SAMPLE LETTER OF MEDICAL NECESSITY
FOR
MENKES AND RELATED SYNDROMES GENETIC TESTING

Date: 		Date of service/claim 
 
To:		Utilization Review Department 
		Insurance Company Name, Address, City, State, ZIP
					
Re:		Patient Name, DOB, ID #
		ICD-9/10 Codes: (list codes)
				   

Dear Medical Director:

I am writing this letter on behalf of my patient and your subscriber, listed above, to request coverage of medically-indicated genetic testing for Menkes syndrome (and related syndromes) to be performed by Ambry Genetics Corporation.

Menkes syndrome is one of the copper transport disorders related to the ATP7A gene, caused by copper accumulation in some body tissues and copper deficit in others.1 There are three disorders related to the ATP7A copper transport gene, each with their own clinical characteristics:1 Menkes syndrome, Occipital horn syndrome (OHS), and ATP7A-related distal motor neuropathy (DMN).  Because the ATP7A gene is inherited in an X-linked manner, males are typically more severely affected for all of these disorders.  

For this patient, I have determined that this genetic test is medically necessary based on [his/her] clinical symptoms, history, and/or family history. Significant aspects of my patient’s personal and/or family medical history that raise reasonable suspicion of Menkes (or a related) syndrome are as follows:

· 
· 
· 

Based on the above, I am requesting coverage for the Menkes and Related Syndromes genetic test. It utilizes next generation sequencing and deletion/duplication analysis to analyze the ATP7A gene.  Biochemical testing can be useful in diagnosing males with Menkes syndrome or OHS, but not in identifying carrier females.1 In addition, biochemical testing is usually normal in those with ATP7A-related DMN.  This makes genetic testing of ATP7A a reliable test for both affected individuals and carriers for all three disorders.1-3 A positive test result would ensure my patient is getting appropriate management, which can include: gastrostomy tube placement, prophylactic antibiotics, and surgery for bladder diverticulae in classic Menkes syndrome.  In addition, subcutaneous injections of copper histidine or copper chloride before age ten days normalizes developmental outcome in some children and improves the neurologic outcome in others.  Therefore, germline genetic testing is warranted for my patient. Identifying a causative mutation in the included gene with molecular genetic testing will directly impact my patient’s care and management. 

Specifically for this patient, the results of the Menkes and Related Syndromes test are necessary to consider in the following areas [check all that apply]:

· Genetic testing will lead to changes in my medical management strategies; AND/OR

· Genetic testing will lead to changes in diagnostic procedures such that more potentially invasive alternative procedures could be avoided, reducing unnecessary tests and cost; AND/OR

· Genetic testing will lead to informed decisions for other family members with similar conditions, or that may be at risk for similar conditions

Due to the interventions available, I am ordering this testing as medically necessary and affirm that my patient/patient’s legal guardian has provided informed consent for genetic testing.

A positive test result would confirm a genetic diagnosis 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 Menkes and related syndromes, along with highly validated, accurate, and informative test interpretation.  

Please review this information and provide support for this request for coverage of diagnostic genetic testing for my patient. 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 6 months. 
	
Thank you for your time and further consideration. If you have any questions, please do not hesitate to contact me at the numbers below. 

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 

[Clinician Address]
[Clinician Phone Number]

Test Details
CPT codes: 	81479x2
[bookmark: _GoBack]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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