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Specific Changes:     

Add the following bullet (with footnote) to the list of testing criteria on page BRCA-1 
acknowledging that individuals who are affected with an HBOC-related cancer can use genetic 
test results to guide current or future treatment.   

 Bullet: Individuals with a diagnosis of breast cancer regardless of age or family history 
are candidates for germline genetic testing.  

 Footnote: Increasing evidence suggests that the identification of pathogenic/likely 
pathogenic variants may direct use of targeted therapies 

 
FDA Clearance: Not applicable 
 
Rationale: 
Recent studies have uniformly demonstrated that the traditional clinical and family history 
features used to select patients for hereditary cancer testing miss a substantial proportion of 
germline mutation carriers who could benefit from germline testing to guide the use of 
targeted therapies and application of risk reduction measures to prevent additional cancers in 
themselves and their relatives. Simplified testing guidelines, such as those in the American 
Society of Breast Surgeons Consensus Statement, provide clear and straightforward testing 
guidance consistent with current knowledge.   
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