[bookmark: _GoBack]LETTER OF MEDICAL NECESSITY FOR FAMILIAL HYPERCHOLESTEROLEMIA TESTING (FHNext)
Date: 		Date of service/claim 
 
To:		Utilization Review Department 
		Insurance Company Name, Address, City, State
					
Re:		Patient Name, DOB, ID #
		ICD-10 Codes: (list codes)
				   

This letter is in regards to my patient and your subscriber, First, Last Name to request full coverage of medically-indicated genetic testing for familial hypercholesterolemia (FH) to be performed by Ambry Genetics Corporation. 

FH is characterized by the presence of high levels of plasma LDL (low density lipoproteins) cholesterol in the body, increasing the risk for premature coronary artery disease (CHD) and myocardial infarction.  Affected individuals present with extremely high levels of plasma LDL cholesterol, which increase the risk of premature coronary artery disease, myocardial infarction, and atherosclerotic plaque formation. Abnormally functioning LDL-receptors cause deposition of cholesterol in different parts of the body, including xanthelasma (skin), xanthomas (tendons), and coronary arteries (atherosclerosis).1,2

Having a family history of high cholesterol or coronary artery disease increases the likelihood of finding an underlying genetic cause, but a negative family history does not rule out a genetic etiology. Some patients also have borderline cholesterol levels, so genetic testing may be the most effective way of confirming a diagnosis or identifying at-risk individuals. Based on symptoms, routine blood studies, and routine cardiac studies, my patient is suspected to have FH. [His/Her] family history is also remarkable and outlined below as applicable:

· 
· 
· 

This genetic test (FHNext) uses gene sequencing and deletion/duplication analyses for 4 genes associated with FH: APOB, LDLR, PCSK9, and LDLRAP1. It also includes analysis of the pharmacogenetic c.521T>C SNP in the SLCO1B1 gene, which is relevant for FH treatment. This multi-gene test is the most efficient, cost-effective way to analyze genes implicated in FH, and has significant potential to identify a causative gene mutation in my patient. As my patient is suspected to have FH, there is a reasonable probability of detecting a mutation in my patient. 

Genetic testing will help clarify my patient’s diagnosis and/or risk to develop (and potentially die of) FH.  This genetic testing will directly impact medical management, screening, and prevention of potential complications of this disease. If a mutation is identified, we can then adjust medical care to reduce my patient’s risk of coronary artery disease and myocardial infarction. Management recommendations for FH can include proper diet, exercise, and certain medications. Heterozygotes (those with one gene mutation) usually respond well with a combination of diet change and drugs (e.g. statins), while in some cases, surgery like a liver transplant might be needed for homozygotes (those with two gene mutations).1 1-5% of those treated with statins experience myalgia; this can be related to a specific genetic subtype identified by genetic testing.2 A proactive diagnosis, in combination with selective treatments, can help decrease the incidence and progression of FH effects.1,3

Due to the medical risks associated with these mutations and the available interventions, this genetic testing is medically warranted.  As such, I am ordering this testing as medically necessary and affirm that my patient has provided informed consent for genetic testing.

A positive test result would confirm a genetic diagnosis and/or risk in my patient, and would ensure my patient is being managed appropriately. I am specifying Ambry Genetics Corporation because this laboratory has highly-sensitive and cost-effective testing for FH, along with a large database of tested patients to ensure highly validated, accurate, and informative test interpretation.  

I recommend that you support this request for coverage of diagnostic genetic testing for FH in my patient. Depending on the exact test ordered, genetic testing can take up to several months to complete, and the laboratory will not bill until testing is concluded. Therefore, we are requesting that the authorization be valid for 6 months. 

Thank you for your time, and please don’t hesitate to contact me with any questions. 

Sincerely,


Ordering Clinician Name (Signature Provided on Test Requisition Form) 
(MD/DO, Clinical Nurse Specialist, Nurse-Midwives, Nurse Practitioner, Physician Assistant, Genetic Counselor*) 

*Authorized clinician requirements vary by state 

Test Details
CPT codes: 	81400, 81405, 81406x2

Laboratory: 	Ambry Genetics Corporation (TIN 33-0892453 / NPI 1861568784), a CAP-accredited and CLIA-certified laboratory located at 7 Argonaut, Aliso Viejo, CA 92656
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