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Real-life data on [177Lu]Lu- PSMA-
617 : Descriptive analysis on the 
largest metastatic castration -
resistant prostate cancer (mCRPC) 
cohort treated in France 

•

•

•

•

•

a minimal follow -up time .

In perspective of the VISION study population, patients from this EAPwere older (73 .4 vs. 7 0 .0 ), wit h a p oore r
ECOG p e rform ance s t a t us (ECOG PS) (ECOG PS 0 -1 , 8 7 .4 % vs. 9 2 .6 %), a nd a highe r p re va le nce of lym p h nod e
m e t a s t as is (6 0 .9% vs. 4 9 .7 %) (Ta ble 1 ).

In perspective of the  VISION s tudy population, a  higher proportion of patients  received ≥ 2 NHA and 2 taxanes
(Table  2).

Median

One More than 
one 

Yes  
- 223Radium
- other 177Lutetium-PSMA

Previous ly received PARPi

Baseline Population

One taxane 
More than one taxane 
Chemo-naïve (contra-indication)

Internal radiotherapy – n (%)

The  VISION s t ud y s howe d  t ha t  [1 7 7 Lu]Lu-PSMA-6 17  a d d ed  t o s t a nd ard  of ca re  p rolonge d ra d iographic-base d p rogre ss ion- fre e  s urviva l (rPFS) a nd  ove ra ll s urvival
(OS) in p a t ient s  with PSMA-pos itive  m CRPC 2 .

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 -PSMA-617 in EAP in France. These data are
preliminary and will be updated as patients are still included, treated and followed -up. This analysis was conducted with a data cut-off (DCO) of October 28, 2023.

Efficacy Population

•
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47 (3.5) 
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52 (3.9)

467(35.4)
862 (64.3)

547 (40.8) 
758 (56.6) 

35 (2.6)

4

11 
11* 
0# 
0#

30 (4.3)

228 (32.8) 
468 (67.2)

227 (32.6) 
451 (64.8) 

18 (2.6) 

1085 patients received a concomitant treatment. Almost all of them received ADT.The distribution is shown in 
Data on concomitant treatments are similar for both populations. Less patients received NHA in parallel compared to 
VISION trial.
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serious AEs. Anemia grade 3 and higher (CT-EAE) are classified as serious AEs.

70 (10.1) 
99 (14.2) 
99 (14.2) 
93 (13.4) 
116 (16.7) 
219 (31.5)

•  Most adverse effects (AE) were considered as expected (n=244/344) and no safety signal was identified,
despite a poor condition at baseline.

The most frequent reported AE was hematotoxicity (n=192/344) (Table 3 ). •
•

A minority of patients (4.9%) did not report any improvement in their symptoms (mainly pain). Approximately one 
fifty (18.1%) of patients experienced an early and sustained biochemical progression.

Patients were selected for PSMApositivity based on PSMApositron -emission tomography . They received intravenous infusions of [177 Lu]Lu-PSMA-617 at a dose of 7.4 GBq ± 10% once
every six weeks for six cycles.

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, DCO 1). Patient’s characteristics and safety data were described from the total patient population included in this EAP, from December 01,
2021 to October 31, 2023 (data cut-off 2, DCO2).

Imaging follow -up was performed according to investigators’ choice. In most cases, both CT scan + bone scan. In some 
cases by PET-PSMA (Figure 2). Number of patients assessed with standard vs. molecular imaging will be subsequently
reported.

On February 28, 2023, among the 696 patients included in the efficacy analysis, 99 are still under treatment. 
(vs. 5 in VISION trial). 
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Sites of disease –n (%)
Bone 
Lymph node 
Liver 
Lung 
Brain

Bone only
Bone + lymph node
Bone + lymph node + lung
Bone + lymph node + liver
Bone + lymph node + others 

Prostate-specificantigen (PSA) –ng/ml 
Median (range) 

100% of PSMA-positive lesions–n (%) 
Yes 

Creatinine clearance –n (%) 
≥ 60 

30 -60 

Time be tween TEP PSMA and patient inclusion 
Median in months (range)

Median (range)
≥ 75 years–n (%)
≥ 85 years–n (%)

ECOGperformance status score (ECOGPS) –n (%)

1204 (89.9) 
116 (8.7)

1171 
367 (27.4)
(804 (60.0) 
159 (11.9) 

9  (0 .7)

1252 (93.4) 
816 (60.9) 
125 (9.3)
124 (9.3) 
21 (1.6)

425 (31.7) 
510 (38.1) 

61 (4.6) 
53 (4.0)
55 (4.1)

1041 (77.7)

63.0 (0-6972)

0.5 (00-14.5)

73.4 (44-92) 
466 (34.8)

71 (5.3)

527 (75.7)

629 (90.4)
57 (8.2)

593 (85.2) 
178 (25.6) 
415 (59.6) 
96 (13.8) 

7  (1 .0) 

652 (93.7) 
440 (63.2) 
81 (11.6) 
73 (10.5) 
12 (1.7) 

202 (29.0)
267 (38.4)

36 (5.2)
32 (4.6)
30 (4.3)

72.8 (46-92) 
258 (37.1) 

36 (5.2)

0.5 (0.0 -8 .2)

81.9 (0-4562)
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KEY FINDINGS & CONCLUSIONS

• An e arly acce ss p rogram (EAP) has bee n grante d to [1 7 7Lu]Lu-
PSMA-6 17 in France , for pa tients (p ts ) with p rogres sive m CRPC
e xp res sing PSMA, p re vious ly tre a te d with ≥1 taxane and ≥1 NHA.

• From De cemb er 0 1 , 2 0 2 1 to Octob e r 2 8 , 2 0 2 3 (DCO 2 ), 1 3 4 0
TEP-PSMA-pos it ive m CRPC p atie nts we re inc lud e d in this EAP.

• Conside ring the popula tion from the VISION s tud y, p a tie nts from
this EAP had a poorer ECOG, m ore m e tas tasis and were m ore
he avily p re - treate d.
•Forthose included untilFebruary2 8, 2 0 2 3  (DCO 1 ), p a tie nts
re ce ive d  a  m e d ian of 4  cyc le s . The  m e d ian im aging-b as e d  PFS 
is  7 .3  m onths .

• De s p ite an a lte re d ge ne ra l cond it ion, s a fe ty d a ta we re s im ilar
to VISION, and no ne w s afe ty s igna l was id e ntified .

[ Lu]Lu-PSMA-6 1 7

RESULTS 

INTRODUCTION
•

METHODS
•[1 7 7 Lu]Lu-PSMA-6 1 7  is  a  ra d iopharm a ce utical wit h b inding a ffinit y t o t he  p ros ta te  s p ecific m e m b ra ne a nt ige n (PSMA), e xp ress ed in 9 0 % of m e t a s t a tic  ca s t ra t ion res istant 

pros tate  cancer (mCRPC) 1 .
[1 7 7 Lu]Lu-PSMA-6 17 wa s give n

Accord ing t o EMA Im p ort ant Me d ical Eve nt (IME) lis t , t hrom b ocyt op enia a nd ne ut rop enia a re cla ss ified a s

Taxane chemotherapy – n (%)

t o p a t ie nt s wit h p rogre ss ive m CRPC ove re xp res s ing PSMA, p re vious ly t re a t e d wit h ≥1 t a xa ne a nd ≥1 ne xt -ge ne ra t ion horm ona l a ge nt (NHA)

Since  De ce mbe r 0 1 , 2 0 2 1 , 1 3 4 0  p a tie nts  withm CRPCand TEP-PSMA-pos itiveim aging,pre treat edwith1 -2
taxanechemothe rapya nd≥1NHAwe re included in this  EAP. Patient characteris tics  are  described in Table  1.

Effica cy d a t a  we re  a s s e s s e d from  6 9 6  p a t ie nt s  includ e d  from  De ce m b e r 0 1 , 2 0 2 1  t o Fe b rua ry 2 8 , 2 0 2 3  only, for 

Treatments

Retreated patient within EAP#  

PARP inhibitors

Figure 1 .

Next-generation hormonal agent – n (%)

Number of major sys temic treatments received 

N = 696

Treatment related AE 
(n=192)

Patients received a median of 4 cycles

N° cycles of [177Lu]Lu -PSMA-617

62/63 (98.4) 
1/63 (1.6)

40/58 (69.0) 
18/58 (31.0)

N = 1340

30/30 (100.0) 
0/30 (0.0)

68.4%

12.7%

20/20 (100.0) 
0/20 (0.0)

1 8 .0  %

18.7% patients had a decreased activity. 

Efficacy Population n=696 (%)

Table 1. Characteristics of the patients at baseline

Acknowledgements Disclosures
GR

References
The authors thank the patients and their families, and all site investigators and personnel who participated in the study. Under the direction of
the authors, Fabien Duval, PhD, of KPL Agency, Paris, France, provided medical writ ing assistance, which was funded by Ad vanced
Accelerator Applications, in accordance with Good Publication Practice 4 (GPP4) guidelines (https:/ / www.ismpp.org/gpp-2022).

45 

40 

35 

30
25
20 

15 

10

5

0
NHA Antiresorptive agents

* Exc lu d in g s u rge ry, e xt e rn a l ra d io t h e ra p y, ADT a n d n e w c la s s o f in ve s t iga t io na l m e d ic ine p ro d u ct s  
# Th e re t re a t e d p a t ie n t s a re c o u n t e d o n c e a n d e xc lu d e d fro m DCO2 t o a vo id m is le a d in g in fo rma t io n in t e rm s o f e ffic a c y

2
.

Serious–n (%) 
Non-serious–n (%)

Lutetium-177-PSMA-617 for Metastatic Castration-Resistant Prostate Cancer. 

Decreased 
Stabilized 
Progressed
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Median follow -up 
months (range)
Time to first event 
months (range)

6.7 (6.2 -6.7)

7.3 (6.2 -8.0)
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1.Paschalis A. et  al

**

Start of the EAP

Sartor O. et  al.

February 28, 2023 
DCO 1 – Efficacy Population

October 31, 2023 
DCO 2 – General Population

N Engl J Med

Characte ristics

Age -years

DCO 2
General Population

n = 1340 

DCO 1
Efficacy Population 

n = 696 

2 6 .3 %
2 8 .4 %

3 8 .5 %

DCO 2
General Population 

n=1340 (%) 

4 0 .0 %

DCO 1
EfficacyPopulation 

n=696 (%) 

Imaging -based PFS Best PSA response

Table 2. Previous treatments

Figure 1. Concomitant treatments

Figure 2. 

Table 3. Hematological adverse events

Figure 3. 

Patients included
•

Concomitant treatments
•

[     Lu]Lu-PSMA-617 administration 

Safety (n=1321 patients included from December 01, 2021 to October 31, 2023)

Efficacy (n=696 patients included from December 01, 2021 to February 28, 2023)

Previous treatments received
•

177

Pr
og

re
ss

io
n

-f
re

e 
su

rv
iv

al
 p

ro
ba

bi
lit

y

Note: this is poster is an encore of the original presented at 
ASCO-GU. Consent has been obtained from French authors.

Thrombocytopenia 
(63/192)

Anemia
(58/192)

Neutropenia
(30/192)

Leucopenia
(20/192)
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