Poster FPN 1651P

INTRODUCTION METHODS

e [Y"7Lu]Lu-PSMA-617 is a radiopharmaceutical with binding affinity to the prostate specific membrane antigen (PSMA), expressed in 90% e [""Lu]Lu-PSMA-617 was given to patients with progressive mCRPC overexpressing PSMA, previously treated with 21 taxane
of metastatic castration resistant prostate cancer (nCRPC) 1. chemotherapy and 21 ARPI. They received intravenous infusions of [177Lu]Lu-PSMA-617 once every six weeks for up to six cycles.

Characteristics, tolerance, and
effectiveness of patients aged
more or less than 75 years
treated with [Y""Lu]Lu-PSMA-617
as part of France’s early access
program

The VISION study showed that [*"7Lu]Lu-PSMA-617 combined with best standard of care, prolonged progression-free survival (rPFS), * In order to ensure a minimum of 6-month follow-up after the first injection and to obtain a homogeneous population providing a greater
overall survival, and delayed time to worsening in health-related quality of life in patients with PSMA-positive mCRPC, previously robustness in the presented results, the efficacy data focused on patients included from December 01, 2021 to September 30, 2023
treated with at least one taxane-based chemotherapy and one androgen receptor pathway inhibitors (ARPI) 2. A cohort temporary (data cut-off 1, DCO 1). Patient’s characteristics and safety data were described from the total patient population included in this EAP,
authorization for use (ATUc) has been granted to [*"/Lu]Lu-PSMA-617 by French Health Authorities for patients in this indication. This early from the December 01, 2021 to June 30, 2024 (data cut-off 2, DCO 2).

access program (EAP) began on December 01, 2021 and is still in progress.

[1"7Lu]Lu-PSMA-617 safety profile in the elderly is not known. This work is a retrospective analysis comparing the characteristics, safety, * ®

ano_l efficacity of [Y7/Lu]Lu-PSMA-617 in patients aged > 75 years old treated in France as part of early access program, compared to December 01, 2021 June 30, 2024
patients aged < 75 years old. Start of the EAP DCO 2 - General Population
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Gerie Mesmeer Umasels Mo oy, s, Fame @ © Geie Previous treatments recieved Efficacy (n=1222 patients included from December 01, 2021 to September 30, 2023)
Hospitalier Régional Universitaire, Nancy, France ; ° Institut Universitaire du <75 years old > 75 years old « Anterior treatments have been compared in the two populations. Results are described in Table 2.

Characteristics » Imaging follow-up was carried out according to the investigators' choice, in most cases both
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(n=1334) (n=917)

de I'Ouest, Angers, France Table 2. Previous treatments recieved (n=2251) CT-PET and bone scintigraphy and in some cases PSMA-PET or PET-Choline (Figure 1).
Age - years . .
Median (range) 68.8 (37-75) 79.2 (75-93) N/A - <75 years old > 75 years old Figure 1. Imaging-based PFS styemsold | >7syeusold [ oy
KEY FINDINGS & CONCLUSIONS 275 years —n (%) 9(07) 917 (100.0) N/A Characteristics (n=1334) (n=917) e p— M —
> 85 yeaI’S —-Nn (%) O (00) 115 (125) N/A E‘ \_“ Follow-up — months 6.64 6.74
Next-generation hormonal agent —n (%) RIS h%\vt Median (range) (6:21-664) (6:27-682)
ECOG performance status score —n (%) One 609 (45.7 366 (39.9 g‘ ) = Time to first event — months 7.20 8.08
An early access program (EAP) has been granted to 0-1 1182 (88.6) 772 (84.2) More th 795 (54-3) 551 (60.1) % 05 \2:-?\.,_““ Median (range) (5.88-7.72) (7.33-8.25) 01043
['7Lu]Lu-PSMA-617 in France, for patients (pts) with 0 438 (32.8) 190 (20.7) ore than one (54.3) (60.1) 7 \‘\%
pr_ogr>eSS|ve MCRPC expressing ESMA' previously treated 1 744 (55.8) 582 (63.5) Taxane chemotherapy —n (%) g " S ¢ The median time to imaging PFS was
with 21 taxane chemotherapy and 21 ARPI. > 139 (10.4) 140 (15.3) @neliaxane 624 (46.8) 465 (50.7) % 02| W N not statistically different between the two
From December 01, 2021 to June 30, 2024, 2251 PSMA- 3 11 (0.8) 4 (0.4) M h 700 (52.5 427 (46.6 S - groups. Similarly, PFS of symptoms and
PET-positive mCRPC patients were included in this EAP. ore than one taxane Bz a6 < s PES of PSA levels were not significantly
Among them, 1334 were aged < 75 years old (59.3%) and Sites of disease — n (%) Chemo-naive (contra-indication) 10 (0.7) 25 (2.7) e » = = different between patients > 75 or < 75
ine
917 were > 75 years old (40.7%). Eoneh ) 18224;16(%9:L3$) ggg Egg.g; 8.32; Treatment combination — n (%) ST a0 155 v » years old (data not shown).
Elderly patients have a poorer general condition, higher PSA ymph node . . . 2 hormonal agents + 2 chemotheranies 327 (24.5 209 (22.8 Tolal 1208 1113 1005 91 5
level and altered renal function. Lo 113 5o e 0875 : 4 =2 = End of treatment (n=1059 patients included from December 01, 2021 to September 30, 2023
These patients aged > 75 years old were also more likely to Iél:;?] 12123((1865)) 776(88‘83)) 8323 External radiotherapy — n (%) nd of treatment (n= patients included from Lecember 52, 0 >eptember 36, )
Birigretr]%%t&(\jl_uwnhth; L ﬁe?:ZilveE(‘jndl eg)g(te;psl ugﬁ?;othgr?giyd es 614 (96.1) 462 (50.4) « The following data have not been evaluated statistically. Among patients who stopped
anal gsic treathe)nt y q y op Bone only 419 (31.4) 312 (34.0) N/A Internal radiotherapy — n (%) treatment, 422 received all six doses and went to every follow-up visit (39.8%). Elderly
gesic - Bone + :ympE ”oge | 512 (38.4) 333 (36.3) N;A v 37 (2.8 32 (35 0.330 patients were most likely to have received all doses (43% vs. 38%). The other causes of
No significant difference was observed between the two Bone + lymph node + lung 51(3.8) 40 (4.4) N/A es (2.8) (3.5) : treatment interruption are described in Figure 2.
groups regarding the administration of concomitant Bone + lymph node + liver 52 (3.9) 33 (3.6) N/A Immunotherapy — n (%)
treatments and the median time to imaging PFS was not Bone + lymph node + others 77 (5.8) 36 (3.9) N/A u y- ¢ . . .
statistically different between the two groups. Yes 72 (5.4) 35 (3.8) 0.082 Figure 2. Causes of treatment interruption
; ; ; Prostate-specific antigen (PSA) — ng/ml 80 73.2% m<75years old ®>75years old
Elderly patients were most likely to have received all doses P (o . ) y
(43% vs. 38%). Side effects seemed to be more frequent as a Median (range) 48.0 (0-6680) 59.9 (0-6972) PARP inhibitors —n (%) o 64.8%
cause for discontinuation in elderly patients (18% vs. 9%). — : Yes 80 (6.0) 29 (3.2) 5
100% of PSMA-positive lesions — n (%) - 40
Yes 1005 (75.5) 703 (76.7) 0.765 Number of systemic treatments 30 17.6%
Median 4 4 0.312 . 9.3%  8.4% 6.6%  7.5% o6 Lo
e Creatinine clairance — n (%) 0 » —— . il
E { 't.. @ https:/ibit ly/ Tonnelet1651P > 60 1246 (93.4) 780 (85.1) + Elderly patients were more likely to receive >1 ARPI and external radiotherapy. However, Progression Adverse events Death Clinician decision Patient decision
T ) 'fi? Scan to obtain: Coptesof s poster obained 30-60 74 (5.9) 122 (13.3) tixagethc?er?oth(\jvrarpyi P’?rRP "r‘]?'ltr’]'tt%rls andl titr?]atment combinations (2 ARPI + 2 - Side effects seemed to be more frequent as a cause for discontinuation in elderly
- ..'-'::J."': trough Quick Response (OR) ode Albuminemia — n (%) chemotherapies) were less freque S population. patients. However, there was no significant difference in the occurrence of AEs during follow-
are for personal use only and may not - 0 . . . . . . . .
e EL be reproduced without permission o 3.0 a/dL 09 (17 17 (1 0.534 (NS « Patients > 75 years received less frequently opioid analgesic treatment (19.6% vs. 32.3%, data up: 2.4% of patients aged >75 years and 1.6% of those < 75 years experienced at least 1 AE
the suthors. <3.09 a.n 1.9 534 (NS) not shown) during follow-up. during follow-up (p=0.102).
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