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Objective: Evaluate the safety and tolerability of aripiprazole once-monthly (ARI-OM) initiation in patients stabilized on oral
antipsychotics other than aripiprazole. Previous pivotal Phase III trials have evaluated initiating ARI-OM in patients stabilized

on oral aripiprazole1.
Methods: Eligible patients were treated with oral atypical antipsychotics other than aripiprazole with a history of oral
aripiprazole tolerability. The study included a screening phase (30 days) and a treatment phase (28 days). Patients were
stabilized per investigator's judgment for 14 days on risperidone, olanzapine, quetiapine, or ziprasidone, before administration
of ARI-OM (400 mg). Current oral antipsychotic was co-administered with ARI-OM for 2 weeks to determine safety and
tolerability of a single ARI-OM dose following treatment initiation. Safety assessments were adverse events (AEs);
extrapyramidal symptoms (EPSs) using standard objective rating scales; Columbia-Suicide Severity Rating Scale; clinical
laboratory measures; and weight changes. 
Results: 60 patients initiated ARI-OM, while continuing treatment for 2 weeks with oral risperidone (n=24), quetiapine (n=28),
ziprasidone (n=5) or olanzapine (n=3). Treatment-emergent (TE) AEs ( 5%) were fatigue, injection-site pain, and restlessness
(risperidone); insomnia, dystonia, injection-site pain, and toothache (quetiapine); and muscle spasm, tooth abscess, and
toothache (ziprasidone). Prior olanzapine did not cause any AEs. Incidence of TE-EPSs were similar in all groups (< 5%).
There were no unusual changes in objective EPS rating scales, suicidality, weight, laboratory values or fasting metabolic
parameters across all groups. 
Conclusions: The AE profile of patients receiving ARI-OM concomitant with oral atypical antipsychotics other than aripiprazole

was consistent with prior reports1.
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