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Background 

2002   Trials of radiotherapy hypofractionation 

2003 – 2006    Pilot  Study IEO 
270 Pazienti 45 Gy in 20 fr + Boost concomitante 0.25 Gy/ fr 

2006    RT Phase II Study 



 Materials and Methods 

Time: April 2007 – March 2010 

Patients: 249 Patients post BCS 

Features: T1-T3 
         N0-N1 
         HT / Adjuvant CHT ± HT 
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127 
Patients  

122 
Patients 
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Study Endpoints 

Primary Endpoint:  

 Acute side effects of CF-WBI vs HF-WBI   

Secondary Endpoints:  

 Compare subjective acute side effects,  
 early late side effects 



Results: Acute Toxicity (RTOG) 

20 fx (122 pts) 
n (%) 

30 fx (127 pts) 
n (%) 

95% CI 
difference 
[RTOG>2] 

G0  2 (1.6)  1 (0,8) 

G1 72 (59.0) 33 (26.0) 

G2 48 (39.3) 84 (66.1) 
G3 0 (-) 9 (7.1) -7.1(-12.4, 

-1.8) 

48 (39.3) 84 (66.1) 
0 (-) 9 (7.1) 



12 Months Toxicity (LENT-SOMA) 
20 fx 
n (%) 

30 fx 
n (%) 

p 

Pain 4 (3.3) 3 (2.4) 0.68 
Edema 1 (0.8) 1 (0.8) 0.99 
Fibrosis 6 (5) 10 (8.1) 0.32 
Retraction 1 (0.8) 1 (0.8) 0.99 
Atrophy 3 (2.5) 1 (0.8) 0.30 
Telangectasie 1 (0.8) 1 (0.8) 0.3 
Lymphoedema 0 0 - 



ASTRO recommendation 2010 
Appropriate use of hypofractionated regimens 

  Women >50 years of age 
  pN0 
  Tumor size < 5 cm 
  Inhomogenity kept within ±7% 
  No agreement on boost  
  No adjuvant CT 





Age (Years) 
FX20  
(N=122) 

FX30  
(N=127) 

n (%) n (%) 

Age (years) 

≤40 13 (10.7) 15 (11.8) 

41-50 40 (32.8) 45 (35.4) 

51-60 31 (25.4) 31 (24.4) 

>60 38 (31.1) 36 (28.4) 

13 

40 
31 

38 

≤ 40 41-50 51-60 >60 

HF Age Patients 
43,4% 

Positive Nodes 
FX20  
(N=122) 

FX30 
(N127) 

n (%) n (%) 

None 85 (69.7)  87 (68.5) 

1 – 3 29 (23.8) 32 (25.2) 

> 3 8 (6.6) 8 (6.3) 

85 

29 
8 

HF Positive Nodes 
None 1-3 nodes >3 nodes 

30,3% 

FX20  
(N=122) 

FX30  
(N=127) 

n (%) n (%) 

Chemotherapy (± HT) 27 (22.1) 28 (22.1) 
Hormontherapy alone 87 (71.3) 92 (72.4) 
No treatment 8 (6.6) 7 (5.5) 

27 

87 

8 
0 

50 

100 

CHT±HT HT No Treatment 

HF Systemic Therapy 

22,1% 

Systemic Therapy 



Randomized groups p-value 

FX20  
(N=122) 

FX30  
(N=127) 

n (%) n (%) 

DFS: 

Local 99.1 97.4 0.32 

Regional 97.4 99.1 0.31 

Distant 98.3 94.3 0.10 

  Any relapse 96.6 91.1 0.07 

OS 98.4 93.7 0.06 

5-Years Survival Rates 

Overall Survival 

Disease-free survival 





Conclusion 

   The acute and intermediate toxicity observed in HFS  was  
     well tolerated and better than the one observed in CS.  

   No statistical difference of Disease free survival and Overall 
Survival in HFS scheme vs CS, even though there was a  

     trend of HFS to better OS as we saw in the results of  
     randomized controlled trials START. 



Grazie per l’attenzione 


