


LETTER OF MEDICAL NECESSITY
TTR GENETIC TESTING

Date: 	Date of Service/claim

To: 	Utilization Review Department  
Insurance Company Name, Address, City, State
 
Re: 	Patient Name, DOB, ID #

ICD-10 Codes: 


This letter is regarding my patient and your subscriber, referenced above, to request full coverage of medically indicated genetic testing for hereditary transthyretin amyloidosis (hATTR) amyloidosis testing via TTR analysis to be performed by Ambry Genetics Corporation.

ATTR amyloidosis is a rare, progressive, and fatal disease characterized by deposition of amyloid fibrils in multiple organs and body systems (eg, heart and nervous system)1,2. Genetic testing is recommended for confirmation of the diagnosis and detection of specific of TTR gene mutations1,5,15. Sequence analysis detects nearly all mutations in the TTR gene13.
 
As amyloid protein builds in the body, symptoms are typically progressive and can impact many different organ symptoms with different signs and symptoms from patient to patient, even within the same family3,5. Making a clinical diagnosis is complicated by the fact that the nonspecific symptoms overlap with common disorders and hinder recognition of amyloidosis5. The average time to diagnosis is 2-3 years (regardless of family history) and in one study, diagnosis took over 6 years after the onset of symptoms for 1 in 10 patients14.

Significant aspects of my patient’s personal and/or family medical history that suggest inherited hATTR are below5,8-11: [check all that apply]

· Positive PYP scan showing deposition of TTR
· Family history of amyloidosis
· Ocular manifestations, including dark floaters, glaucoma, abnormal blood vessels in the eye, and pupillary abnormalities
· Spinal stenosis
· Central Nervous System manifestations such as progressive dementia, headache, seizures, spastic paresis, stroke-like episodes, loss of voluntary muscle control
· Gastrointestinal manifestations such as nausea and vomiting, early satiety, diarrhea, severe constipation, unintentional weight loss
· Bilateral carpal tunnel syndrome
· Cardiovascular manifestations such as aortic stenosis, arrhythmias, conduction blocks, congestive heart failure, ventricular wall thickening with preserved ejection fraction and absence of left ventricular dilation
· Nephropathy
· Peripheral sensory-motor neuropathy 
· Autonomic neuropathy such as orthostatic hypotension, recurrent urinary tract infections, sexual dysfunction, sweating abnormalities
· Other: _______________________________________________________________________________________
 
The American College of Cardiology (ACC), the American Heart Association (AHA), and the Heart Failure Society of America (HFSA) have all recognized the clinical utility of genetic testing for hereditary transthyretin amyloidosis and support it as standard of care.16,17,18 

Identification of a mutation through genetic testing confirms a diagnosis of hATTR. Genetic testing also informs prognosis, risk stratification, screening and treatment options, prevention efforts and genetic counseling, which can vary depending on the specific gene implicated in the disease. Specifically for this patient, the impact of testing may include: [check all that apply]

· Genetic testing could allow immediate management and treatment including drugs that inhibit synthesis of amyloidogenic TTR and stabilize native TTR tetramers13
· Genetic testing could assist in long-term management and monitoring of suspected disease progression based on the results of the testing including neurologic, cardiac, CNS, ophthalmologic, and renal monitoring13
· Genetic testing will lead to changes in diagnostic procedures such that more potentially invasive alternative procedures could be avoided, reducing unnecessary tests and cost
· Genetic testing will 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, lifestyle, and treatment modifications indicated above, this test has clinical utility for my patient. ATTR amyloidosis is a fatal disease that results in a progressive decline in quality of life severely impacting activities of daily living. Due to the availability of interventions available to reduce these risks, I am requesting coverage for this testing as medically necessary care. 

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

Sincerely,


Ordering Clinician Name 

Test Details

Test Name: 	TTR gene analysis

CPT codes: 	

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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