[bookmark: _GoBack]LETTER OF MEDICAL NECESSITY FOR MATURITY-ONSET DIABETES OF THE YOUNG (MODY) 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: (list codes)
				   

This letter is in regards to my patient and your subscriber, First, Last Name to request full coverage of medically-indicated diagnostic maturity-onset diabetes of the young (MODY) genetic testing to be performed by Ambry Genetics Corporation.

MODY is an inherited form of diabetes that accounts for 1-2% of all diabetes diagnoses.1 It is commonly diagnosed in late to early adulthood, with development of non-insulin dependent diabetes prior to 25 years of age as a defining feature. Given this, many individuals with MODY are misdiagnosed with type 1 or type 2 diabetes, which can lead to mismanagement of the disease. Those with MODY often have no reported history of obesity or metabolic syndrome accompanying hyperglycemia, which distinguishes MODY from other forms of diabetes.1 Individuals with MODY can also have other complications that those with type 1 or type 2 diabetes may not have, like renal cysts and end-stage renal disease, vascular problems, congenital malformations including absence of the pancreas, and sensitivity to certain drug treatments.1

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

· 
· 
· 

Given the above history, I am requesting coverage for this genetic testing (MODY panel), which analyzes 5 genes associated with MODY: GCK, HNF1A, HNF1B, HNF4A, PDX1. Exact disease course and associated risk complications are often dependent on the underlying gene mutation. As such, genetic screening for subtypes of MODY has been suggested as a “cost-effective application of personalized medicine.”2 This multi-gene test, with its clinical sensitivity of up to 85%3, is the most efficient and cost-effective way to analyze these genes. As MODY is suspected, there is a reasonable probability of detecting a mutation in my patient. According to published and proposed guidelines, germline genetic testing is warranted.1,4

Confirmation that my patient has diabetes due to MODY 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: 

· Confirming a diagnosis of MODY in symptomatic individuals
· Tailoring medical treatment based on the subtype of MODY confirmed, and the gene involved (such as the use of sulfonylurea treatment for those with a mutation in HNF1A or HNF4A)4
· Tailoring long-term patient management and monitoring disease progression, based on existing genotype-phenotype correlations4
· Assessing and confirming risk status for family members

Due to the medical risks associated with these mutations and 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 MODY diagnosis in my patient, and would ensure he/she is being managed appropriately. I am specifying Ambry Genetics Corporation because this laboratory has highly-sensitive and cost-effective testing for MODY, along with a large database of previously tested patients to ensure highly validated, accurate, and informative test interpretation.  

I recommend that you support this request for coverage of MODY diagnostic genetic testing in my patient. Depending on the exact test ordered, genetic testing can take up to several weeks to complete, and the laboratory will not bill until testing is concluded. Therefore, we are requesting that the authorization be valid for 4 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: 	81404x2, 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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