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Introduction: Intrathecal baclofen therapy is an option to obtain better clinical response in spastic children reducing lethargy due 
to oral administration (20-60% vs 5-10% for the intrathecal route). Usually, clinical response for cerebral spasticity treatment is 
obtained by continuous intrathecal baclofen infusion rate of 70-400 mcg/day. We describe a case of a child with severe spastic 
quadriplegia, treated with high doses of intrathecal baclofen with neurotoxicity. Baclofen serum levels has been quantified. 

Case report: A 7-years-old child (18Kg b.w.) treated with benzodiazepines and intrathecal baclofen pump (implanted two 
months before) was admitted to ED for lethargy. Baclofen infusion rate was gradually increased during the last two months up 
to 1700 mcg/day to obtain a successful clinical response. So, a neurotoxic effect due to high baclofen doses was supposed, 
the infusion rate was reduced first to 1000, and then to 800 mcg/day. A gradual clinical improvement was observed during 
the following 24hours. At this stage, a multichannel EEG registered during the reduction of infusion rate (from 700 to 500 
mcg/day) revealed the presence of a normal sleep pattern with only a mild and paroxystic excess of slow waves especially in 
the frontal regions and no epileptiform activity. Awakening was reached up 36hours after admission. To avoid lethargy, during 
the following 4weeks the infusion rate was progressively reduced until 400 mcg/day (while an optimal clinical response to 
spasticity was not achieved): during this month, the plasma levels resulted below the LOQ (10 ng/ml) but above LOD (3ng/ml) 
in all the collected samples. No withdrawal symptoms were registered. Diazepam serum levels detection confirmed constantly 
therapeutic concentration. Discussion and conclusion. Intrathecal baclofen administration is related to lethargy. This effect is 
dose dependent and limits the clinical use of the drug, especially in pediatric patients (age < 12y-old) with severe spasticity 
requiring higher baclofen doses. In our experience, a maximum of 500 mcg/day of intrathecal infusion rate could be considered 
in pediatric patient with spasticity non-responsive to usual baclofen dosage. When high dose is required, a close monitoring 
of the patient is necessary. Despite different intrathecal baclofen infusion rate at time of sample collection (800 – 500 – 400 
mcg/day), no difference in plasma levels were detected, and baclofen concentrations resulted below the LOQ (10 ng/ml) in all 
the samples. These data confirm that plasma concentration is not useful as guide to choose the effective infusion rate as well 
as to predict neurotoxicity. 


