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Safety Warning: Risk of Impaired Cognitive Development in Children
Born to Mothers Treated With Valproate Products during Pregnancy

The Saudi Food and Drug Authority would like to provide healthcare professionals
with an important safety information about risk of impaired cognitive development associated
with the use of valproate products in pregnant women. Epidemiological studies showed that
mothers who were treated with valproate sodium or related products throughout their
pregnancy had a higher risk of delivering children with impaired cognitive development than
those bom to mothers who were treated with other anti-seizure medications during pregnancy.

The following precautions should be taken to minimize the risk of impaired cognitive
development:

* Women at childbearing age should be informed about the risk of adverse effects on
cognitive development that is associated with prenatal valproate exposure.

» Women of childbearing potential should be counseled about the risk of malformation,
such as neural tube defects, when treated with valproate during pregnancy.

* Before prescribing valproate, the treatment benefits should be weighed against the
risks of using such medication in women of childbearing age. If the risks outweigh the
benefits, valproate alternatives should be considered and healthcare professional
should provide the appropriate counseling concerning the alternatives.

* Untreated or inadequatcly treated epilepsy during pregnancy witl increase the chance
for complications in both the mother and her developing baby:.

 For women of childbearing age and not planning a pregnancy, contraceptive pills
should be recommended by the concerned healthcare professional in case of valproate
treatment is decided.
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Report adverse drug reaction to the SFDA

For more information, please visit the Saudi Food and Drug Authority website:

www.stda.gov.sa . To report an adverse drug reaction or medication errors using online
reporting form, you can visit the website of the National Pharmacovigilance and Drug Safety

Center at: www.sfda.gov.sa/npc or by reporting to the fax number: 012057662

National Pharmacovigilance and Drug Safety Center (NPC)
Saudi Food and Drug Authority-Drug sector

3292 Northern Ring Road

Al Nafal District

Riyadh 13312 - 6288

Kingdom of Saudi Arabia

Toll free number: 8002490000

Tel: 012759222 ext. 2317, 2353, 2356, 2340

Fax: 012057662

Ematl: NPC.Drug@sfda.gov.sa
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