
___________________________




Date:_____________


(Insurance Company Name)

____________________________

(Insurance Company Address) 

____________________________

(Insurance Company Address) 

Letter of Medical Necessity

Dear Sir or Madam:

Isovaleric acidemia and other disorders of leucine metabolism

Isovaleric Acidemia (IVA) is a rare inherited disorder affecting leucine metabolism caused by a deficiency of isovaleryl-CoA dehydrogenase. 

The disease can present itself in a variety of forms from a severe presentation to a much milder form.  Symptoms will vary from individual to individual.  For patients with the severe acute form symptoms include drowsiness, rapid breathing, vomiting, lethargy and coma.  Hospitalization and aggressive medical and nutrition therapy is necessary to stabilize the infant.  Symptoms are often triggered by either infections or excessive dietary protein intake.  Primary treatment is through dietary management, and compliance is essential in preventing devastating consequences, including death.  Treatment is lifelong.  
The aim of dietary management is to limit dietary leucine intake and minimize formation of isovaleric acid by means of a low whole protein diet, the source of leucine.  A low protein diet alone to restrict leucine is often not sufficient to promote growth, but the use of additional non-leucine sources of protein may be required.  Protein requirements are met by supplementing the diet with a leucine-free amino acid mixture (i.e. medical foods).  
I am requesting insurance coverage and reimbursement for my patient, ___________________________________, who has been diagnosed with __________________________ and for whom I have prescribed the use of XLeu Analog™ (manufactured by SHS International and distributed by Nutricia North America). 

XLeu Analog is an unflavored, leucine-free powdered infant formula for the dietary management of isovaleric acidemia and other disorders of leucine metabolism in children ages 1-8 years. XLeu Analog is leucine-free but contains a balanced mixture of all other essential and non-essential amino acids, carbohydrate, fat, vitamins, minerals and trace elements.  XLeu Analog is indicated for infants.  

XLeu Analog is not a drug but is classified by the FDA as an “Exempt Infant Formula, generally not available at retail level”, which requires usage under strict medical supervision. The product is not available at the retail level but must be ordered through a pharmacy or directly from Nutricia North America.  XLeu Analog has been prescribed and is medically necessary as the optimum treatment for my patient.

Sincerely,

______________________________________________
Signature

______________________________________________
Name 



______________________________________________
Title

______________________________________________
Title – Center/Hospital/Institution/Practice

Product and Reimbursement Information for XLeu Analog
	Name
	Flavor
	Packaging
	Calories per Can
	Reimbursement/ NDC Code
	HCPCS Code

	XLeu Analog
	Unflavored
	4 x 400 g (14 oz)
	1900
	49735-0118-88
	B4162


