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Background: current 
evidence in mCRPC

● Retrospective trials have been performed 
describing the safety and efficacy of 
SBRT as Metastasis Directed Therapy in 
mCRPC

More prospective data are needed to 
assess EFFICACY

SBRT is feasible, safe and improves 
clinical outcomes

Study, Year n. Staging Systemic 
treatment

Outcomes Conclusions

Triggiani, 2019 86 Standard ADT •Median systemic treatment-free 
survival of 21.8 months

•One-year systemic treatment-free 
survival was 72.1%

SBRT is 
promising in 

mCRPC

Ingrosso, 2021 34 Standard/
NGI

ADT+ARTA •Median NEST-FS: 13.5 months
•Median r-PFS: 17 months

•Median OS: 38 months

SBRT seems to 
prolong the 

effcacy of the 
ongoing 
treatment

Onal, 2021 54 Standard/
NGI

ADT+ARTA •SBRT extended the ARTA 
treatment by 8.6 months on average

SBRT provide 
benefits 

compared to 
switching to 

NEST

Henkenberens, 
2021

42 NGI only ADT •Median bPFS: 12 months
•Median Second line systemic FS:  

15.0 months

SBRT viable to 
delay further 

systemic 
therapies

● Very low toxicities were observed (<10% 
G3 toxicities)

● Heterogeneous outcomes



Primary endpoint of the trial: biochemical response (BR, defined as a PSA decrease ≥ 50% 
from baseline measured within 6 months from treatment start). 
Secondary endpoint of the trial: Complete biochemical response (CBR, defined as PSA at 6 
months ≤ 0.2 ng/ml)

- mCRPC
- < 3 lesions
- No visceral lesions

- No previous therapies 
for mCRPC

ARM A (Control)
Abiraterone acetate

ARM B (Treatment)
Abiraterone acetate+SBRT 

on all metastatic sites of disease

1:1 
RANDOMISATION

ARTO trial-(NCT03449719)
A phase II randomized trial testing stereotactic body radiation therapy in patients with 

oligometastatic castration-resistant prostate cancer undergoing I line treatment with 
abiraterone acetate

● All staging methods 
(conventional, PSMA-
PET, Cho-PET) allowed

● SBRT delivered in 1 to 5 
fractions

● BED3 ≳100 Gy was 
recommended



Study Population

● 16 italian centres involved
● 157 patients needed to prove a 

21% improvement in BR (80% 
power with a 5% type-1 error)

● 157 enrolled as of September 
2022

● 136 in the current analysis



Preliminary Results
After adjustment for baseline 
PSA and the number of 
metastatic sites ( > 1 vs. 1):
● OR for BR was 2.37
● OR for CBR was of 2.21 

● PSA drop at 6 months 
showed a significant trend 
( p-value 0.005)



Adverse Events

● Most common AE in the 
experimental arm was fatigue

● Very low toxicities were 
observed across both arms

● Only 1 >G2 toxicity, unrelated 
to SBRT

ARM A (SoC) 53 pts ARM B (Exp) 45 pts

</=G2 >G2 </=G2 >G2

Hypertension 5 1 2 0

LVEF disfunction 0 1 0 0

Anemia 1 0 2 0

Fatigue 3 0 5 0

Hyperglycemia 2 0 2 0

Creatinine Increased 1 0 1 0

Hot Flashes 2 0 1 0

Hepatobiliary disorders 2 0 0 1

UTI 1 0 0 0

Lymphocyte Count Decreased 0 0 1 0

Edema Limbs 0 0 1 0

Total per Arm 16 (in 15 pts) 15 (in 13 pts)

Total 35 (in 30 pts)

● No treatment related deaths were 
observed



Ongoing trials
Trial Name (NCT) PILLAR 

(NCT03503344)
PCS IX (NCT02685397) ARTO (NCT02685397) OLI-CR-PC 

(NCT04141709)
DECREASE 

(NCT04319783)

PI Dr. Aggarwal (San 
Francisco)

Dr. Niazi (Montreal) Dr. Livi (Firenze) Dr. Hölscher (Dresden) Drs Azad & Siva 
(Melbourne)

N (pts) 60 130 157 66 87

Imaging PSMA (≤ 5 mets) Conventional (≤ 5 mets) Conventional (≤ 3 mets) PSMA (≤ 5 mets) PSMA (≤ 5 mets)

SOC ADT/Apa ADT/Enza ADT/Abi No change in systemic 
Tx

ADT/Daro

Experimental arm SBRT to all PSMA+ sites SBRT to all M1 sites SBRT to all M1 sites SBRT to all PSMA+ 
sites

SBRT to all PSMA+ 
sites

Primary outcome % undetectable PSA 
(@18mo)

rPFS % PSA<50% (@6mo) Time to PSA 
progression (Phoenix)

% undetectable PSA 
(@12mo)



Conclusions

End of follow-up on the last treated patient in February 2023

No unexpected toxicity in the SBRT+ABI arm

Results showed promising efficacy of SBRT+AA combination if 
compared to systemic treatment alone for oligometastatic CRPC, OR 
for BR and CBR were doubled in treatment vs. control arm, even if 

statistical significance is not yet reached
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