
___________________________




Date:_____________


(Insurance Company Name)

____________________________

(Insurance Company Address) 

____________________________

(Insurance Company Address) 

Letter of Medical Necessity

Dear Sir or Madam:

Maple Syrup Urine Disease (MSUD) is a rare inherited disorder, affecting between 1:100,000 and 1:300,000 live births.   The disorder affects the metabolism of leucine, isoleucine and valine.   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 and include drowsiness, rapid breathing, vomiting and sweet-smelling urine.  If untreated, MSUD may lead to seizures, coma and often death within the first few months of life.  High blood levels of the amino acids (leucine, isoleucine and valine) are toxic and cause rapid degeneration of brain cells and death.  
Dietary treatment for MSUD consists of a diet restricted in the amino acids leucine, isoleucine and valine.  Such a diet restricts all foods high in protein (meat, eggs, nuts), but provides prescribed amounts of natural protein for meeting leucine, isoleucine and valine needs.  Without additional calories, nutrients, and essential and non-essential amino acids (excluding leucine, isoleucine and valine), the patient would experience malnutrition.  Therefore, an important part of the patient’s daily food intake must come from a medical food lacking the amino acids leucine, isoleucine and valine but containing all the other nutrients and essential and non-essential amino acids.  The aim of dietary management is to prevent the accumulation of the branched chain amino acids by means of a low protein diet. 

Therefore, I am requesting insurance coverage and reimbursement for my patient, ___________________________________, who has been diagnosed with _____________________ and for whom I have prescribed the use of MSUD Analog™ (manufactured by SHS International and distributed by Nutricia North America).
MSUD Analog is an isoleucine-, leucine-, and valine-free powdered infant formula for the dietary management of maple syrup urine disease (MSUD).  MSUD Analog contains a balanced mixture of all other essential and non-essential amino acids, carbohydrate, fat, vitamins, minerals and trace elements (including iron, selenium and chromium).  
MSUD Analog is not a drug but is classified by the FDA as an “Exempt Infant Formula Generally not Available at the Retail Level” and which requires usage under strict medical supervision.  MSUD Analog has to be special ordered through a pharmacy or directly from Nutricia North America (with medical consent).  MSUD 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 MSUD Analog
	Name
	Flavor
	Packaging
	Calories per Can
	Reimbursement/ NDC Code
	HCPCS Code

	MSUD Analog
	Unflavored
	4 x 400 g (14 oz)
	1900
	49735-0118-86
	B4162


