10/1/2019

Letter of Medical Necessity

TO:  Case Review Services

RE: Medical Ketogenic Diet Therapy

For: _______________

DOB: _______________

Attention Case Manager:

___________________________ is a ____________ year old male/female with a diagnosis of ________________ and an intractable seizure disorder.  His/Her seizures were occurring _____ times each day, despite attempts at seizure control with __________________________ (name anticonvulsants and other epilepsy treatments here). 

Approximately 1/3 of epilepsy patients have an intractable form, meaning that their seizures cannot be controlled with antiepileptic medications. For these patients, alternative options include the medical ketogenic diet, brain surgery, or vagus nerve stimulation (VNS). For my patient, I have prescribed the medical ketogenic diet. 

The medical ketogenic diet is a high fat, adequate protein, low carbohydrate formula that is individually calculated and prescribed to produce adequate ketosis to suppress an individual’s seizures.  The efficacy of the medical ketogenic diet for the management of intractable epilepsy is well documented (see clinical references in Appendices A and B). 

KetoCal® 2.5:1 LQ is a medical food with a ketogenic ratio of 2.5:1 (2.5 grams of fat for every 1 gram of combined protein and carbohydrate) for individuals over 8 years of age. It may be fed orally or via feeding tube. KetoCal 2.5:1 LQ is specially designed for the dietary management of intractable epilepsy and is to be used under medical supervision.
My patient is ______ in height and _____ in weight. In order to meet his/her nutritional needs, he/she will require ______ calories per day (see monthly volume prescription chart below for corresponding amount of product). 
We are requesting that the KetoCal 2.5:1 LQ product be covered under your policies, because it is designed and being utilized as part of an antiepileptic therapy management plan under medical supervision. If seizure control can be reached with a medical ketogenic diet, more invasive and costly procedures (see such as brain surgery or VNS may be avoided (see clinical references in Appendix C), and seizure medications may be reduced or even discontinued. 
Thank you for helping________________ (individual’s name). Your approval of this request for assistance with medical care and reimbursement of the formula would be greatly appreciated.

Sincerely,

______________________________________________

Signature


______________________________________________

Name 



______________________________________________

Title

______________________________________________

Title – Center/Hospital/Institution/Practice


Cc:  Letter of Dictation, Clinical References for the Ketogenic Diet, Medical Records, Reports, Prescription
Product and Reimbursement Information for KetoCal 2.5:1 Liquid: 

	Name
	Product Code
	Packaging
	Calories per drink box
	Reimbursement Code
	HCPCS Code

	KetoCal 2.5:1 LQ Vanilla
	137246
	27 x 237 mL 
(8 fl oz)
	363
	49735-01-7246
	B4154


Monthly Volume Prescription:

	Calories/day
	Calories/month
	KetoCal 2.5:1 Liquid

	
	
	Drink boxes/mo.
	Cases/mo.

	500
	15,000
	41
	2

	600
	18,000
	50
	2

	700
	21,000
	58
	2

	800
	24,000
	67
	3

	900
	27,000
	75
	3

	1,000
	30,000
	83
	3

	1,100
	33,000
	91
	3

	1,200
	36,000
	100
	4

	1,300
	39,000
	108
	4

	1,400
	42,000
	116
	4

	1,500
	45,000
	124
	5


Appendix A: Selected References Demonstrated the Efficacy of the Medical Ketogenic Diet for Intractable Epilepsy in Children
1. Dressler A, et al. Long-term outcome and tolerability of the ketogenic diet in drug-resistant childhood epilepsy--the Austrian experience. Seizure. 2010 Sep;19(7):404-8.  

2. Patel A, et al. Long-term outcomes of children treated with the ketogenic diet in the past. Epilepsia. 2010 Jul;51(7):1277-82.  

3. Kossoff EH. The ketogenic diet: an appropriate first-line therapy? Expert Rev Neurother. 2010 Jun;10(6):843-5.  

4. Kossoff EH, et al. Ketogenic Diets: An Update for Child Neurologists. J Child Neurol. 2009 Aug;24(8):979-88.  

5. Bough KJ, et al. Anticonvulsant mechanisms of the ketogenic diet. Epilepsia. 2007 Jan;48(1):43-58.  

6. Groesbeck DK, et al. Long-term use of the ketogenic diet in the treatment of epilepsy. Dev Med Child Neurol. 2006 Dec;48(12):978-81.  

7. Henderson CB, et al. Efficacy of the ketogenic diet as a treatment option for epilepsy: meta-analysis. J Child Neurol. 2006 Mar;21(3):193-8.  

8. Kossoff EH, et al. Benefits of an all-liquid ketogenic diet. Epilepsia. 2004 Sep;45(9):1163.  

9. Hemingway C, et al. The ketogenic diet: a 3- to 6-year follow-up of 150 children enrolled prospectively. Pediatrics. 2001 Oct;108(4):898-905.  

10. Freeman JM, et al. The efficacy of the ketogenic diet-1998: a prospective evaluation of intervention in 150 children. Pediatrics. 1998 Dec;102(6):1358-63.  

Appendix B: Selected References Demonstrating the Efficacy of the Medical Ketogenic Diet for Intractable Epilepsy in Adolescents and Adults

1. Liu H, Yang Y, Wang Y, et al. Ketogenic diet for treatment of intractable epilepsy in adults: A meta-analysis of observational studies. Epilepsia Open. 2018;3(1):9-17.
2. Kverneland M, Molteberg E, Iversen PO, et al. Effect of modified Atkins diet in adults with drug-resistant focal epilepsy: A randomized clinical trial. Epilepsia. 2018;59(8):1567-1576.
3. McDonald TJW, Henry-Barron BJ, Felton EA, et al. Improving compliance in adults with epilepsy on a modified Atkins diet: A randomized trial. Seizure. 2018; 60:132-138.
4. Cervenka MC, Henry-Barron BJ, Kossoff EH. Is there a role for diet monotherapy in adult epilepsy? Epilepsy Behav Case Rep. 2017; 7:6-9.
5. Schoeler NE, Wood S, Aldridge V, et al. Ketogenic dietary therapies for adults with epilepsy: feasibility and classification of response. Epilepsy Behav. 2014; 37:77-81.
6. Nei M, Ngo L, Sirven JI, et al. Ketogenic diet in adolescents and adults with epilepsy. Seizure. 2014; 23:439-42.
7. Lambrechts DA, Wielders LH, Aldenkamp AP, et al. The ketogenic diet as a treatment option in adults with chronic refractory epilepsy: efficacy and tolerability in clinical practice. Epilepsy Behav. 2012; 23:310-4.

Appendix C: References for Decreased Medical Costs Associated with the Medical Ketogenic Diet for Intractable Epilepsy in Children

1. Swink TD, Timmler TL, Weatherford KJ, Ruggles KH. Decreased cost of care associated with the ketogenic diet for treatment of medically refractory epilepsy [abstract 2.316]. Epilepsia. 2003;44(suppl 9);283.
2. Mandel A, Ballew M, Pina-Garza JE, Stalmasek V, Clemens LH. Medical costs are reduced when children with intractable epilepsy are successfully treated with the ketogenic diet.  J Am Diet Assoc. 2002 Mar;102(3):396-8.  
3. Gilbert DL, Pyzik PL, Vining EP, Freeman JM.  Medication cost reduction in children on the ketogenic diet: data from a prospective study. J Child Neurol. 1999 Jul;14(7):469-71. 
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