___________________________




Date:_____________


(Insurance Company Name)

____________________________

(Insurance Company Address) 

____________________________

(Insurance Company Address) 

Letter of Medical Necessity

Dear Sir or Madam:
Phenylketonuria (PKU) is an inherited genetic disorder of protein metabolism that affects approximately 1:19,000 infants in the United States. PKU results from a deficiency in the enzyme responsible for metabolizing the amino acid phenylalanine. This results in the toxic build-up of phenylalanine levels in the body. 

In the U.S., newborn screening tests for PKU are mandatory because if left untreated, an individual with PKU will suffer irreversible brain damage and severe mental retardation which can lead to learning disabilities and behavioral disturbances. Other manifestations include vomiting, lethargy and eczema. Currently there is no effective medication or gene therapy available for PKU. However, normal growth and development are possible if a PKU patient is managed by life-long nutrition support. 

At this time, the standard of care and the only effective treatment available for PKU is strict dietary control of phenylalanine intake. This is accomplished by restricting high-protein foods (i.e., meat and meat products, milk and milk products, legumes, nuts, etc.) while simultaneously allowing low protein medical foods, minimal quantities of low-protein grains, fruits and vegetables in combination with fat and sugar. 

This stringent diet restricts consumption of natural or whole protein, and diet compliance is a challenge. For some patients, a more relaxed diet in combination with an amino acid-based medical food formula that provides large neutral amino acids only (with the exception of phenylalanine) will be beneficial. My patient ______________________________ is one of these.
Therefore, I am requesting insurance coverage/reimbursement for my patient _______________________ with a diagnosis of _______________________ for whom I have prescribed the use of Lanaflex™ (manufactured by SHS International and distributed by Nutricia North America). 
Lanaflex is a phenylalanine-free powdered medical food containing the remaining essential amino acids (large neutral amino acids and lysine) for the dietary management of phenylketonuria.  Lanaflex is a mixture of carbohydrates, vitamins, minerals, and trace elements.  
The product is considered a “Medical Food” and has to be consumed under strict medical supervision. Lanaflex is not available at the retail level and has to be special ordered through a pharmacy or directly from Nutricia North America (with medical consent).
Lanaflex has been prescribed and is medically necessary as the optimum treatment for my patient.
Sincerely,

______________________________________________
Signature
______________________________________________
Name 



______________________________________________
Title

______________________________________________
Title – Center/Hospital/Institution/Practice


Product Information and Reimbursement Codes for Lanaflex
	Name
	Flavor
	Packaging
	Calories per Packet
	Reimbursement/ NDC Code
	HCPCS Code

	Lanaflex
	Orange
	40 x 15.8 g 
	40 
	49735-0126-43
	B4157


