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Androgen Deprivation
Therapy (ADT) Death

Therapies
After ADT

Tumor volume

mCRPC; metastatic castration-resistant prostate cancer

mCRPC mCRPC
*(asymptomatic} »[ Mildly ‘]‘ synr:;)igfncatic

Metastatic
[ Nen- ] ‘[ Hormone
metastatic

naive (failed ADT) symptomatic
| Prostatectomy | | Docetaxel | | Cabazitaxel |
[ Radiotherapy | [ +ADT | | Docetaxel (if no prior use) |
| Hormone Therapy | | Abiraterone |

‘ Enzalutamide ‘

‘ Sipulencel-T ‘

‘ Supportive care ‘
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PSMA BN AL o|okE
(""7Lu-PSMA-617)

= Pluvicto (ZLY| &7}, 2024.05.30)) Pluvicto (=LK HI=0d, 2025) FR M2 X[Hoj|M B 2|
— (M= 1771 B2l K 2025. 03) (X} 100%, 2242 LHL]) O3 53 59 U8
@ rsua X251 =29.89 QPO K| 7|2| BF
21} ORR=29.8%

PSMA : Prostate Specific Membrane Antigen, (% &A1 £0|2}st2l)
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E2YE Y34 Fat thY| PocuvotideF 22| 22 U AFZ Q2/JolM L2/ YU

ZH A HE-S-E(Objective Response Rate) by RECIST v1.1 O| AIH|(AE) (ERHE U3 H0|AM >12% B HAL|)

O| A AL == Pocuvotide
% (N=529) % (N=91)

Mk

All grades
O Ate| LAYt} 98.1% (519) 81.3% (74)
Y3y 0z 43.1% (228) 4.4% (4)
(VISION trial)
29&% N .;‘ 2HURS 35.3% (187) 13.2% (12)
CellBion " NOVARTﬁi‘ gt by 31.8% (168) 31.9% (29)
552 23.4% (124) 5.5% (5)
HHE 22.3% (118) 2.2% (2)
A2 E 21.2% (112) 12.9% (11)
177Lu-Pocuvotide %—?—Hﬂli 2| 20.2% (107) 5.5% (5)
— _ MAL 18.9% (100) 2.2% (2)
(n=7e) (n_31 9) IE 18.9% (100) 33% (3)
In patients with Evaluable disease at baseline YALAAZ 17.2% (91) 2.2% (2)
L . o o = YoAAALS 14.2% (75) 0% (0)
b AT I FET SF DTN HENUSE 258 wesnzra s 12.5% (66) 3.3% (3)
CR 9.0% CR 6.8% Z) PSMAEX WAMAC|HZ 0 T3t FDA QFHA HEA| FLHZE, 454 TR B2
PR 26.9% PR 23.0%
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PSAlevel PSAlevel PSAlevel

823 ng/mL 0.33 ng/mL 0.2 ng/mL




AF NCT05114746)

‘d@uom% QAR BE

PYUE 7t Y2 2% (221d~26')

Z2Y|E AR FDA 591 222 (Post-taxane mCRPC Z|&), VISION trial Z2}o]| OtA[O}QI 6 S 2
4 R
Subgroup TLu-PSMA-61T Standard care . Hazard ratio (95% CI)
+ standard care alone Hazard Ratio > 1 0|é!‘
(N=385) (N=196) EAXN O2A 2
/N (%) N (%) [=) HI =1 TTo O HA O
Race
White 224/336 (66.7) 80166 (48.2) —-— 0.38 (0.28, 0.50)
African American or Black 15/29 (51.7) 414 (28.6) I | 0.72 (0.23, 2.20)
Asian 4/6 (B6.7) 419 (44.4) } | 1.50 (038, 6.19)
All patients 254/385 (66.0) 93/196 (47.4) o 0.40(0.31, 0.52)

B Overall survival (N=831)

Subgroup TLu-PSMA-617
+ standard care

(N=551)
‘N (%)

Race

White 300/486 (81.7)
African American or Black 20034 (58.8)
Iﬂan /9  (100)
All patients 343/551 (62.3)

Standard care
alone
(N=280)

n/M (%)

150235 (67.7)
12121 (57.1)
7111 (63.6)

187/280 (66.8)

0125 025 05 1 2 4 8

Favors '"Lu-PSMA-617 Favors standard care

+ standard care alone
Hazard ratio (95% CIl)
—=— 0.63 (0.52, 0.77)
| ] 0.60(0.29, 1.24)
F | 1.04 (0.38, 2.81)
== 0.62 (0.52, 0.74)
0.2 0.4 06 08 1 15 2 253

Favors "Lu-PSMA-61T Favors standard care
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A Prospective, Open Label, Multicenter, Single arm, Phase Il study to evaluate the efficacy, tolerability,
safety, PK and dosimetry of 177Lu-PSMA-617 in participants with progressive PSMA-positive mCRPCin
Japan. Furthermore, the safety, PK, and dosimetry of 68Ga-PSMA-11 (PSMA imaging agent) are also
evaluated in this study. (NCT05114746)

This is a 3-part study: Part 1 (a safety run-in part), Part 2 (post-taxane part) and Part 3 (pre-taxane part).
Estimated Enrollment : 28 participants
Jan 25,2022 ~ Aug 31, 2026

Overall Response Rate (ORR) is defined as the proportion of participants with Best Overall Response
(BOR) of Complete Response (CR) or Partial Response (PR) according to PCWG3 modified RECIST 1.1,

+ standard care alone

) 222 Y22 Dosimetry, 5t ORR B7HE T




2HE UE QlAAH (7LRAAL NCT05114746)
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Pormiotels euaie 92 : s Fagy2Y 4% (224-264)

Z2YE 28R FDA 52! 2{83 (Pre-taxane mCRPC X|&), PSMAfore trialOj|A{% OFA|OFQI 4&

4 N
Updated in prespecified subgroups Events, n/n (%)
HR (95% CI)
WILU-PSMA617 ARPI change

All patients . : 0.43(0.33,0.54) 155234 (49.1) 168/234 (71.8)
Previous ARPI setting CRPC —— 0.40(0.30,0.52) 90/190(47.4) 139/190(73.2)

HSPC ——i 0.57 (0.33,098) 25/44 (56.8) 29/44 (65.9)
Symptomatology Asymptomatic of mildly symptomatic ~—e— 0.40(0.30,053) 76/165(46.1)  124/166 (74.7) Y2 Y24 e

Symplomatic —— 0.51 (0.32, 0.79) 39/69 (56.5) 44/68 (64.7)

. § 41 (0.32, 0. 1 4 14 (72. - - —

faos g : : g -4 :g ?g 2—55:15: 03/211 (48.8) 156/214 (72.9) A Prospective, Open Label, Multicenter, Single arm, Phase Il study to evaluate the efficacy, tolerability,

Asian 3 NE (NE, NE) 0/1 (0.0) 0/2 (0.0) safety, PK and dosimetry of 177Lu-PSMA-617 in participants with progressive PSMA-positive mCRPCin

— U308 117 0I5 100, . Japan. Furthermore, the safety, PK, and dosimetry of 68Ga-PSMA-11 (PSMA imaging agent) are also

Age < 65 years . . 0.46(0.27,0.78) 32/50 (64.0) 3244 (72.7) evaluated in this study. (NCT05114746)

2 65 years — : 0.38 (0.28,0.50) 83/184 (45.1) 136/190 (71.6)
Liver metastases at baseline Yes 042(0.11,161) 57 (714) 9/10 (90.0) B ) )

No =i 0.43(0.33,055) 110/227 (48.5) 159/224 (71.0) This is a 3-part study: Part 1 (a safety run-in part), Part 2 (post-taxane part) and Part 3 (pre-taxane part).
Baseline PSA level < median — H 0.42(0.29,0.60) 44/106 (41.5) 80/122 (65.6)

2 median -e - 0.40 (0.29,0.56) 67/123 (54.5) 83/106 (78.3) Estimated Enrollment : 28 participants
Initial Gleason score <6 0.55 (0.10, 3.09) 35 (60.0) 56 (83.3)

26 e : 0.42(0.32,0.54) 108/220 (49.1) 1527211 (72.0) Jan 25,2022 ~ Aug 31,2026
Baseline LDH level S 260 UL —e 041(0.31,054) 86/177 (48.6) 139/195 (71.3)

> 260 UL ’ . 0.53 (0.27, 1.07) 211,37 (56.8) 16/22 (72.7) Overall Response Rate (ORR) is defined as the proportion of participants with Best Overall Response
Reglon W = t’ gig :83 ggg; 925)1014877(:52;8)) 1335?:;%45;, (BOR) of Complete Response (CR) or Partial Response (PR) according to PCWG3 modified RECIST 1.1,
Concurrent radiotherapy Yes . v . < 1.67(0.59,4.74) 6/9 (66.7) 26/36 (72.2) ol o A o - = .

No —— 0.40 (0.31,0.52) 1001225 (48.4) 142/198 (71.7) F) €22 &2 2 Dosimetry, 455, ORR E7HE T
Previous ARPI Abiraterone —— 0.47 (0.33,0.66) 57/119(47.9) 86/130 (66.2)

Enzalutamide e - : 0.35(0.24,052) 46/94 (48.9) 67/84 (79.8)

apqy 0125 026 0S5 1 2 4 8
- HR (95% Cl) Favours ARPI change >
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(Objective Response Rate) by PCWG3-modified RECIST v1.1 O| & AHH|(AE) (Y= U 2F24H0{| A >10% Z M ALE))
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O| AL AL E2Y|E Pocuvotide
% (N=30) % (N=91)

All grades
O At Ay} 93.3% (28) 81.3% (74)
24 wi| 53.3% (16) 5.5% (5)
(NCT05114746)
&y AlR7LE| 26.7% (8 12.9% (11
| 30.0% ” -
CellBion £ R SATAZLA 23.3% (7) 4.4% (4)
G NOVART'ﬁ ), &
o Gl 20.0% (6) 31.9% (29)
[o2Y 20.0% (6) 11.0% (10)
IYAZRS 16.7% (5) 13.2% (12)
177 u-Pocuvotide SFYE 2 16.7% (5) 4.4% (4)
(n=57) (n=30) URYZ 16.7% (5) 8.8% (8)
1E 16.7% (5) 33% (3)
In patients with Measurable disease at baseline EHa= 19.9% (3) 2.2% (2)
F)UE st Yaoao 2 To 2 2025 78 CancerM 20| HEEUS aLnYLs 6.7% (2) 22% (2)
YoaYsr3 6.7% (2) 0% (0)

E
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Q A24F Z 1} Sub-analysis 3 Meta-analysisE 5l Best-in-class &2 27| Xl= &

Y2y 2t g8 (HF7HE 71%)

Decision Criteria

24 AMAIES AL full analysis set (FAS)OA ZHEZE HLSE(ORR)E IS0
o2t 22 Fleming procedureoil (2} 42+ 1S B(ORR)0l 61% 5 13% 0| Affel
42 AfIHde J|Aich ol st ewol AAATY JpE 2HY

H5=(integer)O|C}.

$ > (Npg + Zgy/Npo(1—pg) + 1

» HF7HE 714

mlo

#

o

11

24t ORR = 35.9% (CR+PR 288/78

HEHUZES 221.3% 0/]0{0F &,
g

RUL 7L (MEQM) 2U 55
> JH’Y 7HH
Y2 Yd2d 1% X & o ofjH] 288 A4 SAEN
E R4 E TheraP, VISION 24 ORR L] S 4]
PSA50 S &5 E 84 =4

22X} Sub-group 24 (Good-response Xt MH) S5

> ABAYAYL Y B3

PSMAREXN HALdo|ek= 9

SIHOISHE 219))

LY XEFA|EF P XM 23
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77Lu Pocuvotide 24} ORR %|& Zil7t Z7tZ1} CjH] ¥ 2 29I

Data cut-off AIJOlIN U BAL 27| YHTE ik YYOZ F/U ZMOIM UL HEAY U

HEHUISE 7 BLIE{Y AAE Z 1} 29F (by RECIST v1.1)

ORR 36.4% (n=14) 42.9% (n=21) 38.5% (n=39)
(Bvaluable patient)

42 =27}

47.5% (n=61)

Data cut-off date 2023.02.28 2023.11.30 2024.03.31

%1) Data cut-off APHOIA 25 BIRFO] Z9, A WR| YA BHYZH0| Hrey
x2) £o7]7H 5 7| X0l £7} BAS 2ot £IS0RR HAES PR E= CR 0] 28] O[AHA] &%

2024.09.06

BUEY 27| AAIZ S8 XZLIH0] 2T GO

REE 0): -0 =7 47 .5%

N=61 CR n=7
Data Cut-off -
2024.09.06 PR n=22

ORR n=5 41.6%

CR n=0

1
: Data Cut-off

CellBion

I 2025.07.31 FRIN=S

Dropout 2t} & 5% 37}

N=5

(| A~13] £, unscheduled data)

Final Analysis

ORR n=28 [EIXIA

CR n=7
9.0%

w

PR n=21

26.9%
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ZAAOFE Y| 243 PSA YIS & &0l

O ]
MH|L QAo AL 2 A3 4 (VISION trial)
177Lu-Pocuvotide THE (n=73) _ 100 4 77 PSMA-617 + standard care (n = 333)
X
100.00 o 754
[
80.00 L2 50
5
60.00 c 254
(0]
40.00 %
S ®
& 2000 '; 25
- PSA Z2 61/73 (83.56%) s Confirmed decrease
2 000 S 50l a _(2_59"_/"1_ 17_713_‘3?!4_6;0_"/2)’)_
C
f;f, 20.00 .g Confirmed decrease
- PSA 50% O| & Z+& 3 =75 4 o ____280%: 127/385 (33.0%)"
-40.00 50/73 (68.49%) ®
-100 4
-60.00
0.00 PSA 80% O| 4} Zf2 | b AL
1173 (42.479 (@) Ol A A
-100.00 3173 ( %) E%DOZO

(n=73)

(PSAs= 46.7% (14/30))
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MX|E RECIP 1.0

oJAH1 4 (150mCi, 200mCi

% change in PSMA-Vol

ORR =

RECIP 1.0

(10/13), CR=1

CellBion

SOFR 13F)0llA PSMALS HYMOS MIE A BHRIZ Q44 Hl

20233 0|23 0|3t (SNMMI) T F L E

Z=X (2 3): https://www.urotoday.com/conference-highlights/snmmi-
2023/snmmi-2023-prostate-cancer/145436-snmmi-2023-phase-i-ii-clinical-
trial-of-177lu-dgul-in-mcrpc-patients-preliminary-results-of-safety-dosimetry-
and-efficacy.html
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