
phase were decreased appetite, insomnia, affect
lability, upper abdominal pain, mood swings, and
headache.

CONCLUSIONS: AMPH EROS was effective in reducing
symptoms or ADHD from 1 to 13 hours after dosing.
Adverse events reported were consistent with those of
other amphetamine products.
Funding Acknowledgements: This study was supported
by Tris Pharma, Inc.
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ABSTRACT: The proprietary immediate and extended drug
delivery technology LiquiXR™ utilizes an ion-exchange
resin that complexes with amphetamine or any other
activemoiety that can be protonated and is water-soluble.
The active drug product forms a complex with ion-
exchange polymers contained in the resin, which is then
formed into micron-sized particles. Some of these
particles are coated with an aqueous, pH-independent
polymer designed to provide immediate or sustained
release of active drug product. The polymer coating
applied to the ion-exchange resin particles is of varying
thickness, allowing for programmed, extended release of
active drug product. Solid, coating-free particles provide
for immediate release of active drug product.
The micron-sized particles are formulated into an
appropriate dosage form (solid or chewable tablet, liquid
suspension, orally disintegrating tablet, film, or cap-
sules). Active drug product is subsequently released from
the dosage form in millions of particles, with the release
driven by a combination of ion exchange and diffusion.
After drug release, the ion-exchange resin is excreted in
the feces.
The release characteristics of LiquiXR™ are program-
mable and allow for a customized, sustained release of
active drug product for up to 24 hours post-dose.
Mechanistically, drug particles enter the gastrointestinal
tract. As positively-charged ions from gastrointestinal
(GI) fluids diffuse across the coating, ionically-charged
drug product diffuses through the coating and into the
GI fluids for absorption. As the coating is of variable
thickness, some drug product takes longer to diffuse and
absorb, providing for the programmable delayed drug
release characteristic.

The LiquiXR™ drug delivery technology is utilized in
Dyanavel® XR (amphetamine extended-release oral
suspension; AMPH EROS), which is indicated for the
treatment of attention-deficit hyperactivity disorder. It
comprises 2.5mg/mL amphetamine base complexed
with LiquiXR technology to provide an immediate
release component followed by an extended-release
profile. The efficacy of AMPH EROS was established in
children ages 6 to 12 years in a Phase 3, placebo-
controlled laboratory classroom study. In that study,
attention-deficit/hyperactivity disorder (ADHD) symp-
toms in children on an individually optimized dose of
amphetamine (range 10–20mg/day) were statistically
significantly improved compared with symptoms in
children treated with placebo. For children treated with
AMPH EROS, onset of effect was demonstrated at 1 hour
after dosing, and efficacy was observed through 13 hours
post-dose. The effect size was comparable to effect sizes
demonstrated for other psychostimulants tested in
studies using a similar design. The efficacy data reported
for AMPH EROS provides an excellent example of the
potential utility and clinical application for other active
drug products requiring an immediate release and
extended release profile.
Funding Acknowledgements: This work was funded by
Tris Pharma, Inc.
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ABSTRACT: Introduction: Bariatric surgery outcomes are
variable, often with suboptimal weight loss and/or weight
relapse. Smartphone coaching applications offer a potential
window of affecting behavioral change to improve out-
comes in a widespread and cost-effective way, but clinical
efficacy is unknown. In phase I of this pilot study, we
investigated effects of pre-surgical treatment with a mobile
coaching platform Noom Coach for Bariatric Health.

METHODS: Forty adult candidates (82.5% female) for
bariatric surgery were recruited for pilot randomized
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controlled trial (NoomBariatricHealth vs. StandardCare).
All participants’ dietary intake was assessed initially and
after 8 weeks of intervention, with the 24-hour dietary
recall (ASA24) to analyze food intake. Paired t-tests were
used to compare within group changes in dietary
parameters. Independent t-tests were used to assess inter-
group differences at the end of treatment.

RESULTS: Post intervention, bothNoomandControl groups
consumed numerically less total calories, empty calories,
fat, and carbohydrates compared to their baseline. Reduc-
tion in empty calorie consumption was significant only in
Noom (t=2.39, p=0.04, Cohen’s d=0.96) and not in
Control (t=0.89, p=0.40, Cohen’s d=0.30). Both total
kcal and total fat intake showed larger numerical reduc-
tions within Noom (kcal,fat: t=1.94,2.07; p=0.08,0.07;
Cohen’s d=1.03,1.06) compared to reductions seen within
Control (kcal,fat; t=0.41,0.48; p=0.69,0.64; Cohen’s
d=0.14,0.16). There were no other significant changes in
macronutrients and micronutrients within groups. At the
end of treatment, Noom compared to Control groups had
significantly lower percentage fat intake (t=3.02,
p=0.008, Cohen’s d=1.42) without initial difference at
screening (t=1.12, p=0.27, Cohen’s d=0.36).

DISCUSSION: Though limited due to small sample size,
preliminary results appear promising that mobile coa-
chingintervention may have beneficial effects on diet
pre-bariatric surgery. We will discuss the impact of these
findings on potential post-surgery outcomes.
Funding Acknowledgements: NIH R44DK116370,
Mount Sinai Hospital
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ABSTRACT: Alcohol use disorder (AUD) is commonly
encountered in clinical practice. A combination of
psychosocial intervention and pharmacotherapy is the
cornerstone of AUD treatment. Despite their efficacy,
safety and cost-effectiveness, clinicians are reluctant to
prescribe medications to treat individuals with AUD.
Given the high rate of relapse with psychosocial

intervention alone, increasing patient access to this
underutilized treatment has the potential to improve
clinical outcome in this difficult-to-treat population.
Herein, we provide practical pharmacotherapy strategies
to improve treatment outcome for AUD. We review the
efficacy and side effects of both on- and off-label agents
with a particular focus on clinical applicability. Recom-
mendations are supported by findings from randomized
controlled trials (RCT) and meta-analyses selected to be
representative, where possible, of current treatment
guidelines. The goal of this paper is to help readers use
pharmacotherapy with greater confidence when treating
patients with AUD.
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ABSTRACT: AIM: The objective of the study is to evaluate
the differences in health outcomes as well as treatment
satisfaction and functionality, focusing particularly in
cognitive deficits and perceived disability among stable
psychotic patients with therapeutic adherence treated
with oral antipsychotics (OA) vs Aripiprazole Long
Acting Inyectable (A-LAI).

METHOD: Naturalistic study, descriptive and transversal.
Inclusion criteria: Schizophrenia; 18-65 years old;
CGI≤3; treatment OA or A-LAI; no changes antipsychotic
therapy in last 3 months. Sociodemographic and clinical
variables were recorded using self-applied scales (TSQM;
EQ-5;SDI;PDQ) and heteroaplied (PSP;CGI;UKU). A
mirror analysis was performed in the A-LAI group
comparing number of psychiatric drugs and antipsycho-
tic used, previous admissions and emergency care visits.

RESULTS: 50 patients (25 OA, 25 A-LAI), 62% male, age
43,9±11,1, psychotic illness evolution 15,9±9,9. In
comparison with OA, A-LAI patients present greater
functionality scores (PSP) 75±11,5 vs 61,8,±10,5 (p.001)
and better results in quality of life (EQ-5D), both

ABSTRACTS 221

https://doi.org/10.1017/S1092852919000683 Published online by Cambridge University Press

https://doi.org/10.1017/S1092852919000683

