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Introduction: Adverse drug reactions (ADRs) are an important cause of mortality and morbidity and have a significant
impact on health care resources. In western countries, ADRs cause 3% to 5% of all hospital admissions and are responsible
for about 5% to 10% of in-hospital costs. In pediatric patients the monitoring of drug use and of ADRs requires careful
evaluation, since many drugs are used off-label, due to the lack of registrative studies in this age group.

Aim: Aim of the present study is to give a 'real-life' information on safety profile of drugs used by pediatric patients,
information that now is only based on data coming from clinical trials conducted on adult population.

Methods: We analyzed the impact of ADRs on Emergency Department (ED) accesses, using data from a national
pharmacovigilance project of ADRs monitoring in ED (Monitoraggio Epidemiologico di Reazioni ed Eventi Avversi da
Farmaci in Pronto Soccorso - MEREAFaPS) and we focused our attention on children.

Results: This study considered ADR reports form patients with 18 year or less admitted to 94 Italian EDs for a suspected
ADR from January 2010 to March 2015. The reports were stored in a structured Italian database called Niguarda database.
ADRs were classified according to System Organ Class (SOC) of the Medical Dictionary for Regulatory Activities
(MedDRA) and were classified serious if they caused or prolonged hospitalization, were life-threatening, resulted in death,
or produced permanent malformations or disabilities. In a period of five-years, the number of pediatric admissions to ED
due to ADRs was 3839 representing 9% of the total reports records in the MEREAFaPS study. Fifty-one percent of the
reports involved female children with a mean age of 6 years (standard deviation 5.9 years). Serious reactions requiring
hospitalization represented 14.5% of total ADRs, only 8 being life-threatening; thus, the majority of ADRs were classified
as 'not serious'. As expected, the reporters were mainly hospital doctors (62%), followed by pharmacists (36%) and other
healthcare professionals including nurses. The 3839 ADR-related ED admissions resulted in 6006 adverse events: 42%
involved the skin, 15% the gastrointestinal system, 15% were related to general disorders and administration site
conditions and 6% to nervous system disorders. Drugs (n=4761) most frequently involved in the ADRs were vaccines and
antibacterials for systemic use.

Conclusions: Results from this study could help minimizing ADRs incidence in the pediatric population and increasing
awareness about drug safety.
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