[bookmark: _GoBack]LETTER OF MEDICAL NECESSITY FOR NEURODEVELOPMENTAL DISORDERS GENETIC TESTING (NeuroDevelopment-Expanded)
Date: 		Date of service/claim 
 
To:		Utilization Review Department 
		Insurance Company Name
Address, City, State, Zip
					
Re:		Patient Name, DOB, ID #
		ICD-10 Codes: (list codes)
				   

Dear Medical Director:

I am writing this letter on behalf of my patient and your subscriber, [First Last Name], to request coverage of medically-indicated genetic testing for combined neurodevelopmental disorders (Neurodevelopment-Expanded) offered by Ambry Genetics Corporation. 

Neurodevelopment disorders (NDDs) are disabilities associated primarily with the functioning of the brain and neurological system. Individuals often present with global developmental delays (GDD), intellectual disability (ID), epilepsy, and/or characteristics of autism spectrum disorders (ASD). There is a growing body of evidence that shows strong support for the role of genetics in NDDs. 1 

Many individuals are diagnosed with a combination of ID, ASDs and epilepsy. There is increasing evidence for the existence of common neurodevelopment pathways that could explain the significant overlap between ID, ASDs and epilepsy.1,2 Those with one of these disorders may go on to later develop others, and the overlapping and non-specific nature of these disorders can bring diagnostic challenges. Genetic testing can assist with arriving at an accurate diagnosis and creating an appropriate treatment plan.

For this patient, I have determined that this genetic test is medically necessary based on [his/her] clinical symptoms and/or clinical history. My patient is suspected to have one or more neurodevelopmental disorders (NDDs).  [His/Her] clinical history is suggestive of NDDs, outlined below as applicable (Alternative:  My patient presented to clinic with the following history consistent with NDDs):
· 
· 

This genetic test (Neurodevelopment-Expanded) analyzes 196 genes associated with NDDs, including epilepsy, ASDs and ID: ABCD1, ACSL4, ADNP, ALDH7A1, ALG13, ANKRD11, AP1S2, AP4B1, ARHGEF9, ARID1B, ARX, ATP13A2, ATP1A2, ATP7A, ATRX, BRWD3, CA8, CACNA1A, CACNA1C, CASK, CC2D1A, CDKL5, CHD2, CHD7, CHD8, CHRNA2, CHRNA4, CHRNB2, CLN3, CLN5, CLN6, CLN8, CNTNAP2, CREBBP, CRH, CSTB, CTCF, CTSD, CTSF, CUL4B, DCX, DDX3X, DEPDC5, DHCR7, DLG3, DNAJC5, DNM1, DYNC1H1, DYRK1A, EEF1A2, EHMT1, EPM2A, FGD1, FLNA, FMR1, FOLR1, FOXG1, FOXP1, FOXP2, FTSJ1, GABRA1, GABRB3, GABRG2, GAMT, GATM, GDI1, GNAO1, GOSR2, GPC3, GRIA3, GRIN1, GRIN2A, GRIN2B, GRN, HCN1, HDAC8, HNRNPU, HOXA1, HPRT1, HUWE1, IDS, IQSEC2, KAT6A, KATNAL2, KCNA2, KCNC1, KCNJ10, KCNQ2, KCNQ3, KCNT1, KCTD7, KDM5C, KIAA2022, KIF1A, L1CAM, LAMP2, LGI1, LINS, MAN1B1, MAOA, MBD5, MECP2, MED12, MED23, MEF2C, MFSD8, MID1, NDP, NDUFA1, NHLRC1, NHS, NIPBL, NLGN3, NLGN4X, NRXN1, NSD1, NSUN2, OCRL, OFD1, OPHN1, OTC, PACS1, PAK3, PCDH19, PDHA1, PHF6, PHF8, PIGA, PIGN, PLCB1, PLP1, PNKP, PNPO, POGZ, POLG, PORCN, PPT1, PQBP1, PRICKLE1, PRRT2  PTCHD1, PTEN, PTPN11, PURA, RAB39B, RAD21, RAI1, RPL10, RPS6KA3, SATB2, SCARB2, SCN1A, SCN1B, SCN2A, SCN8A, SHANK3, SIK1, SLC13A5, SLC16A2, SLC25A22, SLC2A1, SLC35A2, SLC6A1, SLC6A8, SLC9A6, SMARCA2, SMARCA4, SMARCB1, SMC1A, SMC3, SMS, SNAP25, SPTAN1, ST3GAL3, STX1B, STXBP1, SYN1, SYNGAP1, SZT2, TBC1D24, TBL1XR1, TBR1, TCF4, TIMM8A, TPP1, TRAPPC9, TSC1, TSC2, TUSC3, UBE2A, UBE3A, UPF3B, VPS13B, WDR45, ZC4H2, and ZEB2. This multi-gene test is an efficient and cost-effective way to analyze numerous genes implicated in NDDs, and has significant potential to identify a causative gene mutation in my patient. As my patient has an unexplained NDD, there is a reasonable probability of detecting a mutation with this test. 

This genetic testing will help clarify my patient’s diagnosis and more importantly, guide my recommendation for further medical care.  This genetic test will impact medical management, screening, and prevention of potential complications of this disease.  Examples of this include:
· A positive test result would ensure my patient is getting appropriate management and screening from an early age for maximum benefit. 
· Management options can include: medication, speech and language therapy, occupational therapy, physical therapy, behavioral intervention, educational support/assistance, and/or family counseling and support
· A positive test result may also help avoid unnecessary testing and/or procedures, and would also help clarify/inform reproductive decision making for at-risk family members (including prenatal genetic testing).
Specifically for this patient, the results of the genetic 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

Neurodevelopment-Expanded includes full gene sequencing and deletion/duplication analysis of 196 genes (listed earlier). Due to the medical risks associated with these mutations and the available interventions, this genetic test is medically warranted.  As such, I am ordering this test as medically necessary and affirm that my patient (Alternative: authorized representative, if a minor) has provided informed consent for genetic testing.

A positive test result would confirm a genetic diagnosis 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 unexplained epilepsy, autism spectrum disorders, and intellectual disability, along with a large database of tested patients to ensure 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. Coordinating and completing complex testing of this nature can take up to several months; we are requesting that the authorization be valid for at least 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 indicated 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: 	81302, 81304, 81321, 81323, 81403x3, 81404x5, 81405x2, 81406x2, 81407, 81408, 81479x5

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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