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Introduction: Antipsychotic drugs (APs) are increasingly used to treat a variety of psychiatric disorders in children and adolescents. 
However, their safety and tolerability profiles, when used in a developmental age context (as well as those of several categories 
of drugs) show different characteristics from the ones observed in adult patients. Moreover, high level evidences regarding the 
safety and tolerability of APs in this population are, at the moment, sparse. The aim of this study was to perform an integrated 
assessment of the risk and tolerability profile associated with the use of antipsychotic drugs (both typical and atypical) in 
paediatric patients, with a focus on the identification of suspected adverse drug reactions (ADRs).

Materials and methods: Starting from April 2017paediatric patients followed by 5units of developmental age neuropsychiatry 
in Sicily, who initiated a treatment with at least an antipsychotic drug (ATC class N05A) where included into the study, regardless 
of diagnosis and concomitant administration of other drugs. Patients related data have been collected at the time of treatment 
initiation and regularly thereafter, as allowed by the clinical routine, using custom-made data collection forms and database.

Results: So far 152patients have been enrolled into the study. The data collected showed a population composed mainly 
of outpatients (n=116; 76.3%) with a male (n=103) to female (n=49) ratio of 2:1, a mean age of 14.2± 3.4(SD) years 
and the 67.8% of the population in the 13-18years age group. The most represented diagnoses, classified according to the 
ICD10, alone or as part of more complex pathologies have been: attention-deficit hyperactivity disorder (n=41), autistic 
disorder (n=33), Tourette’s disorder (n=20), oppositional defiant disorder and mild intellectual disabilities (both with n=17). 
Concerning the prescribed antipsychotic treatments, 135patients were initially treated with only one AP while 17with 2or 
more APs. Risperidone was the most used AP (n=66) followed by aripiprazole (n=61) and olanzapine (n=12). During the 
observation period, 86patients manifested at least an ADR accounting for a total of 234specific reactions with the most 
frequent being weight gain (n=32), increased appetite (n=22), hyperprolactinemia (n=19) and hypercholesterolemia (n=14). 
Among these, only 9ADR cases were classifiable as serious and were represented by elevated creatinine phosphokinase 
(n=2), QTc interval prolongation (n=2), dystonia (n=1), leukopenia (n=1), hyperprolactinemia (n=1), insomnia (n=1) and 
tachycardia with increased blood pressure (n=1). The AP most commonly associated with ADRs was risperidone (n=34) 
followed by aripiprazole (n=23), olanzapine (n=3), while in terms of ADR occurrence clozapine emerged as the AP with the 
highest percentage (67%), followed by aripiprazole (48%), risperidone (47%), olanzapine (43%), levomepromazine (33%), and 
quetiapine (10%).

Discussion and conclusions: The data emerging from this study, such as the relatively low frequency of serious ADRs, the 
higher number of metabolic type reactions compared to the extrapyramidal ones (possibly related to the prevalence of second 
generation APs prescriptions) and the low frequency of cardiovascular ADRs confirm the substantial safety of these medications 
in paediatric patients and define a tolerability profile for APs similar to that observed in adults. This study assumes in our view, 
value as a source of information and moreover as a possible model of active pharmacovigilance in a developmental age 
setting. However, given the characteristics of paediatric age, close monitoring remains necessary in patients treated with APs.


