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Objectives

Levetiracetam is licensed for monotherapy and adjunctive treatment of partial seizures with or without secondary generalisation, and for adjunctive therapy of myoclonic seizures and generalised tonic-clonic seizures. Human pregnancy data are sparse.
Methods

This study is part of a prospective, observational, registration and follow-up study.  Suitable cases are women with epilepsy who become pregnant while taking levetiracetam either singly or along with other anti-epileptic drugs, and who are referred before outcome of the pregnancy is known. The main outcome measure is the major congenital malformation (MCM) rate.

Results

Full outcome data are available on 263 pregnancies. There were 249 live births. Five of these had an MCM (2.0%; 95% C.I. 0.9 – 4.6%). No MCMs were observed in 95 monotherapy exposures (0.0%; 95% C.I. 0.0 – 4.1%). Five cases exposed to levetiracetam as part of a polytherapy regime had an MCM (3.1%; 95% C.I. 1.3 – 7.1%). 

Conclusions


While the absolute number of outcomes of human pregnancies exposed to levetiracetam is low the data we present here are encouraging. Larger numbers are required for statistical analysis; as such it is imperative that practitioners continue to enrol patients into prospective pregnancy registers.

*Data through February 29 2008
