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Xadago® (safinamide) – New drug approval 

• On March 21, 2017, the FDA announced the approval of Newron Pharmaceuticals’ Xadago 
(safinamide), indicated as adjunctive treatment to levodopa/carbidopa in patients with Parkinson’s 
disease (PD) experiencing “off” episodes. 

 
— Xadago has not been shown to be effective as monotherapy for the treatment of PD. 

 
• In the U.S., an estimated 50,000 people are diagnosed with PD each year and about one million 

people have the condition. PD is a neurological disease that typically affects people > 60 years of 
age. 
   

• Cells in the brain that produce a chemical called dopamine become impaired or die.  Dopamine 
helps transmit signals between the areas of the brain that produce smooth, purposeful 
movement.  Patients typically experience muscular rigidity, resting tremor, or postural instability in 
combination with slow movement.  During an “off” episode, patients’ symptoms are increased.   

 
• Xadago’s mode of action is selective monoamine oxidase (MAO)-B inhibition.  Blocking MAO-B 

activity is thought to result in an increase in dopamine levels and a subsequent increase in 
dopaminergic activity in the brain. 

 
• The efficacy of Xadago was based on 2 double-blind, placebo-controlled, 24-week studies.  The first 

study enrolled 645 patients and the second study enrolled 549 patients with PD experiencing “off” 
time while taking levodopa/carbidopa or other PD medications.  The primary measure of 
effectiveness was the change from baseline in total daily “on” time without troublesome dyskinesia. 

 
— In study 1, Xadago significantly increased “on” time vs. placebo (Xadago 50 mg/day, least 

squares difference (LSD) = 0.50; 95% CI: 0.03, 0.96; p = 0.0356.  Xadago 100 mg/day, LSD 
= 0.53; 95% CI: 0.07, 1.00; p = 0.0238). 

— In study 2, Xadago was significantly better vs. placebo for increasing “on” time (Xadago 100 
mg/day, LSD = 0.99; 95% CI: 0.58, 1.39; p < 0.001). 

— In both studies, the increase in “on” time was accompanied by a reduction in “off” time and 
better scores on a measure of motor function assessed during “on” time than before 
treatment. 

 
• Xadago is contraindicated in patients with concomitant use of the following drugs:  other MAO 

inhibitors or other drugs that are potent inhibitors of MAO (eg, linezolid), opioid drugs (eg, tramadol, 
meperidine and related derivatives), selective norepinephrine reuptake inhibitors, tri-or tetra-cyclic or 
triazolopyridine antidepressants, cyclobenzaprine, methylphenidate, amphetamine, and their 
derivatives, St. John’s wort and dextromethorphan; a history of a hypersensitivity to Xadago; and 
severe hepatic impairment (Child-Pugh C: 10 - 15). 

 
• Other warnings and precautions of Xadago include hypertension, serotonin syndrome, falling asleep 

during activities of daily living, dyskinesia, hallucinations/psychotic behavior, impulse 
control/compulsive behaviors, withdrawal emergent hyperpyrexia and confusion, and retinal 
pathology. 

 
• The most common adverse reactions (incidence on Xadago 100 mg/day at least 2% greater than 

placebo) with Xadago use were dyskinesia, fall, nausea, and insomnia. 
 

• The recommended starting dose of Xadago is 50 mg orally once daily.  After 2 weeks, the dosage 
may be increased to 100 mg once daily, based on individual need and tolerability.  

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm547852.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
http://www.newron.com/ENG/Default.aspx?PAG=19&MOD=NWRPRS
http://www.accessdata.fda.gov/drugsatfda_docs/label/2017/207145lbl.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2017/207145lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=a355d5f2-407d-40fa-a374-b3632261ea4a
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=90bec4b1-d5c3-4880-8027-788b72d8e1fc
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ae7c54b1-b440-4cca-97e8-e5b825413d32
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=af5b3e8b-d6dc-4664-89a7-f347d1853ace
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=b12fb4ea-182e-462b-b6ed-cfd2f6bb71e8
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=1f8983ce-71b8-4c62-830d-e4692ddededa
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=028b025e-2dde-4bef-ba7b-61774e855b4b


 
 

 

 

 

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products. 
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com. 

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their 
respective owners. 

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written 
consent of OptumRx.  

RxNews® is published by the OptumRx Clinical Services Department. 

©2017 Optum, Inc. All rights reserved. 

optumrx.com 
 

 
• US WorldMeds’ launch plans for Newron’s Xadago are pending.  Xadago will be available as 50 mg 

and 100 mg tablets. 
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