & & Lz, BB CISIREICITBEL 2 ifT4 5
NP DY




ARERITIL, LT 2 o0 amk— MR ESN-,

o CISPE® Y adR—bk :CISOAHZATLHEE, XTI CIS 20 Lom 7 L— R Ta/Tl
A AT D HRE T, BCG IRAKIEAR 12 4 H LN O R NRD S - B

o FLEAWREDHRR— 1 : CIS 2L TWRWE I L— K TaTl HMEZHT 5 EE
T, BCG fcfeiE Atk 6 1 H LIRS O TR B /- B

ARBRIE, A7V —=2 7 WIM ORGSR 7~28 HE) . FEFHMEHIFE OREORIEH
5t 12 W AK) RO7+m—7 v W] OREOPIERG% 12 7 AUREO 3 4/H) 1
HERL STz,

AR O FVE R O &SI 5, FEHMEIF I, 3X 10" vp/mL DA 75 mL %,
JRIEH T —T V% T Day 1, Day 90, Day 180 K (X Day 270 Dt 4 [alfEftiN 542 =
LEENTe, B, 2 BIBUBROEGIZHT > TE, IEMRFNEHET =010, K&
Gl 2 LA RABIEE K OSSR 2 F5h L, & 2 L — R O IR O A % SHl
L. BRI ERIGIIERE ETHZ & &S, @7 b— NREDOHRATLNR
LNBRWERICRME KRG T2 2L LSz, i, WEFEREGE 12 7 H IS O AE MLV
Lantz, £, BT v —7 v 7HIM T, EEFHEEREE TR ORE o[RS
%12 W ARLE) TEZ L — RIREOFERIRD S, 165 Y ERRASEY) & HIwr L=
B, PIEEEGA% 12 7 ARERARE, 3 W H Z oGkl T2 Z 2 wRe L Liz, flREL:
% 15, 18, 21 & UF 24 7 HWEAUCIRMIMERS K OBt S 2 Ehin L, BRI KB THi
TREGANAREIT O 2 & & Sivlz, UEG4% 12 0 AR T 7 L— FIRZOFT /AR
D ORI, BENEGMREEZIES LI2GE S, PR G% 15, 18, 21 KT 24 I AR
SUCIRANIEES . BEDESE AR A K OVER (BRRAVIC L2 6) ISR AFHIiZ1TH 2L & &h
7z PRI G-1% 24 77 RS AR, TRBRIL Y BEAN AN @3 ORI ICE > T3 WA Z &I
R 24TV A B GRS OB Gk ORI 2 R T 5 2 & & Sz, B HIRIE,
AR OWEEEE- A 2D iR 4 M & Sz,

ARBRIC B gk S 7z 25 B (CIS R H D 2k — b 1 20 fil, FLIERFEDOH AR — | 1 5
Bil) BBNARMDI G SHU, LRI SR & OVE DM X G5 H] & a7z, 2025
FI0H 23 7 =%y MATZREET, 1661 (CISHFEH Y aR— bk 13 6] (AR 12
B, BEOHBIZLDHIE 16, HIHRWEDL 2R — b 3 6] (REFE 26, AFF
L) BESHFICEY . 9fINEEFHMEMMEZE 1 L,

HEWEIZHOWT, RO EEFIE A TH 5. CIS fiRH Y ar— MIBIT HARND
VP 5% 3 B H £ TOREZNEY [95%CI] (%) 1% 75.0 [50.9, 91.3] (15/20 ffil) ThH

VR MTRIRR 235 1T B R R OISR A . AT U C AT &> CRFA L7z, CIS B ®
D DBREIZBT LEFRME, UTO 2 >0EEOWTII &l He L ERIN,



V. 95%CI @ FERANFRNCHE L=l 2% % Elal-7-,

[Zz4xtt]

3.2, ¥ESNVEIAERBR (rAd-IFN-CS-003 3X8k)
LTEMIZONT, B TI10%LL FICRDON-AEEFRIT. E4DLBY THoT=,

#z4 2ETI0%U LIRS LNEHEEES (rAd-IFN-CS-003 RB, ZEMEMITRER)

B (%)

D DR ver28.0 CISP%H D ah—F  ABREDH = h— B
107 151 50 i) 157 151
PHEFRR 101 (94.4) 45 (90.0) 146 (93.0)
R A VA A 37 (34.6) 15 (30.0) 52 (33.1)
I 5 29 (27.1) 8 (16.0) 37 (23.6)
3 I e 22 (20.6) 9 (18.0) 31 (19.7)
PREYE 20 (18.7) 9 (18.0) 29 (18.5)
iV 19 (17.8) 7 (14.0) 26 (16.6)
FEEN 18 (16.8) 7 (14.0) 25 (15.9)
Bl R 1K e 17 (15.9) 8 (16.0) 25 (15.9)
CIES 18 (16.8) 6 (12.0) 24 (15.3)
BIEpE 16 (15.0) 8 (16.0) 24 (15.3)
PR % R Y 11 (10.3) 12 (24.0) 23 (14.6)
T 10 (9.3) 7 (14.0) 17 (10.8)

F72. BIKRT10%LL BICERO HNZETERIZ, #5080 THoT-,

%5 2FETI10%U B LNEIVEA (rAd-IFN-CS-003 3Bk, LZ2MMHTTRER)

B (%)

D dDRA ver28.0 CIS PF%d ) = A T ATFRIRE DI = B
107 1 50 1] 157 5
2EIEH 77 (72.0) 34 (68.0) 111 (70.7)
T 5L W 26 (24.3) 13 (26.0) 39 (24.8)
it 25 (23.4) 6 (12.0) 31 (19.7)
s e 19 (17.8) 7 (14.0) 26 (16.6)
REYhE 18 (16.8) 7 (14.0) 25 (15.9)
B R 1K e 11 (10.3) 8 (16.0) 19 (12.1)
I 13 (12.1) 5 (10.0) 18 (11.5)
FEEN 11 (10.3) 5 (10.0) 16 (10.2)

AERIZB T, Grade 3 UL EOFEEFELIT 340 (21.7%) (238D Hi, CISHHEH Y o
A—rT 226 (20.6%). HLIEPRIFLEDIHam— kT 126 (24.0%) ThHhoi=, TDH
B, Graded DEEFRILCISHRH Y akR— FTI1H], AWERIHFLEDOHLaR— FT2H|T

O Rz crETh ., BRERE TRENED b,
@ AEHBEToBEA. BETHD,
Y ARRBRORNGEEICH LT, BN TRAEDRERN 2L, ERERHRTcEsBEEZD L THRED &
WD EEFERMERNH D Z LB E 2 BT 2% s RES N,
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BV, ZNHLSMI Grade 3 DEEFFR Th o7, Grade3 DEIEMIX CIS O H Y 24—
T3] (PR, IREYhE, JRAEY), ABRRHRED A 2R — T34 (REDHE, &
i, EIE) 1ZFRD B, Grade 4 DFRIERITED HiLenoTo, EELRAEFRIT 194
(12.1%) (Z@BO B, CISHFREH Y mR— T 106 (Wufiie, Jerh, R, iR/
MBI RIEBRE, DB vEiE, O GHME), BT BRORE. MK, ANENR) . FLER
JHAED I 27— N T 9 i (IR A/ £ gt (55 et IR £ O . i oD A8 A= W IR
K. B AL OIREAT LR/ BT U WA 2 1 O e, SRm/IRAE R A, DA DR
BEZE, T 7 47X — i, FBE BuE, —#EeE) Tholo, 20955, REfE
MIFAIRIRED R — FD 1] (ki) Thote, HGPILICE S T2HFFGIL 46
(2.5%) [ZRD B, CISHFH Y ak— b T26] (BBMEHE. NGO . FLEH
PIRED I = 7R:— T 24 (e BYEHAY, E) Tholc, EGHIICE-T-F
FHHEEDO O, CISUFREH Y 2dm— o 26 (FEHEH, M~ RS W) . FLETRIHZA
DFHaR— hD 1] (FEHeo BYEFAEY) R & S, ETICE ST AFHRRITE
WO T,

3.3. ENEIHERER (000381 3BR)
TEMIZONWT, B TI10%LL EICRD ON-AEFRITI. E6DLEBY ThHhoTz,

#F6 2ETI0%ULITBD ON-FEESR
(000381 R, ZLMMITHBER. 20255 100 23 BF—F by v F7)
% (%)

D DR ver28.0 CISGiH Y ah—F  RBEPIREDFH 2 H— 2R
20 5] 5 44 25 15

EHEHRR 18 (90.0) 5 (100.0) 23 (92.0)
FEEL 9 (45.0) 3 (60.0) 12 (48.0)
JREY)E 9 (45.0) 0 9 (36.0)
PR R 8 (40.0) 0 8 (32.0)
T 5L W 7 (35.0) 1 (20.0) 8 (32.0)
1 JR 6 (30.0) 1 (20.0) 7 (28.0)
GIEpE 6 (30.0) 0 6 (24.0)
COVID-19 4 (20.0) 1 (20.0) 5 (20.0)
TR 4 (20.0) 0 4 (16.0)
T 3 (15.0) 1 (20.0) 4 (16.0)
LB K D IETR 4 (20.0) 0 4 (16.0)
i P Y R 3 (15.0) 0 3 (12.0)
R e R e 2 (10.0) 1 (20.0) 3 (12.0)
HRIR 3 (15.0) 0 3 (12.0)
IREE S 2 (10.0) 1 (20.0) 3 (12.0)
R 2 (10.0) 1 (20.0) 3 (12.0)
sk 3 (15.0) 0 3 (12.0)

F72. BIKT 0% EISGRO SNZETERIZ, #7080 TH-T-,
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#£7 SET10%L EICED Shi-BER
(000381 Gk, TRMHMITHRER, 202510 23 BT7—F v v A7)
B (%)

PT

MedDRA/T ver28.0 CISff% &) 2k — b FLEERRE DA 2 — K SO

20 14 5 {3 25 {5

2RIEH 16 (80.0) 4 (80.0) 20 (80.0)
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