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Endpoints 
Primary  
 - Disease – Free Survival  
  Invasive recurrence (local, regional, distant) 
  Invasive contralateral breast cancer 
  Second non-breast invasive malignancy 
  Death without prior cancer event 
 
Secondary 
 - Breast cancer-free interval 
 - Distant recurrence-free interval 
 - Overall Survival 



SOFT Study 
 

• Mayor inclusion criteria: premenopausal status, 
operable breast cancer, positivity for ER e/o PgR 
(>10%). 
 

• Ovarian suppression was achieved by choice of 
triptorelin [triptorelin acetate] at a dose of 3.75 mg 
administered by means of im injection every 28 days, 
bilateral oophorectomy, or bilateral ovarian 
irradiation 
 

• The patients choice was farmacological in 80.7% of 
patients. 





DFS: Primary Endpoints (all) 
median FU 5.6 yrs 





Secondary Endpoints (all) 



DFS – OS (all) 
median FU 5.6 yrs 

 



Premenopausal No Chemotherapy 





Adjustment for covariates – DFS, stratified according to 
receipt or not receipt CT and node status 

T+OFS significantly reduce hazard of recurrence, second invasive cancer or death  



All Women < 35yr 

94% received chemotherapy 

350 patients (11.5% of total pts) 



“women younger than 35 years of age, breast cancer recurred within 5 years in 
approximately one third of the patients assigned to receive tamoxifen alone but 
in one fifth of those assigned to receive tamoxifene plus ovarian suppression” 



No Chemotherapy    Prior Chemotherapy 

Overall Survival 

90% of the death 



SOFT - Safety 

Francis PA et al. N Engl J Med 2014 

 
 

 
 



Ribi et al, SABCS 2014 



- In the entire population the addition of OS to adjuvant TAM did 
not significantly improve DFS 
 

- TAM + OS resulted in a 22% reduction in the relative risk of breast 
cancer recurrence, a second invasive cancer or death (p=0.03) 
 
- In younger premenopausal patients (< 35 yrs) OS when associate 
to TAM plays an important role for reducing the risk of breast 
cancer recurrence 
 
- Longer follow-up is required becouse SOFT is currently 
underpowered and the overall survival analysis is premature after 
5% of  patients have died 
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