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GUIDE FOR FEMALE PATIENTS/ CAREGIVERS

RISK OF BIRTH DEFECT & DEVELOPMENTAL PROBLEM FOLLOWING USE OF

SODIUM VALPROATE

This information in this leaflet is for women and girls who are prescribed with sodium valproate
and are able to get pregnant (child-bearing age). Please read this leaflet carefully and talk to
your doctor of pharmacist if you have any question

KEY POINTS:

Sodium valproate is an effective medicine used to treat seizure (epilepsy) and
bipolar disorder.

Sodium valproate can seriously harm an unborn child when taken during pregnancy
and should not be taken by women and girls unless no other medicine works.
Never stop taking sodium valproate unless your doctor tells you to stop.

Always use contraception and do not stop using as long as you are taking sodium
valproate.

See your doctor at once if you are planning pregnancy or if you suspect that you
are pregnant. Do not stop taking sodium valproate.

Please make sure that you receive the patient educational materials such as
patient card and patient guide from your healthcare provider.

What you must do if you are being prescribed sodium valproate:

For women who are able to get pregnant (of child-bearing age):

o When taking sodium valproate, always use reliable contraception and
never stop using it so you do not have unplanned pregnancy as long as
you are taking sodium valproate

o Tell your doctor at once if you think you may be pregnant or know you are
pregnant.

o Never stop taking sodium valproate unless your doctor tells you to as your
condition may become worse

If you are thinking to get pregnant:

o Arrange urgent appointment with your doctor if you plan to get pregnant or
if you suspect that you are pregnant. Do not stop taking sodium valproate and
contraception until you have seen your doctor.

You can help by reporting any side effects that you may get directly to the National
Pharmaceutical Regulatory Agency (NPRA) through the website
http://npra.moh.gov.my (Consumer—Consumer Reporting of Side effects To
Medicines Or Vaccines—ConSERF).

INFORMATION ON THE RISKS TO THE UNBORN CHILD

» Sodium valproate can be harmful to unborn children when taken by a woman during

pregnancy.



http://npra.moh.gov.my/
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» Sodium valproate can cause serious birth defects and can affect the way in which the
child develops as it grows. Birth defects include spina bifida (where the bones of the
spine are not properly developed); facial and skull malformations; heart, kidney, urinary
tract and sexual organ malformations; and limb defects.

» Because sodium valproate has been used for many years, we know that in women who
take sodium valproate, around 10 babies in every 100 will have birth defects. This
compares to 2-3 babies in every 100 born in the general population.

» It is estimated that up to 30-40% of preschool children whose mothers took sodium
valproate during pregnancy may have problems with early childhood development.
Children affected can be slow to walk and talk, intellectually less able than other
children, and have difficulty with language and memory. In addition, disorders which
affect the way a child communicates and interacts with others, for example autism, are
more often diagnosed in children exposed to sodium valproate.



