[bookmark: _GoBack]LETTER OF MEDICAL NECESSITY FOR HEREDITARY HEMORRHAGIC TELANGIECTASIA (HHTNext)
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 hereditary hemorrhagic telangiectasia (HHT) to be performed by Ambry Genetics Corporation.

HHT causes malformations of the blood vessels, and is thought to occur in about 1 in 10,000 people in the U.S.; this is likely an underestimate due to those that go undiagnosed.1 Individuals with HHT typically have multiple arteriovenous malformations (AVMs), which can result in recurrent nosebleeds, GI bleeding, and bleeds to other parts of the body. Complications from these may be sudden and catastrophic, and may be age-dependent.2

Mutations in many genes have been associated with HHT, and are inherited in an autosomal dominant pattern.2  The most common genes associated are ENG and ACVRL1, in which mutations are found in 85-95.7% of clinically affected individuals (depending on how strictly diagnostic criteria are followed). Mutations in SMAD4 are found in about 1.4% of those with a clinical diagnosis of HHT.3 Mutations in other genes, GDF2 and RASA1, are seen in smaller proportions of patients with HHT.  Deletions and duplications within these genes have also been reported.3  

My patient’s personal and/or family history, as relevant to HHT, is below as applicable:

· 
· 
· 

Given the above history, my patient meets the Curacao diagnostic criteria for HHT2 and/or there is a significant probability of identifying a mutation in an HHT-related gene in my patient. This test (HHTNext) sequences the ENG, ACVRL1, SMAD4, GDF2, RASA1 genes and analyzes them for gross deletions/duplications. Due to the clinical overlap associated with mutations in these genes, this multi-gene test is the most efficient and cost-effective way to analyze these genes. Studies have demonstrated cost-effectiveness of genetic testing for individuals at risk for HHT, as compared to the cost of repeated long-term screening.4  

Confirmation that my patient has HHT through molecular genetic testing will directly impact my patient’s care and management. A positive genetic test result can provide the following benefits to my patient: 

· Confirm a diagnosis, particularly if clinical presentation is subtle or atypical 
· Tailor medical treatment (e.g. some clinical symptoms may be more common with mutations in certain genes, such as ENG and ACVRL12)
· Allow anticipatory guidance for medical care (e.g. managing AVM risk during dental and invasive procedures)
· Help identify at-risk family members (including children) 

Due to medical risks associated with mutations in genes in this test 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 HHT, 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 this testing (HHTNext) in my patient. Depending on the exact test ordered, genetic testing can take up to several weeks to complete and the laboratory will bill only after testing is complete. Therefore, we are requesting that the authorization be valid for a minimum of 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: 	 81405x2, 81406x2, 81479x4 

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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