LETTER OF MEDICAL NECESSITY FOR CHARGE SYNDROME GENETIC TESTING
(CHD7 Gene Sequence and Deletion/Duplication Analysis)
Date: 		Date of service/claim 
[bookmark: _GoBack] 
To:		Utilization Review Department 
		Insurance Company Name, Address, City, State
					
Re:		Patient Name, DOB, ID #:
ICD-10 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 CHARGE syndrome to be performed by Ambry Genetics Corporation.

CHARGE syndrome is a multi-system condition that affects an estimated 1 in 10,000 people worldwide.1 CHARGE is an acronym standing for the common clinical features seen in this condition: Coloboma of the eye, Heart defects, choanal Atresia, Retarded growth/development, Genital abnormalities, and Ear anomalies.2  Clinical diagnosis is made based on the presence of the four major characteristics, or three major and three minor characteristics.2,3  If a child presents with one or two major characteristics and several minor characteristics, CHARGE syndrome is also possible.2,3 Clinical features of CHARGE can often be extremely variable, so genetic testing can be an important way of confirming a diagnosis.

My patient has the following features suggestive of CHARGE syndrome:

Major Characteristics (Check all boxes that apply):	         	Minor Characteristics (Check all boxes that apply):
	
	Developmental delay

	
	Heart defect

	
	Distinctive facial features 

	
	Growth problems

	
	Genital anomalies

	
	Facial clefting

	
	Tracheoesophageal anomalies


	
	Ear anomalies

	
	Cranial nerve dysfunction

	
	Coloboma

	
	Choanal atresia/stenosis


 	
	

Based on the above, I am requesting coverage for this genetic test. It analyzes CHD7, the gene responsible for the majority of CHARGE syndrome. Due to the clinical overlap between CHARGE syndrome and other genetic syndromes (like 22q deletion syndrome and VACTERL association) and the clinical variability with CHARGE syndrome itself, confirmation of a diagnosis with CHD7 genetic testing is essential to ensuring appropriate medical care for my patient. Therefore, germline genetic testing is warranted for my patient.4,5

Identifying a causative mutation in CHD7 with molecular genetic testing will directly impact my patient’s care and management. A positive test result would ensure my patient is getting appropriate management, which can include: a complete cardiovascular evaluation; early management of gastroesophageal reflux; early nutritional, speech, and development interventions; vision and hearing assessments; endocrine therapy; physical therapy; and renal evaluation. These types of evaluations and interventions are warranted following a diagnosis, to initiate treatment before symptoms become severe. A positive test result would also help clarify/inform reproductive decision making for at-risk family members (including prenatal genetic testing).

Due to the interventions available, I am ordering this testing as medically necessary and affirm that my patient/patient’s family 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 CHARGE syndrome, 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 diagnostic genetic testing for CHARGE syndrome in 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 3 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: 	81407, 81479

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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