[bookmark: Text1]Letter of Medical Necessity for Exome Sequencing



Instructions for Health Care Practitioner:



















1. [bookmark: _GoBack]This letter template is being provided as a tool to clinicians to assist in communication with payers.


2. The template is to be printed on the physician’s letterhead.


3. Specific patient information must be included in the following letter in order for this to be effective.


4. The areas that must be edited/deleted are indicated in grey on the template.


Exome Sequencing/Whole Exome Sequencing 
(Test Codes: 36935 Proband, 36936 Trio, 36938 Reanalysis) 

<Date>


[bookmark: Text2]ATTN:			<Medical Director/ Physician Name>, M.D.
[bookmark: Text3]			<Institution/Insurance Company>
[bookmark: Text4]                                   	 <Street Address>
[bookmark: Text5][bookmark: Text6][bookmark: Text7]			<City>, <State> <Zip>
	
[bookmark: Text8]RE:			<Patient Name>
[bookmark: Text9]DOB:			<MM/DD/YYYY>
[bookmark: Text10]Member ID:		<Insurance ID Number>
[bookmark: Text11]Group #:		<Enter Group #>

Dear Doctor <Medical Director/ Physician Name>:

[bookmark: Text20]I am writing this letter on behalf of my patient <Patient Name> to request that you approve whole exome testing as part of his/her care. I strongly suspect the cause of his/her condition is genetic and, if so, knowing which gene(s) are involved is likely to impact the management of his/her care in ways described below. I am choosing exome testing at this juncture over targeted genetic testing because <CHOOSE ONE: no targeted genetic test is well suited for this phenotype – OR –targeted gene testing was done and found to be negative>.  

[bookmark: Text24][bookmark: Text25]<Patient Name> is a <age>-year-old <gender > with <list symptoms and clinical findings>.  
[bookmark: Text27]1. <Symptom #1 with ICD-10 code>
[bookmark: Text28]2. <Symptom #2 with ICD-10 code>
…

<Add family history if relevant – 
· Family history is negative suggesting either a de novo genetic variant or an autosomal recessive disease.    OR 
· Family history is significant for (insert information), which provides further evidence that this condition has genetic underpinnings.>

This patient has received genetic counseling regarding the benefits and risks of whole exome sequencing. 

Rationale for Testing

Exome testing has been shown to be successful at identifying the genetic cause of conditions when patients have multiple congenital anomalies and/or neurodevelopmental disorders, as is the case with this patient. Detection rates range from about 28.8% to as high as 57.5% for this patient population.1-7 Furthermore, in those with a genetic cause identified by exome testing, 20.9% to 49% of patients had a change in their management based on the exome results.1,8,9 Additionally, a molecular diagnosis often obviates the need for future medical procedures and/or testing that otherwise would have been ordered such as <insert examples of prior and potential future procedures and testing such as exploratory or corrective surgeries, imaging studies, specialty referrals, laboratory studies, pharmaceutical trial and error, psychoeducational evaluations>. Furthermore, in some instances, this utility includes an end to the costly diagnostic odyssey <and/or switch to palliative care>.  

In addition to clinical impact, this exome testing may also reduce the overall health care costs for this patient. Cost savings are supported by multiple domestic and international studies. One study indicated that savings were independent of a positive exome result, suggesting that a definitive exome result ends the diagnostic odyssey even when results are negative.10 Another study comparing panel testing to exome found that almost 23% of patients would not have received a genetic diagnosis without exome analysis.11 

I anticipate one or more of the following benefits from this test for this patient: 
1. obtain a diagnosis for phenotype,
2. avoid additional unnecessary and costly procedures,
3. end the diagnostic odyssey, and/or
4. inform best treatment therapy.

[bookmark: Text36]In conclusion, I am requesting that <Patient Name> be approved for the exome testing Test Code 36935 Proband, or 36936 Trio, or 36938 Reanalysis offered by Quest Diagnostics. Quest Diagnostics is particularly well suited to perform this exome for this patient for the following reasons:
1. Their test has the ability to detect both sequence variations and copy number variants in the same test, which increases the likelihood of determining the genetic underpinnings of this disorder. Not all laboratories offer this ability to detect copy number variations as part of this test. Studies have demonstrated about 2% positive detection rate for copy number variations.12,13  
2. Quest includes mitochondrial genome testing as part of their exome test.
3. Genetic counselors and other medical and genetic staff are involved in collecting and reviewing the phenotype type data, which is crucial for interpretation. 
4. Peer-reviewed standardized DNA Variant Scoring system for pathogenicity assessments in Mendelian disorders that aligns with ACMG and AMP guidelines.14
5. <If family members are available and you plan to order a trio, include this sentence>. Lastly, both family members of this patient are available to aid in the interpretation and Quest’s exome test allows me to order this test as a trio, which increases the likelihood of a meaningful genetic interpretation.3  

[bookmark: Text41][bookmark: Text42]I hope you will support this letter of medical necessity for <Patient Name>. Please feel free to contact me at <Physician Phone> if you have additional questions.

Sincerely,



<Physician Name>, MD
[bookmark: Text44]NPI #: <Physician NPI#>

[bookmark: Text45]Contact information: 
< Address>
<City>, <State>, <Zip>
Contact Phone No.: <phone number>

Test codes/CPT codes: Proband 36935/81415, Trio 36936/81415 and 81416x2, Reanalysis 36938/81417

The CPT codes provided are based on AMA guidelines and are for informational purposes only. CPT coding is the sole responsibility of the billing party. Please direct any questions regarding coding to the payer being billed.
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