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Adverse events (AEs) related to intrathecal baclofen (ITB) therapy in adults, was relatively low. This
has to be balanced against the clinical, functional and quality of life improvements, which are
expected from ITB therapy 1).

This therapy is contraindicated in patients who are hypersensitive to baclofen. Implantation of the
infusion system is contraindicated if the patient is of insufficient body size, requires a pump implant
deeper than 2.5 cm, or, in the presence of spinal anomalies or active infection.

The most frequent drug adverse events vary by indication but include: hypotonia (34.7%),
somnolence (20.9%), headache (10.7%), convulsion (10.0%), dizziness (8.0%), urinary retention
(8.0%), nausea (7.3%), and paresthesia (6.7%). Pump system component failures leading to pump
stall, or dosing/programming errors may result in clinically significant overdose or underdose. Acute
massive overdose may result in coma and may be life threatening.

The most frequent and serious adverse events related to device and implant procedures are catheter
dislodgement from the intrathecal space, catheter break/cut, and implant site infection including
meningitis. Electromagnetic interference (EMI) and Magnetic resonance imaging (MRI) may cause
patient injury, system damage, operational changes to the pump, and changes in flow rate.
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Borrini L, Bensmail D, Thiebaut JB, Hugeron C, Rech C, Jourdan C. Occurrence of adverse events in
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