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Current Revision 

15. OTHER PRECAUTIONS 
15.1 Information Based on Clinical Uses 

(N/A) 
 
 

15. OTHER PRECAUTIONS 
15.1 Information Based on Clinical Uses 

There has been an observational study performed in Scandinavian 
countries which suggests that infants/children with paternal 
exposure to sodium valproate within 3 months prior to conception 
had an increased risk of neurodevelopmental disorder compared 
with those with paternal exposure to lamotrigine or levetiracetam 
(adjusted hazard ratio 1.50 [95% confidence interval: 1.09−2.07]), 
although the causal relationship to sodium valproate is unclear. On 
the other hand, there has been an overseas observational study in 
fathers with epilepsy which showed that infants/children with 
paternal exposure to sodium valproate within 120 days prior to 
conception did not have a statistically significant increased risk of 
neurodevelopmental disorder compared with those with no paternal 
exposure to sodium valproate. 

N/A: Not Applicable. No corresponding language is included in the current PRECAUTIONS. 
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