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Viloxazine (Qelbree™) New Drug Update 
April 2021  

Nonproprietary Name viloxazine 
Brand Name Qelbree 
Manufacturer Supernus 
Form Oral extended-release capsules 
Strength 100 mg, 150 mg, and 200 mg 
FDA Approval April 2, 2021 
Market Availability Available  
FDA Approval Classification Standard Review  
FDB Classification- Specific 
Therapeutic Class (HIC3) 

Treatment For Attention Deficit-Hyperactivity Disorder (ADHD), NRI-type 
(H7Y) 

INDICATION1 
Viloxazine (Qelbree) is a selective norepinephrine reuptake inhibitor (SNRI) indicated for the treatment 
of attention deficit hyperactivity disorder (ADHD) in pediatric patients 6 to 17 years of age. 

PHARMACOKINETICS 
The maximum concentration (Cmax) and area-under-the-curve (AUC) for viloxazine increase 
proportionally at dosages ranging from 100 mg to 400 mg once daily, with steady-state achieved 2 days 
following once-daily dosing. No accumulation was observed at steady-state. The relative bioavailability 
of an extended-release (ER) formulation compared to an immediate-release (IR) formulation was 
approximately 88%. After a single 200 mg dose, the time to peak plasma levels (Tmax) was a median of 
about 5 hours (range, 3 to 9 hours). Consumption of a 200 mg dose with a high-fat meal of 800 to 1,000 
calories resulted in a reduction in Cmax by approximately 9% and AUC by approximately 8%; additionally, 
the Tmax was increased by approximately 2 hours with a high-fat meal. A reduction in Cmax and AUC by 
approximately 10% and 5%, respectively, was observed following capsule contents being sprinkled on 
applesauce. Across the blood level of 0.5 mcg/mL to 10 mcg/mL, viloxazine exhibits 76% to 82% binding 
to human plasma proteins. Metabolism is predominantly mediated by cytochrome P450 (CYP) 2D6, UDP-
glucuronosyltransferase (UGT) 1A9, and UGT2B15, and its primary metabolite is 5-hydroxy-viloxazine 
glucuronide. Viloxazine’s half-life is 7.02 hours, and renal elimination is the major route for excretion; 
90% of the dose is excreted in the urine within 24 hours, and < 1% of the dose is excreted in the feces. 
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CONTRAINDICATIONS/WARNINGS 
Due to the increased risk of hypertensive crisis, viloxazine is contraindicated in patients concurrently 
receiving a monoamine oxidase inhibitors (MAOI) or within 14 days after discontinuation of an MAOI. 
Viloxazine is also contraindicated in those concurrently taking a sensitive CYP1A2 substrate or a CYP1A2 
substrate with a narrow therapeutic range. 

Viloxazine carries a boxed warning regarding the potential for suicidal thoughts and behaviors; clinical 
studies demonstrated increased rates of these events in pediatric ADHD patients who received viloxazine 
compared to those who received placebo. A total of 9 viloxazine-treated patients (0.9%) reported 
suicidal ideation, behavior, or both in the studies compared to 2 patients (0.4%) who reported suicidal 
ideation on placebo; however, no completed suicides occurred. Viloxazine-treated patients had 
increased rates of insomnia and irritability, which could potentially be precursors to suicidal ideation or 
behavior. All viloxazine-treated patients should be carefully monitored for worsening and for new 
suicidal thoughts or behaviors as well as for potential precursors (e.g., depressed mood, anxiety, 
agitation, akathisia, mania, hypomania, panic attacks, impulsive behavior, aggression). This monitoring 
is especially important during the first few months and during dosage adjustments. If patients experience 
these thoughts or precursor symptoms, particularly if the symptoms are severe or rapid in onset or were 
not initially present, consideration should be given to adjusting the patient’s therapy or viloxazine 
discontinuation.  

Viloxazine has a warning for the potential to increase heart rate (HR) and diastolic blood pressure (BP). 
In a clinical study data in patients 6 to 11 years old, a greater proportion of viloxazine-treated patients 
had a ≥ 20 beat per minute (BPM) increase in heart rate compared to those who received placebo (100 
mg daily: 22% versus 9%, respectively; 200 mg daily: 31% versus 15%, respectively; 400 mg daily: 28% 
versus 23%, respectively). Similar findings were seen in the trial in those 12 to 17 years of age (200 mg 
daily: 22% versus 14%; 400 mg daily: 34% versus 17%, respectively). Additionally, in 12- to 17-year-old 
patients, 25% of viloxazine-treated patients (400 mg daily) exhibited a ≥ 15 mmHg increase in diastolic 
BP compared with 13% of placebo patients. Evaluate HR and BP before starting therapy, after dose 
increases, and regularly during therapy.  

Based on its pharmacologic activity, viloxazine carries a warning for activation of manic or mixed 
episodes in those with bipolar disorder. Before starting therapy, patients should be screened for the risk 
of bipolar disorder, which should include a detailed psychiatric history and a personal/family history of 
suicide, bipolar disorder, and depression. 

Viloxazine carries a warning for somnolence and fatigue, as somnolence (lethargy and sedation) occurred 
in 16% of viloxazine patients compared with 4% of placebo patients in clinical studies. Furthermore, 
fatigue occurred in 6% of viloxazine patients compared with 2% of placebo patients. Patients should be 
advised not to perform activities that require mental alertness (e.g., driving, operating machinery) until 
the effects of viloxazine are known.  

DRUG INTERACTIONS 
Concomitant use or viloxazine with an MAOI (e.g., selegiline, isocarboxazid, phenelzine, 
tranylcypromine, safinamide, rasagiline) or within 2 weeks following discontinuation of an MAOI is 
contraindicated.  
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Since viloxazine is a strong CYP1A2 inhibitor, concurrent use with sensitive CYP1A2 substrates or CYP1A2 
substrates with a narrow therapeutic range (e.g., alosetron, duloxetine, ramelteon, tasimelteon, 
tizanidine, theophylline) is contraindicated. Similarly, concurrent use of viloxazine with moderate 
sensitive CYP1A2 substrates (e.g., clozapine, pirfenidone) is not recommended; however, if use cannot 
be avoided, a dose decrease may be needed. 

Viloxazine, a weak CYP2D6 inhibitor, can increase the exposure of concurrently administered CYP2D6 
substrates (e.g., atomoxetine, desipramine, dextromethorphan, nortriptyline, metoprolol, nebivolol, 
perphenazine, tolterodine, venlafaxine, risperidone). Patients given this combination should be 
monitored for adverse reactions, and the dose of the CYP2D6 substrate should be adjusted as clinically 
warranted.  

Likewise, viloxazine, also a weak CYP3A4 inhibitor, can increase the drug levels of concurrently 
administered CYP3A4 substrates (e.g., alfentanil, avanafil, buspirone, conivaptan, darifenacin, darunavir, 
ebastine, everolimus, ibrutinib, lomitapide, lovastatin, midazolam, naloxegol, nisoldipine, saquinavir, 
simvastatin, sirolimus, tacrolimus, tipranavir, triazolam, vardenafil, lurasidone). Patients receiving this 
combination should be monitored for adverse reactions, and the dose of the CYP3A4 substrate should 
be adjusted as clinically warranted. 

COMMON ADVERSE EFFECTS 
In clinical trials, the most common adverse effects (incidence ≥ 5% and at least twice the rate of placebo 
at any dose) reported with viloxazine relative to placebo, respectively, were somnolence (16% versus 
4%), decreased appetite (7% versus 0.4%), fatigue (6% versus 2%), nausea (5% versus 3%), vomiting (4% 
versus 2%), insomnia (4% versus 1%), and irritability (3% versus 1%). About 3% of viloxazine-treated 
patients in clinical studies discontinued therapy due to an adverse effect (AE); the most common AEs 
leading to discontinuation were somnolence, nausea, headache, irritability, tachycardia, fatigue, and 
decreased appetite. In clinical studies with a duration of 6 to 8 weeks, viloxazine-treated patients who 
were 6 to 11 years old exhibited an average increase of 0.2 kg compared to an increase of 1 kg in patients 
receiving placebo. In patients 12 to 17 years old, those treated with viloxazine exhibited an average 
weight loss of 0.2 kg compared to a 1.5 kg weight gain in those who received placebo.  

SPECIAL POPULATIONS  

Pregnancy 
Based on data from animal studies, viloxazine may cause harm when administered to a pregnant woman; 
however, data from case series with use in pregnant women are inadequate to advise of maternal or 
fetal risk. Viloxazine should be discontinued once pregnant unless the benefits outweigh the risk to the 
mother. Healthcare providers (HCPs) are encouraged to register patients in the pregnancy exposure 
registry to monitor outcomes in females taking viloxazine during pregnancy.  

Pediatrics 
Safety and efficacy of viloxazine have been established in pediatric patients 6 to 17 years of age. Safety 
and efficacy have not been established in pediatric patients < 6 years of age. 
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Geriatrics 
Clinical trials did not include an adequate number of patients ≥ 65 years of age to inform of differences 
in the pharmacokinetics of viloxazine compared to younger patients. 

Hepatic Impairment 
As the impact of hepatic impairment on the pharmacokinetics of viloxazine is unknown, viloxazine use is 
not recommended in those with hepatic impairment.  

Renal Impairment 
Dose adjustments are not required for patients with mild to moderate renal impairment (estimated 
glomerular filtration rate [eGFR], 30 to 89 mL/min/1.73m2); however, drug levels of viloxazine increase 
in renal impairment, and a dose reduction is recommended for those with severe renal impairment 
(eGFR < 30 mL/min/1.73m2).  

DOSAGES 
For pediatric patients 6 to 11 years old, the recommended initial dose is 100 mg orally once daily. 
Depending on response and tolerability, the dose may be titrated in increments of 100 mg weekly to the 
maximum recommended dosage of 400 mg once daily. For pediatric patients 12 to 17 years old, the 
recommended initial dosage is 200 mg orally once daily. Depending on response and tolerability, after 1 
week, the dose may be titrated in increments of 200 mg to the maximum recommended dosage of 400 
mg once daily. Although pharmacotherapy for ADHD may be necessary for extended periods of time, the 
long-term use of viloxazine should be reassessed regularly with adjustment of the dose as warranted.  

Viloxazine should be taken orally with or without food. The capsules should be swallowed whole. 
Alternatively, capsules can be opened and the contents sprinkled onto a teaspoonful of applesauce and 
consumed within 2 hours, without chewing. Capsules should not be cut, crushed, or chewed. 

For those with severe renal impairment (eGFR < 30 mL/min/1.73m2), the recommended initial dose is 
100 mg once daily with weekly dose titration in increments of 50 mg to 100 mg once daily (maximum 
recommended dose: 200 mg once daily). 

CLINICAL TRIALS2,3,4,5,6 
A literature search was performed using “viloxazine” and “ADHD.” 

The efficacy of viloxazine was based on data from 3 short-term, randomized, placebo-controlled studies 
conducted in pediatric ADHD patients 6 to 17 years old. Patients enrolled in these studies were required 
to have a primary ADHD diagnosis, as defined in the Diagnostic and Statistical Manual of Mental 
Disorders, 5th Edition (DSM-5; confirmed by the Mini International Neuropsychiatric Interview for 
Children and Adolescents [MINI-KID]), an ADHD-Rating Scale-5 (ADHD-RS-5) score of ≥ 28 (range, 0 to 54 
with higher scores indicating severe or frequent symptoms), a Clinical Global Impression (CGI)-Severity 
score of ≥ 4 (moderate or greater overall illness severity), and have received no ADHD medication ≥ 1 
week prior to randomization. Patients were generally excluded from the studies if they had a current 
diagnosis of another major psychiatric/neurologic disorder (with minor exceptions), systemic disease 
that was significant, or evidence for suicidality in the 6 months prior to screening. 
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The first study (NCT03247530), a phase 3, randomized, double-blind, placebo-controlled, 3-arm, parallel-
group, multicenter, United States (US), 6-week trial, evaluated viloxazine once daily at doses of 100 mg 
and 200 mg in pediatric patients with ADHD who were 6 to 11 years old (n=477). Patients  were 
randomized 1:1:1 to receive placebo, 100 mg of viloxazine daily, or 200 mg of viloxazine daily for 6 weeks. 
The primary endpoint was the change from baseline to the end of the study (week 6) in the investigator-
rated ADHD-RS-5 total score. Secondary endpoints included the investigator-rated CGI-Improvement 
(CGI-I) score at the end of study and the following parent self-rated assessments: Conners 3–Parent Short 
Form (Conners 3−PS) and Weiss Functional Impairment Rating Scale–Parent Form (WFIRS−P). The 
baseline characteristics between study arms were comparable, and the majority of patients were male 
(63%) and White (51.3%) or African American (43.7%). The majority of patients in all 3 study arms were 
not receiving any ADHD medication at screening (placebo: 89.9%; 100 mg group: 89.6%; 200 mg: 84.5%), 
whereas 6.9%, 6.5%, and 10.6%, respectively, were taking stimulants, and 3.1%, 3.9%, and 5%, 
respectively, were taking nonstimulants. At week 6, the change from baseline in the ADHD-RS-5 total 
score was significantly improved in the 100 mg (p=0.0004) and 200 mg (p<0.0001) groups compared to 
placebo. The least squares (LS) mean change from baseline for the ADHD-RS-5 total score was -10.9 for 
placebo,  -16.6 for the 100 mg group, and -17.7 for the 200 mg group corresponding with a 50% response 
rate of 19.8%, 34.2% (p=0.0063 versus placebo), and 41.2% (p<0.0001) for each of the 3 study arms, 
respectively. Both treatment groups exhibited a significant improvement in the ADHD-RS-5 total score 
in the first week of treatment which was continued throughout the remainder of the study. The CGI-I 
score at the end of study was also significantly improved in the 100 mg group (p=0.002) and 200 mg 
group (p<0.0001) compared to placebo. The change from baseline in the Conners 3−PS Composite T-
score at week 6 was significantly improved in the 100 mg group (p=0.0003) and 200 mg group (p=0.0002) 
compared to placebo, as was the change from baseline in the WFIRS–P total average score at week 6 
compared to placebo (100 mg group: p=0.0019; 200 mg group: p=0.0002). The authors found the 
statistically significant improvements to be clinically meaningful across a variety of behavioral and social 
domains, and viloxazine to be generally well tolerated.  

The second study (NCT03247543) was a phase 3, randomized, double-blind, placebo-controlled, 3-arm, 
parallel-group, multicenter, US, 8-week trial evaluating viloxazine once daily at the doses of 200 mg and 
400 mg in pediatric patients with ADHD who were 6 to 11 years old with a body weight of ≥ 20 kg. 
Patients were also excluded if they had a body mass index (BMI) > 95th percentile for age and gender.  
Patients (n=313) were randomized 1:1:1 to placebo, 200 mg of viloxazine daily, or 400 mg of viloxazine 
daily for 8 weeks (including ≤ 3 week titration). The primary endpoint was the change from baseline to 
the end of study (week 8) in the investigator-rated ADHD-RS-5 total score. Secondary endpoints included 
the investigator-rated CGI-I score at the end of study and the following parent/guardian or self-rated 
assessments: Conners 3-PS and WFIRS-P. The baseline characteristics between study arms were 
comparable, and the majority of patients were male (64.5%) and White (52.8%) or Black (41.5%). At 
week 8, the change from baseline in ADHD-RS-5 total score was significantly improved in the 200 mg 
(p=0.0038) and 400 mg (p=0.0063) groups compared to placebo. The LS mean change from baseline for 
the ADHD-RS-5 total score was -11.7 for placebo, -17.6 for the 200 mg group, and -17.5 for the 400 mg 
group and corresponded with a 50% response rate of 25.8%, 36%, and 41.2% (p<0.05 versus placebo) 
for each of the 3 study arms, respectively. A significant difference from placebo was present for both the 
200 mg and 400 mg study groups by week 5 (included ≤ 3 week titration) and continued throughout the 
remainder of the study. The secondary endpoint of CGI-I score also demonstrated significant 
improvements compared to placebo at the end of the study (200 mg group: p=0.0028; 400 mg group: 
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p=0.0099). Although the change from baseline in Conners 3-PS composite T-score showed significant 
improvement with the 200 mg group (p=0.0064) compared to placebo at the end of the study, the 400 
mg group did not demonstrate a significant difference (p=0.0917). For the change from baseline in 
WFIRS-P total average score, the score was not significantly decreased in either treatment group 
compared to placebo at the end of the study, but the change from baseline for the mean score for the 
WFIRS-P school domain measure demonstrated significant improvements for both treatment arms 
compared to placebo (200 mg group: p=0.0436; 400 mg group: p=0.0459). Viloxazine was found to be 
generally well tolerated with low discontinuation rates, and the majority of AEs were mild or moderate 
in severity. The authors concluded their findings suggest viloxazine could result in clinically meaningful 
improvement in ADHD symptoms in a significant proportion of pediatric patients soon after therapy is 
started.  

The third study (NCT03247517) was a randomized, double-blind, placebo-controlled, 3-arm, parallel-
group, multicenter, 6-week trial evaluating viloxazine once daily at the doses of 200 mg and 400 mg in 
pediatric patients with ADHD who were 12 to 17 years of age with a body weight of ≥ 35 kg (n=310).   
Patients with a BMI > 95th percentile for age and gender were excluded. The primary endpoint was the 
change from baseline in the ADHD-RS-5 total score at the end of study. A secondary endpoint was the 
CGI-I score at the end of the study. Patients were randomized 1:1:1 to receive placebo, 200 mg of 
viloxazine daily, or 400 mg of viloxazine daily for 6 weeks (including a 1-week titration, initiated at 200 
mg once daily). At week 6, the change from baseline in ADHD-RS-5 total score was significantly improved 
in the 200 mg (placebo-subtracted difference, -4.5; 95% CI, -8.4 to -0.6) and 400 mg (-5.1; 95% CI, -8.9 
to -1.3) groups compared to placebo. Additionally, a significantly greater improvement in CGI-I score was 
also seen for patients in the 200 mg group and 400 mg group compared with placebo patients at the end 
of the study.  

OTHER DRUGS USED FOR CONDITION7 
There are a number of stimulants indicated for ADHD in pediatric patients, including the following IR 
formulations: amphetamine sulfate (Evekeo®, Evekeo ODT™), dexmethylphenidate (Focalin®), 
dextroamphetamine (Zenzedi®, Procentra®), methamphetamine (Desoxyn®), methylphenidate 
(Methylin®, Ritalin®), and mixed amphetamine salts (Adderall®). There are also a number of ER 
stimulants indicated for this patient population: amphetamine ER (Adzenys ER®, Adzenys XR-ODT®, 
Dyanavel® XR), dexmethylphenidate ER (Focalin XR®), dextroamphetamine ER (Dexedrine®), 
lisdexamfetamine dimesylate (Vyvanse®), methylphenidate ER (Adhansia XR®, Aptensio XR®, Cotempla 
XR-ODT®, Jornay PM®, Metadate ER®, Ritalin SR®, Qullichew ER®, Quillivant XR®, Ritalin LA®), 
methylphenidate ER OROS (Concerta®), methylphenidate transdermal (Daytrana®), and mixed 
amphetamine salts ER (Adderall XR®, Mydayis®). These agents are Scheduled II controlled substances. 

Non-stimulants indicated for pediatric patients age ≥ 6 years with ADHD include atomoxetine 
(Strattera®), clonidine ER (Kapvay®), and guanfacine ER (Intuniv®). Atomoxetine is a SNRI while clonidine 
ER and guanfacine ER are both centrally acting alpha2-adrenergic agonists. All 3 of these drugs are 
available as a generic.  
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PLACE IN THERAPY8,9,10,11,12,13,14 
ADHD, which has been diagnosed in approximately 15% of children 4 to 17 years of age and about 4% of 
adults, is a chronic condition with core symptoms of inattention, hyperactivity, and difficulty controlling 
behavior. It may also be accompanied by internalized disorders, such as sadness and anxiety, as well as 
aggressive and oppositional disorders. The 3 main types of ADHD are primary hyperactive, primary 
inattentive, and mixed. 

Treatment guidelines for ADHD from the American Academy of Pediatrics (AAP) provide guidance on 
both drug- and nondrug-therapy options based on the child’s age range. When pharmacotherapy is 
recommended, stimulants are considered first-line agents. For children 6 to 11 years of age, medication 
therapy in addition to behavioral therapy is recommended. The evidence supports use of an FDA-
approved stimulant for ADHD. While data remain sufficient, although less compelling, evidence also 
supports the use of non-stimulants in the following order: atomoxetine, guanfacine ER, and clonidine 
ER. For patients 12 to 18 years of age, the AAP also recommends FDA-approved medications, with the 
adolescent’s assent, and behavior therapy as treatment for ADHD, preferably both. Regarding switching 
therapy, the AAP recommends that, if a trial with 1 drug compound group is ineffective or poorly 
tolerated, a trial of a medication from a different drug group should be used. 

A review of drugs for ADHD by The Medical Letter suggests that school-age children, adolescents, and 
adults begin with an oral stimulant, noting that none of the agents have shown to be more effective than 
another; however, some patients may respond better to amphetamines than to methylphenidate and 
vice versa. While the alpha2-agonists clonidine and guanfacine and the SNRI atomoxetine can reduce 
ADHD symptoms, these agents are considered less effective than stimulants. Atomoxetine, a non-
stimulant agent, is recommended if there are objections to using a controlled substance, if stimulant-
induced weight loss is problematic, or for patients with anxiety, mood, tic, or substance abuse disorders. 
Extended-release formulations of guanfacine or clonidine may be helpful when used concurrently with 
a stimulant in patients who cannot tolerate usual doses of the stimulant, particularly those with tics.  

Viloxazine (Qelbree) is a SNRI indicated for the treatment of ADHD in pediatric patients 6 to 17 years of 
age and provides an additional non-stimulant option for management in these patients. The mechanism 
by which viloxazine exerts its therapeutic effects in ADHD is not known; it is proposed to be related to 
inhibiting the reuptake of norepinephrine. Although not addressed in the AAP 2019 clinical practice 
guidelines, viloxazine is expected to be used similarly to the other non-stimulant SNRI also indicated for 
ADHD in pediatric patients, atomoxetine (Strattera). Similar to viloxazine, atomoxetine also carries a 
boxed warning for suicidal ideation in children and adolescents and is contraindicated with an MAOI or 
within 2 weeks of discontinuing an MAOI; however, atomoxetine has additional contraindications (e.g., 
hypersensitivity, narrow angle glaucoma, pheochromocytoma, severe cardiovascular [CV] disorders) and 
warnings (e.g., severe liver injury, serious CV events, emergent CV symptoms, aggressive behavior or 
hostility, allergic reaction, effect on urine outflow, priapism, growth, concurrent use with potent CYP2D6 
inhibitors, or use in known CYP2D6 poor metabolizers) but is indicated in an expanded patient 
population (adults with ADHD) and is available as a generic.  
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SUGGESTED UTILIZATION MANAGEMENT 
Anticipated Therapeutic Class Review 
(TCR) Placement 

Stimulants and Related Agents 

Clinical Edit Initial Approval Criteria  
 Patients is 6 to 17 years of age; AND 
 Patients has a diagnosis of attention deficit hyperactivity disorder 

(ADHD) according to the Diagnostic and Statistical Manual of 
Mental Disorders, 5th edition (DSM-5); AND 

 Patient will NOT be concurrently receiving monoamine oxidase 
inhibitors (MAOIs) or have received these agents within the past 14 
days; AND 

 Patient will NOT be concurrently receiving a sensitive CYP1A2 
substrate or CYP1A2 substrate with a narrow therapeutic range; 
AND 

 Prescriber attests that the patient will be carefully monitored for 
clinical worsening and for new suicidal thoughts or behaviors as 
well as for potential precursor symptoms; AND 

 Prescriber attests that the patient will be monitored for changes in 
body weight; AND  

 Prescriber will assess heart rate and blood pressure before starting 
therapy, after dose increases, and regularly during treatment; AND  

 Prescriber has screened patient for the risk of bipolar disorder, 
including a detailed psychiatric history and a personal/family 
history for suicide, bipolar disorder, and depression; AND 

 Prescriber will counsel the patient and/or caregivers on the 
potential for viloxazine to cause somnolence and fatigue and 
importance of not performing activities requiring mental alertness 
(e.g., driving, operating heavy machinery) until the effect of 
viloxazine is known; AND 

 Prescriber is aware of potential drug interactions with moderate 
sensitive CYP1A2 substrates, CYP2D6 substrates, and CYP3A4 
substrates, and will monitor for adverse effects and adjust the dose 
of the substrate as clinically warranted; AND  

 Patient must have an adequate trial and failure of ≥ 1 stimulant 
indicated for pediatric patients or a contraindication/intolerance or 
prescriber attestation to why use of stimulant would be 
inappropriate; AND  

 Prescriber attestation behavior therapy will be used in conjunction 
with pharmacotherapy. 
 

 
  



Page 9 | 
Qelbree New Drug Update – April 2021 
Proprietary Information. Restricted Access – Do not disseminate or copy without approval. 
© 2021 Magellan Rx Management. All Rights Reserved.  

 

 

Suggested Utilization Management (continued) 

 Renewal Criteria 
 Patient must continue to meet the above criteria; AND 
 Patient must have improvement and/or stabilization in signs and 

symptoms of ADHD (e.g., inattention, hyperactivity, behavior); 
AND 

 Patient has NOT experienced any treatment-restricting adverse 
effects (e.g., suicidal ideation or behavior, increases in blood 
pressure or heart rate, mania or hypomania induced by viloxazine, 
somnolence/fatigue). 

Quantity Limit 100 mg ER capsule: 30 capsules/30 days 
150 mg ER capsule: 60 capsules/30 days 
200 mg ER capsule: 60 capsules/30 days  
(Maximum of 400 mg once daily) 

Duration of Approval Initial: 12 months 
Renewal: 12 months 

Drug to Disease Hard Edit None 
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