BRACAnalysis®  Rearrangement Test (BART) – SAMPLE LETTER OF MEDICAL NECESSITY
For patients with a negative Comprehensive BRACAnalysis® 
[NOTE TO THE HEALTHCARE PROVIDER:  If, in your judgment, testing is medically indicated for this patient, then this is provided for your consideration as an example of a letter of medical necessity.  This may not include all the information necessary to support your coverage request.  You are entirely responsible for ensuring the accuracy and supportability of all information provided.]

[Physician Letterhead]

[Date]

ATTN:

[Physician Name, M.D.]



[Medical Director]

                      [Insurance Company/Institution]

                      [Street Address]

                      [City, State, Zip]

Re:                [Patient Name, Date of Birth, ID Number]

Dear Medical Director:

I am writing to request coverage for BRACAnalysis®  Rearrangement Test (“BART”), a test performed only by Myriad Genetic Laboratories, for the above patient. The patient’s history is strongly suggestive of hereditary susceptibility to breast and ovarian cancer (HBOC), most of which is due to mutations in the BRCA1 and BRCA2 genes. “BART” tests for large rearrangements in these genes, reported to account for 12-15% of disease-causing mutations in high-risk patients (JAMA 2006;295(12):1379-88, Cancer Res 2008;68(17):7007-7014).  Due to the importance of this testing in the detection of HBOC causative mutations, the National Comprehensive Cancer Network (NCCN) recommends the inclusion of BART testing for all patients undergoing genetic testing for the BRCA1 and BRCA2 genes.  This patient’s initial BRACAnalysis®  did not reveal any deleterious mutations.  BRACAnalysis® detects sequencing mutations in BRCA1 and BRCA2 as well as 5 recurrent large rearrangements in the BRCA1 gene. Since this patient’s history is strongly suggestive of HBOC, it is necessary to test her for the other gene rearrangements, which are only detectable by BART.
I have determined that this test is medically necessary for the above patient due to the following history which is suggestive of HBOC:

[choose one or both bullets] 

· a personal history of _________________________________ diagnosed at age(s) _________________, (and) 
· a family history of the following:  [Relevant cancers include: breast, ovarian, pancreatic, melanoma and prostate; specify maternal or paternal relatives; specify bilateral or multiple primary cancers.]

Relationship________________
Cancer Site ___________
Age _________

Relationship________________
Cancer Site ___________
Age _________

Relationship________________  
Cancer Site ___________
Age _________

Relationship________________
Cancer Site ___________
Age _________

Relationship________________
Cancer Site ___________
Age _________

Relationship________________  
Cancer Site ___________
Age _________

[Optional section]  This patient has a limited family structure or history, as defined by Weitzel et al. (JAMA 2007; 297(23):2587-95) i.e. fewer than 2 first- or second-degree female relatives (mother, grandmother, sisters, aunts) known to live beyond 45 years of age on either the maternal or paternal side of the family. This structure may limit the number of family members who present with cancer, which would result in an underestimated probability of a mutation, as described in the National Comprehensive Cancer Network guidelines (nccn.org).  

[Optional section]  This patient’s breast tumor displays a “triple negative” phenotype, which is associated with BRCA1 mutations.  Atchley et al. (J Clin Oncol 2008; 26:4282-8) reported that 57% of breast tumors in BRCA1 mutation carriers were triple negative.  Gonzalez-Angulo et al. (Clin Cancer Res 2011;17(5):1082-9) reported a 19.5% incidence of BRCA1/2 mutations in an unselected cohort of patients with triple negative breast cancer.
[Optional section]  This patient has not been affected with cancer, but has a family history of cancer that meets commonly accepted societal guidelines for evaluation of hereditary breast/ovarian cancer risk.  Her affected relatives are [choose one] deceased/ not willing to pursue genetic testing.

Women who carry a BRCA1 or BRCA2 mutation have lifetime risks of up to 87% for breast cancer and up to 44% for ovarian cancer.  Men with mutations have up to an 8% risk of breast cancer and 20% risk of prostate cancer by age 80. In addition, mutation carriers who have already been diagnosed with cancer have a significantly increased risk of developing another primary cancer.  Because medical society guidelines recommend an aggressive approach to medical management for individuals identified as having a genetic mutation, test results are necessary in choosing the most appropriate course of treatment and/or surveillance.  

The National Comprehensive Cancer Network, the American College of Obstetricians and Gynecologists, the Society of Gynecologic Oncologists, and other professional societies have published guidelines for testing and managing patients with Hereditary Breast and Ovarian Cancer.  The American Society of Clinical Oncology recommends that genetic testing be offered to individuals with suspected inherited cancer risk in whom test results will aid in medical management decision-making.  For this patient in particular, the genetic test results are needed in order to consider:

[Please check all that apply]

_____ Salpingo-oophorectomy

_____ Risk-reducing mastectomy

_____ Intensive breast surveillance

_____ Tamoxifen treatment

_____ Prostate cancer screening [male patients only]
_____ Other [describe] _________________________________________________

The patient has provided informed consent to pursue genetic testing, based on my discussion of the personal and/or family history, the potential test results, and the implications for medical management.  

Please do not hesitate to contact me if I can provide you with any additional information.

Sincerely,

[Physician Signature and Name]
