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[bookmark: Text1]Letter of Medical Necessity
Cystic Fibrosis Screen
GUIDELINE: A physician may include a letter of medical necessity with a preauthorization request, claim submission, or appeal to facilitate the insurance review process for the benefit of the patient.  Most major insurance companies consider genetic testing medically necessary to establish a molecular diagnosis of an inheritable disease when all three of the following conditions are met: 1) The patient displays clinical features, or is at direct risk of inheriting the mutation in question (pre-symptomatic); 2) The result of the test will directly impact the treatment being delivered to the patient; and 3) After history, physical examination, pedigree analysis, genetic counseling, and completion of conventional diagnostic studies, a definitive diagnosis remains uncertain.
Ambry Genetics’ experience with insurance companies is such that we encourage primary care physicians to cover as many of the following points as possible that are applicable to your patient:
· Explanation that the requested genetic test has been ordered by a physician;
· Explanation of the medical necessity for the test requested;
· If family history is cited, give as much family history as possible, including specifics about relationship to patient. For example: cancer site, age of cancer diagnosis (alternatively, a detailed three-generation pedigree that contains this information could be attached and referred to in the body of the letter);
· Patient's diagnosis and prognosis, including age of onset;
· Explanation that the genetic test is recognized as appropriate for inclusion in this patient's treatment regimen;
· Treatment plan, including specific statements about anticipated impact of the genetic test on the medical management of patient.
We remind you to read through the entire letter of medical necessity to make sure it makes sense for your patient. 
Please call Ambry Client Services (866) 262-7943, if you need help or have any questions.

<On Office Letterhead>
<Date>
<Insurance Company Name>
[bookmark: Text9]<Medical Director>, MD
<Address 1>
<Address 2>
[bookmark: Text14][bookmark: Text15]<City>, <ST>  <ZIP>
[bookmark: Text16][bookmark: Text17]Re: <Patient Full Name>			DOB: <MM/DD/YYYY>
[bookmark: Text18][bookmark: Text19]Member ID: <Enter Member ID>		Group ID: <Enter Group ID>
Dear Medical Director:
[bookmark: Text20]I am writing this letter on behalf of my patient <Patient Name>, to request coverage for a genetic carrier screening test to detect the presence of a mutation in the Cystic Fibrosis Transmembrane Conductance Regulator (CFTR) gene.  I am requesting this test for <Patient Name>, because a family member (s) has been identified to have a mutation within the CFTR gene. This letter documents the medical necessity for this test to confirm the diagnosis of cystic fibrosis and provides information about the patient’s medical history and treatment.
Patient History and Diagnosis:
[bookmark: Text24][bookmark: Text25]<Patient Name> is a <Age>  year old <Gender > with a suspected diagnosis of cystic fibrosis due to the following symptoms and clinical findings.
[bookmark: Text27]1. <Symptom #1 with ICD-9 code>
[bookmark: Text28]2. <Symptom #2 with ICD-9 code>
Family History
<Family History>
These symptoms and family history, as well as the examination are indicative of cystic fibrous. Molecular testing plays an important role in making a definitive diagnosis in cases of suspected cystic fibrous to treat the patient appropriately. An accurate diagnosis will provide the following benefits to the patient: 
· <Benefit 1>
· <Benefit 2>
· <Benefit 3>
[bookmark: Text38][bookmark: Text40]Testing will be conducted by Ambry Genetics Corporation (TIN 33-0892453 / NPI 1861568784) using the following CPT code(s) : <CPT Codes>. The approximate cost of the <Name of Test> is <$0,000.00> .
I hope you will support this letter of medical necessity for <Patient Name>. Please feel free to contact me at <Physician Phone> for any additional information.
Sincerely,
<Signature>
<Print Name>, MD
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