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Come da nuova regolamentazione della Commissione Nazionale per la Formazione Continua del  Ministero della Salute, è richiesta la 
trasparenza delle fonti di finanziamento e dei rapporti con soggetti portatori di interessi commerciali in campo sanitario.

• Consulenza ad aziende con interessi commerciali in campo sanitario (Alfasigma)

• Fondi per la ricerca da aziende con interessi commerciali in campo sanitario (Elekta, IGEA, Bayer, Thema Sinergie, Janssen)

• Partecipazione ad Advisory Board (Janssen)



the SHARON project

• Bone metastases
• Brain metastases
• H&N
• Thorax
• Esophagus
• Abdomen
• Pelvis



Complicated bone metastases:
• Metastatic spinal cord compression
• Neuropathic pain
• Fracture and threatened fracture
• Extra-osseous tumoural extension



AIMS

• SHARON BONE 
• phase III randomized controlled multicenter trial  to demonstrate
• non-inferior symptoms relief
• in painfully complicated bone metastases, 
• of hypofractionated accelerated palliative RT (20 Gy in 4 fr. b.i.d.) 

vs 
• standard RT regimen (30 Gy in 10 daily fractions).



METHODS
• 5 Italian RT units (BO, CB, RM-UCSC, CH, Legnago) 
• Inclusion criteria: 

• at least 18 years 
• ECOG PS ≤ 3 
• candidates for palliative RT 
• painfully complicated bone metastases  

• Allocation not masked because of the nature of the intervention 
• Primary endpoint: pain relief 1 month after treatment 
• Pain relief, toxicity, and QoL also assessed at 2, 3, 6, and 12 months 
• clinicaltrials.gov: NCT03503682



RESULTS

• Between February 2018 
and December 2021, 83 
pts were enrolled 

• 30 Gy: 41; 20 Gy: 42

Number of 
patients (%)

Median age (range) 64 (23-88)

Gender
Male 52 (62.7%)
Female 31 (37.3%)

Primary tumor

Lung 19 (22.9%)
Breast 14 (16.9%)
Liver 9 (10.8%)
Kidney 7 (4.8%)
Prostate 6 (7.2%)
Biliary tract 5 (6.0%)
Other 23 (27.7%)

Metastases site

Spine 38 (45.8%)
Pelvis 23 (27.7%)
Rib and sternum 10 (12.0%)
Scapula 4 (4.8%)
Other 8 (9.6%)

Type of complication

Extraosseous extension 44 (53.0%)
Nerve compression 18 (21.7%)
Pathological fracture 11 (13.3%)
Spinal compression 8 (9.6%)
Not available 2 (2.4%)



RESULTS
30, 3 Gy  
2 weeks

20, 5 Gy 
2 days P:

Complete pain response 22.9 % 29.9 % NS

Overall pain response 82.9 % 86.8 % NS

Grade ≥ 2 toxicity 12.2 % 4.8 % NS

Treatment completed 87.8 % 100 % NS
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LIMITATIONS

• Allocation/evaluation not masked 
• Primary endpoint: pain relief 1 month after RT 
• Pain score: IAEA 



CONCLUSIONS

• 20 Gy in 4 fr. b.i.d. is non-inferior to 30 Gy/10 fr.
• at least as safe in terms of acute toxicity,
• with lower rate of RT definitive interruptions.



SHARON trials

• Whole brain
• H&N
• Thorax
• Esophagus
• Abdomen
• Pelvis

please join us!


