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PR BTV RS§ B Se IR B
RSN N e T
B SC A S N ;i N

(ZHH 1202447 H 24 H)

$5% :

PRI ERIE RS A EREE LT, AV Ay b - 7T UHEE (Bacille de Calmette et Guérin : BCG)
BEBEPEAFRESH K 2 S T TB Y, EEMIE (carcinoma in situ : CIS) XHif@IEEHEEME (non-
muscle invasive bladder cancer : NMIBC) OiGESLCTIETFEICIA A I N TS, &EHHEFEIZOWTIE
ESSPUEFIREDNERTH 728, HEF v 7 R4 ¥ FHEH (immune checkpoint inhibitors : ICI)
DENED TR SNBFEIL S ER LTV D, &5, ICT LHUEH OB EEIZ O W TOEMEI S S
NTBY, HVIFRICEHEROBICEASNS Z LD THREINL, KR CTEHREIFZEE> S ETHRIST
% ICI OBk B %, RIETITREBEID & 7 o TW 2 WERKIR, (RREIG & 7 o T W, BIEEST
FORED O THMN L7z BREBOMREZOL JIIBETH Y, FIIRE FEEICLEHTE S
PEGHRDOMETH b0 F72HERRLAFLEORENEL T, HEHRIZIT TR, WIS 0H W)

TEHEHICSENT 2 LE DD 5.

(V5 HIR. 86: 287-295, 2024)

S B RBE R, RIREIRE, Ty 2R A > b A

& U & (&

PRE& bR JE 209 A ik & LT, BCG BEBEME
MNBREDFIEHELS 2T bNTBY, BHETL CIS®
NMIBC DiE#, HHETFHE LTEL{fTbhTwb, J}
B LR O HERIZEDS { M-VACHRERS Y4 v ¥4
Y+ P AT 52 (GO) #HEL o 7-HillE FIG# O
ATH 72, BT T F - BAHIKPUE R ¥ _E R #E 12
DWC, ICID—2THAHRATTOY) AT DHEREN
REN, FPUEAGEGOMEREE LTT LY T
DERIED R EN Tz FAETIZ ICT & P o b %
DEMEDIRE SN TE Y, SRR TORBEIGA
F/INBHEZATH b,

FEmR R E B (X T 2 R&EEE (Table 1)

NMIBC (3 NHSE IR e 7278, BB IZAEICH
o THODHEBLTETOY A 2712865,
Mycobacterium bovis D §5EAE T TH 5 BCG Dk

* T 860-8556 REAT H UL X AGH: 1-1-1
TEL 096-373-5240, FAX 096-373-5242
E-mail jun_yatsuda@hotmail.co.jp

PR A, - B A2 NMIBC B X OCIS 0 &
BT B, BEB L OHEETH & L CER & S
THY, HABRERYE UAY, BINRIRERS
£ (EAU)?, BXUSKEIRRER¥S (AUA) T
Thtwz ¥,

BCG

BCG DEEMHN~OG )7 LT, #ERRE M E
UM R B ARG LC, A2 1 mokS5%6~8
AT L, ZORISHEREDLE L T1 ~ 3 FMikmS
5 EABEOREIE, EAU & AUA Tl 6 [ (6:4)
29 RFIZBWCIRFAMESETIISM QH) T
ENAEZELLNWED)TH D, MEFHREICENN 71
NI = VIRTEFE L WA Y, 34 H A S 4RI 3 (3
H) HE5THHEPLENY, B Eb JUADHTAF
FTAYTEIR2 AT SEPNEF LW ERIRL T
wz b,

TIEF v V7 RA LV NY U EPD-L11IE, & M
JEHERAAE, T A, NKMfE, EEAIcsEl LB
), PD-1Z#MKRIEIEMEAL (activated) T AllgEB & O
B (exhausted) T, ~27 v 77—, BRI,
BAENZIZZB L T % ©, HiPD-1/PD-L1 #(3, &%
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MIFBIZx 5 T MEOEMAL 2 ede§ 2 2 & THES
RS2 D,

NL70OYX<v T (KEYNOTE-057, KEYNOTE-

676)

~RA7aY) AT 7ide b IgGlk §T PD-1 itk D —o
TdH b, BCG AL NMIBC AEH S E LT, 3HM
IR 701 X7 7 200 mg & EHIRINAR G- L7245 2 4
A% (KEYNOTE-057) C, % 96 AD 9 5 39 A (41%;
95% CI130.7 ~51.1) 753 # A CuaeiihrBo®, £
WMEZRL72e S OFEHE DS, ICI THE— NMIBC 12
xt9 %G & LC FDA 29K L7z HIFE, B A7
NMIBC B# %25 & LT, ~a70Y) X<7 & BCG
OB BCG Bl & % i3 %, 45 3HIER
T& 5 KEYNOTE-676 stErAHEATH TH 5,

7F7FIYUZXTT (SWOG S1605, ALBAN)

77V X< Tk b IgGl #i PD-L1 Hifkd—-> T
& %o BCG AIBIER ) 27 NMIBC # % & LT, 7
T A% 7% 3T L2 1200 me BHIRNIRS- L 72,
4 2 4 SWOG S1605 sKEx3 T b7z Y, CIS BFIZH
F5 CRE=IE6 7 HT27%, 187 AT13.5%, Ta/Tl
MEB BB 5 18 7 A ERAAFZIT 49 % & BRI
AR L7, BETICHE SN B2 ER CE L h o,

Fa—0vICTEY A2 NMIBC %44 & LT,
77 AT L BCG OFFHE S L BCG HARED: &
% ¥4 %, ALBAN 3B (NCT03799835) %347
Thb,

Z DD ICI

= K Vv~ 7 % % 5 § % CheckMate 9UT
(NCT03519256), 7 NV < 7 % %5 L s &
RIEFR I L B EEERAF % HAY & L 72 PREVERT #t
B (NCT03950362), 7 2 VN )b~ 7 & BCG b L <
Vi B R E 9 & MGE 3 A ADAPT- BLADDER i B
(NCT03317158), 7 N~ 7 & BCG @ Bt HE L % %
A9 % ABC #tB& (NCT03892642), 7 2 )V /N)L< 7 &
BCG D HfH T BCG % 3 AL & 2 4F [ HE R 1 & 47
)7 =k, PEHEE T BCGIEAFREDORITH T —
Lk, BCG DM TEAMG: L MFFBEEETH 7 — A
DIODT =L DENMT v 7 2Ll TH S
POTOMAC 3B (NCTO03528694) &, #i%o G bk
DHEATHTH 2 10,

M T T F FREEHM R ERREC
BIBFyIRAL FEEH (Table 2)

~NLTAY XY T

7T F FEHNARIYE 0 B L iR B RS
(mUC) BEENRIC, RAa 70 A~v T LAb3FEE (Y
VIV, FEFZFEL, FoEN)TFREL) F
W4 59 % AALIEFE & F LA B R 5L 5
KEYNOTE-045 235 i X 172 1V, &5t 542 A BEH
RS, A (0S) OoFdgfErsRAaTay X
~THET10.3 A, fbFEEERTIE 7.4 A L, BEE
RICEERIEELZRLZ (N = FIt (HR), 0.73,
95% fZHE X (CD, 0.59 ~0.91, P = 0.002), % #i
225058 (ORR) 13470 X< 7HET 211%, 1L

Table 1 ICI treatment for NMIBC

Phase Trial ICI therapies Control group | Primary endpoint Remarks
2 KEYNOTE-057 Pembrolizumab - complete response rate FDA approved
3 KEYNOTE-676 Pembrolizumab+BCG BCG complete response rate Ongoing
2 SWOG S1605 Atezolizumab - complete response rate Primary endpoint not
achieved
3 ALBAN Atezolizumab+BCG BCG recurrence-free Ongoing
survival
2 CheckMate 9UT | Nivolumab =* linrodostat * - complete response rate Ongoing
BCG and durarion
2 PREVERT Avelumab + radiotherapy - recurrence-free Ongoing
survival
1/2 ADAPT- Durvalumab + BCG,|- relapse free survival Ongoing
BLADDER durvalumab + radiotherapy
1b ABC Avelumab + BCG - completion of a full Ongoing
induction course
3 POTOMAC Durvalumab + BCG BCG disease free survival Ongoing
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JREHET11.4% CThotzo F/22F U EOER7 +0—
T T LIRS RE SN, RAaT0 Y XA THD 0S
HOufENE 10,1 7 1, Ak iED OS Rl 1L 7.3
A T (HR 0.70, 95%CI 0.57 ~ 0.85, P< 0.001),
ORR IZA 70 X< 7THT21.1%, {LFHERET
11.0% TH o721,

—RIv<T

77 F FEFRYUE mUC 25 L L= Vv~ 7%
P59 %, % I HHRER (CheckMate 275) »¥T1hb itz
BERS N7z 266 NOEZEDH H 52 A (19.6 %, 95% CI
15.0 ~24.9) TEBIWEYHER SN, 6 A (2%) 7»F
CR, 46 A (17%) PR CTH-7-9, L —F3~14
D irAE 13 18% THZ SN, b L ASNIDIRIES
ETHITH - 720 2020 1R HE S, ORR,
54T A2 A7 2 (PFS) O W, OS @ HYefl (95%
CD) &, Z12120.7% (16.1~26.1),1.947H (1.9
~2.3),867H 6.1~11.3) Tho7zW, HEH»
L REFNENRANOAEZHB L2 EPH D, HARA
234414 (4.3 %) TCR, 44 (17.4 %) 7% PR,
104 (43.5 %) #%SD D &FAifi 72 - 720 OS @ v g fi 1%
20,0 " ACTho7- Y,

VW S avi

7TV AT TE T T F F AU mUC 2 x5,
FDA O RHAKGE % 521 72 OPL PD-L1 A TH %,
HKBDOL & & o725 2 HEERTH 5 IMvigor210 Tl
) 75 X 7RG SN BE 310 A0VES SR,
ORRIZ15% (CRA154T5%, PRA*304T 10 %)
TdH o720 0S OHILflilx, PD-L1 w538 BUE 5 5 Tl
11.47H, £hTIE7T9THTHo720 COREREED

) A= 7 LA (BT V=, N7 ) 7%k
WV, TR Ry FLL) ZHETLE 3HS V5L
LG ERTH 5 IMvigor21l 23%EHE S 7z 17, BB
X 17.3 7 HC, FEFMEH TH5H 0S O
RAEZT TV A THTIL.1 7B, {bEREET
10.6 7 HE W) RS 2 ) ZEERIE FILER S L%
o7z IMvigor2ll BT 7 7 V) A~ 7 HMbEERD:
IDHENTNLZEZRYE o778, FDA DK
FRUTHEETT X D) e S 7z,

F e J

TN < 7t e MEIgGl k $it PD-L1 Htfko—>
Thbo 77T FHAWPME mUC BEEZRRIZ, EH1/
I HIEERERRBEDSEBS N, Fav e
PG 191 NSk L <, ORRIE17.8 %, OS @
OB IX 182 H7Z o720 ZTOFEREZ D L1, mUC
AR ELZIRGHEE LT, FEMRE 3R
(DUNEBE trial) 238 & 72 190 72 b8~ 7 HHA,
T 2N T EHLCTLA-4 9t TH % tremelimumab
DPFRES, ALy (GCHED Ldrav ey
+ #IWARTZF >~ (GCarbo) #ik) @37 — £ TENE
X, 0S OFIEIL T 2 VNV~ 7 HAEEEE (n=209)
TlADATHo7=0ITK L, bR (n=207)
T 12173 ONMF—=F10.89, 95% CI 0.71 ~ 1.11,
p=0.30) TH o720 F/ITTEFTIE, T2V~
7"+ tremelimumab D OS OHJHEIZ15.1 7 HTH -
Teolzxt L, fb3EERE12.1 7 H (O — F1£0.85,
959% CI 0.72~1.02, p=0.075) Td -7z, LDk
REBY) T2V T ORGAIAFFE I L CHERL
PERTZEETE o7,

LS, T F BRSO mUC BEE N RIZT T

Table 2 ICI treatment for metastatic platinum-resistant urothelial carcinoma

Phase Trial ICI therapies Control group | Primary endpoint Remarks
3 KEYNOTE-045 Pembrolizumab chemotherapy | Overall survival and Primary endpoint achieved and
progression free survival |FDA approved.

2 CheckMate 275 Nivolumab - objective response Primary endpoint not achieved

2 IMvigor210 Atezolizumab - objective response Primary endpoint achieved

3 IMvigor211 Atezolizumab chemotherapy | Overall survival Primary endpoint not achieved

3 DUNEBE Durvalumab, chemotherapy | Overall survival Primary endpoint not achieved
Durvalumab +
tremelimumab

1b JAVELIN Solid Avelumab - Best overall response Primary endpoint achieved

Tumor
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TANIVY T

TNV 7k MbIgGl £/ 7 10— Uit PD-L1
PEO—>TH 2, 77 FFEAKPE mUC B % )
U b HERBPER SN, 4 ZOEBEIZTNVT
A5 S, ORRIX18.2% (CR 5%, PR 3%1) T,
0S OhifliF 13.7 # A L s 20,

g5 - EITHRER EREICKHT S
LSRR OMITEE

FANIVT T

TITFFHENLD 4 ~6 A7 VOEERIC
PR, SD & 7 - 7z J2 3 % Best supportive care (BSC)
HEE TV~ TG TIET %5 3R (JAVELIN
Bladder 100) 23ft S 172 2V, 700 %475 » ¥ afb &,
TN TG TEMIC OS DIEEZ D (7L
~ 7GR 2147 A, BSCH14.3 7 H s "= i
0.69;95% CI, 0.56 ~0.86, p=0.001), EMED
WS, TNV THEHTOSOFRAEIL23.8 7 H,
BSCHTI15.0 7 (n¥—FIt 0.76, 95% CI 0.63
~0.91, p=0.0036) &EMEHETLAHRDMEEZRLL

22)
o]

B - EITMHEREE EREIC
93 1KE#E (Table 3)

FEEHMIEE 2 Em L 72 BRDY 2 D, ERNTE 2do
7ol 2 DM BiF7z, RE TR L 223 BRIL X T
ICI EHUHIOPEEE L 7 > T b JREELRHED 1
ﬁ(ﬁaLchE&% EIRL T B i Lvwe b
NBD, BHERRIS LTI AT S F LV ORER VKT
?%VN@*Eﬁ‘??bﬂéo ICI L DFH &) BT
u/x77%/®ﬁ#ﬁw+77%/10% LTwW3

WREMED S 5 & L DS ST g B

NLATFAYZXRTH+IRIVYTT XKF2
RIGHED R F 721dm UC BEF 51
TU) AR TELURLVYIT XFF 2O
L, TIFFRERNR— 2O R E ORI & ik
R L2 3HIEEM T v & AR E i S I,
2024 4F\Z R R AR Sz (EV-302 3088 )%, BE
SHEMFA 7 VO RV y<T XFF2 (1HBES
WZARE 1kg H720 1.25 mg 2 #RMNIES) &4
7)) X=7 (1 HHEIZ200mg % &EIRABEL) 285%5
FTAHLURLVYT RFEFU-_AT0Y) A< THE5E
(LT BEHEER) &, YAY S ey ATIF 0 F
7EANKT T F v b SN AFEER (3 EM
AINVTIHBRYATIF S LEHNVETTF
EFAVIE Y, SHEWXF LAY Y Y 2HKE) I
DEET, WAEEIZE )T SNz, 886 ADEFHIT
v AEEN, 442 NDSPEREERE, 444 A oMbk
FEZE ) S/, EEEAGIIN (PFS) oyl
(&, BERSEEREAY 12.5 7 H, ALFRERED 6.3 H (N
P — N1 0.45 95%CI 0.38 ~ 0.54, P<0.001) & fif
MFEHCHBEICIER L, OS O JefE b FARIZ 31.5
AREXF16.1 R ONF— N1 0.47,95 %CI 0.38 ~ 0.58,
P<0.001) LPFRBEEHECAHERICIER L T/, 7L —
N 3 DLEOGEEEOAEF:RIL, RGO SES
D 55.9%, BILUALFEEROEE D 69.5% 1254
L7 7L —F3ULOEERBEEOFERLR L L Trd

% Aoz, SEREERTIIIRESE (BED
7.7%), wIAE (5.0%), FHEkEAAE (4.8%), 1t

FHREHTIEAIM (31.4%), WFHERBAE (30.0%),
MR IRAE (19.4%) Th o7z FEBEIEORS.
FIRICE - 7o b — B R ERMEO G EHLIL, FHH
LR TR R E (10.7%) THh D, fb
R CIRAI (2.8%) Tholto ZOMELD, =
YARLVYRT RRF U+ Ry70) v 7R

Table 3 ICI therapy as first-line treatment for metastatic/advanced urothelial carcinoma

Phase Trial ICI therapies

Control group | Primary endpoint

Remarks

3 EV-302 Pembrolizumab +

enfortumab vedotin

chemotherapy | Overall and progression

Primary endpoint achieved and

free survival FDA approved.

3 CheckMate 901 Nivolumab +

chemotherapy

chemotherapy | Overall and progression

Primary endpoint achieved and

free survival FDA approved.

3 KEYNOTE-361 Pembrolizumab +

chemotherapy

chemotherapy | Overall and progression

Primary endpoint not achieved
free survival

3 IMvigor130 Atezolizumab,
Atezolizumab +

chemotherapy

chemotherapy | Overall and progression

Improved progression free
survival but not Overall
survival

free survival
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FDA I H3AGEE N TV 5,

ZARIVT T+ GC EE
RIBBEOYBEAET721dm UC EE 2 & L7, 3
BAMBIZRK6T A 7 VETCHO=KR LV~ T (=
360mg) & GC %5 L, TOH4AM T EIZHK2
FEH =RV~ 7 = 480mg) #H%5§ 4L, 38
MBI K 614 7V E TGCC DA EHRGT 4% H/E
FZEI AT 7z, FEEES 3B (CheckMate 901)
DER S 720, PESIE= RN~ TH LD HH 7.9
#H, GCHIAT6HHTHo72 (NHF—FH0.72,
959%CI 0.59 ~0.88, p = 0.001). OS D HHfE L Z N
FN217THAHE18I I HATH 72 (NHF— FH0.78,
95%CIL 0.63 ~0.96, P=0.02)s ORR &, =KV~ 7
BEFIEC 576 % (CR 21.7 %), GC 4Tl 43.1 % (CR
11.8%) 72572, CR¥#FRMHOFIEIL, =FL~<T
PEA#ET37.1 7 A, GCHMTIX13.2 4 H72 o720
JL—F3ULEOHFERZE, ThZNEED61.8%
ESL.T%IZHEAEL, WHEE S EIME V- 2%
IZFEBERD 2. ZORFEIZL Y FDA THRES T
Wb,

NLTAY X7 T+ GC/GCarbo

RKIGHE CTRATETT, WEARE, £ 723 HIREE FE
FEDHR Lo T, 3HBHEORLTTY A3 T L,
BR6HA 7 vofbyEE: QHHEZHHEILTAY Y
vy, 1 HEICGHEBREMEMPSBRIR LV AT I 0 F
ZIEHNVKRTSF V), Ra7ma) A< 7HM F-0%
fLEE B OV A, BEAIC TR 15 1ICHED

Db, FEMREISHABRIFEK S L
(KEYNOTE-361)%, B i PFS O higefiiiid 8.3
HHAHTHo 72D L, b FEEMEETIZ7.1 7 HT
H 1) (= FIE 0.78,95 %CI 0.65~ 0.93,p = 0.0033
(FEKEEL p<0.0019 &%), PEHEETO PFS O
BLRUHRIRDO L »ro7 £720SIZOWTHHEL
WEAREOT, PHHAEEECHRMEIZI7T.0HATH-
Toolzxb L, AL i iE I3 14.3 W HTh o 72
(0.86, 95%CI 0.72 ~1.02, p = 0.0407 (F &K%
p<0.0142 & %58)) .

75J1) X< T+ GC/GCarbo

RIEBBEDO R ETEE 7213m UC BEEZ RIS, 77
V) AT ETTFFEHN— 2O LFFEOM (A
i), 77V A THMURDE (B#), 23770
LT FFHH AR 2O LFEREO (C#) 1JEE
B ) AT 728 3AHFER (IMvigor130) #2830t & 11
728, ETORETIHAMBICERIRG SN, TV
YA 7E 1 HEICES, {bHEEE1IHEE 3 HHEI
TFLAYFZVY Y, 1HBICVATIF U EREHINVETS
F R GTE, Lol Ar Y = VTithbilz,
PFS 3B FHEECHULE128.2 4 A, AL E R T 6.3
HREABERILELRDT: (=K 0.82, 95% CI
0.70 ~0.96, p = 0.007 (f 7K p<0.025)). L2L
%35 OS V2B LTk RIMREAT C, PREREECH LI
16.0 71 A, b B 13.4 1 H (O — 1 0.83,
95% CI 0.69 ~1.00,p = 0.027 (A#&EKH#p < 0007))
EHEEERRD RN o7,

Table 4 ICI for perioperative therapy

Phase Trial ICI therapies

Control group | Primary endpoint

Remarks

3 CheckMate 274 Nivolumab

Placebo

Primary endpoint achieved
and FDA approved.

disease-free survival

3 AMBASSADOR | Pembrolizumab observation Overall and disease-free | Ongoing
(KEYNOTE-123) survival
3 KEYNOTE 866 Pembrolizumab + Placebo + pathologic complete Ongoing
chemotherapy chemotherapy | response and event-free
survival
3 KEYNOTE-905/ | Pembrolizumab. observation pathologic complete Ongoing
EV-303 Pembrolizumab + response and event-free
Enfortumab Vedotin survival
3 NIAGARA Durvalmab + chemotherapy | event-free survival Ongoing
chemotherapy
3 IMvigor010 Atezolizumab observation disease-free survival Primary endpoint not

achieved
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BTEREICH TS
wEF Ty KR4 NAEHE| (Table 4)

—RIL=J

i R R P PR B R R ORG TAN & 21 7 B & b R
2, MiBEETHZEME L2oR Vv 7RG E TS
L AREGHEL L, EIMEERT v ¥ A b
SAERDHEM & 172 (CheckMate 274)% s T35 A 7 %
FMWEEZONLEEEZRELEL, MW ATTF >
N—ADLFEE A T TR WEEOR AL, RS
IR IAT pT3, pTda, 72k pN+ TH Y, #MrAiics A
T T F v RX—= A0 bRk R 2 72 B E T ypT2 ~
ypT4a F 7213 ypN+ & SN 7zo A7F353 ADHEE N =
BN~ TSI, 356 AT 7 2 REGRAZE Y A1
Si/ze ITT &£MIZ B 2 55 EFH (DFS) o
JfEE, =RV THT20.87H, 77K ETI0.8
HHTH-720 6 W HEETERLERTH-2EED
EEE, =RV THETT4.9%, 7T FRET 60.3%
THH (NF—FH, 0.70, 98.22%CI 0.55~ 0.90,
P<0.001),12 7 H COAMFIC= RV~ THNPERE TH -
7o HERNERORESHY (= RV THE 214, 7
b REE24%), K< 7EHD DFS O I E X
29.67 71 H(95% CI 7.79- KF)3%), 75 £ REETIE9.72
71 (95% CI 4.73 ~KF3%) Th - 7%, 2023 4
ASCO GU TEMI 7+ u—7 v 7O#HENRH Y, ITT £
281+ 5 DFS o fily, =KV~ 7BET22.04 A,
7L ARBTL0.9H A THo7%,

~NLFTOYXTT

PR LR A AE TR OMBIEE & LToE 3
MR Y, BRSHERFoORRIcRATTY X7 1L
sl L E T TR E OPE I F T 245 3 MR
A2 OHEATHTH B P,

- AMBASSADOR % (KEYNOTE-123) (A031501)
iR s B R RE (Bslk, LERES, FRi#E) <, 1.
pT2 Ll EHD / 7213 pN+ F 723l aT bk 2 20
7o OFAM (b ahmb, B, BRE OB,
RGBT CWrimbEYE, 2. pT3 Ml kx> / F/2id
pN+ TY AT I F VABKE /2L AT T F &4
L7BEDOWEYE, O8b R TERENNRE
STz, B3MHEEBSFEBIN TS, MRIC 3B
NRATU) AT % VER Q841 7)) 531 b
B (Ra70) A 78 b, BBBRINLE (B
) 101 TEAEAICE Y AT 5h/z, DFS Ok

fEZRA 7)) A< 78HEH29.0 7 A, BEHEN14.0%
H (= F10.69, 95 % CI 0.54-0.87, p = 0.00)
EABEIIRATO) AR THTEELTWAEZE, L
L7h35 OS O fliE~L 70 X~ THEA50.9 4
H, BIE#HE»N55.8 7 O — N1 0.98, 95 % C10.76
~1.26, p=0.884) THEIIFDOOENLN-72Z &N,
ASCO GU 2024 TH AT OAfFFR & L THE Sz,

- KEYNOTE 866 st

SRBENLT AT T F #IG TR 2R E 2 5 58
Hreho IO NDEENL 1125 v FLIZEH D Y
THh, WEcyXray 2y (1HEESHHEICHKS)
EVATTF U R SHEMBIZ 4T A 7, FEHINRAT
0 A7 F7203 77 R JHEMEIC 491 7 S
T Do B\ CTHEBEETEIRAT & SR >/ SEISRENT % 47
W, iR TE ) A7 E7203 75 AR % 3B
By A7 NVEHETL, EWwolzArTYa—)VEhoT
BY, BT TH S,

- KEYNOTE-905/EV-303 5%

MREETY AT TF VHEIE & 7 S 7 BEE 4Tl
EOTLEBE LD, F 836 ADEEAN 1:1:1 0F
ETIT VAT IEICH Y)Y THENL, 3EEZLL
TITRT,

RATOY) A THEME . ~AaT70Y) Av Tk 3EE
234 7 VISR, R & E RN v E
IEM AT D0 MR IBBEIIRATHY) AT % 14
A7 N55 5,

NRATOY AT+ LRIV Y T NXEF R
RATOA) AT yFR VYT XFEFY (1HH
&8 A HICHRS) & 331 2 VIRGRIS, FEE
WZFMEIT S o MR 3BEEEICRATHY XY T % 14
AN, TURLVYRT XNKFF L6947 VS
SR

BIEHE © AT O3 53 ATH T, FiliOR%1T
Jo

FROAT Y a— WV THIE#TTR E o T 5,

F 2NV T (NIAGARA HER)

BB S P EEN TV L BE LTS E L% 3H
MR E o T D, 1050 A xESR L, ZILEITHT
12 Arml 257 2 V2NV = T+ GC HEDBERE 1TV,
Arm2 1 E GCHEFZEOAREITH) L &L, WMIEHICL:]
WEIDAFT SN A, 512 Arml TO&, MifkllT o
WSV THMEE R S A 7y 8@ WH) AT L
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E o FEFMEEH TH LML N ML L FIKEE
fiEE TH 5 0S DMFIZB VT, FHEEERTOR
HRWERROIZEDT LAY ) = AN 2024 £ 6 A I
FRINT,

75JYX<T (IMvigor010)

X GRE IR IR R £ 72130 v SEIENE 2 D
IR E R C, MRLFERER I ypT2-4a F 7213
ypN+, & L {IEIMai bRk e = kv o 25461
pT3-4a £7213 pN+ & 2o TW b, HRIZT TV X
<~ 7% 3EMEIZI6T A 7D L TEROWT LAY
BWhHFE TS5 o0E, MBBISEHEIC]: 1 CEIES
WZEN D AT S 7z, BRI FEEHIE B 1Z DFS Th -

7273, DFS OHREIZ T 7)) A~ 7HETIL19.4 7 H,

BIZEHETIZ16.6 W H T —FH0.89, p=0.24 L F
AR, EEFFMEE ZER T S 2 LR
i?‘of:o

® b U I

R i ERE 2 & #EATHE T TR CHRRLEIS & 22 o T
WHRWLDOLED T, RIS 2 ICT O R
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JUNJI YATSUDA axo TOMOMI KAMBA

Department of Urology, Faculty of Life Science, Kumamoto University, Kumamoto, Japan

Abstract :

As an immunotherapy for urothelial carcinoma, BCG intravesical instillation therapy has been used
for a long time and is widely employed for the treatment and prevention of recurrence of carcinoma in
situ (CIS) and non-muscle invasive bladder cancer (NMIBC). For systemic treatment, chemotherapy
has been the mainstay for a long time, but the efficacy of immune checkpoint inhibitors (ICIs) has been
demonstrated and they are now widely adopted. Furthermore, the efficacy of combination therapy with
ICIs and chemotherapy has been reported, and it is expected to be introduced in clinical practice in the
future. This paper presents the trial results of ICIs for non-muscle invasive to advanced urothelial car-
cinoma, including drugs and usage that are not yet approved for insurance coverage in Japan, as well as
ongoing trials. Most of the patients in clinical trials were bladder cancer patients, and whether the re-
sults can be applied to upper tract urothelial carcinoma remains a future challenge. As new drugs and
combination therapies continue to be developed, it is essential to focus not only on therapeutic effects but

also on the determination of appropriate indications and management of side effects.
(Nishinihon J. Urol. 86 : 287-295, 2024)
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