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Introduction

 Brand name: Sunosi

 Generic name: Solriamfetol

 Pharmacological class: Dopamine and 

norepinephrine reuptake inhibitor

 Strength and Formulation: 75mg+, 150mg; 

tabs; +scored

 Manufacturer: Jazz Pharmaceuticals

 How supplied: Tabs—30, 100

 Legal Classification: CIV



Sunosi



Indication 

 To improve wakefulness in adults with 

excessive daytime sleepiness 

associated with narcolepsy or 

obstructive sleep apnea (OSA)



Limitations of Use 

 Not for treating underlying airway obstruction 

in OSA 

 Ensure underlying airway obstruction is 

treated (eg, CPAP) for ≥1 month before 

initiation 

 Modalities to treat airway obstruction should 

be continued during treatment with Sunosi

 Sunosi is not a substitute for these modalities



Dosage & Administration

 Swallow whole 

 Take upon awakening; avoid within 9hrs of 

planned bedtime 

 Narcolepsy: initially 75mg once daily; usual 

range 75–150mg once daily 

 OSA: initially 37.5mg once daily; usual range 

37.5–150mg once daily 

 For both: may double dose at intervals of ≥3 

days; max 150mg once daily 



Dosage & Administration

 Moderate renal impairment (eGFR 30–

59mL/min/1.73m2): initially 37.5mg once 

daily; may increase to max 75mg once daily 

after ≥7 days 

 Severe renal impairment (eGFR 15–

29mL/min/1.73m2): initially and at max 

37.5mg once daily 

 ESRD (eGFR <15mL/min/1.73m2): not 

recommended 



Considerations for Special 

Populations

 Pregnancy: Available data not sufficient to 
determine drug-associated risk

 Nursing mothers: No data available on 
presence of solriamfetol or its metabolites in 
human milk

 Pediatric: Not established; studies in pediatric 
patients have not been conducted

 Geriatric: No clinically meaningful differences 
observed between elderly and younger patients

 Renal impairment: Dosage adjustment 
recommended for patients with moderate to 
severe impairment; ESRD: not recommended 



Contraindications

 Patients receiving concomitant treatment with 

monoamine oxidase (MAO) inhibitors, or within 

14 days following discontinuation of MAOI, because 

of the risk of hypertensive reaction



Warnings/Precautions

 Assess BP and HR regularly prior to 

initiation and during therapy 

 Known cardio- or cerebrovascular disease, 

pre-existing hypertension, advanced age 

 Consider discontinuing if BP or HR increases 

unmanageable



Warnings/Precautions

 History of psychosis or bipolar disorders

 Monitor for emergence or exacerbation of 

psychiatric symptoms; consider dose 

reduction or discontinuation if develop 

 Abuse potential 

 Drug or alcohol abuse 

 Reevaluate periodically



Interactions

 Do not administer concomitantly with MAOIs 

or within 14 days after discontinuing MAOI 

treatment 

 Increased risk of hypertensive reaction with 

concomitant MAOIs 

 Caution with concomitant dopaminergic drugs 

or other drugs that increase BP and/or HR



Adverse Reactions

 Most common (≥5%): headache, nausea, 

decreased appetite, insomnia, anxiety



Mechanism of Action

 The mechanism of action of solriamfetol to 

improve wakefulness in patients with 

excessive daytime sleepiness associated with 

narcolepsy or obstructive sleep apnea is 

unclear 

 Its efficacy is believed to be mediated through 

its activity as a dopamine and 

norepinephrine reuptake inhibitor



Clinical Studies

 The efficacy of Sunosi in improving wakefulness 
and reducing excessive daytime sleepiness was 
demonstrated in a 12-week, multicenter, 
randomized, double blind, placebo controlled, 
parallel group study in adult patients with a 
diagnosis of narcolepsy according to the ICSD-3 or 
DSM-5 criteria

 The co-primary efficacy endpoints were change 
from baseline in Maintenance of Wakefulness Test 
(MWT) and Epworth Sleepiness Scale (ESS) at 
Week 12  



Clinical Studies

 A total of 239 patients with narcolepsy were 

randomized to receive Sunosi or placebo once 

daily

 Compared with placebo, patients randomized to 

Sunosi 150mg showed statistically significant 

improvements on the MWT (treatment effect 

difference: 7.7 minutes) and on the ESS 

(treatment effect difference: 3.8 points) at Week 

12 



Clinical Studies

 The efficacy of Sunosi in improving wakefulness 

and reducing excessive daytime sleepiness in 

patients with OSA was demonstrated in a 12-

week multicenter, randomized, double blind, 

placebo controlled study in adults diagnosed 

with OSA according to ICSD-3 criteria 

 The co-primary efficacy endpoints were change 

from baseline in MWT and ESS at Week 12



Clinical Studies

 A total of 476 patients with OSA were randomized to 

receive Sunosi or placebo once daily

 Compared with placebo, patients randomized to 

Sunosi 37.5mg, 75mg, and 150mg showed 

statistically significant improvements on the 

MWT (treatment effect difference: 4.5 minutes, 

8.9 minutes, and 10.7 minutes, respectively) and 

ESS (treatment effect difference: 1.9 points, 1.7 

points, and 4.5 points, respectively) at Week 12



Clinical Studies

 The maintenance of effect of Sunosi in improving 

wakefulness and reducing excessive daytime 

sleepiness in patients with narcolepsy and OSA 

was assessed in 2 randomized-withdrawal, 

placebo controlled studies

 Compared with patients who remained on 

Sunosi, patients randomized to placebo 

experienced statistically significant worsening of 

sleepiness as measured by the MWT and ESS



New Product Monograph

 For more information view the product 

monograph available at:

https://www.empr.com/drug/sunosi/


