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INTRODUCTION

e [177Lu]Lu-PSMA-617 is a radiopharmaceutical with binding a ff

METHODS

every six weeks for six cycles.

177Lu]lu-PSMA-617 added to standard of care prolonged radiographic-based progression-free survival (rPFS)and overallsurvival

itive mCRPC2.

« A cohort temporary authorization for use (  ATUc) has been granted to [177Lu]Lu -PSMA-617 by French Health Authorities for patients in this indication. This early

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

. This work is a descriptive analysis on the largest mCRPCcohort of patients with  mCRPCtreated with [177Lu]Lu
preliminary and will be updated as patients are still included, treated and followed

Patients included

« Since December01,2021, 1340 patients withm CRPCand TEP-PSMA-positiveimaging,pretreatedwith1-2
taxanechemotherapyand>1NHAwere included in this EAP. Patient characteristics are described in Table 1.

Efficacy data were assessed from 696 patients included from December 01,2021 to February 28,2023 only, for
aminimal follow -up time .

-PSMA-617 in EAP in France. These data are
-up. This analysis was conducted with a data  cut-off (DCO) of October 28, 2023.

2021 to October 31, 2023 (data cut-off 2, DCO2).

yto the prostate specificmembrane antigen (PSMA), expressed in 90% of metastatic castration * [177Lu]Lu-PSMA-617 was givento patients with progressive mCRPC overexpressing PSMA, previouslytreated with >1 taxane and >1 next-generation hormonalagent (NHA)
Patients were selected for PSMA positivity based on PSMA positron -emission tomography . They received intravenous infusions of [177 Lu]Lu-PSMA-617 at a dose of 7.4 GBq + 10% once

To obtain a homogeneous population providing a greater robustness in the presented results, the efficacy data focused on patients included from December 01,2021 to
February 28,2023 (data cut-off 1, DCO1). Patient’s characteristics and safety data were described from the total patient population included in this EAP,from December 01,

December 01, 2021
Start of the EAP

Previous treatments received

« In perspective of the VISION study population, a higher proportion of patients received > 2 NHA and 2 taxanes
(Table 2).

Table 2. Previous treatments

“
October 31, 2023
DCO 2— General Population

RESUL

['77 Lu]Lu-PSMA-617 administration

« On February 28, 2023, among the 696 patients included in the efficacy analysis, 99 are still under treatment.
Patients received a median of 4 cycles (vs.5in VISION trial). 18.7% patients had a decreased activity.

N° cycles of [177Lu]Lu -PSMA-617

Efficacy Population n=696 (%)

. . . . . . « In perspective of the VISION study population, patients from this EAPwere older (73.4 v5.70.0), witha poorer 02 0 1 70(10.1)
Sophie Abadie 9, Clément Bailly 10, Caroline Viala 11 and Yann ECOG performance status (ECOGPS) (ECOG PS 0-1,87.4% v5.92.6%),and a higher prevalence of lymph node . L s o o 2 99 (14.2)
Godbert 12 i Treatments General Population EfficacyPopulation 3 99 (14.2)

metastasis (60.9% vs.49.7%) (Table 1). n=1340 (%) n=696 (%) 4 93 (13.4)
L ) ) 5 116 (16.7)
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N e 466 (34.8 G (omanbmsm) (2.6) 18 (2.6) cases by PET-PSMA (Figure 2). Number of patients assessed with standard  vs. molecular imaging will be subsequently
" . L. >75 years—n (%) ( ) 258(37.1) reported.
Note: this is poster is an encore of the original presented at >85 years—n (%) 71(5.3) 36 (5.2)
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- 1085 patients received a concomitant treatment. Almost all of them received ADT.The distribution is shown in  Figure 1. : ? mir:%ri:)‘/yof ;:;ati(etptst(4.9%) (.jid noé report ?ny irdnpm\;elmegttfp tr;]eir §yrr|1ptoms (mainly pain). Approximately one
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* An early access program (EAP) has been granted to [177Lu]Lu- Bone + lymph node Sé? 886)1) 222 2282;1) VISION trial.
PSMA-617 in France, for patients (pts) with progressive mCRPC Bone + lymph node + lung : : . \
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one * lymph node * others _ mBaseline Population mEfficacy Population + Most adverse effects (AE)were considered as expected (n=244/344) and no safety signal was identified,
* From December01,2021 to October28,2023 (DCO2), 1340 Prostate-specificantigen (PSA)-ng/m 45 ) 40.0% despite a poor condition at baseline.
TEP-PSMA-positive mCRPCpatients were included in this EAP. Median (range) 63.0 (0-6972) 81.9(0-4562) 40 38.5% .
J ° « The most frequent reported AE was hematotoxicity (n=192/344) (Table 3).
35
. . . . . 100% of PSMA- itive lesi Y Accordingto EMAImportant Medical Event (IME) list, thrombocytopenia and neutropenia are classified as
Considering the population from the VISION study, patients from % O positive lesions—n (%) L041 (777 5270757 30 serious AEs. Anemia grade 3 and higher (CT-EAE)are classified as serious AEs.
this EAP had a poorer ECOG, more metastasis and were more Yes . : 25
heavilypre-treated. T e @ 20 Table 3. Hematological adverse events
-Fort‘hoseincludf:duntilFebruary2 8,2023 (DC‘O 1), Patie nts > 60 1204 (89.9) 629 (90.4) 15 Treatment related AE Thrombocytopenia Anemia Neutropenia Leucopenia
‘rege;ved a }r:’ledlan of 4 cycles. The median imaging-based PFS 30-60 116 (8.7) 57 (8.2) 10 (n=192) (63/192) (58/192) (30/192) (20/192)
is 7.3 months. >
. Lo . 0 Serious—n (%) 62/63 (98.4) 40/58 (69.0) 30/30 (100.0) 20/20 (100.0)
* Despite an altered generalcondition,safety data were similar Time between TEP PSMAand patient inclusion 0.5 (00-14.5) 0.5(0.0-8.2) NHA Antiresorptive agents Non-serious—n (%) 1/63 (1.6) 18/58 31.0) 0/30 (0.0) 0/20 (0.0)
to VISION, and no new safetysignal was identified. Median in months (range) ) ) o ) ) )
* ['"Lu]Lu-PSMA-617tends to be used earlier in patients .
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