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 The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  The clinician should utilize this guidance and interpret it in the clinical context of the individual patient.  Individual cases that are outside the recommendations should be adjudicated at the local facility according to the policy and procedures of its P&T Committee and Pharmacy Services.  
	EXCLUSION CRITERIA (If selected, patient is NOT eligible)


	· Hypersensitivity to modafinil, armodafinil, or any component of the product



	INCLUSION CRITERIA (all bold criteria must be met)


	· Other causes of fatigue or excessive daytime sleepiness have been ruled out and appropriately treated (including depression)

AND

· Patients have received counseling on proper sleep hygiene measures (Appendix A)  and have implemented such measures prior to consideration of pharmacologic treatment

INDICATIONS (all criteria must be met for each indication):
· Excessive daytime sleepiness associated with narcolepsy
· Clinical diagnosis of narcolepsy
· Patient must have documented excessive daytime sleepiness (Epworth score > 10) during waking hours6 (Appendix B)

· Excessive sleepiness associated with shift- work sleep disorder  
· Requirements above for narcolepsy and 
· Patient must have worked more than 5 night shifts per month for at least 3 consecutive months

· Night shift is defined as > 6 hours between the times of 2200 and 0800
· Excessive daytime sleepiness associated with obstructive sleep apnea (OSA) despite optimal treatment by a sleep specialist/pulmonologist or neurologist 
· Clinical diagnosis of obstructive sleep apnea
· Patient must have documented excessive daytime sleepiness (Epworth score > 10) during waking hours6 (Appendix B)

· Documented compliance (CPAP use >4hours/ night) and maximized treatment with CPAP for an adequate period of time

· Treatment of fatigue in patients with multiple sclerosis
· Clinical diagnosis of multiple sclerosis
· Contraindication or lack of therapeutic response/intolerance to amantadine therapy 
· Based on results from the use of modafinil in treatment of MS related fatigue, the maximum dose is 200 mg daily


	PRESCRIPTION LIMITS AND MONITORING

	· All indications will be limited to an initial 30 day supply with 2 refills 

· After 3 month trial, documentation of tolerability and efficacy needs to be noted in the patient's chart in order to continue modafinil.  The same clinical measure used to diagnosis the fatigue must be repeated to demonstrate efficacy. The testing results must be documented in the patient chart


	ISSUE FOR CONSIDERATION

	Abuse Potential- modafinil, produces psychoactive and euphoric effects, alterations in mood, perception, thinking and feelings
typical of other CNS stimulants. Modafinil demonstrates an increase in dopamine levels which influences the brain’s reward system in a manner similar to other addictive agents.
Combination therapy with other psychostimulants- there is no evidence to support the use of combination therapy with modafinil. Requests should be adjudicated locally.
Dosage above 200 mg daily-Dosages of up to 400 mg/day given as a single dose have been well tolerated, but there is no consistent evidence that this dose confers additional benefit beyond that of the 200 mg dose
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Appendix A
Sleep Hygiene Education
 Sleep hygiene education is useful for all patients regardless of diagnosis. It ensures that patient’s behaviors and lifestyle are optimized to improve sleep efficiency

by educating patients about the interaction between lifestyle, environment, and sleep physiology.

· Avoid or limit caffeinated containing products, nicotine, and alcohol especially later in the day. 

· Avoid drinking excess liquids after supper to avoid having to get up during the night to go to the bathroom.

· Avoid or limit daytime naps to 30 minutes in the early afternoon before 3:00 pm.

· Go to bed only when sleepy. Sleep only as much as needed to feel refreshed. Staying in bed longer can result in fragmented/shallow sleep on following nights.

· Create a dark, quiet, temperature-controlled bedroom. (e.g., change the number of blankets you use; use earplugs; close the door if noisy) 

· Avoid heavy meals within 2 hours of bedtime; a light snack might help if hungry. 

· Maintain a regular daily schedule of activities including bedtime and awakening times, 7 days/week. Use an alarm clock if needed.

  

· Exercise regularly during the daytime. Avoid active exercise in the late evening when it is close to bed time.

· Use the bed and bedroom only for sleeping or sexual activity. Do not eat, work or watch television while in bed.

· If you can not sleep, if possible, get out of bed and go to another room if you have not fallen asleep within 15-20 minutes.

· Go to another room, read or engage in other quiet activities; or do other relaxation activities before attempting to sleep again. Return to bed only when sleepy. Repeat if necessary. Do not watch the clock; turn the clock around or cover it up.

· Solve problems before retiring. If not possible, write down your worries, plans and strategies during the early evening and not at bedtime.

· Correct extrinsic factors such as environmental disruption (e.g., pets or snoring partner)

· Establish a “wind-down” routine going to bed and develop and maintain bedtime “rituals” that make going to sleep a familiar routine; for example:  

·       Setting time to relax before bed with 20-30 minutes of relaxation (e.g. soft music, medication, breathing exercises

·       Take a warm bath

·        Have a light snack, which could include: warm milk, foods high in tryptophan, such as bananas, carbohydrates, which can help induce sleep

Refer to Insomnia PC Algorithm found on the National PBM website
Appendix B

Epworth Sleepiness Scale6
How likely are you to doze off or fall asleep in the following situations, in contrast to feeling just tired? This refers to your usual way of life in recent times. Even if you have not done some of these things recently, try to work out how they would have affected you. Use the following table to mark the most appropriate number for each situation: 

	
	0

would never doze


	1

slight chance of dozing


	2

moderate chance of dozing


	3

high chance of dozing



	Sitting and reading


	
	
	
	

	Watching TV


	
	
	
	

	Sitting, inactive in a public place (e.g., a theater or a meeting)


	
	
	
	

	As a passenger in a car for an hour without a break


	
	
	
	

	Lying down to rest in the afternoon when circumstances permit


	
	
	
	

	Sitting and talking to someone


	
	
	
	

	Sitting quietly after a lunch without alcohol


	
	
	
	

	In a car, while stopped for a few minutes in traffic 


	
	
	
	

	Total of each number:
	
	
	
	


TOTAL SCORE (add all numbers together):_____________________  
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