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BACKGROUND: The role of loco-regional treatment, in women with metastatic 
breast cancer (MBC) at first presentation, is debatable: 
 

- many retrospective analyses in clinical cohorts have suggested favorable 
impact of loco-regional treatment in these patients. However, these results 
are likely to be influenced by selection bias.  
 

- Preclinical evidence suggests that such treatment may facilitate growth of 
metastatic disease 
 

The primary surgery, on metastatic breast cancer, has a palliative role in case of 
bleeding or ulceration 

SURGICAL REMOVAL OF PRIMARY TUMOR AND 
AXILLARY LYMPH NODES IN WOMEN WITH 

METASTATIC BREAST CANCER AT FIRST 
PRESENTATION:                                                                    

A RANDOMIZED CONTROLLED TRIAL  
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AIM OF THE STUDY 

To assess the effect of removal of 
primary tumour on overall survival in 
women presenting with metastatic 
breast cancer 
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TRIAL SCHEMA 

MBC at first 
presentation;  

planned anthracycline-
based treatment 

(N = 350) 

Anthracyclines ± 
Taxanes 

(CR/PR) dopo 6 cicli CT 
R 

Locoregional treatment 
(n=173)*  

NO Locoregional treatment 
(n=177)*  

*Breast-conserving therapy or modified radical mastectomy plus axillary lymph node dissection followed 
by radiation therapy (standard adjuvant guidelines). 

Feb 2005 May 2013 with median 
follow-up of 17 months  
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TRIAL SCHEMA 
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STRATIFICATION 



POSTER S2-02  
Presenter: Rajendra Badwe, M.D. SABC 2013 

DEVIATION IN SURGICAL TREATMENT 
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OVERALL SURVIVAL 

Local surgical control did not confer OS benefit 
compared with no locoregional control  

the 2-year OS were 40.8% and 43.3%, respectively  

Median follow-up of 17 months and 218 deths 
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SUBGROUP ANALYSIS 

In a Cox regression model there was no significant difference in  
OS between LRT and No-LRT arms (HR=1.00, 95%CI=0.76-1.33, p=0.98) 

No HER2-positive patients received trastuzumab 
or any other HER2-targeted therap 
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DISTANT PFS 

Local surgical control decrease distant PFS 
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LOCAL PFS 

Local surgical control increase local PFS 
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CONCLUSIONS 

Loco-regional treatment of the primary tumor and axillary nodes has no 
impact on OS in patients diagnosed with MBC at initial presentation, who 
have responded to frontline chemotherapy  
 
Loco-regional treatment of the primary tumor shows a decrease of distant PFS 
(p=0.01) 
 
Loco-regional treatment of the primary tumor, viewing these data, should not 
be offered  as a ROUTINE PRACTICE in women presenting with MBC 
 
No survival advantage is due because of an advantage indisease local control 
of but not in disease distant control, moreover the removal of the primary 
tumour conferred a growth advantage on distant metastasis 

“I’m sure a lot of oncologists who believe in conventional wisdom and don’t 
provide loco-regional treatment will feel a lot more comfortable looking at 

these results,” said Badwe. “As for  
those who have changed practice based on the retrospective study history, 

they would have to rethink.”  
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Introduction: Previous reports of carefully selected patients presenting with 
stage IV breast cancer (BC) suggest that surgery on the primary tumor may 
result in improved survival, but this remains unproven. The MF07-01 trial is a 
phase III randomized controlled trial of BC women with distant metastases at 
presentation who receive loco-regional (LR) treatment for intact primary 
tumor compared with those who do not receive such treatment 
 
Aim: The primary objective of the trial is to compare overall survival (OS) in 
women treated with or without initial LR resection prior to systemic 
therapy for de novo stage IV BC. 
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AIM OF THE STUDY 
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TRIAL SCHEMA 

MBC at first 
presentation  

(N = 278) 

R 

Locoregional treatment 
(n=140)* and systemic therapy £ 

NO Locoregional treatment 
(n=138) but systemic therapy£  

* mastectomy or breast conserving surgery with 
level I-II axillary clearance in clinically or sentinel 
lymph node positive patients. Radiation therapy 
to whole breast was required following breast 
conserving surgery 

£ systemic therapy of either endocrine treatment or chemotherapy      
  (plus trastuzumab for HER2 +) was given to all patients  

The mean follow up time 
was 21.1+14.5 months. 

From 2008 to 2012 
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OVERALL SURVIVAL 

 
Median Follow-up 18 months 

At 54 months OVERALL 
SURVIVAL was 35% in 
the surgery group and 
31 % in the no surgery 
group (p=0.24) 



RESULTS 
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METASTATIC PATTERNS INCLUDED 
- BONE ONLY 45.7% 
- ORGAN EXCEPT BONE IN 28.8% 
- BONE PLUS ORGAN IN 25.5% 
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The mean survival was 7.1 months higher in the surgery group compared 
with the no surgery group in bone only metastasis (39.1+1.8 vs 32.0+2.2; 
p=0.13). 
 
Surgery in the group of patients who had solitary bone only metastasis 
had statistically significant survival benefit (p=0.02) compared with no 
surgery and with patients who had multiple bone metastasis either with or 
without surgery (p=0.03) 
 
There were a total of 86 (31%) deaths 
 
Trial’s planned follow-up is 36 months 
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RESULTS 



In early follow-up of this trial comparing surgery of the primary tumor 
with no surgery in stage IV BC at presentation OS was similar but there 
were important subgroup differences; in particular those with solitary 
bone metastasis have a significant survival benefit and patients with 
bone metastasis only have a trend toward improved survival with 
initial surgery.  
Further follow-up will expand on these important findings. 
 

CONCLUSIONS 
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