New Delayed-Release Stimulant Improves Morning ADHD Symptoms, All-Day Functioning
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NEW ROCHELLE, NY -- September 25, 2017 -- A phase 3 study of children aged 6 to 12 years with attention deficit/hyperactivity disorder (ADHD) has shown that a delayed-release, long-acting formulation of methylphenidate, when taken in the evening, led to significant improvement in ADHD symptoms and functional impairment first thing the next morning, compared with placebo.

Children taking the delayed-release stimulant did not have to wait for a morning dose to take effect and also benefited from improved symptoms later in the afternoon and evening, according to the study results, published in the Journal of Child and Adolescent Psychopharmacology (JCAP).

The drug formulation, which consists of 2 layers of microbeads with an inner drug-loaded core, delays release of the active ingredient for 8 to 10 hours and then provides controlled extended release designed to cover the early morning into the evening.

The 3-week, double-blind, multicentre study randomised 161 children with ADHD to delayed-release, long-acting formulation of methylphenidate (n = 81) or to placebo (n = 80).

After 3 weeks, patients receiving the new formulation of methylphenidate achieved significant improvements versus placebo in ADHD symptoms (ADHD rating scale-IV; P = .002), and in Before-School Functioning Questionnaire (P < .001) Morning Behavior-Revised, morning (P < .001), and Morning Behavior-Revised, evening (P = .002) functional impairment.

In the study, the medication was well tolerated, with the main adverse effects of appetite suppression and insomnia being those commonly reported for other formulations of methylphenidate.

“Developing new formulations of effective medications for patients with ADHD improves the lives of children with the disorder,” said Harold S. Koplewicz, MD, Child Mind Institute, New York, New York.
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