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BLLTAEEZSISEZTAREOD DHIHICHE YT 5, [9.4.1 B R]

4.4.3 IMNR%ZE

9.7 /NI &
INREE RS E U BRARBRILER L TV,




4.5 BERFERIZESLE#H

15.1 B RAE IS 55 < 15 #t
A HRIRER I LV TRBEEXLBETREO Y 27 BWEINT 2 MR H 5,

5 BHEWEORE

20. B W EorE
ARENT, EREZOMO KE R EICE T 5 ES . BiES 5 &R & O s
WL, MIEICHERHT A &,

Zofth, BARFEHEE 110 [ERIEFE O SRR H# K OVE RETE YL Bh Ik E 1
SWT ] D &,

6 BEROCERE~DOHH - 5E

6.1 APz

BEICH L, AFBREGERTHRICEENLD 1 FA— bMUBREYERZHE
L., TOMBEBIZETBHENTL T HBHEREDOM (16w Sv/h : BEOKREHE
26 Im OEEE) % TES> TWRWEAIT, YEHEZ TRLETOMHM., AR
MLEERDEEHPILTELZ L,

6.2 —BRHREEREHR

BEFICRT L, AFEGRICER, BE I, BUL, HlLLOH S HN
REOHHMA R A KEN AL N HEAIE, MY EMICHEKT D X5
fFEL kL,

Fo, ARG T, BECK L TARBEICHEI BEOZEKR (M #H) - A%
SORERPWIEL 2T 5720 BA2EHEM (5.6 BFEKOFEICRT 2EER
FIE| AR TITH 28T T X B L, BREED L,

7T BRT—X

7.1 RBRT¥FA v

7.1.1 VISION # &

VISION #E %, 1 fEMU LoFHH T v e oS /iiks 7 ABRER (LT,



ARSI W 9)) ICXDWBBERIHV, o1 XX 2HEOXXH U 2G5 LU R
VIS K BIRERDN H 5 H#EITHE PSMA B mCRPC B3 12 AAA617 (177Lu-PSMA-
617) &I B OXFRE EREGRR (LLT, BSC/BSoC & W 9) L Lz b
T OF IR VL2 E, BSC/BSoC Hidiix 5 & a4 2 2 3 fHIEFE M £ i
HILFE T X LR BRTH o7, FEFFMIEHE (alternate primary endpoints)
TER 2 WIS S EEEALFHHE (LT, rPFS E0n9) KOS Tho iz,

AKX A7V —=v 7 &5 LKOERE MBSk S 7z (X 2),

Progressive 177 - - v
CRPC Lu-PSMA-617 o X
+ ™ E »
1 |-
DEMA + Best / Best supportive/ best @ .
. standard of care E e
supportive/ S 2
> = =
Previous best standard 2:1 randomization S T;uh e
taxane therapy of care % S =
m
and = c
" c (N1
‘;;E::gu::z:s Best supportive/ best ©
8 standard of care gl >
therapy &

B2 #BRT¥A L (VISION #HBR)

27 ) == T HIICHRBRE O BEEMEEZER T 272012, 8Ga-PSMA-11 % 111
~185MBq (3~5mCi) O H & THEIFIRN &G L 68Ga-PSMA-11 PET/CT Z %
YU EEMLZ, TREFZEOHEIZLY PSMA BMENHERE S LI-#BRE % |
AAA617 & BSC/BSoC O ff &5 (LLF, AAA617+BSC/BSoC #E& 9 ) X
I% BSC/BSoC i 58 (LLF, BSC/BSoCHEE WS ) oW TFANnIiZ2: 1D
TI7v kL, 70 AMEICITLLTOREMNKE %2 Huni,

- JLEEMi Ak EREFE (LT, LDH & v 9) fi (<260 IU/L, >260 IU/L)

- FEER (. )

- Eastern Cooperative Oncology Group (ECOG) Performance Status (PS)

(0~1., 2)

- 7 X ALK, BSC/BSoC 2 ARSI &g Eh s i (., )

52, AAA617T+BSC/BSoC D #r & 13 AAA617 & BSC/BSoC @ ff H #
B 2% F7=, AAA617T ORI FE 51LT7 v ¥ 2{kt% 28 ALUWNIZHEN L 7=,
BSC/BSoC #t D # 8 # 13 BSC/BSoC ¥ 5 %% 71, 74 bk OTH
BSC/BSoC O 5-B N A RETd - 7=, AAA617 1T, 7.4GBq (200mCi) (£10%)



Z 6 (1) Ic 1|, K 6H A7 LEIRNES LZ, BSC/BSoC i\ "1

DEETH, 7 MMEANTHRBRFEAREM OB M EM (BT, B8R 5 A
Vo) kRS, BEMOKERICE> THREL, EPIEABEIZYTD

ERiniETH Y . AR IR
Bk T ) 2 0

% THkfe L 7=, BSC/BSoC % @2 THl Al f
A2 B R H ORI LT o 7 2L B ICBRMG T DI A & 1,
TEEAETH - 2,

FhH#&T (LT, EOT & 9) kBefic. [FE L7z B 130 158 B i A2 39112
BAT L7, RHLEBFAAENIZ. EOT K & i ¥ O # 5 H o & 58 W & B 1T #%
24 DA ETXIT 508D OS A XNy FREFMINDETONT IR UVE A &
L. OS D&t t& & K WHB B & & fikfe L 7=,

AHEBRIT, 2019 4 3 A 5 HURRIZT v ¥ A S 728 E T 347 {£® rPFS
AR IRERMIN, FL2TOT X A SN2 #ERE T 530 D OS A N
ENREBINTERES (F—% 5> A7 (LLF, DCO &£v9H) 2021 4 1 A 27
H) T. rPFS HZMHT KO OS MM 2 Kl L7z, o, RMOFDHMERO%
EVEREAR O 72 0 B #& AT (DCO : 2023 4F 12 A 14 H) % FEhE L 7=,

7.1.2 PSMAfore B

AREBIL, 1 DO ARSI ICE DB EERH D, ¥X V25U A EIT
WMT 252 LU LB 2Bz PSMA 5% mCRPC B3 2 812, AAA61T %
BH L7z E0EMER L2 E ARSI O F L it M 5245 SHESEHR S
fis 4R 7 o DM TH o 7o, FEFME A X rPFS ThH o7z, ARRERIT
27V —=v 7, Zo2 5l BEH. J a2t — "= KOEHE EBT.:H
BN SN T, ARER T, EBITHEREDOEEIT AAAGLT ~D T 7 & AR
ARE LD RO, BB TOREEIMR DO v A A — /N —Z A[HE &
TORBRT A B ELE (K 3),

oo | [ isvouvor —
* mCRPC with (6 cycles) > B 'y
disease g * Safety
progression on * PFS
prior AR axis 8 Upon biinded * PFS2
targeted therapy* independent central * PFS2
« (this could be -4 remdomizalion & review radiographic * ORR, DCR (RECIST 1.1)
received in HSPC Opow-tebel o t progression, patients & ||* Duration of response
or CRPC setting) = randomized to ARDT * PSAS0 response rate
+ No previous E‘ are allowed 1o cross + Time to first symptomatic skeletal event
taxane in CRPC or g over to "Lu-PSMA- ; * Time to PSA progression
HSPC setting 617 s » Time to soft fissue progression
* PSMA+ as « Time to chemotherapy initiation
determined by Change in 5 « Time to pain progression
central read ARDT treatment ¢ HRQol (FACT-P, EQ-5D-5L, BPI-SF)

Stratification factor: Prior ARDT use in CRPC vs HSPC; asymptomatic and mildly symptomatic vs symptomatic patients
* Candidates who are considered appropriate for delaying taxane-based chemotherapy

3 RBRT YA (PSMAfore & BR)

10



27 ) == THIICHBRE OREEIEEZ R T 272D, 68Ga-PSMA-11 % 111
~185MBq (3~5mCi) ® & THFEFHFIRN&E G L., 68Ga-PSMA-11 PET/CT A %
Yk E LT,

T MMEMIC, RRFEEEICL Y PSMA BIENHER S N5 H %2 AAA61T
BERE (LT, AAAGLT HEL WD) XIEBEAFE ARSI (T E 7 7 v = ¥
ZIFR) ~OEFRE (LLF, ARSIFELE WD) OWVWTFRNIC1:1 DT & A
Lz, 7 2MEITIEEL T OBHIRKRF %2 H iz,

- ARSI o FiEE (CRPC T, F& /A v Wai i (UL F, HSPC & \»

5) THEH)
- Brief Pain Inventory-Short Form (LA F, BPI-SF &\ 95 ) HZEDIEHAE 3
(FEAM IR 24 FRERILAN O B b 3R VR A ) 122D ESR [ JE 6 P ST iR i
et (R 73 0~3), JEMME (A7 5 4 BER)]

BHEHIZ, AAAGLT BEOWBRF 1L T v ¥ 2k 14 H (+3 HE THE) LINIC
AAAGLT OB 5 ZBAth L7, AAA617 1%, 7.4GBq (200mCi) (£10%) % 6 i (£
L) (21, K6 A7 VERIRNESLS L-, ARSIEEO#BRE X, 7 v & A1k
#%1Z ARSI O 5 # B4t L7-, ARSI (X, BB Y ER O RICE S & & IKA O
WAL > TRAOZE LG L, FHERILEEICHEY T 5 F Tk L 7=,

s ua ZF—="—HTIX, ARSI HOHBRE D > 5, B FMSLfRpE (BLF,
BICR HlE &L \W9) THGZKIZL2ET LM, DOZDOMD 7 v A F —
N E R LEERE L., BRZHICX2ETOHER 28 HUNIC
AAABLT ~D 7 a AF —N—NRHETh-oT, 7 a8 AF— N "—L7#EE TIX
AAABLT B LRI LA EKL O A7 Y 2 — /LT AAA61T DG %% 1T 7=,

EOT kBt (7 v 24— "= A1F EOT2 kFt) @ 30 H#ICL MBI HA
EEM L, Ok, EREIIESEBEEL ICBIT L, EHEHGEA S

S IAEENTIC LB 72 OS A XNy MW ERMIN S E Tk T 22 L & LT,

AR TIL, 166 D rPFS 4 X F BEFE I N7 K C rPFS = ZfFHT 2
ML, 7. OS IZBRKEMTZED T 4 BIOMFTEZFHE L THY ., KKBHE
FTIZ 0OS1E 3| P fiEdT (rPFS EEMATH S 2 &) &M L7,

7.1.3 A11201 A Bk

ARBR L. AAROEITYE PSMA itk mCRPC B #12 AAA61T 2% 5 L7- & &
DEDE, BEME, 22, EpEE (LT, PK W), ROHIE< &% F
Mids, F2MHIESHEHHFILRERRRTH 72, TEFFMIE B 135 N5 E 57 1%
BoOHEICESISEDE (LLF, ORR £ W 9) Thoto, ARBIL, X—F 1 (%
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EPEEAN—= ) RN—=F 2 (X BRREASA— ) RN— b 3 (ZF T URIBE
SN—= 1), RO S— K4 (JERIGBRS—F) O 43— bR SN, i, S
— M4 EERITICEEINR N EnD, DRI N—F 1~3 2oV Tk %,

SNR—= b 1T, 2 XV BRI I RGO R E 3 4 2 K412 AAA61T DA
B A RN L 72, AAAGLT O#IE < MR E K O PK i L7z, 23— F 1 T AAA617
DARMEEZHBLZHZICASS—F 2 KO — 1 3Z2FBLE (K4, 5),

SN—= 1 2T, 1B LD ARSIICE2EBER DV, 7o 1 T 2 MED
AXY 2G0TV AICEDBEEND D (X UBRIRRER) 2340,
AAA617+BSC/BSoC O H &h OV M2 5kl L 72 (X 4),

N— K 3 TiX., 1HEO ARSI IC X A2IREERHD , X 2H5H LT A
AT 5 EAEY E o S ok BRE (XY U RIBERER) RS,
AAAG1T D F MK N2 EZFE L 72 (X 5),

mCRPC ALY == 5 BB
1 FREE 0L 2 FE O *Ga-PSMA-11 : §$ﬁ Y u-PSMA-617 : 7.4 GBq x 6 ¥ & o

L2 . - A-11: 2 . u- -617 : 7. q % a )
Z &4 TAEHNC X 111~259 MBq [mem—- L (JxE) +BSC/BSoC el o+ ATEIRIT
BILRIEN b5 PET/CT m o ALY

w e 'Lu-PSMA-617 DFEME:, Z4tE, ot
LS. LD ARDT | | o ®GaPSMA-11 O] BT BRI, KB OB o BT IRIEHE
i X B IBMER B S, BT R I B Y
_ T4, EEE D

RECIST v1.1 {235 o 124

ER RN
S e o EEFF@HA DLT (51 1)

PCWG3 modified RECIST v1.1 {2363

154 < ORR (s3—h 2)

1) T < AREFHN R U SEMENHEIL, HriE o FHHEE R ‘HL\Tﬂﬂﬁ?‘é

2) PSMA OREUREAFERTL720, T TOWHERE % 8Ga-PSMA-11 |
TRER TR Y AT ORI T ARDT 280 5,

DB, $EO i EFERE BV T 5,
5) REREEEMICLS PCWGS modified RECIST v1.1 ElIC 53 < B RFR L O BET LA OB B Tl

3) BSC/BSoC IZi,
4) #T<HREFMN, KBBE,

REEMETELEEED
X4 RBTFA L (A11201 RE, XV U BEIREEH)

LhwET L.
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< TRIE AR A5 1
DL Ed S

#1204

o EEIEHIEH : DLT (#S— k1) ,
PCWG3 modified RECIST v1.1 (&5
< ORR (43— F3)

mCRPC Ay V—=v7H #EM EHERHE :
CRPC X | HSPC T » ®Ga-PSMA-II : g&u; e ""Lu-PSMA-617 : 7.4 GBq * 6 %1 2 - s
s REAIC L TP 111~250MBq  —] L () = o SRR
BISFREER 20 PET/CT . . AHED

68 e 'Lu-PSMA-617 DFEZME, 2o, P
URSO ARDT Tk | | o “Ga-PSMA-11 )% B < BRI, KEE, LR . Bl
BRI 5 S, BT < D B

aFfl, F4pilhhg v
RECIST v1.1 I2%-3 v 164

1) #E < REFHME UERAEIEIT, HFE O ERERERMI ’m\riﬂﬁﬁ“é

2) PSMA ORBUFEEAZ LT A7, TR TOWBHE S BGa-PSMA-11 IZ LV BETS,

3) I BEFMm, EgEhiE, OENIE, HEOEGEFREBICZEL mmﬁm:

4) JEEE Y ERNIC L 5 PCWG3-modified RECIST v1.1 FEAMi12 253 < BENHZE O BETT LIS OB B TR E D i
B#EPIELIBEDOH

X5 REBRFTYVA L (A11201 RER, 2V U RIGEREH)

N—hk 1~3 OFEN— NIV —=v 7 &EEH, KOE BB A S )
IR ENTZ HERX— b DAY —= v THIICHREOBEREZERT D201
68Ga-PSMA-11 % 111~259MBq (3~7mCi) ®fE CHEIFHARNZE G L, Ga-
PSMA-11 PET/CT A% v » & FEfi L7z, T RIEE OHEIZ LY PSMA B2
MRS NP F L& GEHICBIT L,

G B A M AN 28 H (+3 H £ THA)UN (727 L., 68Ga-PSMA-
11 PET/CT A% v O ENith 6 BUNZER) 1T AAA61T OF 5 2Btk LT,
AAA617 X, 7.4GBq (200mCi) (£10%) % 6 (1) |2 1B, KK 6o
JIVENRNE G Lo, # %% CBEIRFEER CTld BSC/BSoC # 0I5 L 72,
BSC/BSoC 1%, AAA617 O 5-BRMAATNICVEBRME Y EMIC L v BRI, EM O
RICHE - THEE L, AAAGLT DERREYI A 7 MK TH LGP IR YT D £
THkfE L7z, EOT KB D# 30 ARIC LMt B A Z £ L 7=,

BNMEO FEMAT T, F XV CBEBRRE L O T3 0 RIGROHKERF Y AAA61T
G EDR<Ed 24 HMOBEGA2ETXIIHEGE2PIELIERRED S b
WTNNREWHFORE R E TICNESNTZT —ZIZESWTHEM L7 (DCO: 2023
12 H 8 H),
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7.2 FERIRERAK

7.2.1 # X% UBEREEM
7.2.1.1 VISION # &
7.2.1.1.1 rPFS

rPFS X VISION & o =i 5 H TH ¥ . alternate primary endpoints @
— DO Th o,

rPFS F 2 i 4T T.rPFS 1 X M X AAA617+BSC/BSoC #f T 254 4 (66.0%) .
BSC/BSoC Bt T 93 4 (47.4%) 2 & L7z, rPFS o P L (X
AAA617+BSC/BSoC # T BSC/BSoC Rt &tk L T 5.3 AR L7z, rPFS A
N MU R 271X, BSC/BSoC B & ik L T AAA617+BSC/BSoC BT 60%fK T L
Iz [~F—=Fi (99.2% FEHEKXHE (LT, CI £w5)) :0.40 (0.29, 0.57), J
il p 1E<0.001 (J@3 log-rank & 7E)] (& 1), rPFS ® Kaplan-Meier Hi## (%, ~
— AT A D ERMOEIGEMRE R CTHh D4 8 M%) O Tl L, 1850 A& H ¢
Zil U C AAA617+BSC/BSoC BECRAF R FEENMEFF SN (K 6),

JEE AT ORERIT, COVID-19 2k 5 rPFS ~OEEBORFTLED TWVTNE
AP — R 1 K3 (0.836~0.53) ThH D | vPFS EZMAT O @ EME N R I L7z,
WL DU OEEERF LT ERNO AT — FEEAWTRL 1 K

(0.4~0.77) ToH Y, rPFS EEMFTOMRL O —BMENRENT, T2, @M
JEIZH DAV BREM B E D OB O F B K N F EFAGRIE B I T 5 R B E
B OEFINZE T 5B IEMEHEE O LEFT O E L MF L7z post hoc fii & W fEHT
DGR DAY — FHIFHR 1 R £ £ 0.38~1.04,0.12~0.68] TH v |
T8 BR 32 B N & O S & OVR BR 32 0 FE i O BET IS K D rPFS FEEMEAT ~D
AL NI WEEZLRD,
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# 1 rPFS XEMITOER
(VISION #& Bk, PFS-FAS, DCO: 20214 14 27 H)

177Lu-PSMA- BSC/BSoC only
617+BSC/BSoC N=196
N=385
rPFS, n (%)

Events (progression or death) 254 (66.0) 93 (47.4)
Radiographic progressions 171 (44.4) 59 (30.1)
Deaths 83 (21.6) 34 (17.3)

Censored 131 (34.0) 103 (52.6)
Ongoing without event 90 (23.4) 24 (12.2)
Event documented after 2 or 36 (9.4) 44 (22.4)
more missed tumor ssessments
Adequate assessment not 5(1.3) 35 (17.9)
available [1]

Kaplan-Meier estimates (months)

25th percentile [99.2% CI] 4.1 [2.6, 4.9] 2.1 [2.0, 2.3]

Median rPFS [99.2% CI] 8.7 [7.9, 10.8] 3.4 [2.4, 4.0]

75th percentile [99.2% CI] 16.2 [12.9, NE] 7.0 [4.2, NE]

rPFS rates (%)

3 months (SE) [99.2% CII 79.8 (2.09) [73.6, 84.7] 54.3 (4.41) [42.0,

65.1]
6 months (SE) [99.2% CII 64.6 (2.53) [57.5, 70.9] 27.8 (4.51) [16.7,
40.1]
12 months (SE) [99.2% CI] 33.2 (2.67) [26.2, 40.3] 19.1 (4.50) [9.0, 32.1]
HR (stratified Cox PH model) 0.4
99.2% CI [2],[3] [0.29, 0.57]
Stratified Log-rank Test one-sided < 0.001
p-value [3]
Follow-up time (months) [4]
Median [95% CI] 16.4 [14.3, 17.0] 3.9 [2.4, 5.4]
Minimum-Maximum 0.0 - 22.6 0.0 - 19.8

[1] Patients censored without adequate post-baseline evaluations or adequate baseline

assessment.

[2] Hazard Ratio of 177Lu-PSMA-617+BSC/BSoC vs. BSC/BSoC only.

[3] Both Cox PH model and Log-rank test are stratified for LDH (< 260 IU/L vs. > 260 IU/L);
presence of liver metastases (yes vs. no); ECOG score (0 or 1 vs. 2); and inclusion of NAAD in
BSC/BSoC at time of randomization (yes vs no). IRT data for stratification are used.

[4] Follow-up time = (Date of event or censoring - randomization date + 1)/30.4375 (months)

censoring for death or radiographic progression.
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100% — . + O Censoring times
G, +—+ (a) Lu-PSMA 617+BSC/BSoC (n/N = 254/385)
90% — % @ - -0 (b) BSC/BSoC only (n/N = 93/186)
Q@
% Hazard Ratio = 0.40
80% — o 99.2 % CI[0.29,0.57]
—_ é Kaplan-Meier medians
¥ 70% 8 Lu-PSMA-617+BSC/BS0C : 8.7 months
= % BSC/BSoC only : 3.4 months
% 60% — % Logrank 1-sided p-value = <,001
S e,
8  50% |
& 8
I 40% - %
c =)
30% — g
% o0
20% —
10% —
0% —
No. patients still at Risk
{a) 385 373 362 292 272 235 215 194 182 146 137 121 88 83 71 51 49 37 21 18 6 1 1 0
(b) 196 146 119 58 36 26 19 14 14 13 13 11 7 7 7 4 3 3 2 2 0 0 0 0O
T

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 2
Time from randomization (months)

X 6 rPFS EEMH ® Kaplan-Meier Hi##
(VISION 3B, PFS-FAS, DCO: 2021 41 A 27 H)

7.2.1.1.2 OS

OS % VISION Bk o EZEFEHH H T&H v . alternate primary endpoints @ —
DTh T,

OS i #&fiENT T, E1C 11X AAA617+BSC/BSoC #E T 343 4 (62.3%). BSC/BSoC
BET 1874 (66.8%) 2@ Hivlz, OS O HfElx., AAA617+BSC/BSoC #£ T
BSC/BSoC & ik LT 4.0 MAMERE L7, 1Y X 7 1% BSC/BSoC Bf & bk L
T AAA617+BSC/BSoC FET 38%M& T L7z [»~¥— Nk (95% CI) : 0.62 (0.52,
0.74) . F il p fE<0.001 (J&H log-rank &) ] (& 2), OS O Kaplan-Meier Hi
PRITH 8 I 70 TEBEL . BB AWM 28 U T AAA617+BSC/BSoC HED 4
731X BSC/BSoC REL W mnro 7z (M 7).
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#2 OSEKKMITOER (VISION RB, FAS, DCO: 20214 1 H 27 H)

177Lu-PSMA- BSC/BSoC only
617+BSC/BSoC N=280
N=551
0S8, n (%)
Deaths 343 (62.3) 187 (66.8)
Censored 208 (37.7) 93 (33.2)
Reasons censored, n (%)
Alive [1] 189 (34.3) 55 (19.6)
Lost to follow-up [2] 4 (0.7) 5 (1.8)
Withdrew consent [3] 15 (2.7) 33 (11.8)
Kaplan-Meier estimates
(months)
25th percentile [95% CIJ 9.0 [7.9, 9.7] 5.1[4.2, 6.3]
Median OS [95% CI] 15.3 [14.2, 16.9] 11.3 [9.8, 13.5]
75th percentile [95% CI] 26.8 [23.9, NE] 19.8 [17.3, 23.0]
OS rates (%)
6 months (SE) [95% CI] 86.6 (1.46) [83.5, 89.2]  71.5 (2.86) [65.5, 76.7]

12 months (SE) [95% CI] 61.7 (2.09) [57.5, 65.6]  49.0 (3.21) [42.6, 55.1]

18 months (SE) [95% CI] 43.0 (2.18) [38.7, 47.2]  28.8 (2.98) [23.1, 34.7]
Hazard Ratio (Stratified
Cox PH model) [4] [5]

95% CI [0.52, 0.74]
Stratified Log-rank Test

0.62

. <0.001
one-sided p-value [5]
Follow-up time (months)
[6]
Median [95% CI] 20.3 [19.8, 21.0] 19.8 [18.3, 20.8]
Minimum-Maximum 0.0 - 31.5 0.0 - 27.1

1] Patients without event and still on study at data cut-off date.

2] Patients who discontinued the study for reasons other than withdrew consent.

4] Hazard Ratio of 177Lu-PSMA-617+BSC/BSoC vs. BSC/BSoC only.
5] Both Cox PH model and Log-rank test are stratified for LDH (< 260 IU/L vs. > 260

IU/L); presence of liver metastases (yes vs. no); ECOG score (0 or 1 vs. 2); and

[1]
(2]
[3] Patients who withdrew consent from the study.
(4]
(5]

inclusion of NAAD in best supportive/standard of care at time of randomization (yes
vs no). IRT data for stratification are used.

[6] Follow-up time = (Date of event or censoring - randomization date + 1)/30.4375

(months) censoring for deaths.
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100% —
90% —
80% —
2 70%
=
= 60% —
]
o
g
a 50%
4]
g
‘E 40% - + O Censoring times T T,
% +—+ (a) Lu-PSMA-617+BSC/BSoC (n/N = 343/551) Q,
= & -0 (b) BSC/BSoC only (n/N = 187/280) b
W 30% R
Hazard Ratio = 0.62 mgé?.au
20% | 95% CI[052,074] B,
Kaplan-Meier medians - 00
10% - Lu-PSMA-617+BSC/BSoC : 15.3 months
BSC/BSoC only : 11.3 months -0
0% — Logrank 1-sided p-value = <.001
No. patients still at Risk
{a) 551 535 506 470 425 377 332 289 236 166 112 63 36 15 5 2 0
(b) 280 238 203 173 155 133 117 98 73 21 33 16 5] 2 0 0 0
T T T T T T T T T T T T T T T T T
0o 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 3

Time from randomization (months)

Stratified log-rank test and stratified Cox model using strata per IRT defined by LDH level,
presence of liver metastases, ECOG score and inclusion of NAAD in BSC/BSoC at time of

randomization.n/N: number of events/number of patients in treatment arm.

X 7 OS B #&AYT © Kaplan-Meier kg
(VISION 3B, FAS, DCO: 2021 ¢£1 H 27 1)

COVID-19 IZ L% 0SS ~D B L R L2 EE S b — ik (95% CI)
I% 0.62 (0.52, 0.75) T, OS EMAMHTH R &L FEROF KL TH Y, COVID-19 (Z
£ % OS TR ~DOFEB I /W LR RSN (2.7.3-3.2.2.1.2 1), il
X200 O BERFN LEMITERE» S A= RERWFRE 1R (0.63~
0.84) ThH O, OS KT OFER LD BN RINT, £, REEICALR
ToIEBR EHE A S OB OB L O EEREAGE BIB9S R BRG oL
B9 2 VR8RSR i 5t i F O W ET OB A M F L7z post hoe &R OFE R D
AP — RETWFind 1R [ZE4 0.560~0.83, 0.26~0.66] THY . Gk
e 3 O B K OV BR T2 G E O WETIC KD OS AT~ D BB IX
MEWnWeEEZEZ LD,
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7.2.1.1.3 ORR kU DCR

BICR HEIZH,S5< ORR kWpizh= v b —® (LLF, DCR & \W9H) IFE
20 AF A T RE AR AT e R H & ek RATHREAT L T2

FEAT T REIR A 2 A T D AR BRE CRCGH AL AR & & FEAf 5 42 & L 72 BICR HIE I K
3< ORR %, BSC/BSoC £ (1.7%) & ik L T AAA617+BSC/BSoC #f (29.8%)
THREIZE» -2 [ v X (95% CI) : 24.99 (6.05, 103.24) . Wiff] p fi<0.001,
&% Wald & 4 ~F M E ], DCR 1 BSC/BSoC # (66.7%) & ik L T
AAA617+BSC/BSoC # (89.0%) THEIICE -7z [4 > Xtk (95% CI) : 5.79

(3.18, 10.55), Mifil p f£<0.001, &5 Wald 71 ~FHE ],

Flo. N—AT A UIRFICHEFRBIREZHT DH5RHE (AAA617+BSC/BSoC B
184 4, BSC/BSoC B 64 41) THERAHMRINZE % #EMlixf 4 & L 72 BICR &2 A
-5 < ORR 1%, BSC/BSoC # (3.1%) &t L T AAA617+BSC/BSoC #f (51.1%)
TE -7, DCR % BSC/BSoC #f (50.0%) & iz LT AAA617+BSC/BSoC #f

(86.4%) TEMN-T-,

7.2.1.1.4 PSA ZFHR

NR—ZF A PSA i ®FE¥E 1L AAA617+BSC/BSoC # T 339.1ng/mL,
BSC/BSoC #f T 365.8ng/mL Tdh o> 7=, PSAEDOR—2 T A 5 D BELR
O g 1X, AAA617+BSC/BSoC #£ CT-68.6%., BSC/BSoC T 24.3% CTH V|
BSC/BSoC ¥ & ki L T AAA617T+BSC/BSoC BT PSAED R —RZ T A 0B D
WAL NEBOOLNT, 72, PSABERR—2AT 4 U NoHD LEEEREOES
IX. AAA617+BSC/BSoC #f 71.5%. BSC/BSoC #f 35.56% CTd - 7=,

PSA 7253 13X BSC/BSoC B (7.1%) & i# L T AAA617+BSC/BSoC & (46.0%)
TENoTz,
7.2.1.1.5 #7272 SSE %H  TOH M

JEEMEEBEESR (LLF. SSE &\ 9H) XIFFETIE AAA617+BSC/BSoC # T
256 4 (66.5%), BSC/BSoC FET 1374 (69.9%) IR b7z, Hriz7z SSE %
BHE oMM OP RiE (95% CI) ¥, AAA617+BSC/BSoC #f T BSC/BSoC #f &
e L C 4.7 »AER L7, SSE B EL I D Y 2 7 1 BSC/BSoC Af & this L
T AAA617+BSC/BSoC T 50% (X F L7z [~ — Rk (95% CI) : 0.50 (0.40,
0.62). Wil p fE<0.001 (/&% log-rank &) ],

7.2.1.1.6 HRQoL
WP OEE T4 BSC/BSoC BE & it L T AAA617+BSC/BSoC B CHAL £ T

DM ZIER Lz (% 3),
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#% 3 HRQoL £#HEEDE/E TOHMH
(VISION #& Bk, PFS-FAS, DCO: 20214 14 27 H)

Median time to worsening in months

[95% CI]
Score HR [95% CI]
177Lu-PSMA- BSC/BSoC only
617+BSC/BSoC
FACT-P total score 0.54 [0.45, 0.66] 5.7 (4.8, 6.6] 2.2 [1.8, 2.8]
EQ-5D-5L utility score 0.65 [0.54, 0.78] 1.0 [0.7, 1.8] 0.5 [0.4, 1.0]
BPI-SF time to 0.51 [0.42, 0.63] 5.0 [4.2, 5.9] 2.0 [1.7, 2.2]
worsening in disease
related pain
BPI-SF time to 0.52 [0.43, 0.63] 5.9 [4.8, 6.9] 2.2 [1.8, 2.8]
worsening in pain
intensity scale
BPI-SF time to 0.57 [0.47, 0.69] 5.0 [4.2, 6.1] 2.3 [1.7, 2.9]

worsening in pain

interference scale

7.2.1.1.7 BRERR

FAS safety set (FAS ® 9 &, AAA617 XX BSC/BSoC % 1 FILL L5 STz
BB #E) O 7344 (AAA617+BSC/BSoC £ 529 4. BSC/BSoC #f 205 4) T
DT v LA S FLTZ AR R O R & W o e iE (FPH) (3. AAA617+BSC/BSoC #f
T 7.82 (0.3~36.5) 7. BSC/BSoC #: T 2.07 (0.0~34.0) »H TH Y,
AAA617+BSC/BSoC BT BSC/BSoC BEICHE X TE N> 72,

AAABLT D 6 A 7 VESET LTI-HBRE OFISI1X 46.6% (246/529 4) Th -
72, AAA61T O i &R E (R E&R G & /5% HH) OF2E (SD) X 5.48 (1.233)
GBqg/month, ZE#E 5 &0 F¥)E (SD) 1% 33.35 (12.797) GBq TH » 7=,

BSC/BSoC o i i ) fi] oo 1 Je i (E[H) 1. AAA617+BSC/BSoC #f T 7.56 (0.3
~36.5) 7»H. BSC/BSoC # T 2.07 (0.0~34.0) 7»H Th » 1=,

7.2.1.1.8 KB LI AN I EEFEFL

HEHESOREBE ST AAA61T+BSC/BSoC AE T 97.9% (518/529 4 ) .
BSC/BSoC #f T 82.9% (170/205 4) T&® Y (LA FIEIE), AAA617+BSC/BSoC #f
TEN->T=, BEIRSE (LLF, SOC &\ 9) BT, WFh oK 5 T
PR Ao F:R (FBEEEG 40%LL F) 1L, BHESE (75.4%., 31.7%) . —f -
EHEER IR G OKRE (61.4%. 39.0%). fiH#KRF L OF A MGk E
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(59.4%. 40.5%). ML LV /N REFH (48.0%, 18.0%). il L O RE
5 (42.0%., 29.8%) Th o7z, £7-. AAA617+BSC/BSoC #f T BSC/BSoC #f
ICHARBEEE N 20% L, E@ro o FRIT, LRoHEEEE., i - 2F5EEL
FOEEEALOIRE, MBS LY O ARREEFETH - 72,

HEAFE (LT, PT E0)) BT, WFhhroHRERETHEBEN IS AR TS

(EHE A 30%LL L) X, %9 (AAA617+BSC/BSoC £ 43.3%. BSC/BSoC #f
22.9%. LLFRINE) . O NFLEE (38.8%. 0.5%) . L (35.7%., 16.6%) . & 1l (31.9%.
132%) Th oo, WML OBICETORBEREG N ED &> L,
AAA617+BSC/BSoC #f T BSC/BSoC FEICHE _FEHEIA N 10%LL E@Eho mHE
X, ERROES . DN B Bz, FA(19.1%., 2.9%) | ME&MH: (18.9%.
6.3%) . ML/ IE (17.2%, 4.4%) . U > NERBAE (14.2%., 3.9%) . HLEK
W E (12.6%. 2.0%). R (11.83%, 1.0%) Th o7z,

1RBRIE (AAA617 XX BSC/BSoC) & OH & v &Ll S i FEFE G O BLE
A1X.AAA617+BSC/BSoC ¢ BSC/BSoC Bt IZ b~ & 2> - 72 (AAA617+BSC/BSoC
¥ 85.3%. BSC/BSoC #f 28.8%. LA F[EIE), AAA617+BSC/BSoC #f TR ELEHI &
D 10%LL ETH -T2 FRIT, DN (35.9%. 0%). ¥ 97 (31.4%. 6.8%). &
L (28.0%, 3.9%). &AL (25.7%. 2.9%). M/NREAIE (15.7%., 0%). BB
B (12.9%. 2.9%). Tt (11.9%. 1.5%). U »/3EKEAE (11.6%., 1.0%). T
F (11.0%, 0%). H ek iE (11.0%, 1.5%) T -7, BSC/BSoC #E TIiLW
THLOFELH 10% K TORBTH -7z,

HIEE N T, Grade 3L EOFEHEL OB E E51L. AAA617+BSC/BSoC # T
BSC/BSoC B b~ @ /- 72 (AAA617+BSC/BSoC #f 53.7%. BSC/BSoC #f 38.5%.
UTFRNE), WO THRAEEGDN 5%LL ETH -7 Grade 3 UL EDFLR(T
2 (12.9%. 4.9%) | ML/ MR E (7.9%, 1.0%) . U > 2Bk kA JE (7.8%. 0.5%) |

9 (5.9%. 1.5%). FHIEA (1.3%., 5.9%) Thol-, HBRE LM H Y &
HIWr S 4172 Grade 3L EOFHEER OB E G 1L, AAA617+BSC/BSoC #F (28.7%)
T BSC/BSoC # (3.9%) (@2 »>72, AAA61T+BSC/BSoC # T % HLE A& 2
5%LL ETh o 7= FHGIL A 1M (9.6%) | M /MRIEADIE K VY > 3Bk JE (4 6.8%)
Tholz,

7.2.1.1.9 %

U MMEIBR T COREEOFMBE Y (FREDO KKK G 30 A% E T)
IZ . AAA617+BSC/BSoC #£® 529 4 ' 68 4 (12.9%). BSC/BSoC £ ? 205 4
H19 4 (9.3%) BET LTz, &bEh o R ITMEE & b ICHEEBEST
(AAA617+BSC/BSoC # 8.5%. BSC/BSoC B 6.8%) T » 7=,
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W E - - A EHESLIT, AAA617+BSC/BSoC BT 194 (3.6%). BSC/BSoC
BT 64 (2.9%) (¥ I L, AAA617T+BSC/BSoC #T 2 4 UL BIC B LI-F
L03. WILAE (4 4, 0.8%) M ONALIMEKAE (24, 0.4%) TH Y . BSC/BSoC
HTIIWThoFERY 14 (0.5%) OFEBLThH-o7o, 1BBIE L OBEH V & flr
ENT=H TN AAA617T+BSC/BSoC BED 5 4 (LML BRI A E 2 44 5 BEHSRE R 42,
MRS NI E . BHEB N2 14) IS Sz, BSC/BSoC BETIEEREE & 0
HHD LR SN TORE TR o T,

7.2.1.1.10 ZTOMOEELRFEES

BELHERLOERE AL, AAA617+BSC/BSoC #f (36.9%. 195/529 4)
T BSC/BSoC #f (28.3%. 58/205 4) ICt~_@Em»no7=, PTHI T, WTFhroRt
THRBEEIGN 3% U L ThH-o7oFHLIIFRMEE (AAA617T+BSC/BSoC #f 1.1%.
BSC/BSoC #f 5.4%. LA TIEIE) T& >7-, AAA617+BSC/BSoC B T b L < &
ODNT-EHERFRITAM (2.8%, 0.5%) TH Y, RKWT, KRG (2.6%, 0.5%) .
MR (2.1%, 0.5%) TH 7=,

HBBRELOBMELD UM INEEERAEFRRLOREE AT,
AAA617+BSC/BSoC #: T 9.6% (51/529 4 ). BSC/BSoC #£ T 2.4% (5/205 4)
ThHolz, PTHI T, AAAG617+BSC/BSoC BT 2 4 LA HICHBE L5413, A

(2.1%., 11 4). PLMmERBAE (0.9%., 54 ). M/ IE (0.6%, 34). &
PERFRE S A, MR, BHE A M M, AR E, B, MR, EH (% 0.4%.
24) ThHhoil,

7.2.1.1.11 ZOMOEERZRAFEESR

AAABLT DEHEHRILICE > HEFGORBE AL 11.9% (63/5294) TH -
oo HRBLEIG N R b E» o EFGITE M K /MR IE (% 2.8%) THY ., &
W T A M ER D E (1.83%) . 4F PERIRAE (0.8%) . PLILERIEAE (0.6%) Td -
oo BBEGRE D -T2 FLIE, WTNbLEMMKEICHAET I ELThoTz, £
DMOFEZITVT NS 24 (0.4%) LT TORBCTholz, HHPILIZESTH
FERHRGDL L, REBERATERRAREIETH -7,

AAA617T O &HHE (&) TE T AFFELROEBE ST 5.7% (30/529 4)
Tholz, BEBENKLE» > HER T M/ DRBAIE (1.9%) THH, KN T
2l (1.83%) Th o7,

AAABLT DIKRFEIZE > T A EFZORIFGIL 16.1% (85/5629 4) Th -7z,
FKBHEANRZRLE N ERIIEM(5.1%) TH Y R Tl /R A E (3.6%) .
A ERE D E (1.5%) TH - 7z,
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7.2.1.2 A11201 B (¥ YV UV BEIBREMN)
7.2.1.2.1 ORR R U'DCR

E i E R OH EIZHE S < ORR X A11201 KB 331

FHEIHEH Th o 72,

AR CIERREECHERINEZA T 2REOLEZXZ L L TWelod, &
fiE BB O ETCETOWRBENRX—AT A VRFICHEFAEHREZAH L T\,

WM AN L 2 G L Lo EMEREE O EICHE-S5< ORR (90% CI) (X
25.0% (7.2, 52.7) T&H VYV, DCR (95% CI) X 91.7% (61.5, 99.8) ThH » 7= (F

4),

#F4 BREMEBRLLNBL L-EHRERBEOHBITE S
ORR O DCR (A11201 RE, FTEHMEITXHREMH,
Z %Y U BRIBRER, DCO: 20234 12 A 8 H)

post-taxane part

N=12
n (%)
Participant with measurable disease at baseline [1] 12 (100)
Best overall response
Complete Response (CR) 0
Partial Response (PR) 3 (25.0)
Non-CR/Non-PD 0
Stable Disease (SD) 8 (66.7)
Progressive Disease (PD) 1 (8.3)
Unknown (UNK) 0
Overall Response Rate (ORR: CR+PR) 3 (25.0)
90% CI (7.2, 52.7)
95% CI (5.5, 57.2)
Disease Control Rate (DCR: CR+PR+SD+Non-CR/Non-PD) 11 (91.7)
95% CI (61.5, 99.8)

[1] N is used as denominator.

For the others, n of "Participant with measurable disease at baseline" is used as

denominator.

Responses are based on soft tissue assessment only and bone lesion progression is

ignored.

Exact binomial confidence interval using Clopper and Pearson method.

RSB DI E T 124 6 LA R— AT A4 UIFICHIEAREREZ2E LT
W7o, BRETHERRIR A 2kt & Lo R dFm e B o ¥ 12 -5 < ORR (90% CI)
X 16.7% (0.9, 58.2) T&H» Y . DCR (95% CI) I 66.7% (22.3. 95.7) TdH -

7=,
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7.2.1.2.2 rPFS

A11201 B TlE vPFS FEAMIE FEhE =R O EIZ K Sz, rPFS A X |
T124H 94RO L, rPFS O fE (95% CI) (X 3.71 (1.87, 11.07) »»
AThot-, 6 HKY 12 HH S OB 42 W 55 < HEH A 7R o #E il
(95% CI) X, T Z 41.7% (15.2, 66.5) }x " 20.8% (3.5, 47.9) Th - 7=,

7.2.1.2.3 OS

DCO £TIZ124F 44N L, OS OHFHfE (95% CI) % 14.42 (10.35,
NE) WA ThH o7, 6 AKX 12 0 AKREOEFEROHEME (95% CI) 1%, #
i 90.9% (50.8, 98.7) K" 80.8% (42.3, 94.9) Th o7z,

7.2.1.2.4 PSA EZFHR

NR—=2 7 4 PSAEDVFHEIX 86.82u g/ TH-o7-, PSAHDORX—R T A
DO BEAEO T RIEILZ-834.31%ThH o7, PSAENRX—RT A b
L7=#8E 0B A1 66.7% Th - 7=,

PSA Z#%h= (95% CI) 1% 33.3% (9.9, 65.1) Th o7,

7.2.1.2.5 ¥/ SSE RBEE TOHM

SSE X 124 % 14 (8.3%) IZ@RD b/, #7772 SSE BB E TOMM O H &
EIZHEE T&E 9.6 22 AIFA D SSE FEF B R DO HEEE (95% CI) 1% 91.7% (53.9,
98.8) Th o7,

7.2.1.2.6 HRQoL

f RS E QoL (LLF. HRQoL & w9 ) FAfifs K5 AAA61T Ok 51X QOL
ZEAASHEDL LD TIERWVWI ENREI NI,

KA 27D FACT-P &5 A 27 LT EQ-5D-5L Japan utility score @ F-#J
BIERX—ATA4 0 nblF A EEN Lo, BPI-SF ERWOMBI A7 — /LD
YEEIZ R =R T A4 bR (&%) L, BPI-SF AE~DEZEX 7 — /10
BT A 70 3~5 T TR—=AT A Vb MLbo0, BHERE
TR o,

7.2.1.2.7 BRERI

XY UBETREEN T, AAA6LT OREEMM o b (FEFH) 1T 4.17 (2.8~
95)MH TH -T2, AAA6LT D 6 A 7 V&5 T LIZBrE OE ST 41.7%(5/12
4) Tholz, AAA6LT DI E&ME (REKL & GEHH) o F5EHE (SD) |
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5.20 (0.309) GBg/month, RfEH G EOH RAE (25~75 /S—& ¥ A JLfE) 1T
22.50 (20.76~43.34) GBq Th »7-, 1BHIH (AAA617 X% BSC/BSoC) D
TR o f g (FPH) 1L 4.17 (2.8~12.8) A Th -7, HBrE O F5% L E
(58.3%) 7 AAA617 OixhHZ ik L, ERFILH B ITKEEET (50.0%) Th

> 77,

7.2.1.2.8 HKBHOISHADNIFEEL

XY UBEREEF COREFLZORBRAFEIL 91.7% (11/12 4) Th o7,
SOC BT, BEABENRKbEP - FRIIHEELEE (91.7%) THY ., KWTH
BHERLIOKAGM#EEE (50.0%) Th o,

PT BT, BEEANKbE NS T HFRITMER (75.0%) THH, KNT, B
PR (33.3%) ., A, Hly, ANELEE . RAMEVRIE ., mErk . & ORI (% 25.0%)
ThoT-,

BB (AAA617 31X BSC/BSoC) L 0B EH W LMW S - A EHEL DRI
FE1L 66.7% (8/124) Th o7, 34 L EICHBLLIFERIT R, 24 (16.7%)
CFBL L7 FR T, Al ER. DN R KO MBS Th o T,
ek, IBRELEOE S D LYK S F4 1T, BSC/BSoC & OBE & 0 L K
SN 1 E2RE. AAAGLT CoBE H D LW,

HAEE R T, Grade 3 LA EOFEFFLOREE G 8.3% (1/124) Th o1,
PT HIOWERIE, V o NEEKR OB ZIEE AR (F—HBREFICHE) B4 14TH
S, TOIH B, UV NHIEIX AAA6LT EOEH D LRI X iz,

XY UBEIRRER T, AEFLORBIRNIHERR L REREWVIE R -
77, Grade SU LOFEFERIZ 1AL TORATH Y, HERERE O LEIZITRA
DD bDO, HRNTIHENICHRBEBE N Do T7,

7.2.1.2.9 ®ET

BBREE LG T TOREEOFMBIE FIc, BEXFETICE-> - HEHRITH
mENR Lo, TEMFTODCO £TIC 124 T 44N LT, ERIT 444
B CHRBEIT (RIS RE) Tho T,

7.2.1.2.10 ZOMOEELRAEEESR

XY UBERBERN COEERAFEFRLOBBAE AT 16.7% (2/124) ThHh-o
oo PTHIOANGRIZ, VU EHEROPEHZEBTAS (R—#RETICHEB) ., L4
FTEYTHoT=, 2D H U U ANHIEIXAAAG1T E OREH U LW S -,
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BEREE (AAA617 KON BSC/BSoC) (Zxt3 DALE X<, U U EiiE, BRMER
A, MOV oA R T EETTALEEL -,

X UREREEMAT, BEELRAEFLORIVRICHERER & R REWIT
o,

721211 ZTOMOEELRFEES

Z X% CBEIRRER T AAAGLT OB G FILICE T A EFEFERIT. 1 LHITHIL
7o /R E K> (Grade 2) Th oo, RAEFERIL AAAGLT L OBE H VD & &
N7, AELIZIDCO HETCREETH- T,

BBREOHEFMICE T AEFEFRIIMES N o7,

BRI OKRIEIZE o - FHG L, M/ (Grade 2), B (Grade 1),
COVID-19 ® %\ (Grade 1) 234 1 A ICHBL Lz, f/MRERAD X AAA61T &
OBEEDH VY EHIB S, AAAGLT DIREERL Bk L7z, AFERIT, LD AAA61T
DG ZRIEL-BRE EF—BRE CRIL L, #iHIX BSC/BSoC & o B
HY LMW S, BSC/BSoC #RE L7=b oD, DCO KA TRIEIETH - 7=,
COVID-19 D WL, TRBRIE L OB e L &l S 4L, AAA617T ORI (2 H1E
L7,

7.2.2 XV URBREH
7.2.2.1 PSMAfore B
7.2.2.1.1 rPFS
rPFS X PSMAfore ik ®» E3FFHIEH TH - 7=,
rPFS F 8K T, rPFS A N> h X AAA6L1T BT 604 (25.8%). ARSI BT
106 %4 (45.3%) IZ#@® b7, rPFS O fiix, AAA617 #EC ARSI B & bk
LT3.75 mAME Lz, vPFS A X FU A7 (X, ARSI ff & b# L T AAAGLT
BETH9%IE T L7z [~¥— K (95% CI) : 0.41 (0.29, 0.56) . J il p f£<0.0001
(5 log-rank # &) ] (£ 5), rPFS ® Kaplan-Meier #ifgix. X—2 7 1 L #
DR OMELFEFAMEE R TH DM 8 WHI%M» O M HE L. BB R ABMLZE LT
AAAGLT BECRIF R VBHEFF Sz (X 8),
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# 5 rPFS XEMMITOER
(PSMAfore 325, FAS, DCO : 20224 10 A4 2 H)

[177LulLu-PSMA-617 ARDT
N=233 N=234
Number of events - n (%) 60 (25.8) 106 (45.3)
Radiographic progression 53 (22.7) 99 (42.3)
Death [1] 7 (3.0) 7 (3.0)
Number censored - n (%) 173 (74.2) 128 (54.7)
Ongoing without event [2] 154 (66.1) 114 (48.7)
Ade.quate assessment no longer 10 (4.3) 7 (3.0)
available [3]
Withdrew consent 3 (1.3) 3(1.3)
Event documented after two or
more missing tumor 6 (2.6) 4 (1.7)
assessments
Lost to follow-up [4] 0 0

Hazard ratio (95% CI) [t77Lu]Lu-
PSMA-617 vs ARDT [5]
P-value [177Lu]lLu-PSMA-617 vs

0.41 [0.29, 0.56]

ARDT [6] 0.00000001
Percentiles (95% CI)
25th 4.40 [3.42, 6.05] 2.30 [2.10, 2.83]
50th (Median) 9.30 [6.77, NE] 5.55 [4.04, 5.95]
75th 12.62 [11.96, NE] 8.64 [6.24, NE]
Kaplan-Meier estimates (%) (95%
CI)
6 months 69.0 [60.7, 75.9] 40.6 [32.1, 48.8]
9 months 53.1 [41.9, 63.1] 21.6 [13.2, 31.3]
12 months 33.3 [9.6, 59.8] 18.5 [10.0, 29.0]
Follow-up time (months)
N 226 232
['7"LulLu-PSMA-617 ARDT
N=233 N=234
Median 4.090 2.366
Minimum-Maximum 0.03 - 12.62 0.03 - 12.22

NE=Not estimable

[1] Death without radiographic progression.

[2] Patients without event and had adequate follow-up as of DCO (02-Oct-2022).

[3] Patients censored without adequate evaluations for a specified period prior to DCO
or without adequate baseline assessment.

[4] Recorded on the End of treatment or End of post-treatment follow-up disposition CRF.

[5] Hazard ratio obtained from stratified Cox PH model.

[6] One-sided p-value at 2.5% level of significance obtained from stratified log-rank test.

Stratification factors from IRT data: prior ARDT use in CRPC vs HSPC; asymptomatic
and mildly symptomatic (score of 0-3 on item 3 of the Brief Pain Inventory Short Form
(BPI-SF) questionnaire) vs symptomatic (score >3 on item 38 of the BPI-SF
questionnaire).
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100%
F 8%
=
3 eo%d
=3
a
8 40%-
g = A Censoring Times _‘___"ﬁ_ﬂh_
& 2% —e— (1] HTLULEPSMA-617 TEAE— e s
— & — [2] ARDT
|
0%-
T T T T T T T T
i] 2 4 6 B 10 12 14
Time fromrandomizstion (months)
Mo. of subjerts still a risk
[1] 233 177 115 [ 34 14 2 0
[2 Zx 160 81 7 - 6 1 i}

8 rPFS EEfE#H @ Kaplan-Meier Hiff
(PSMAfore 3B, FAS, DCO: 2022 410 A 2 H)

RS O 5 R, COVID-19 (I2 X % rPFS ~OEBEORKRFTLEO TV NL
AP — R 1 K3 (0.838~0.46) TdH Y | vPFS FEZMAT O EME N R S L7z,
NR—=2 T A OHEEBREOEBELE RGF LI o % — Kkl 0.38 Th
V. rPFS EE MM & — BN A LN, Fio, BHEEICA DT IE RS 5T E &
Dy D DML O B A R LI R AT 2y D Y — REiZ w3 b 1R (0.15
~0.58) THY ., BBREMFE NS OBV KL D vPFS EEMHT ~0 F B 1T/
EnkEZLND,
7.2.2.1.2 0S8

OS i1Z PSMAfore sl 0 =2 72 gl R FEMIE H Td o 7,

OS @ 3 HOHMMN T, 11T AAA61T BET 104 4 (44.4%) ., ARSI BT
112 4 (47.9%) 2@ H 51 7=, Intent To Treat (LA F. ITT &9 ) JEANZHE

BROMBHRRER (LT, FASE\W9H) 26 RIC/7 0 24— "—DEE %
pﬂﬁébf;u\ OS fi##r 2 £ L 7=, OS & Rfii: AAA617T BE & 0 ARSI # TR 2
ECd o7, ARSI BEIC T2 AAAGLT BED ¥ — Kk (95% CI) 1% 0.98 (0.75,
1.28) T, Ml pfEIX 0.44 TH Y . FHTICH E L 7= LanDeMets (O’Brien-Fleming
Y OFMHEOBERME (A EAKHE=0.008582) % FEISZ2h-o7-, 12 1A K
ROELFHE (95% CI) 1T, AAA617 BET 81.4% (75.7, 85.9). ARSI #: T 82.6%

(77.0, 86.9) (LLFEINE) TH Y, 24 7> AWK TiX 48.1% (40.1, 55.6), 48.2%
(40.5, 55.5) ThH -7 (% 6),
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# 6 OSHHMfEN (BEA) OEN
(PSMAfore 325, FAS, DCO : 20244 2 A 27 H)

[177LulLu-PSMA-617 ARDT

N=234 N=234
Number of events - n (%) 104 (44.4) 112 (47.9)
Number censored - n (%) 130 (55.6) 122 (52.1)

Hazard ratio (95% CI) [t77Lu]Lu-
PSMA-617 vs ARDT [1]
P-value [177LulLu-PSMA-617 vs

0.98 [0.75, 1.28]

ARDT [2] 044

Percentiles (95% CI)
25th 14.16 [12.32, 15.64] 14.98 [13.21, 16.76]
50th (Median) 23.66 [19.75, NE] 23.85 [20.60, 26.55]
75th 29.60 [NE, NE] NE [26.97, NE]

Kaplan-Meier estimates (%) (95%

CD
6 months 95.6 [92.0, 97.6] 94.4 [90.6, 96.7]
12 months 81.4 [75.7, 85.9] 82.6 [77.0, 86.9]
24 months 48.1 [40.1, 55.6] 48.2 [40.5, 55.5]

NE=Not estimable

[1] Hazard ratio obtained from stratified Cox PH model.

[2] One-sided p-value obtained from stratified log-rank test.Stratification factors from
IRT data: prior ARDT use in CRPC vs HSPC; asymptomatic and mildly symptomatic
(score of 0-3 on item 3 of the Brief Pain Inventory Short Form (BPI-SF) questionnaire)

vs symptomatic (score >3 on item 3 of the BPI-SF questionnaire).

COVID-19 2 X2 11X AAAGLTHED 1 4 DA TH Y, COVID-19 IZ L B3
1% OS EMMTICEBEZRITS o,

3 EH @ FEfEHT > DCO £ TIZ ARSI #?D 57.3%70 7 1 A4 —"—|Z XV
AAABLT D HEZZ T TEBY, 7B AL+ —N"—RNO0OSICAETEELRIT L
® 12, rank preserving structural failure time (LT, RPSFT &9 ) {EK D
Inverse Probability of Censoring Weighting (UL N, IPCW &\ 95) EEHWE
2 YRR AT A S L 72,

RPSFT 2 HWT o/ m AF —N_"—DEHZHRHE LR OS tho ¥ — Kk

(95% CI) 1% 0.98 (0.76, 1.27) ToH o7z, OS DHRAE (95% CI) 1T AAA617
# 23.7 (19.75. NE) »»H. ARSI #f 23.8 (20.38. 26.07) »H Th -7,
IPCW iz lVWT 7 n 2AFd—N"—0OgBEzfE LIV —FhazHE Lz, X
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— AT AV ROEGRORE (EER) ICESEKHWHREITH VY TRRFRHKLF
B2 E A% AW EAAMT Cox N — RET VI /7 m XA A — =T &
LA T AR L AAA61T BE L ARSI BEO WAL O B OIRFEN R 2 i L=,
FoAAMeRORBNREFEZREE L THR-T2HEO N — N (95% CI) X 0.61
(0.39, 0.96) THV, T X LbIEOEHK 752 HEEL L THoT28HA DN
P— N (95% CI) X 0.61 (0.37, 0.99) Thol=, {HELEBOHEMELE L T
DIZMHT LIEREER, WInoETLTH IPCWIEEZHWTYZ o A4 — "— %Rk
L7z &Y — KNI 0.61~0.86 Th > 7=,

RPSFT £ Tix. AAA61T OIEHR N RITE G HBIEY (F72bb, 7 v % ALK
RXNE 7 v 2 A —N—FFR) Z0rb o TR —EIRET D, AAA6LT DIREZI R
MEBEHIRR T A R OEBZWICL2EITHR TR —ChD 2T 2T —X
WA+t THY ., RPSFT oM HICKHAEARNEEZMIZ S 2 WAl EEND 5, *
7. RPSFT DRI DORF & LT, ITT TOAEGFEMBNER LB EICLHKEZRMET
RN ENHDH, LN o T, PSMAfore D 7 1o A4 — N — 2l 4 5 )5
EELTIPCWER LV #EYITHD LB XD,

IPCW {EZ W26, OS ITxt 4 5 AAABLT D AMENRRD v, Z
DA TIE, MESNARWEBRFITRVWERET D, ZOREE BEICENT
LHZEETERVLODO, BBAMNERICESER—XT7 4 VR T & REREKAFR T
EARETVICED T, BHERM T L EE Cox T V&2 HWTITY Y EE % HEE
L7, 7B AF—N"—DRHIIHBREM CEALR LD, KEETHE LT Z OM
Fr7iiddEuch b EEZ LN,

L7zmo T, OS FEMTOMRIZI B AL —RN— LR EEZ T LEEZ
Do Flo. IBBRFEREEELD OB OB L FE L 72 post hoe fili @ UfEHT T B
OS M L MR — B LIEEERE L, IRREMF MW E L OBRMIZ LD OS
fRHT ~D BT/ I NEEZD,

7.2.2.1.3 ORR XU DCR

BICR #|7E 23 -3< ORR., DCR, /& ' DOR (X RECIST f##7 %f S 4E [ % %f 8 i
fiENT L 7=,

FEAM AT RE N S & T D BB TG AL MR A & BEAM kF 4 & L 72 BICR M & I
5< ORR I, ARSI # (13.7%) & Ihi#k L T AAA617 B (41.3%) TE» o7,
72, DCR X ARSI # (61.8%) & H#z L T AAA617 #f (83.7%) T » 7,

N—=2 T A CREICREFRRIFHEZ H T 2 8BRE (AAA61T #f 72 4. ARSI ##
72 4) TECGEHLERR A & fE M5 & L7 BICR &I -3 < ORR i%. ARSI #%

(15.3%) & H# LT AAA617 B (50.0%) TrEior»o7-, 7. DCR X ARSI ##
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(59.7%) &Lz LT AAABLT B (81.9%) TEh»o 7=,

7.2.2.1.4 PSA ZFHR

NR— 2T A > PSA O FEHE 1L AAA61T ## 79.0 pg/L. ARSI # 81.2 4 g/LL T
ol PSAENRX—RA T A oD LI #ERE OFIA 1L, ARSI B (42.99%)
Lig LT AAAGLT BE (69.95%) TN o7,

5 8H o PSA ER#FE 1L, ARSI # (17.3%) &t LT AAA617 & (50.7%)
TEmMhoT,
7.2.2.1.5 #Hi=72 SSE BEH E TOHM

SSE X IF ST 1% AAAG17 BT 314 (13.2%). ARSI BT 684 (29.1%) 1278
oz, Himle SSE BHEF CoHM o R (95% CI) 1L ARSI BT 17.97

(14.26, NE) »H TH Y, AAAG1T #E TIIHEE TE e h o 72, SSE ¥ Bl T
DU A7 (X ARSIAE L L L C AAAGLT BE T H9%IK T L7= [~V — Kk (95%
CD) : 0.41 (0.26. 0.63)],
7.2.2.1.6 HRQoL

WTNOEETH AAAGLT BECHEALE COMMAZIER Lz (£ 7).

# 7 HRQoOL ZHHEZEDE L THOHR
(PSMAfore 38, FAS, DCO : 20244 2 A 27 RH)

Median time to worsening in
months [95% CI]

Score HR [95% CII L7 LulLL
ulLu-
ARDT
PSMA-617
FACT-P total score 0.61 [0.50, 0.75] 17.46 [6.08, 8.54] 4.27 [3.45, 4.50]
EQ-5D-5L utility score 0.67 [0.54, 0.82] 6.28 [4.70, 7.89] 3.88 [3.25, 4.44]
BPI-SF time to 0.73 [0.59, 0.88] 5.13[4.11, 6.14] 3.65 [3.06, 4.34]

worsening in disease

related pain

BPI-SF time to 0.72 [0.59, 0.88] 5.03 [4.40, 6.80] 3.65 [3.09, 4.37]
worsening in pain

intensity scale

BPI-SF time to 0.74 [0.61, 0.91] 5.82[4.57, 7.03] 3.71 [3.06, 4.40]
worsening in pain

interference scale

7.2.2.1.7 BRERR
Safety set ® 459 4 (AAA617 B 227 4. ARSI Bf 232 4) TOIRBRIKOIRE
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Mol (#FE) 1%, AAA617 BT 8.41 (0.36~11.63) 7>, ARSI #£ T 6.52
(0.03~29.24) M"H TH-o7T=, 7=, AAA617 OBEFZ MR IX. AAA617IZ 7 0 R
F—N— LB #E T 7.10 (0.49~11.04) 7 H ., AAA61T N H S iz 2BE
T 8.28 (0.36~11.63) A ThH -1,

AAAB1T ® 6 A 7 NV ESET LIEHBREOE AT, AAA6LT # T 63.4%
(144/227 4). 7 v A A —/N— Lo #BR#H T 46.3% (62/134 %), AAA617 73 %
B Iz 29l T 57.1% (206/361 44) Th o7z, AAA6LT O &EMRE (R
58 BEMR) OFHME (SD) 1 AAA617 #£ T 4.97 (1.079) GBg/month,
7 AL — "—L7=#EE T 5.13 (0.956) GBg/month, AAA617 N&E 5 7=
YR & T 5.038 (1.036) GBq/month (LA FHEIE) ., R G &EOEXE (SD) |
ZhZh 35.93 (11.208) GBq. 30.98 (12.833) GBq. 34.09 (12.059) GBq T
ol

7.2.2.1.8 KB I HAONDIFEEL

HEREROREBE G1T AAAGLT B 98.7%(224/227 4 ) ARSI Bf 97.4%(226/232
4) Thy, BEHEMCHREE ChH-o7 (LLFFIE), SOC BT, WTinno#k
BRHETHBEANEIS AN EG (BEEE 40%LL F) X, HEES (81.9%.41.8%) |
— % - REHEERL I OEEMIMORIE (65.2%., 65.5%)., HiEHKREB I OHAMR
fbEE (48.0%. 62.5%) ThH o7, 7o, AAA617 E T ARSI BEIZ b~ BLEI &
2 10%LL EFmiro e FERIL, EdoBREEFEICINZ, MKl LY VR REE

(33.9%. 22.4%) Th o7,

PT 5T, WIFhhrOoBRGHTCHEMNLIS AbNTEZFESR CEEE S 30%L F)
E. AWNEER (B7.7%. 2.6%) . HEJJE (32.6%. 28.9%) . #Hl» (31.7%. 11.6%)
Th o7, AAA61T BE T ARSI BEIC L RFEHLEIA A 5% L. E@m o F51L, E3d
OOWHEEOENMI A, Zif (26.9%, 19.0%). Hi (22.0%, 14.2%). F
F (16.7%. 9.1%). MEH: (11.5%., 4.7%). KR AL (8.4%. 2.6%) Th o7z,

EBRELOBREH Y LU SN AHFEEROREIEGIL. AAA61T #£ T ARSI
BEICHE N E o7 (AAA61T7 #E 87.7%. ARSI # 63.8%., LLTFIIE), AAA61T
THRBEIG D 10%U EThH o 7-FEL L, DN (55.5%, 0.9%) . D (26.0%.
3.4%) . MEJE (24.2%, 22.0%). #97 (18.5%, 18.5%). & (14.5%. 3.9%) .
BHBGE (14.1%, 8.6%) Tho7=, ZTDH 5, AAA61T £ T ARSI BEIC 5
BEAN 10%LL EE o= F 503, ERRo D NE, EL, B Tdho i,

EIEE BT, Grade 3L EOFEEZORILEGIL., AAA61T BT ARSI B iZ
Ko 7= (AAAG617 B 35.7%. ARSI B 48.3%., LA FREIE), W DORET
FHE SN B%LL L THo72 Grade3 L EDOF ST, &M (6.2%., 6.9%) DK T
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Hol RBRIELOEESL Y EHW N7z Grade 3 UL EOFEREG ORI E A
HECHREECTCh -7 (11.9%., 12.5%), AAAG17 BECTHRILEI SN 1%Ll E (34
LLEICRE) ThomFLR1T, &AM (3.1%. 7T4). U NEREED (2.6%., 6 4) .
/N E (1.83%, 34) Thol=,

7.2.2.1.9 R

Z oA LMEIRE T COREEOFMBIE P IZ, AAA617 #ED 227 4 4 4

(1.8%). ARSI Bf® 232 4 94 (3.9%) 21 L7z, HEEBMEIT (Rl IRE)

IR DETIT, AAAGITRETO4 ., ARSIBET 44 (1.7%) Th o7z,

WEICE > HEFSIL, AAAG1TE T4 4 (1.8%), ARSI BT 54 (2.2%)
CHB LT, WTINOBETH 24 EIZRBE LI-FRII o7, BRI L O
Wb EHW SN T IT AAAGLT BETIEHE ST ARSI BED 14 (MzEH)
s SN,

7 aAF =158 T COLZEMEOFAMBHE TIC, AAABLT IZZ v A A — /N —
L7134 41 104 (7.5%) ML Lz, SERIE. 7 4% 0SB EEST (A1)
Thol, KD 34 ORI OME L, 28 @EREE L, T MmE (% 14)
Th, WThoHERE AAA61T & O 72 L Ll S iz,

7.2.2.1.10 ZTOMOEELRFEES

EELAEREZORBLE AL, AAA61T7 B (20.3%. 46/227 4 ) T ARSI Bt
(82.3%. 75/232 %) IZl_E» o7z, WTFN DO TRAEEN 2% ETH -
THERIIEFRIEY (AAAGLT B 0.4%. ARSI #f 2.2%, I THIE) TH-7=, PT
BT, WTFNDLORETHREEEGN 1%L E (34 EIZHB) TholHRIT
i (AAA617 #f 1.8%. ARSI #f 1.3%) . JREEEY: (1.8%. 1.7%) . B iE (1.3%,
0%). MEEEE (0.9%. 1.7%). KEEEFH (0.9%. 1.3%). HFHH (0.4%.
1.7%) . COVID-19 (0.4%. 1.3%) . FER N (0.4%. 1.3%) . & (0.4%. 1.7%) .
I E BT (0.4%., 1.3%) ., fiti % (0.4%. 1.83%) . FHEE 1 (0.4%. 2.2%) . JR B (0.4%.
1.3%) . MR (0%. 1.3%) TdH o7,

722111 ZTOMOEELRFEES
BRIEORGEFILIZESTEAEFLORBBAE G IL, AAA61T #£ T 5.7% (13/227
4). ARSI EET 5.2% (12/2324) ThHYH, MM CTREECTH 7=, AAA6LT BE
THRAFAG Db @0 - 2 FRIT 0 WG K O/ E (% 1.8%. 3 £4) T,
ZTOMOERINTNG 1A TORITH-7Z, 2055, AAA61T L OREHE D
D LB S e ok, NI E R VO N (F 3 4) B (14) THO,
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DCO Ff i CREIE Th o 7o /MR A E (2 4) K OEIM (1 4) ZFRE ., AAA617
OGP IR X0 A TP L2, ARSI BETIX, BHEEI AN KR bE o HE
LI R EE, 5. ROFREEE (F 0.9%. 24) T, TOMOFEZITVTN
LHE 1AL DHEBETH ST,

BEREONERHEHICE T AEFZORIATGIL. AAA6LT #E T 3.5% (8/227
4). ARSI #£ T 15.5% (36/23244) Th o7, AAA6LT B CHRELEIAG V&K b &)
STEFHRIINNEE (0.9%., 24) T, TOMOFERITIVWTNE 14 TORELT
bolz, ARSIFETIZ, 997 (4.7%. 11 4) KOEIJGE (4.3%, 10 4) DOFBLE
BREMNo T,

BREOREICE T2 AEFELORBBE G I AAAG1THE T 12.3%(28/227 44 ) |
ARSI F£ T 19.4% (45/2324) Tho7-, AAABLT FFTRIFI SNk b mo o7
FH4X COVID-19 (3.1%., 74) T, kT, &Il (1.8%. 4 4). H i EREE D
P O RERIBDIE (% 0.9%., 24) Th o i,

7.2.2.2 Al11201 RE (¥ ¥V RIBRELEH)
7.2.2.2.1 ORR XU DCR

FE i EE AR O H B IS < ORR 1X A11201 KB oo EEFAHIER TH - 7=,
AR CITRREECHERFEZLATO2BETOLEZ/NGZ L LW, FE
MR OB E CRETOHRE N X=X T 4 VRFICHIEATRRIF A Z A L T\,

KB AR Rk S A kb5 & L7z FE i R R BT o H E I -5 < ORR (90% CI) 1%
33.3% (15.6, 55.4) TH Y., DCR (95% CI) I% 83.3% (58.6, 96.4) THh » 7=
(% 8),

P EEMME B OB E T 184 114N X=X T A VIFICHIE R EEZH L T
WTe, BREBAHARIR A 25t & Lo i R B o ) E 12 -5 < ORR (90% CI)
% 36.4% (13.5, 65.0) T Y, DCR (95% CI) ¥ 72.7% (39.0, 94.0) T®H »
7=,
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8 MEHMBFEEZXNRLE LERBEEBKBOHEIZE S ORR XU DCR
(A11201 R B, FEMITHRER, ¥ XV RBEELM, DCO:
2023 4£ 12 H 8 H)

pre-taxane part

N=18
n (%)
Participant with measurable disease at baseline [1] 18 (100)
Best overall response
Complete Response (CR) 4 (22.2)
Partial Response (PR) 2 (11.1)
Non-CR/Non-PD 0
Stable Disease (SD) 9 (50.0)
Progressive Disease (PD) 3 (16.7)
Unknown (UNK) 0
Overall Response Rate (ORR: CR+PR) 6 (33.3)
90% CI (15.6, 55.4)
95% CI (13.3, 59.0)
Disease Control Rate (DCR: CR+PR+SD+Non-CR/Non-PD) 15 (83.3)
95% CI (58.6, 96.4)

[1] N is used as denominator. For the others, n of "Participant with measurable disease
at baseline" is used as denominator. Responses are based on soft tissue assessment
only and bone lesion progression is ignored.

Exact binomial confidence interval using Clopper and Pearson method.

7.2.2.2.2 rPFS

A11201 B TiE rPFS FFAM X I =R LR O HE 2K Sz, rPFS A~ |
T 184 H 84 ICHR® LA, rPFS O FfE (95% CI) % 12.25 (3.65, NE) »»
HAHTHot=, 6 2H KD 12 2> H WS 0 B4 32 Wi -3 < SR8 A 17 3R oo HfE i il
(95% CI) X, ¥ b 59.1% (32.5, 78.2) TH -7,
7.2.2.2.3 OS

DCO £TiIC 184 44 ML L, OS O RfE (95% CI) 1% 12.94 (8.77,
NE) A Thotz, 6 2PHKNI12 AR ROEFROHEM (95% CD) X, £
IZEI 94.1% (65.0, 99.1) KT 82.4% (42.6, 95.7) Th o1z,

7.2.2.2.4 PSA EZH=R

N—2 74 PSAEDOFEEEIX 54.49u g/l ThH o7, PSAEOR—RF 1
DD DR BEAEO T RAEIZ-85.32%ThH > 7, PSAEN =T A b
L72BRE OB EGIL 77.8%THh - 7=,
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PSA #4#h=% (95% CI) 1% 55.6% (30.8, 78.5) Th o7,

7.2.2.2.5 ¥’z SSEXKBE THOHM

SSE (X 1849 34 (16.7%) IC@RD b, #Hiz7x SSE HBLF TOWM O H
RAEITHEE T&E 9. 620 HRF LD SSE FEFE Bl D H#E 7 8 (95% CI) 1% 81.1%(51.9,
93.5) Th o=,
7.2.2.2.6 HRQoL

HRQoL FFAflifE 5 AAA617T O 51X QOL #EAEE b0 TIE RN &
DR STz,

KV A 270D FACT-P &5t A =27  BPI-SFEROB I 27—/, k1 EQ-5D-
5L, Japan utility score O FEEEITN—A T A U0 bl E A EEL Lo T,
BPI-SF A{E~D A — LV OFEEIL, A 70 4 12— @EIze0mmnL 7«
LOD, TOMDY A 7L TIHIEEALEBLITRBD DR - T,

7.2.2.2.7 BRERR

Z XY URIGEER T, AAA61T OEEHIF O h il (FEPH) 1L 6.82 (2.8~
9.2) A TH T, AAABLT D 6 A 7 LV E5E T L7o#BRE OE A 1% 38.9%(7/18
4) Tholo, AAA61T O H &M E O FE¥)E (SD) X 5.29 (0.379) GBg/month,
BREREGEEO DR (256~75 /S—t& % A L) 1% 36.08 (28.12~43.38) GBq
Tholo, WHRAEDK 4% (38.9%) 75 AAAG1T OG5 i L, T/t i-#A
LR BT (22.2%) THh o 7=,

7.2.2.2.8 HKBHOISHADNIFEEL

ZxXHURIGEEMTOREEERORIE AT 94.4% (17/18 #4) Th oo,
SOC BT, BEUBENRKbEL--FRITEEES (55.6%) THYH, KWNT—
i - 2HEEL X O SHAORERCEKRBRE (% 38.9%) Thol,

PT RIC, BEEAENKbEP o - FRITER (38.9%) THH ., kT, if/h
WD (27.8%) . BAGEGOE (22.2%) Th o7,

AAAGLT LOREH Y CHI SN A FELORBLESIL 66.7% (12/18 4)
Thol, b I Ao FLRITEME N/ D (% 44, 22.2%) T

DKW TEMEOREAS (% 34, 16.7%) . F BRI IE | ifi /N A E |
RIAT A, ANEE, B, BEK, RORKEIR (% 24, 11.1%) Tho
7=,

HAEE R T, Grade 3 LA LOFEFEFELORBEE G 27.8% (5/18 4) Th o 7=,
PT Bl ANFRIE, m/hREAD 2N 2 4 THY, 2o (G, o ERE
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D TARTXUBT R N T AT 2T —BIN, M LT F R AKX S
—BHIIN, ITHERE R . ITHEREM A R . MO Y KR, AN xR
FE 14 Thole, 20955 M/MREIEAD KOG T EREER A (R — B 12 %
), JFHERAERY (%5 14) XRBRELOBEEL VY LB I,

AXYURIFMEN T, AEFR KO Grade 3 UL EOFEHELOFILRILIZH
EHRER & RERBEBWII R 5T,

7.2.2.2.9 R®T

BREHRE T ToOLEMOFMBHTIC, FE XTI TICE > A EHER TR
HEINlehol,

FEEMEHT D DCO £ TIZ 184 44N Liz, EHIX, 340 KEBELT (A
SERRFE) R D 1A BMEMBE TH o, AERIIAEEZREHHORITRKR
Lz, AEFERLE L THESINR N>, AEBRE O T IXIRBRIE L o E
7L L E T,

7.2.2.2.10 ZTOMOEELRAEEESR

ZxYURIGREN T, EERAEFLORBFEGIL 11.1% (2/184) Th -
7o PTRIONERIL, MiOEMEFLEMR OREXFHE (£ 14) Tholo, VTR
DHEGLH AAAGLT L ORE 72 L & W S v, AAAGLT IZXF T D@ Id7e < | ki
B S TEIFIIREE TH - 72,

Z XY URIBREFAT, BEELAEFEFLORBIURIICAMERE & K& @0
o T,

722211 ZOMOEERFEES

A2 %Y URIBFEER T, BB (AAAGLT) OREHFIEICES>TEHERELKOH
BERHEIICE T AFERITWME IR o7,

KREIZESTZFHRIT, TANRNTX VBT I N7 A7 27 —8HI (Grade
3) M P 7 LT FUoRARTFT—FHEIM (Grade 4) 4% 14 (F—#h5E)
WCHBL L, WThOEZOIERE L OMER L &M s,

7.3 RINHE

HAR N BB Ri L IR B E (3 61) [2AH 7.4GBq % B8] X% 6 [EFF kN
BhHLZE O ORI EHEMIIL FO@EY TH-o7- (£ 9),
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£ 9 Kligd 0TI EHEE E

KA T.AGBq £ BE IR | AGBaE 6 GREK
- (Gy) BHE L L T 44.4GBq) &R
# 5 (Gy)
- 5 il 15 HE A 7 - 24l 1 e AR 7
Il 0.15 0.029 0.92 0.18
Jibd 0.11 0.055 0.68 0.33
I8 0.1 0.023 0.61 0.14
iR 0.09 0.02 0.54 0.12
JIE 5€ B 0.13 0.031 0.77 0.18
72 58 1 3.5 1.3 21 7.8
/N By 0.38 0.12 2.3 0.75
H B 0.1 0.024 0.62 0.14
A5 i 1.9 0.7 11 4.2
E 15 3.3 1.2 20 7.4
U ek B 0.45 0.19 2.7 1.1
R N 2.6 0.44 15 2.6
i 15 7.4 90 45
JiF Mk 0.74 0.093 4.4 0.56
it 0.3 0.025 1.8 0.15
JEE ik 0.12 0.027 0.69 0.16
AT 57 iR 0.12 0.024 0.72 0.15
W {1 i 5.8 0.19 35 1.2
IR 0.25 0.053 1.5 0.32
B % R AR 0.19 0.037 1.1 0.22
JI gk 0.54 0.12 3.2 0.71
I 0.092 0.02 0.55 0.12
g iz 0.096 0.02 0.58 0.13
LIRS 0.37 0.049 2.2 0.29
o5 b B 2.5 0.091 15 0.55
El-1 0.18 0.037 1.1 0.22
7.4 EYERR
7.4.1 ifFEE

HARNESBEGUIERT R EE (3 #1) I2AA 7.4GBq # HEIFFIRNE 5 L 7-
EXOMPEPREHES X CEDBE AT XA =T TO@EY Th-o7 (K 9),
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HANBEIZAHAAT. ABqax BHEFRNERE LI L &0
EEHE ST A —HF

Cmax AUClast CL
n T1/2 (h)
(ng/mL) (h- ng/mL) (L/h)
3 13.3 57.4 1.71 28.9
(24. 8) (30. 4) (15.5) (1. 65)

SEATIOME (BEfarCvV)

9 BARANBFICAHKA 7.4GBq ZHEIFRKZ G L&D
MEPREEBR CEYBE AT X —F

7.4.2 A

b b L JEREEER PSMA-617 & O[175LulLu-PSMA-617 % 37°C T 30 43 [# A
YF¥aX—vagrlelE, b MUERTORARSEIL L KV bug/mL ORE T
ZTNZENH 70% M O 60%TdH -7~ (REPORT-0597), £7-. b MK Iz T
% =G PSMA-617 & O[175LulLu-PSMA-617 D IfiL ik / M AEHEE I VWFh b 1
RKiiCH o712 &b, [17LulLu-PSMA-617 (Xt FARIMERICBIT LR W2 &2
~ENT,

7.4.3 HEiE
AAABLIT I FICRZEMLIKE L TCRIELDRPICHM SN D 3, AAA61T O 5

Bw DRI 24~48 R[] LA HEM <7z 3 4, Kratochwil et al. (2016) (Z
L5E, BEED 1% ~5%DHLBNH#EPICHM I NI EHEINT,
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8 ERRFM

15 Lu-PSMA-61 7V XL I PSMA-617T2 W TEM L. 7 v PRI =
T HDOYLERME R G EERBR, YN T v FORERGFEERR TIT. EHLH
HaEMEEFEESNrol, BERBREKOZ2MEEBERKBRO K2 S, 175Lu-
PSMA-617 & O"'PSMA-617TDOIREIC L 222 FOBREITE W & BRI N7,
mHERBRICB T2 EHEEE L PEBKKENE (2750 g) ZRERHBERE N & T
el U= fE R, HEIZ15~400CTH 72 (£10) ., B I =74 Tlx. Day?2
O 5 HEAEL R AR A T 2175 Lu-PSMA-6 171 I BE O % 5 58 A7 i 5 & OF i % &) DR
DEEFZA ) BMERIENEO SN AZEICH T 2 EHERIT RO GNRhoT,
INHLOEMITI4A M OB EMHE CREMBRMNARD L, 7y FTIERD LR
Nl

ARXIFT7AEE AN EIRERERRBROME R, FFEHRPSMA-617IXI L R
JEPE &I S e b OO TR A KSR O DNAS G PERE 12 L 0 . 177Lu-PSMA-
61TICIT BB FEME /R, WM BIEM R ERAERRIBEE N D, & 612, &
JEAEE MR RBIL FEM L T ARV AY, 1TTLu-PSMA-617TODNAK G4 E B4 5
L EMBEAEREERTOILOLEEZILND,
AENCEHFEINDLGT A e it Y v A (FHIEMAD k04 E-PSMA-
617 (RHi) ITOW TRl A2 EM L, 2% EOBEITRNWEZ X b,

£10 BHEBELBRAAEREOAREEREAETCOLE

M 3 1 R b S

B o il E i B e
ROT i (mg/kg) 2 (mg/m2) b I

) Z v b (MEHE) 4 24.0 4 150
B Ml
LT G HE RR S =T X (MERE) 1.8 63.0 ¢ 400
KiExS5mERER v b () f 0.4 2.4 4 15

a=PSMA-617 D& & (FE#Hk + FEEH)

b = (& A E &

¢ = PSMA-617 X7 F F (IFEi#%k + FEROLER) OTEHRMRKEREHEL 2751 g/1.7Tm?2
(0.162mg/m2) & L7,

d= KEmBERFE A 6 & LTHE

e= KREHBLFESREEZ 35 & LTHM

f=PSMA-6174% 1Ll c1al, Fr4@BE# 5
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Emmett L, Willowson K, Violet J, et al., Lutetium 177 PSMA
radionuclide therapy for men with prostate cancer: a review of the
current literature and discussion of practical aspects of therapy, J Med
Radiat Sci, 64(1), 52-60 (2017)

Benesova M, Schafer M, Bauder-Wiist U, et al, Preclinical evaluation of
a tailor-made DOTA-conjugated PSMA inhibitor with optimized linker
moiety for imaging and endoradiotherapy of prostate cancer. J Nucl Med,
56, 6, 914-20 (2015)

Kabasakal L, Toklu T, Yeyin N, et al, Lu-177-PSMA-617 Prostate-
Specific Membrane Antigen Inhibitor Therapy in Patients with
Castration-Resistant Prostate Cancer: Stability, Bio-distribution and
Dosimetry. Mol Imaging Radionucl Ther, 26, 2, 62-68 (2017)
Kratochwil C, Bruchertseifer F, Giesel FL, et al, 225Ac-PSMA-617 for
PSMA-Targeted a-Radiation Therapy of Metastatic Castration-
Resistant Prostate Cancer. J Nucl Med, 57, 12, 1941-1944 (2016)
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BHHZBR a1, AR ORGHIEEEET 52 Lo BifE
I &) KF 2w L2 E101d, FiEE L 2nwT &, [8.1,
8.2, 11.1.1, 11.1.2 Z:H&]

WE D BR
LN 11A] &
I PG 7.4GBq
1B 5.9GBq
28 W $G Ik
BRI SEBIRE QRS - i - G H ko B
EIVEH FEE® AL i
& R Grade2 Gradel Xig~N—2 5
(B iR A A VIR Y % FET
H I ER A E Bk REEL . [ THH
WAME . PLILERIE A E) T5,
Grade3l) I Gradel Xz X— A 7
A IZEET 5 ET
REL. =L TH
B3 %,
g {iE = * Grade2ll E oI 7 |Gradel XL N— 2 5
L7 T = A ICAiET 5 ET
X R L, [ & T B

+CLcr<30mL/min|9 %,
(Cockceroft-Gaultz
12 &0 EHD)

T R= AT A PBIR=ZAT A | ZEE
40% L E ol 7 V9 A F THREL . K
T F = = L CHBT %,
ViNe)
TN =ATA4Unb
40% % #8 %2 % CLcri
> (Cockceroft-Gault
MUY
Grade3Pl O F5E 5 &FIET 5,
TNz f: Grade3 W L TR %0
i ks Grade3l\ | Grade2 X iz N— 2 5

A4 IZEET 5 ET
REEL . L CH
BT %o

AST EFIFALT B |ASTUFALTASULND |#55-% thil§ 5 .
2015

) GradelZNCI-CTCAE ver5.0l12# U %,
ULN : Beiefi R

.3 SIS NRHES & BE L 2 WIS OF IR 0%

SVEIEREN L TV v,

. BERLEFRNER
A BRI D Hbib 2 LN H DL O T, REEGFILGEHTK

OG- EM I i 2 17, BEORELZ 5108
BynrZl, (7.2, 11.1.1 B8]

2 BRI E D D 5 b N b I L 3H B DT, AKEG A

T O e G-H L E B B RR e AT 2 7 BE OIREE 5
[ 7 =S A NP ANV -1 E 25 N =1 e A i o9 0N
HERZ17) X O igEda &, (7.2, 11.1.2 8]


https://www.pmda.go.jp/review-services/drug-reviews/about-reviews/p-drugs/0035.html
https://www.pmda.go.jp/review-services/drug-reviews/about-reviews/p-drugs/0035.html

9. FENEEE2HIHBEICETEE

9.2 BEEEEE

9.2.1 EENBHERESEENIRPERLES
BH-OU R EEIHIMT 5 2 &, BEEOTRIEEERY
(zVv7F=r2975 A (Cler) 15~29mL/%5) MIdHK
WS AREREZ SR E LABERRBRIEBL Tz v,
[16.6.1 ]

9.4 £JEREEH T 5%

9.4.1 BHIIE, AFIFG K O 5% 14812 B VTN
V7d (3 v F—24) #HWTEILET 2 %IV
T5Z k. [9.4.2 58]

9.4.2 JHHIZ RN 2 A FEMIIAN DO BN D & b b ] EE
MDRBHLILEEETLIL, AFOHERERELES =
44 AGBqld. FEHEANOBEHRINE & L TR ET | &R 2§
WREED B L HFAICEE N T 5, [9.4.1 BHR]

9.7 NR%E
NEEE R R E LRI L T,

1. BEA

ROEWER DS 5D Z e DHDT, BiFEL 7TV,

BRSO SN A3 G- 2 kT A 7 EEY) R ALE &
92,
1.1 EXLEIER
11.1.1 B3amE

Al (22.4%) « M/NRIEAE (13.5%) < F 0Bk I8 A iE
(12.3%) . ) ¥ 8EEAEE (9.2%) . HmEkEAE (1.0%) .
AL (0.1%) Fogiitlsd bbb s 2 L2H
5o [7.2, 8.1 ZH]
11.1.2 BHEEEEE (3.6%)

SVEREE, B4, by L7 = N, M R SRR
HEOBBREREENSH S DNDL LB D, [7.2. 8.2 BHE]
1.2 ZOOEIEA

N

5% L 5%k
B OB - CIPE P e
i
R E WEAL . FRED T
S - K547
RO kRS - R $

LIPS (A1.1%) .|, IPI%. FUulE
i Fle (26.6%) . NEH:

(10.2%) . "Fyfi. fHfi
18 % OFe LA B T R
Wi
RO RS - R BRI
W G BEER R (35.3%). FAK|FERD. AWUETE. 55
D5 R OHRAE R (12.9%)

14. BALOEE

14.1 ERRS5RIDER

14110 HERNER L7222 ) — > FTTHMIC X MR %247
WL SR U EATEED SN BB AL, N T IV E BT
L2k,

14.1.2 fBOFEH ERAE LW &,

14.2 EFIRSFOXE

14.2.1 BEEROWIR 2 BK S 5720, AFIRGATHICTE
LI REBIRG RS, JRsE5 2L,

15. ZOHOEE
15.1 BRERERICE D 155

BT X 0 . ZRESIEREIZ TR DU A 2 Hsihnd
LAREMD D 5 6

16. EYENE

16.1 IMeEE

16.1.1 BEEEZSE
H AR N FFSRPTE e B (3%) [ 2AKHI7.4GBq % H. I IR
NG L7z & & O IR iR EEHERS [ OSSR S/ X T 2 — & 1Z LT
DEBYTH-7Y,

100
16 fg
14y H 10
) 1 l
E 124 w1
2 T
~ 104 T
& z 01
s 8 g
g 6 0.01 - T T T T T T 1
g 0 20 40 60 80 100 120 140
o BB (h)
Za
0 T T T *— T * 1
0 20 40 60 80 100 120 140
5% (h)

HANEF IZAHT 4GB 2 HIAFHIR NS L7z & 2D
MR R EHERS CHIl + BEE (R 2 3 P i+ R (22

HANBF (ZAHIT 4GBq % HIRFHIRNE G- L7z & &0
HEMBRESNF A —%

Cmax AUCinf CL
n (ng/mL) | (h-ng/mL)| (L/h) T2 (b)
3 13.3 (24.8) |57.9 (30.6) | 1.71 (15.5) | 28.9 (1.65)

MMM GEMCV%)

16.3 9%

16.3.1 IRINIGE
H AR N E SISO 8 B61) 1I2ARHAI7.4GBq% H.I0 3146
FIEIRATE S L7z & & OEIEROWIGREREEMIIDTO LB

THho72Y,
AHIT. 4GBa % BRI | 4#17 4GB % 6l (Bl
5 (Gy) 5B & L T44.4GBq) #HIR
M5 (Gy)
g2 Iyl T 7 Tl e {7
izl 0.15 0.029 0.92 0.18
Jith 0.11 0.055 0.68 0.33
A 0.10 0.023 0.61 0.14
il 0.090 0.020 0.54 0.12
fH3E e 0.13 0.031 0.77 0.18
et 3.5 1.3 21 7.8
N 0.38 0.12 2.3 0.75
B 0.10 0.024 0.62 0.14
i 1.9 0.70 11 4.2
B 3.3 1.2 20 7.4
Ll EE 0.45 0.19 2.7 1.1
i 2.6 0.44 15 2.6
LS 15 7.4 90 45
JFF i 0.74 0.093 4.4 0.56
Jifi 0.30 0.025 1.8 0.15
i 0.12 0.027 0.69 0.16
TSI 0.12 0.024 0.72 0.15
IR 5.8 0.19 35 1.2
Rt R 0.25 0.053 1.5 0.32
HIEE ML 0.19 0.037 1.1 0.22
[E 0.54 0.12 3.2 0.71
Lt 0.092 0.020 0.55 0.12
)i 0.096 0.020 0.58 0.13
IR 0.37 0.049 2.2 0.29
iz e e 2.5 0.091 15 0.55
Eot- 0.18 0.037 1.1 0.22

16.3.2 MFE[ES
JERE K SN TFF I LA ERF R T I F LS
("Lu) Ok M IMHEHTOEAGEEGHRITHI60%~T0%TH > 727 (in

Vitro)

16.4 X3

WV TFF 2 A ERF P b3y o (TLu) (RO
I CRH SN\ (o vitro) o

16.5 ittt

AFENT TN B2 A U CHElE S b o ZeB BT AT A2 R 5 30
BUNCARH 2 355 L7 3, i) D48 £ TIZARH DR G- DR
50%A KIS N B Z EAURE N T2z, AHI OG- HED
#I1~5%A e PRl S 7zt (FHEIAT— %),
16.6 HENERZHI HEE
16.6.1 BiREEEEEE
FHEFEEWBIRERAT 2 T\ T AR OIWBETEI 5 HHED S

AR D RRREIR T O SR 2 R L 7245 R AHIO

W B2 A g o

5B EINHEED H I BHEINT— %) [9.2.1 ZHH]



17. BRERRIE
17.1 BMRCR2M(CET 555
17.1.1 ERSE IHEHAR (A11201588)

PSMAFGPE™ o5 gt & A 4 5 HBIRPIERT i (mCRPC)

BEOI L, OIFILLEOHBRT v Fuar v SHEERY 75V ilE

3 (ARSI R OS1™ 32510 7 9 > ZPUEMEESHIC X 55

WIED & 5 HBFE126], OIFIOARSIC L A EBEEH Y, ¥ X4

O RPUEMEIEBEHNC X D EBEO 2 nE B 18fl 2 xRz, OT

W ARH] (7.4GBq% 638 1 [ s < e K6 # RN 5-) tBSC/

BSoC™ & O PG O F M. Latsd . @QTIEARKOER)

Ve, REMEPRET 22 e B E LzdEa Ik etz 52

ML 720

FEFHMIE H Cd 2 G5 Y B MH 12 X 2 Z5h535 [90%(5 1

XH] (%) 3Zzhzh, ©25.0 [7.2, 52.7]. @33.3 [15.6,

55.4] TH -7z

FD v a (8Ga) T NF FEHWVAPET/CTHAT, it
FIEIZ L ) PSMARGE & B s /- B

2) 2B O % ¥ v RPUELEIES AN X B EREDEIS ISR S %
W & RERE M L H T S AT, MLANTRR & Sz,

13) 2/ B OARSIZ & 2 G5 Y) & G B 2 1 2 & 7z
BEI G L SN,

F4) 7 s rBFIHEE (ADT). ARSIOMEIET & S,
f DG ERIE . MG E YU A, IR, o
SPPEBESE S PG O RR . PARPISES R OSAK TS
FHIOMEHIEAT] & S 7z,

D) BISIMET — % > 7 7L — 73 (PCWG3) iz o< %
whEE

AHOEIETE30BI 72061 (66.7%) 1ZFBoO SNTz. EaEITEM

VAL I NI I A %6610 (20.0%) . A I5H1 (16.7%) 1

NEZIE T OB RIE A4 (13.3%) « O BEREHR K O AR 4

%361 (10.0%) THorz (20234E12HSA T =5 v b+ 7) Vs

[5.3 0]

17.1.2 5B MHEKER (A12301/VISIONEER)

1HIDLE D ARSI OTHY 25 D 4 4 » RPUEAEEEHIZ X 5

BIIE D & 5 PSMAMGTE™ OmCRPCEES3LH & x5z, AH

(7.4GBq % 64 [ I b C e K6 E RN S-) & BSC/BSoCH & @

PRS- DA % 41tk %# BSC/BSoC & ik 2 2 & % HIY

& Lo imte AL IR E IR IR BR & 0t L 7o

FBEFTE H T d 5 PCWG3FEHE |2 He-T B MR Al i Jub 72 12

X 2 WEZ W E o BEEALLWIE ((PFS) R OVEAAAE (0S)

IZ. BSC/BSoCH & Il L CAHI+BSC/BSoCHE T =1 &

BREEEARL72 (Q0214E1H2TH T =471y b4+ 7)o

1) 28I H 0% X 2 RPTEMEESANC X 2 GRS 2 5 7
W & REHH Y EE R S 2 A . AR REE S,

F2) ) a (8Ga) T NF FEHVAPET/CTHAT, hit
FIEIZ & ) PSMARG1E & B s - B

73) ADT. ARSIOMTIIT & S, fhooihBREE, Mk Skt
EPERES A RIEET. MO U I S L O B O

R OBHIIAT & Sz,
VISIONGER @ FZEEFMIE H o i
KH+BSC/BSoCHE BSC/BSoCH#E
T {525 W1 12 D < Mg _ _
HEAEIM (cPFS) *12 N=385 N=196
ANV M (%) 254 (66.0) 93 (47.4)
il (A)
(09 290 K] * 8.7 [7.9, 10.8] 3.4 [2.4, 4.0
NH— R
[99. 2% /5 R ] ** 0.40 [0.29, 0.57]
Pfii*s <0.001
SR (0S) *6 N=551 N=280
ARy M (%) 343 (62.3) 187 (66.8)
i (H)
CoRS6 =X ] * 15.3 [14.2, 16.9] | 11.3 [9.8, 13.5]
A= FH
[95%[ZHE[X 1] *1 0.62 [0.52, 0.74]
Pfii*7 <0.001

%1 PCWG3HHE | 245 < H M T A7 g 52

%2 BSC/BSoCH CIRIBEMAN & 2 BEE AR Hmr o722 L0056, 1B
FRiEFEAN DO HEF 217 o 7o R IEEA L S N7 BE DSPFS-
FASE Lfﬁﬂffﬁﬁ%&%l Eahz,

% 3 Kaplan-Meieri:

k4 Cox N — FET IV

*5 & Blllog-ranki®zE, HEIKE (Frl) 0.004

*6 RHBRICEFE SN, EIEBL SN BENFASE L TN G 4EM
Lani,

%7 EWllog-ranktezE. A EAKEE (K 0.025

100% 4 .
O, +— (@) VFFYLACYFEFFF P TF LY 2 (TLu) +BSC/BSoCHE
90% % G--0 (b) BSC/BSoCHE
Q
2 80%- %
b 9
& 0%
iﬂ
B 60%-|
i 3
T 50%4 |
D
B 40%-
fres
N 30%-
&
B 20%4
10% |
0%
Subjects at risk
(a) 385 373 362 292 272 235 215 1‘)1 187116 13” 121 88 83 71 71 1‘) 3/ 91 18 b l 1 O
(b) 196 146 119 58 36 26 19 2
— — T
01 23 4567 8§ 01011 121310151617 1810 20 21 22 23

Wi (H)
VISIONEtER : rPFS?OKaplan-Meier i (& i T 47 o) 52)

100% —

90%

80% |

70%

60% -|

50%

A (%)

40% |

30%

20% M
00,

10% 9 44 @ LFFIACUAF FF LT FES L (ML) +BSC/BSCH -

6-0 (b) BSC/BSoCH

0%

|Subjects at risk
(a) 551 )'%) 506 470 425 377 332 289 2'%6 166 112 63 36 1) 5 2 0
28 203 173 155 lm 11. ‘Yb r- nl lS.'\ 1< 6 0 0
T

T
0246s1012141613202?2426283032
M (H)

VISION#E: : OS?Kaplan-Meier Hiif5

RHENOFEIE X52961 1145161 (85.3%) 12380 HN7. E & EIE

FIEITNEE 19060 (35.9%) 955716661 (31.4%) . 014801

(28.0%) TH -7 (20234E12HI4HF—% A v b4+ 7) 9, [5.3

2]

17.1.3 B EMEHER (B12302/PSMAforestEk)

HIDO ARSI & 2 BEED S V) . & %4 2 RPUEEEEHIIC

TR O 72\ D PSMA By 42 @mCRPC%%‘A&@M’E’ﬁ%{ [

BSC™ O T T, AH| (7.4GBq % 638 [ I C fie K6 1ml E# IR A

?x%u) ERBRAH SRR X D #IR S 7228 H O ARSIO A R TE K
VR MET A 2 L ML L EALIEE ML EGERER %

?Jjﬁbf:o

FEEHGE H T 5 PCWG3HEHE |2 HED CHMT A7 A 1] 72 12

X ZrPFSIZ. ARSI & Lk L CAHKIME CHRETAMICAEERIER

ZaRL7z (20224E10A2HF =471 v b4 7).

D) & F A RPUE AR A otz)( T’S:Lﬁﬁ?é &S]
LGB M ERI R S 2 AS. ANTTREE Sz,

F2) AU LA (BGa) T NF FEHWZPET/CTHA T, ik
HITEIZ X ) PSMAR M & Bl S - B

#3) ADTOMERIEZT & S, MoiRERSE. AWAnyiH, fE
Hes, MG EVETUEVE RS Mo BUREESER . PARP
BH 5250 K O 5 ORI O B SR & Xz, 70,
ARENHECTIEARSIO M IR & Sz,



PSMAforeqtf : F BEEHMIE H o Hifl

LIS N SR 5 P ARHIHE ARSI#

AAFIH (lPFS) *! N=233 N=234

AT M (%) 60 (25.8) 106 (45.3)

i (H) _

[950% [EHEIX ] *2 9.30 [6.77, -] 5.55 [4.04, 5.95]

NF— NI

[95%[EHE X [H] *3 0.41 [0.29, 0.56]

Pt <0.0001

R

%1 PCWG3EHMEZHE o 72 EM TNt sE (7F—% % v M4 7 2022
E10H2H)

* 2 Kaplan—-Meieri
* 3 @Rl Cox LBl N — FET IV
%4 Jgfllog-rankfE. A EAKEE (K 0.025

100%

80%

60%

40%

o CEREAAER (%)

Wt

e
Wz

20%

{5

\
—a ] LT FIACYHF T R T REs Y () B |
094 —&- [2] ARST# |

T T T T T T T T

0 2 4 6 8 10 12 14
HH (7)
Subjects at risk
(1] 233 177 115 64 34 14 2 0
[2] 234 160 81 37 23 6 1 0

PSM AforeitBi : rPFSOKaplan-Meier Hi#5 (BT 7 dr k) o)

AR OFEIWEE227BI 19961 (87.7%) 27 Hize ExmEIfE
N TN EZ 12661 (55.5%)  ELB9BI (26.0%) . I HESSH]
(24.2%) . H574260 (18.5%). #1336 (14.5%). HFIKES2
Bl (14.1%) TdH o7z (2024F2H2TAT—5 o b4 7) 7
[5.3 ]

18. BEhEIF

18.1 MR
VFFIAEERFFF I3k y > (TLu) 13, PSMADY 7
YRTHHLEERFFF FIXty v ETLu OV T F 7 2O
PERIGAR) OB TH 5o ARFNLHZIRE T 5B+ 5 PSMALC
WAL TLud SR SN A N— S EBET L LIC K
D RS E 2 R T EEZ SN TV D,

19. BRRSICEET 2EEFNFR

— R AR
NVTFIAEERF F7F b I F€s s (ML)
Lutetium (*"Lu) vipivotide tetraxetan (INN)

b4,
2-[4-2-[[4-[[(2S)-1-[[(5S)-5-carboxy-5-[[(1S)-1, 3-dicarboxy
propyl]carbamoylaminolpentyl]lamino]-3-naphthalen-2-yl-1-
oxopropan-2-yl]jcarbamoyl]cyclohexyllmethylamino]-2-oxoethyl]-
4,7,10-tris(carboxylatomethyl)-1,4,7,10-tetrazacyclododec-1-
yllacetate; lutetium-177(3+)

3
CaoHesLuNyOns
sz 35y
0
o)
H
N M“\
00 ol g
NH dh'
_/ o)

N
HN N\
CO.H e}
K\ o}
i L

HOZC/A\N/M\N CO,H
H O H

BElEn e ("Lus LC)
« Wy 6.647H
cER M ANF— 10.498MeV (78.6%). 0.385MeV
(9.1%)+ 0.176MeV (12.2%)
cE Ly M AV F— 10.208MeV (11.0%). 0.113MeV
(6.4%)

<P
R PRAT WU R
0 (hour) 1.000
1 (hour) 0.996
2 (hours) 0.991
5 (hours) 0.979
10 (hours) 0.958
24 (1day) 0.901
48 (2days) 0.812
72 (3days) 0.731
120 (5days) 0.594
168 (7days) 0.482
336 (l4days) 0.232
720 (30days) 0.044
1080 (45days) 0.009
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AKENE, BEHREEZ OMO BTGB 3 554. BT 5 508
OB A L, BT 562 &,
21. ARREMH
RE ) A 7 BEETH A R ED L, MUNIERT LI &,
22. ‘@
NA 7V

23. FEXW
1) PSR - BN DM E (A11201308%) (20254F9 H 19 H &
22, CTD2.7.2-2.3.2.2, CTD2.7.2-1.2.2.2, CTD2.7.6-

4.2.1) [20250082]

2) R v PERAMS (20254898 19H &3, CTD2.7.2-
2.1.1) (202500781
3) *LWEEL © In vitroft# (202549 H 19H &2, CTD2.7.2-
2.1.3) (202500797

4) Kratochwil C, et al. : J Nucl Med. 2016 : 57 (8) : 1170-1176
(202500911

5) FE A - BEE SR B RE MR AT (20254E9 H 19 H KA.
CTD2.7.2-3.4.6) [20250074]
6) FLPER L VS AR (A12301388) (20254E9H 19 H &
#. CTD2.7.6-4.1.1) [20250072]

7) AR AL TIARRER (B1230235%) (20254F9 H 19 H 7K
. CTD2.7.6-4.1.2) [20250073]
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T105-6333  HETABHEIX JE / [91-23-1

“N'OVARTIS DIRECT
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0120-003-293

S{85R : A~% 9:00~17:30
(RARUZHABZRRL)
www.novartis.co.jp
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26.1 BEERSE (EA)
INIVTAR T7-V kR 2tt
EREEXE/FH1-23—1
(01)
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FI (EMDAE. REBEDRFE).,

SR, [RI BEEVMIOERICDWLNT] @ [RI BEEMOUIRICDLT]
ZTERESN,

(https://www.jrias.or.jp/waste/cat1/202-01.html)
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TEL : 03-5395-8030 FAX: 03-5395-8630

E-mail : kankyo@jrias.or.jp
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