
B A C K G R O U N D
Genomic expression profiles have implications for the personalized treatment of breast cancer beyond clinical and
pathological features by enabling the classification of breast cancers into molecular subtypes and providing
prognostic and predictive information about the metastatic potential of tumors and likely response to therapy.
However, full genome expression data can now be combined with comprehensive clinical information to precisely
stratify tumors into clinically actionable subgroups. The FLEX Study aims to aggregate a large, real-world dataset,
which will enable the discovery of novel genomic profiles to improve precision in the management of breast
cancer, particularly in patient subsets underrepresented in traditional clinical trials.

The target enrollment of FLEX is a minimum of 25,000 patients; over nearly 7,000 patients have enrolled since
April 2017 at more than 85 sites, including 10 National Cancer Institute-designated comprehensive cancer centers.
The FLEX collaborative platform allows participating investigators the opportunity to author their own sub-study
protocols, as approved by the FLEX Scientific Review Committee, 31 of which have been approved. FLEX is
currently recruiting patients for substudies, including one that aims to assess the efficacy of Docetaxel/Carboplatin
neoadjuvant therapy in BluePrint ER+ Basal tumors and MammaPrint ER+ Luminal High Risk 2 tumors, and a
second that will evaluate transcriptomic changes, modified treatment strategies, and clinical outcomes as a result
of neoadjuvant therapy during government-mandate hospital resource conservation for COVID-19 patients.
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The FLEX real world data platform explores new gene expression profiles and investigator-initiated 
protocols in early stage breast cancer 
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P A T I E N T S
• Stage I, II, or III breast cancer​
• Male or female​
• New primary lesion
• ​Adjuvant, neoadjuvant, and non-

surgical patients​
• Excludes metastatic, recurrent, 

and stage 0 disease

F L E X  S T U D Y  N E T W O R K

> 90 FLEX sites in the United States
Including 10 National Cancer Institute Designated 

Cancer Centers  

> 250 Enrolling physicians Nearly 7000 FLEX enrolled patients 
since April 2017 

> 800 clinical data points from 
customized CRFs

Full transcriptome data 
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Patient eligibility 
• Stage I-III breast cancer​
• Male or female​
• > 18 years of age
• New primary lesion​
• Any genetic mutation 
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F L E X  A D A P TA B L E  P R O T O C O L

Optimizing Therapy Strategies

Neoadjuvant Therapy & Surgery

Breast Cancer Subtypes

Cancer Disparities: Biological,
Genetic, Socioeconomic 

ctDNA/Liquid Biopsy 

Breast Cancer & Age

Immunotherapy

Biomarker Advancements 
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