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Sunovion Submits NDA to Expand 
Aptiom Indication to Pediatric 
Patients 

Sunovion Pharmaceuticals has submitted a supplemental 
new drug application (sNDA) to the FDA to expand the 
indication for its antiepileptic drug AED Aptiom (eslicar-
bazepine acetate) to 
include use as mono-
therapy or adjunctive 
therapy for the treat-
ment of partial-onset 
seizures (POS) in children four years of age and older. An 
ongoing development program for Aptiom includes a phase 
4 study in adults with POS that is designed to evaluate 
Aptiom in real-world clinical settings supporting the use of 
Aptiom as adjunctive therapy for POS. The company is also 
planning a phase 3 clinical study in children younger than 
four years of age.

Review Supports Broader Use of 
Botulinum Toxins for Pain

Botulinum neurotoxins may have an increasingly impor-
tant role to play in the treatment of various forms of chron-
ic pain, results of a new review study suggest (J Headache 
Pain. 2017 Dec;18(1): 38. Epub March 21). Based on the 
meta-analysis and randomized control trials, authors found 
that botulinum toxins may represent an effective prophy-
lactic treatment for chronic migraine, and may be helpful 
in other types of cranial, facial, and cervical pain, as well as 
in patients with trigeminal neuralgia, peripheral and spinal 
neuropathic pain, some types of pain secondary to muscu-
loskeletal diseases, and bladder pain syndrome. For most of 
these conditions, however, they noted that the quality of 
evidence is low and that samples sizes for controlled trials 
are also low. They suggested that future research should 
explore the use of botulinum toxin injections combined 
with systemic drugs and/or physical therapies as new pain 
treatment strategies.

Plasma neurofilament light (NFL) may represent a blood-based, non-invasive biomarker in Alzheimer’s disease (AD), 
according to new findings published in the JAMA Neurology (March 27, 2017). In a prospective case-control study, 
investigators used an ultrasensitive assay to measure plasma NFL concentration in 193 cognitively healthy controls, 
197 patients with mild cognitive impairment (MCI), and 180 patients with AD dementia from the Alzheimer’s Disease 
Neuroimaging Initiative. In particular, they tested associations between plasma NFL and diagnosis, amyloid beta patho-
logic features, CSF biomarkers of neuronal injury, cognition, brain structure, and metabolism. 

Plasma NFL correlated with cerebrospinal fluid (CSF) NFL and was also increased in patients with mild cognitive 
impairment and those with AD dementia as compared to controls. Of note, plasma NFL was particularly high in 
patients with MCI and patients with AD dementia with amyloid beta pathologic features and also had high diagnostic 
accuracy for patients with AD with dementia vs controls. In addition, high plasma NFL correlated with poor cognition 
and AD-related atrophy (at baseline and longitudinally) and with brain hypometabolism (longitudinally).

“Plasma NFL is associated with AD diagnosis and with cognitive, biochemical, and imaging hallmarks of the disease,” the 
authors concluded. “This finding implies a potential usefulness for plasma NFL as a noninvasive biomarker in AD.”

New Evidence Suggests 
Potential for Blood-Based 
Alzheimer’s Biomarker 
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Certain Antidepressants and AEDs 
May Be Effective for Nerve Pain

Certain antidepressants and anti-seizure drugs are 
among medications that effectively treat diabetic nerve 
pain. In findings published in the journal Neurology, 
researchers found moderate evidence in studies and sys-
tematic reviews that the antidepressants duloxetine and 
venlaxine, which act as serotonin-norepinephrine reuptake 

inhibitors, were effective in reducing neuropathy-related 
pain. 

They also found weak evidence that botulinum toxin, 
the anti-seizure drugs pregabalin and oxcarbazepine, as 
well as drugs classified as tricyclic antidepressants and 
atypical opioids were probably effective in reducing pain. 
Of note, the results showed that while pregabalin works in 
the same way as gabapentin, the latter was not more effec-
tive than placebo. n

Ocrevus Receives FDA Greenlight for Relapsing, Primary Progressive 
Forms of Multiple Sclerosis

The FDA approved Ocrevus (ocrelizumab, Genentech) for the treatment of relapsing mul-
tiple sclerosis and primary progressive multiple sclerosis. Ocrelizumab is a humanized antibody 
that targets CD20 marker on B lymphocytes. The approval was based on phase 3 results in both 
relapsing and primary progressive MS. 

In two identical studies evaluating ocrelizumab in relapsing MS known as the OPERA trials, the 
annualized relapse rate was lower in patients treated with 600 mg ocrelizumab every 24 weeks 
for 96 weeks than with interferon beta-1a. Moreover, the percentage of patients with disability 
progression was significantly lower with ocrelizumab than with interferon beta-1a at both 12 and 
24 weeks. Regarding adverse events, infusion-related reactions occurred in 34.3 percent of the 
patients treated with ocrelizumab, the researchers observed. Serious infections, however, were 
lower in the ocrelizumab group. 

In the primary progressive MS trial (ORATORIO), the percentage of patients with confirmed disability progression at 12 
weeks was 32.9 percent in patients treated with ocrelizumab versus 39.3 percent with placebo. That percentage dropped to 
29.6 percent with ocrelizumab at 24 weeks versus 35.7 percent with placebo. At the end of the study, performance on the 
timed 25-foot walk worsened by 38.9 percent in patients treated with ocrelizumab, as compared to 55.1 percent with placebo.

Ocrevus will be available within two weeks. Genentech will be offering comprehensive services for people prescribed 
Ocrevus to help minimize barriers to access and reimbursement.

Turn to page 16 to learn more about ocrelizumab and its impact on MS therapy. 

Novel Adjunct Agent Approved for Parkinson’s “Off” Periods 
The FDA approved Xadago (safinamide, Newron Pharmaceuticals) tablets as an add-on treatment for patients with Parkinson’s 

disease who are currently taking levodopa/carbidopa and experiencing “off” episodes. The approval is based on results of a clinical 
trial in which 645 patients receiving safinamide in addition to levodopa experienced more beneficial “on” time, when Parkinson’s 
symptoms are reduced. The increase in “on” time was accompanied by a reduction in “off” time and better motor function scores 
during “on” time than before treatment, according to the results.

 According to Laxman Bahroo, DO, Associate Professor of Neurology at Georgetown University and Practical Neurology® edi-
torial board member, safinamide is a welcome addition to the therapeutic armamentarium for Parkinson’s disease. “Safinamide 
is a novel MAO-B inhibitor that reduces off time and improves on time without troublesome dyskinesia,” says Dr. Bahroo. 
“Maintaining ‘on’ time without worsening dyskinesia is an unmet need in advancing Parkinson’s disease.”

The most common adverse events for patients taking Xadago include uncontrolled involuntary movement, falls, nausea, and trou-
ble sleeping. Less common serious side effects include hypertension, serotonin syndrome (when used with MAOIs, antidepressants, 
or opioid drugs), hallucinations and psychotic behavior, and problems with impulse control or compulsive behaviors. The indication 
also notes that patients who have severe liver problems or who take dextromethorphan should not take safinamide.
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