
Practice Standards & Regulations: 
Stimulant Dosing for Hypersomnias 
 

TL;DR: 
 
American Academy of Sleep Medicine (formerly American Sleep Disorders Associa5on), 
Standards of Prac5ce Commi;ee, 1994, 2000, 2007, 2021: 

• Pa5ents have a wide varia5on in response to s5mulants … therefore, full therapeu5c 
response in adult pa5ents with narcolepsy can usually be obtained with daily medica5on 
doses below the recommended maximal doses of: … dextroamphetamine sulfate, 100 
mg 

 
"Understanding Unapproved Use of Approved Drugs "Off Label", United States Federal Drug 
Administra;on, 02/05/2018 
 

The approved drug labeling for healthcare providers gives key informa5on about the 
drug that includes: 

o How to use the drug to treat those specific diseases and condi5ons. 
  
From the FDA perspec;ve, once the FDA approves a drug, healthcare providers 
generally may prescribe the drug for an unapproved use when they judge that it is 
medically appropriate for their pa;ent. 
  
Unapproved use of an approved drug is oYen called “off-label” use. This term can mean 
that the drug is: 

o Given in a different dose, such as when a drug is approved at a dose of one 
tablet every day, but a pa;ent is told by their healthcare provider to take two 
tablets every day. 
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This report provides the first clinical guidelines on the appropriate use of stimulants in the 
treatment of narcolepsy. 
  
The American Sleep Disorders Association (ASDA) expects these guidelines to have an impact on 
professional behavior 
  
Treatment aims are to improve daytime alertness with stimulant medication 
  
2. Treatment objectives and indications  

(a) The objective of treatment with stimulants should be to alleviate daytime sleepiness, 
thereby allowing the fullest possible return of normal function for patients at work, at 
school and at home [1.0].  
  
(b) Stimulants are most effective at producing improvement in fatigue and sleepiness in 
boring and in-active situations; 

  
4. Dosage 

Patients have a wide variation in response to stimulants and in the incidence of side effects; 
therefore, full therapeutic response in adult patients with narcolepsy can usually be 
obtained with daily medication doses below the recommended maximal doses of: pemoline, 
150 mg; methylphenidate hydrochloride, 100 mg; dextroamphetamine sulfate, 100 mg 

  
6. Abuse  

(a) Patients with narcolepsy are no more likely to become drug abusers or to use stimulant 
medications illicitly than any other group of patients treated with stimulants [5.5] 

  
7. Side effects  

Most patients with narcolepsy can be effectively treated with stimulants without developing 
significant side effects. 

  
Little evidence suggests that stimulants in therapeutic doses cause a significant increase in 
blood pressure in normo-or hypertensive patients 

  
11. Follow-up  

(a) A patient stabilized on stimulant medication should be seen by a physician at least once 
per year, and preferably once every 6 months, to assess the development of medication side 
effects 
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Because of the importance of narcolepsy treatment, the American Academy of Sleep Medicine 
(AASM) sponsored a review paper on the use of stimulants for treatment of narcolepsy in 1994. 



Based on that review, the Standards of Practice Committee (SPC) of the AASM published practice 
parameters on narcolepsy therapy with stimulants. 
  
In view of the new treatments, basic research advances, and 
the NGC protocol, the AASM decided to update the practice 
parameters for treatment of narcolepsy. 
  
3. The following medications are effective treatments 
for narcolepsy. Comparative safety and efficacy of 
the stimulant medications are not defined. The rat- 
ing of the recommendation is based on the grade of 
evidence for each. See Table 5 for dosages. 
  

b. Amphetamine, methamphetamine, dex- 
troamphetamine, and methylphenidate are 
effective for treatment of daytime sleepiness 
due to narcolepsy  
  
Table 5.  
MEDICATION: Amphetamine 
Usual daily dose (maximum dose): 30 mg (100 mg) 
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c. Amphetamine, methamphetamine, dextroamphetamine, and 
methylphenidate are effective for treatment of daytime sleepiness 
due to narcolepsy [4.1.1.1] (Guideline). 
  
This recommendation is unchanged from the previous recommendation. These medications have 
a long history of effective use 
in clinical practice 
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It’s been more than a decade since the American Academy of Sleep Medicine (AASM) last issued 
guidelines for the treatment of central disorders of hypersomnolence 
  
New AASM recommendations released in August 2021 on medications to treat these disorders 
  
“The prior set of treatment recommendations was published in 2007,” says Lynn Marie Trotti, MD, 
MSc, an associate professor of neurology at Emory University School of Medicine in Atlanta. Trotti 



is on the board of directors at the AASM and co-authored the new hypersomnolence 
recommendations. 
  
“The biggest implication of this change is that we were not able to make any recommendation for 
some interventions that have been widely used in clinical practice and were recommended in the 
2007 guideline…" Trotti says. 
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Recommendation 6: We suggest that clinicians use dextroamphetamine for the treatment of 
narcolepsy in adults….these studies demonstrated clinically significant improvements in excessive 
daytime sleepiness 
  
Different choices may be appropriate for different patients. The clinician must help each patient 
determine if the suggested course of action is clinically appropriate and consistent with his or her 
values and preferences. …. The ultimate judgment regarding the suitability of any specific 
recommendation must be made by the clinician and the patient 
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The approved drug labeling for healthcare providers gives key information about the drug that 
includes: 
o How to use the drug to treat those specific diseases and conditions. 

  
From the FDA perspective, once the FDA approves a drug, healthcare providers generally may 
prescribe the drug for an unapproved use when they judge that it is medically appropriate for 
their patient. 
  
Unapproved use of an approved drug is often called “off-label” use. This term can mean that the 
drug is: 
o Given in a different dose, such as when a drug is approved at a dose of one tablet every day, 

but a patient is told by their healthcare provider to take two tablets every day. 
 


