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OVERVIEW
Armodafinil and modafinil, agents with wake-promoting actions that are similar to sympathomimetic agents
(e.g., amphetamine and methylphenidate), are indicated to improve wakefulness in adults with excessive
sleepiness associated with narcolepsy; obstructive sleep apnea/hypoapnea syndrome (approved as
adjunctive therapy); and shift work sleep disorder. 1,2 Armodafinil and modafinil are Schedule IV controlled
substances. Review of the medical literature notes many other uses of modafinil that are considered offlabel or investigational. While armodafinil has not been studied off-label to the same extent as modafinil,
it is expected that armodafinil will have similar clinical efficacy for these uses.

Guidelines
According to the American Academy of Sleep Medicine, CPAP is the most uniformly effective therapy,
and, to date, this is the only intervention for obstructive sleep apnea (OSA) shown to have favorable impacts
on both cardiovascular and neurobehavioral morbidities. 3 Modafinil, in patients compliant with nasal
CPAP, consistently improved subjective and objective sleepiness, quality of life, and vigilance compared
with placebo.
According to the American Psychiatric Association (APA) practice guideline for the treatment of patients
with major depressive disorder (MDD), modafinil (or methylphenidate) are potential treatments for sedation
associated with antidepressant medications. 4 The APA guidelines state that modafinil has shown benefit
when combined with SSRIs, related to specific effects on residual symptoms such as fatigue and
hypersomnolence. The guidelines go on to note that there is no clear guidance regarding the length of time
modafinil should be coadministered. Limited data have investigated modafinil as monotherapy for
depression. 5 While armodafinil has not been studied for this use, expert opinion considers it to be
interchangeable with modafinil for this condition.
Guidelines from the AASM, updated in 2007, state that modafinil may be effective for the treatment of
daytime sleepiness due to PD. 14 A practice parameter on the treatment of nonmotor symptoms of PD,
published by the American Academy of Neurology (AAN) in 2011, states that for patients with PD and
excessive daytime sleepiness (EDS), modafinil is effective in improving patients’ perception of
wakefulness, but is ineffective in objectively improving EDS as measured by objective tests. 17 The practice
parameter recommendations indicate modafinil should be considered for patients to improve their
subjective perception of EDS; however, it should be noted that patients may experience an improvement in
sleep perception without an actual improvement in objective sleep measurements. While armodafinil has
not been studied for this use, expert opinion considers it to be interchangeable with modafinil for this
condition.
Practice parameters for the treatment of narcolepsy and other hypersomnias of central origin, updated in
2007 by the AASM, state that modafinil may be effective for the treatment of daytime sleepiness due to
MS. 14 Although the results with modafinil in clinical trials are heterogeneous, expert opinion considers it
to be a first-line anti-fatigue drug for MS patients. While armodafinil has not been studied for this use,
expert opinion considers it to be interchangeable with modafinil for this condition.
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Idiopathic hypersomnia, a condition similar to narcolepsy, is characterized by constant or recurrent daytime
sleepiness with no other cause of sleepiness, prolonged nocturnal sleep, difficulty awakening with sleep
drunkenness, and long unrefreshing naps with no history of cataplexy. 29-32 The practice parameters for the
treatment of narcolepsy and other hypersomnias of central origin, updated in 2007, state that modafinil may
be effective for the treatment of daytime sleepiness due to idiopathic hypersomnia. 14 As there may be
underlying causes/behaviors associated with EDS, a sleep specialist physician has the training to correctly
recognize and diagnose this condition. While armodafinil has not been studied for this use, expert opinion
considers it to be interchangeable with modafinil for this condition.

POLICY STATEMENT
Prior authorization is recommended for prescription benefit coverage of Nuvigil (brand and generic) and
Provigil (brand and generic). All approvals are provided for 1 year in duration unless otherwise noted below.
Automation: None.

RECOMMENDED AUTHORIZATION CRITERIA
Coverage of Nuvigil (brand and generic) and Provigil (brand and generic) are recommended in those who
meet one of the following criteria:
Food and Drug Administration (FDA)-Approved Indications
1. Excessive Daytime Sleepiness Associated with Obstructive Sleep Apnea/Hypoapnea Syndrome.
Approve for 1 year if the patient meets the following criteria (A, B, and C):
A) The patient is ≥ 18 years of age; AND
B) The patient meets one of the following criteria (i or ii):
i. Armodafinil/modafinil will be used in conjunction with continuous positive airway pressure
(CPAP); OR
ii. The patient is unable to initiate or tolerate CPAP therapy; AND
C) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.
2. Excessive Sleepiness Associated with Shift Work Sleep Disorder. Approve for 1 year if the patient
meets the following criteria (A, B and C):
A) The patient is ≥ 18 years of age; AND
B) The patient works at least five overnight shifts per month; AND
C) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
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the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.
3. Excessive Daytime Sleepiness Associated with Narcolepsy. Approve for 1 year if the patient meets
both of the following criteria (A, B and C):
A) The patient is ≥ 18 years of age; AND
B) Narcolepsy has been confirmed with polysomnography and a multiple sleep latency test (MSLT);
AND
C) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.
Other Uses with Supportive Evidence
4. Adjunctive/Augmentation Treatment for Depression in Adults. Approve for 1 year if the patient
meets the following criteria (A, B and C):
A) The patient is ≥ 18 years of age; AND
B) The patient is concurrently receiving other medication therapy for depression (e.g., selective
serotonin reuptake inhibitors [SSRIs]); AND
C) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.
5. Excessive Daytime Sleepiness Associated with Myotonic Dystrophy. Approve for 1 year if the
patient meets both of the following criteria (A and B):
A) The patient is ≥ 18 years of age; AND
B) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.
6. Excessive Daytime Sleepiness Associated with Parkinson’s Disease. Approve for 1 year if the
patient meets both of the following criteria (A and B):
A) The patient is ≥ 18 years of age; AND
B) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
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ii.

The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction

7. Fatigue Associated with Multiple Sclerosis (MS). Approve for 1 year if the patient meets both of the
following criteria (A and B):
A) The patient is ≥ 18 years of age; AND
B) If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.
8. Idiopathic Hypersomnia. Approve for 1 year if the patient meets both of the following (A, B and C):
A. The patient is ≥ 18 years of age; AND
B. The diagnosis is confirmed by a sleep specialist physician or at an institution that specializes in
sleep disorders (i.e., sleep center); AND
C. If brand Provigil or Nuvigil is being requested, the patient meets both of the following criteria (i
and ii):
i. The patient has tried generic modafinil or generic armodafinil; AND
ii. The brand product (Nuvigil or Provigil) is being requested due to a formulation difference in
the inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the Brand and
the corresponding generic product which, per the prescriber, would result in a significant
allergy or serious adverse reaction.

CONDITIONS NOT RECOMMENDED FOR APPROVAL
Nuvigil and Provigil (brand and generic) have not been shown to be effective, or there are limited or
preliminary data or potential safety concerns that are not supportive of general approval for the following
conditions. Rationale for non-coverage for these specific conditions is provided below. (Note: This is not
an exhaustive list of Conditions Not Recommended for Approval.)
1. Attention Deficit Hyperactivity Disorder (ADHD). The American Academy of Pediatrics (AAP)
clinical practice guidelines for the treatment of ADHD in children and adolescents (2011) does not
address the use of modafinil/armodafinil. 43,44 These guidelines note that with the greater availability of
approved medications for children/adolescents with ADHD, it has become increasingly unlikely that
clinicians need to consider the off-label use of other medications. Two published studies, both of which
involved approximately 20 adult patients with ADHD, preliminarily suggested that modafinil may be
useful for this condition. 45,49 However, a 9-week, randomized, double-blind, placebo-controlled,
parallel-group, dose-finding study in adults with ADHD (n = 338) evaluated modafinil doses of 255
mg to 510 mg and did not find significant benefit in reducing ADHD symptoms, as measured by the
change from baseline at final visit in the Adult ADHD Investigator Symptom Rating Scale (AISRS)
total score. 47 Many options exist for the treatment of ADHD in adults (e.g., methylphenidate,
dextroamphetamine) and further large scale trials that demonstrate benefit for modafinil in adults with
ADHD are needed.
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2. Bipolar Disorder, including Bipolar Depression. Limited data (one small study [n = 85] and case
reports [n = 2]) are available that describe the use of modafinil for bipolar disorder and bipolar
depression. 48-50 In one study (n = 257) armodafinil was not more effective than placebo in treating
bipolar depression. 51 Only limited data supports modafinil for this condition and more data are needed.
3. Cancer-Related Fatigue. The National Comprehensive Cancer Network (NCCN) guidelines on
cancer-related fatigue (version 1.2019 – March 12, 2019) no longer consider modafinil to be effective
for the treatment of cancer-related fatigue and recommend against its use. 28 A randomized, doubleblind, placebo-controlled trial involving 631 patients with cancer receiving chemotherapy found
modafinil useful in the control of severe cancer-related fatigue only. 7 Other studies do not support the
use of modafinil or armodafinil for cancer-related fatigue. 69-72
4. Chronic Fatigue Syndrome. Limited data characterize modafinil therapy in those with chronic fatigue
syndrome. 52,53 In a randomized, double-blind, crossover study in 14 patients with chronic fatigue
syndrome, use of modafinil for 20 days had minimal effects on cognitive function and no significant
effects on fatigue, health-related quality of life, or mood. 70 More data are required to assess efficacy in
this patient population.
5. Excessive Daytime Sleepiness Associated with Primary Insomnia. One randomized, placebocontrolled study found that neither combination therapy with modafinil and cognitive behavioral
therapy nor modafinil as monotherapy significantly decreased daytime sleepiness associated with
primary insomnia. 54
6. Enhancement of Performance in Situations of Induced Sleep Deprivation. Studies are needed to
define the role/appropriateness of modafinil in these situations for the general population (as opposed
to military personnel, etc.). Studies have shown that modafinil may enhance performance and sustain
alertness in individuals subjected to situations that deprive sleep (e.g., military aviation, emergency
physicians). 55-58 Further studies are needed before its use in the general population in these types of
situations can be promoted.
7. Fatigue and Excessive Daytime Sleepiness in Chronic Traumatic Brain Injury (TBI). A singlecenter, double-blind, placebo- controlled, crossover trial involving 53 patients suggests that overall,
modafinil was not beneficial in relieving fatigue and EDS in such patients. 59 In a small (n = 20)
randomized, placebo-controlled trial, modafinil improved EDS vs. placebo in patients with TBI;
however, modafinil did not improve fatigue compared with placebo. 60 Additional data are needed to
determine effectiveness in this setting.
8. Fibromyalgia. Limited data are available regarding the use of modafinil in fibromyalgia with most of
the data being observational. 61-63 Larger-sized, randomized, placebo-controlled trials are required to
better assess and validate the efficacy of modafinil in patients with fibromyalgia before it can be
recommended as a therapeutic modality.
9. Hypersomnia, Fatigue or Sleepiness Due to Other Conditions (not Idiopathic Hypersomnia, see
Other Uses with Supportive Evidence). More data are needed in specific conditions to define the
role of modafinil and armodafinil.
10. Post-Stroke Sleep-Wake Disorders or Sleep Disorders. Sleep-wake disorders occur in
approximately 20% to 40% of patients that have experienced a stroke, which includes hypersomnia and
EDS. Very limited data (i.e., case reports and one small study) have explored the use of modafinil in
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these patients to improve alertness. 64,73 More data are needed to determine effectiveness in this
condition.
11. Coverage is not recommended for circumstances not listed in the Recommended Authorization Criteria.
Criteria will be updated as new published data are available.

REFERENCES
1.
2.
3.

4.

5.
6.
7.

8.
9.
10.
11.
12.

13.

14.
15.
16.
17.
18.
19.
20.

21.
22.
23.
24.

Provigil [prescribing information]. North Wales, PA: T eva Pharmaceuticals USA, Inc.; November 2018.
Nuvigil® tablets [prescribing information]. North Wales, PA: T eva Pharmaceuticals USA, Inc.; November 2018.
Veasey SC, Guilleminault C, Strohl KP, et al. Medical therapy for obstructive sleep apnea: a review by the medical therapy
for obstructive sleep apnea task force of the standards of practice committee of the American Academy of Sleep Medicine.
Sleep. 2006;29(8):1036-1044.
Gelenberg A, Freeman MP, Markowitz JC, et al. Practice guideline for the treatment of patients with major depressive
disorder,
T hird edition.
American
Psychiatric Association, November
2010.
Available
at:
http://psychiatryonline.org/guidelines. Accessed on August 12, 2019.
Price SC, T aylor FB. A retrospective chart review of the effects of modafinil on depression as monotherapy and as adjunctive
therapy. Depress Anxiety. 2005;21:149-153.
Carroll JK, Kohli S, Mustian KM, et al. Pharmacologic treatment of cancer -related fatigue. The Oncologist. 2007;12(Suppl
1):43-51.
Jean-Pierre P, Morrow GR, Roscoe JA, et al. A phase 3 randomized, placebo -controlled, double-blind, clinical trial of the
effect of modafinil on cancer-related fatigue among 631 patients receiving chemotherapy: a University of Rochester Cancer
Center Community Clinical Oncology Program Research base study. Cancer. 2010;116:3513-3520.
Damian MS, Gerlach A, Schmidt F, et al. Modafinil for excessive daytime sleepiness in myotonic dystrophy. Neurology.
2001;56:794-796.
Wintzen AR, Lammers GJ, van Dijk JG. Does modafinil enhance activity of patients with myotonic dystrophy? A double blind, placebo-controlled, crossover study. J Neurol. 2007;254:26-28.
MacDonald JR, Hill JD, T arnopolsky MA. Modafinil reduces excessive somnolence and enhances moo d in patients with
myotonic dystrophy. Neurology. 2002;59(12):1876-1880.
T albot K, Stradling J, Crosby J, Hilton-Jones D. Reduction in excess daytime sleepiness by modafinil in patients with
myotonic dystrophy. Neuromuscul Disord. 2003;13(5):357-364.
Orlikowski D, Chevret S, Quera-Salva MA, et al. Modafinil for the treatment of hypersomnia associated with myotonic
muscular dystrophy in adults: a multicenter, prospective, randomized, double-blind, placebo-controlled, 4-week trial. Clin
Ther. 2009;31:1765-1773.
Morgenthaler T I, Kapur VK, Brown T , et al, for the Standard of Practice Committee of the American Academy of Sleep
Medicine. Practice parameters for the treatment of narcolepsy and other hypersomnias of central origin. An American
Academy of Sleep Medicine Report. Sleep. 2007;30(12):1705-1711.
Knie B, Mitra MT , Logishetty, Chaudhuri KR. Excessive daytime sleepiness in patients with Parkinson’s disease. CNS
Drugs. 2011;25:203-212.
Rye DB. Excessive daytime sleepiness and unintended sleep in Parkinson’s disease. Curr Neurol and Neurosci Rep.
2006;6:169-176.
Zesiewicz T A, Sullivan KL, Arnulf I, et al. Practice parameter: treatment of nonmotor symptoms of Parkinson disease:
Report of the quality standards subcommittee of the American Academy of Neurology. Neurology. 2010;74:924-931.
Rabkin JG, McElhiney MC, Fabkin R, Ferrando SJ. Modafinil treatment for fatigue in HIV+ patients: a pilot study. J Clin
Psychiatry. 2004;65:1688-1695.
Rabkin J, McElhiney MC, Rabkin R, McGrat h PJ. Modafinil treatment for fatigue in HIV/AIDS: a randomized placebo controlled study. J Clin Psychiatry. 2010;71:707-715.
Rabkin JG, McElhiney MC, Rabkin R. T reatment of HIV-related fatigue with armodafinil: a placebo-controlled randomized
trial. Psychosomatics. 2011;52:328-336.
Breitbart W, Rosenfeld B, Kaim M, Funesti-Esch J. A randomized, double-blind, placebo-controlled trial of psychostimulants
for the treatment of fatigue in ambulatory patients with human immunodeficiency virus disease. Arch Intern Med.
2001;161(3):411-420.
Wagner GJ, Rabkin R. Effects of dextroamphetamine on depression and fatigue in men with HI V: a double-blind, placebocontrolled trial. J Clin Psychiatry. 2000;61(6):436-440.
MacAllister WS, Krupp LB. Multiple-sclerosis-related fatigue. Phys Med Rehabil Clin N Am . 2005;16:483-502.
Krupp LB. Fatigue in multiple sclerosis. Definition, pat hophysiology and treatment. CNS Drugs. 2003;17(4):225-234.
T he NCCN Cancer-Related Fatigue Clinical Practice Guidelines in Oncology (Version 1.2019). © 2019 National
Comprehensive Cancer Network, Inc. Available at: http://www.nccn.org. Accessed on August 19, 2019.

Wakefulness-Promoting Agents –Armodafinil, Modafinil PA Policy
Page 7
25. Mayer G, BenesH, Young P, et al. Modafinil in the treatment of idiopathic hypersomnia without long sleep time —a
randomized, double-blind, placebo-controlled study. J Sleep Res. 2015;24(1):74-81.
26. T rotti LM. Idiopathic hypersomnia. Sleep Med Clin. 2017;12(3):331–344.
27. Bastuji H, Jouvet M. Successful treatment of idiopathic hypersomnia and narcolepsy with modafinil.
Prog
Neuropsychopharmacol Biol Psychiatry. 1988;12(5):695-700.
28. Laffont F, Mayer G, Minz M. Modafinil in diurnal sleepiness. A study of 123 patients. Sleep. 1994;17:S113-S115.
29. Lechin F, van der Dijs B, Pardey-Maldonado B, et al. Enhancement of noradrenergic neural transmission: an effective therapy
of myasthenia gravis: a report on 52 consecutive patients. J Med. 2000;31(5-6):333-361.
30. Lohr JB, Liu L, Caligiuri MP, et al. Modafinil improves antipsychotic-induced parkinsonism but not excessive daytime
sleepiness, psychiatric symptoms or cognition in schizophrenia and schizo affective disorder: a randomized, double-blind,
placebo-controlled study. Schizophrenia Research. 2013;150:289-296.
31. American Academy of Pediatrics. ADHD: Clinical practice guideline for the diagnosis, evaluation, and treatment of attentiondeficit/hyperactivity disorder in children and adolescents. Pediatrics. 2011;128(5):1007-1022.
32. American Academy of Pediatrics. Supplemental Information. Implementing the key action statements: an algorithm and
explanation for process of care for the evaluation, diagnosis, treatment, and monitoring of ADHD in children and adolescents.
Pediatrics.
2011
[published
online].
Available
at:
http://pediatrics.aappublications.org/content/pediatrics/suppl/2011/10/11/peds.2011 -2654.DC1/zpe611117822p.pdf.
Accessed on August 12, 2019.
33. T aylor FB, Russo J. Efficacy of modafinil compared to dextroamphetamine for the treatment of attention deficit hyperactivity
disorder in adults. J Child Adolesc Psychopharmacol. 2000;10(4):311-320.
34. T urner DC, Clark L, Dowson J, et al. Modafinil improves cognition and response inhibition in adults attentiondeficit/hyperactivity disorder. Biol Psychiatry. 2004;55(10):1031-1040.
35. Arnold VK, Feifel D, Earl CQ, et al. A 9-week, randomized, double-blind, placebo-controlled, parallel-group, dose-finding
study to evaluate the efficacy and safety of modafinil as a treatment for adults with ADHD. J Atten Disord. 2014;18(2):133144.
36. Frye MA, Frunze H, Suppes T , et al. A placebo-controlled evaluation of adjunctive modafinil in the treatment of bipolar
depression. Am J Psychiatry. 2007;164:1242-1249.
37. Post RM, Altshuler LL, Frye MA, et al. New findings from the bipolar collaborative network: clinical implications for
therapeutics. Curr Psychiatry Rep. 2006;8:489-497.
38. Fernandes PP, Petty F. Modafinil for remitted bipolar depression with hypersomnia. Ann Pharmacother. 2003;37(12):18071809.
39. Calabrese JR, Ketter RA, Youakim JM, et al. Adjunctive armodafinil for major depressive episodes associated with bipolar I
disorder: a randomized, multicenter, double-blind, placebo-controlled, proof-of-concept study. J Clin Psychiatry.
2010;71:1363-1370.
40. T urkington D, Hedwat D, Rider I, Young AH. Recovery from chronic fatigue syndrome with modafinil. Hum
Psychopharmacol. 2004:19(1):63-64.
41. Randall DC, Cafferty FH, Shneerson JM, et al. Chronic treatment with modafinil may not be beneficial in patients with
chronic fatigue syndrome. J Psychopharmacol. 2005;19(6):647-660.
42. Perlis ML, Smith MT , Orff H, et al. T he effects of modafinil and cognitive behavior therapy on sleep continuity in patients
with primary insomnia. Sleep. 2004;27(4):715-725.
43. Gill M, Haerich P, Westcott K, et al. Cognitive performance following modafinil versus placebo in sleep -deprived emergency
physicians: a double-blind, randomized crossover study. Acad Emerg Med. 2006;13:158-165.
44. Caldwell JA, Caldwell JL, Smythe NK, Hall KK. A double-blind, placebo-controlled investigation of the efficacy of modafinil
for sustaining the alertness and performance of aviators: a helicopter simulator study. Psychopharmacol. 2000;150:272-282.
45. Bonnet MH, Balkin T J, Dinges DF, et al. T he use of stimulants to modify performance during sleep loss: a review by the
sleep deprivation and stimulant talk force of the American Academy of Sleep Medicine. Sleep. 2005;28(9):1163-1187.
46. Caldwell JA, Caldwell JL. Fatigue in military aviation: an overview of US military -approved pharmacological
countermeasures. Avait Space Environ Med. 2005;76(7):C39-C51.
47. Jha A, Weintraub A, Allshouse A, et al. A randomized trial of modafinil for the treatment of fatigue and excessive daytime
sleepiness in individuals with chronic traumatic brain injury. J Head Trauma Rehabil. 2008;23(1):52-63.
48. Kaiser PR, Valko PO, Werth E, et al. Modafinil ameliorates excessive daytime sleepiness after traumatic brain injury.
Neurology. 2010;75:1780-1785.
49. Schaller JL, Behar D. Modafinil in fibromyalgia treatment. J Neuropsychiatry Clin Neurosci. 2001;13(4):530-531.
50. Schwartz T L, Rayancha S, Rashid A, et al. Modafinil treatment for fatigue associated with fibromyalgia. J Clin Rheumatol.
2007;13(1):52.
51. Pachas WN. Modafinil for the treatment of fatigue of fibromyalgia. J Clin Rheumatol. 2003;9(4):282-285.
52. Bassetti CL. Sleep and stroke. Semin Neurol. 2005;25(1):19-32.
53. Berenson JR, Yellin O, Shamasunder HK, et al. A ph ase 3 trial of armodafinil for the treatment of cancer-related fatigue for
patients with multiple myeloma. Support Care Cancer. 2015;23(6):1503-1512.
54. Spathis A, Fife K, Blackhall F, et al. Modafinil for the treatment of fatigue in lung cancer: results of a placebo-controlled,
double-blind, randomized trial. J Clin Oncol. 2014;32(18):1882-1888.

Wakefulness-Promoting Agents –Armodafinil, Modafinil PA Policy
Page 8
55. Hovey E(1), de Souza P, Marx G, et al. Phase III, randomized, double-blind, placebo-controlled study of modafinil for fatigue
in patients treated with docetaxel-based chemotherapy. Support Care Cancer. 2014;22(5):1233-1242.
56. Bivard A, Lillicrap T, Krishnamurthy V, et al. MIDAS (modafinil in debilitating fatigue after stroke): a

randomized, double-blind, placebo-controlled, cross-over trial. Stroke. 2017;48(5):1293-1298.

OTHER REFERENCES UTILIZED


McIntyre RS, Lee Y, Zhou AJ, et al. T he Efficacy of Psychostimulants in Major Depressive Episodes: A Systematic Review
and Meta-Analysis. J Clin Psychopharmacol. 2017;37(4):412-418.

