


LETTER OF MEDICAL NECESSITY FOR FAMILIAL HYPERCHOLESTEROLEMIA  
GENETIC 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:  
The ICD-10 codes listed below are commonly received by Ambry from ordering providers for the testing described in this letter. Ambry provides this information as a customer service but makes no recommendations regarding the use of any diagnosis codes. As a reminder, it is the ordering provider’s responsibility to always determine, for the specific date of service, the appropriate diagnostic codes based on the patient’s signs and symptoms. 

Code 	Description 
E78.00 	PURE HYPERCHOLESTEROLEMIA, UNSPECIFIED  
E78.01 	FAMILIAL HYPERCHOLESTEROLEMIA 
E78.2 	MIXED HYPERLIPIDEMIA 
E78.5 	HYPERLIPIDEMIA, UNSPECIFIED  
Z83.438 	FAMILY HISTORY OF OTHER DISORDER OF LIPOPROTEIN METABOLISM AND OTHER LIPIDEMIA 
Z82.49 	FAMILY HISTORY OF ISCHEMIC HEART DISEASE AND OTHER DISEASES OF THE CIRCULATORY SYSTEM 
Z83.42 	FAMILY HISTORY OF FAMILIAL HYPERCHOLESTEROLEMIA  
    
 
This letter is regarding my patient and your subscriber, referenced above, to request full coverage of medically indicated FHNext testing to be performed by Ambry Genetics Corporation.  
 
Familial hypercholesterolemia (FH) is a hereditary disorder characterized by high cholesterol and an increased risk for coronary artery disease1,4,5,6. FHNext analyzes genes associated with familial hypercholesterolemia. Diagnostic criteria for FH include extreme hypercholesterolemia, premature coronary heart, cerebral, or peripheral vascular disease, tendon xanthomas, corneal arcus; a family history of high cholesterol, heart disease, and/or tendon xanthomas; and a positive genetic test result9. While FH is common, it is under diagnosed; a significant proportion of affected individuals are missed despite widespread cholesterol screening programs.1,6,7 Genetic testing is effective in facilitating the diagnosis of FH.1,4,8 The genetic etiology of FH is established and involves genes associated with lipid metabolism. 3   
 
Significant aspects of my patient’s personal and/or family medical history that suggest familial hypercholesterolemia are below4,5: [check all that apply] 
 
· Persistent LDL-C levels (>190 mg/dL in adults or >160 mg/dL in children) 
· Personal history of premature (age 55 or earlier in males, age 65 or earlier in females) coronary artery disease 
· A first degree relative with elevated cholesterol or premature coronary artery disease 
· Other: _______________________________________________________________________________________  
 
The FH Foundation and National Lipid Association have recognized the clinical utility of genetic testing for FH and support it as standard of care. 2,4  
 


Identification of a mutation in one of these genes through genetic testing can confirm a diagnosis of FH.4,5,6,8,9 In many patients genetic testing is essential to diagnosing the disease, as LDL screening is insufficient for elucidating all cases.4 Genetic testing also informs prognosis, patient risk stratification, screening and treatment options (such as high dose statin cocktails or PCSK9 inhibitors), and genetic counseling, which can vary depending on the specific gene implicated in the disease. Timely diagnosis can lead to early initiation of lipid-lowering therapies and the identification of at-risk relatives, thereby reducing morbidity and mortality.2,4,6,7 Specifically for this patient, the impact of testing may include2,4,5: [check all that apply] 

· Genetic testing could allow immediate management and treatment to anticipate and control common clinical findings based on the results of the testing 
· Genetic testing could inform lifestyle modifications for the patient 
· Genetic testing could assist in long-term management and monitoring of suspected disease progression based on the results of the testing 
· Genetic testing could lead to informed decisions for other family members with similar conditions, or that may be at risk for similar conditions 
· Other: _______________________________________________________________________________________  
 
Based on the screening and treatment modifications indicated above, this test has clear clinical utility for my patient. Due to the risk of early-onset coronary artery disease associated with these mutations and the interventions available to reduce these risks, I am requesting coverage for this testing as medically necessary care and affirm that my patient has provided informed consent for genetic testing. I recommend that you support this request for coverage of diagnostic genetic testing for FHNext for my patient.  
 
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 
 
Test Name:	FHNext 
 
CPT codes: 	81328, 81405, 81406, 81497, 81479 
 
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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