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OBJECTIVES 

• NSABP  

• NEOADJUVANT CHEMOTHERAPY  

• EFFECT ON BREAST CONSERVATIVE SURGERY 

• Targeted therapy approved in Iraq for metastatic breast cancer 

• CLINICAL CASE  

• (MULTIDISPLINARY TEAM APPROACH AND FOLLOWING THE GUIDELINES) 



   

• National Surgical Adjuvant Breast and Bowel Project  

 it is a clinical trials cooperative group supported since its inception by 
the National Cancer Institute (NCI) 

More than 50 year     history of designing and conducting clinical trials 
that have changed the way breast cancer treated (ex: breast 
conservative surgery, tamoxifen use in breast cancer) 

 

 

































Neoadjuvant chemotherapy in breast cancer 



i 



  targeted therapy approved by MOH for  
advanced breast cancer 

• Everolimis (afinitor): m TOR inhibitor  

• Trastuzumab (Herceptin) :Her 2/ neu inhibitor 

• Fulfestrant : estrogen receptor downregulator 

 



BOLERO-2 (Ph III): Everolimus in Advanced BC 

Endpoints 
•PFS (local assessment): Primary 

•OS, ORR, QOL, safety, bone markers, PK: Secondary 

2:1 

Sensitivity to prior hormone : Stratification
therapy and presence of visceral metastases 

Hortobagyi G et al. SABCS 2011 (Abstract #S3-7) 22 

BC = breast cancer; ER+ = estrogen receptor-positive; EVE = everolimus; EXE = exemestane; ORR, overall response rate; OS = overall survival;  
PFS = progression-free survival; PK = pharmacokinetics; QOL = quality of life. 

  N = 724 
•Postmenopausal ER+ 

•Unresectable locally advanced 
or metastatic BC  

•Recurrence or progression 
after letrozole or anastrozole 

Placebo 
+ 

EXE 25 mg daily (n = 239) 

EVE 10 mg daily 
+ 

EXE 25 mg daily (n = 485) 

R 



BOLERO-2: Final Analysis of Progression-Free Survival 
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PBO + EXE 
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HR = 0.38 (95% CI, 0.31-0.48) 

Log-rank P <.0001 
EVE + EXE: 11.0 mo 
PBO + EXE: 4.1 mo 

EVE + EXE (n/N = 310/485) 

PBO + EXE (n/N = 200/239) 

Censoring times 

EVE + EXE (n/N = 188/485) 

PBO + EXE (n/N = 132/239) 

Patients at risk Patients at risk 
Time, wk 

23 

mo, months. 
Yardley D, et al. Adv Ther. 2013;30(10):870-884. 

18-mo follow-up  Central Assessment Local  Assessment 



Trastuzumab-Significantly Improved  
Overall survival In MBC 

p=0.0002 
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Key endpoints 
• Primary: Progression-free survival (PFS)   

• Secondary: Objective response (OR), clinical benefit rate (CBR), duration of 
clinical benefit (DOCB), quality of life (QoL), tolerability, overall survival (OS) 

 

 

Di Leo A, et al. J Clin Oncol. 2010;28(30):4594-4600. 

Fulvestrant (n = 374) 
(250 mg IM q 28 days) 

Fulvestrant (n = 362) 
(500 mg IM d0, d14, d28, then q 28 days) 

CONFIRM Trial Design: Fulvestrant 250 mg vs Fulvestrant 
500 mg 

R 
1:1 

CONFIRM (Phase 3) 
N = 736 

• Postmenopausal 
• Advanced BC 
• Previous endocrine treatment 

‒ Relapse during/within  
1 year of completion of 
adjuvant endocrine therapy 
or 

‒ Previous AI/antiestrogen 
therapy for advanced disease 



Di Leo A et al. J Natl Cancer Inst. 2014 Jan;106(1):djt337.  Di Leo A, et al. Cancer Res. 2012;72(24 Suppl.):Abstract nr S1-4. 

CONFIRM Study : OS Fulvestrant HD 
(500) vs. LD (250): Second Line (AI-R)  

 
On the basis of these results, FDA approved 

Fulvestrant HD in HR+ MBC  



Clinical case 

• S. A.   32 year old female , mother of 4 children  

• Presented to the oncologist with mass in ILQ  of the right breast 

• Examination reveal hard gritty mass about 2 cm in size , mobile with 
no associated skin or nipple changes, negative axillary  

• Patient were send for full evaluation 



Mammography  



Breast ultrasound 



True cut tissue biopsy  



What is missing ? 

Sentinel lymph node biopsy  

(negative axilla by ultrasound) 

 



CT SCAN CHEST AND ABDOMEN 



Breast conservative surgery  





• As all investigations are completed pre operatively  

• Patient started on adjuvant chemotherapy  

• Waiting for the results of IHC 



Thank you 

 


