HSE report on prenatal exposure to sodium valproate 1975 – 2015
Friday, March 22, 2019

[image: ]


As part of its Valproate Response Project established in 2018, the HSE has prepared a Rapid Assessment report of the number of women and children exposed to sodium valproate (Epilim) in Ireland over the past 40 years.
Valproate can cause birth defects and problems with the development and learning of the child if their mother takes the medicine during pregnancy. Children exposed to valproate in the womb are at a high risk of serious developmental disorders (in up to 30-40% of cases) and congenital malformations (in approximately 10% of cases). The HSE’s Valproate Response Project was set up to ensure the safe prescribing of Epilim in women, prevent current and future harm and develop a pathway of care for diagnosis and treatment of children who have been affected by past exposure to Valproate.
The new Rapid Assessment Report aims to provide an estimate of the likely prevalence of specific major congenital abnormalities and neuro-developmental disorders associated with the drug (known as FVS – Foetal Valproate Syndrome). Until now, there has been no Irish data on this but estimates are vital in planning the services and supports that affected families require. Some of the report’s estimates include:
· Between 1975 and 2015, approximately 3,083 maternities were in women who were taking valproate when becoming pregnant.
· Between 1975 and 2015, approximately 3,126 babies were potentially exposed to valproate in utero. Of these, it is estimated that 873 were born between 2000 and 2015 (i.e. currently 18 years old or younger).
· From 1975 and 2015, between 153 and 341 children will have experienced a major congenital malformation and up to 1,250 children will have experienced some form of neurodevelopmental delay following exposure to valproate in the womb.
· An estimated 43 – 95 children under the age of 16 today will have experienced a major congenital malformation as a result of valproate exposure and 349 will have experienced some form of neurodevelopmental delay.
However, the HSE analysis is subject to a large range of assumptions and limitations and the report must be interpreted with these in mind. These include:
· There is no single source of data relating to the use of valproate in pregnancy in Ireland. Furthermore, while some individual datasets might have held useful information, the inability to link these datasets meant that they were of little value. The analysis therefore relied to a large extent on international data.
· It was not possible to take account of variation in the duration of valproate use during pregnancy, dosage prescribed to individual women or whether valproate was used as a standalone drug or in conjunction with other epilepsy drugs. All of these factors would influence the rate of disabilities.
· No account could be taken of differences in socio-economic status or urban-rural area of residence. Both of these factors are believed to influence the rate of valproate usage.
· The analysis is premised on the licensed prescribing of valproate for epilepsy and bipolar disorder but does not include off-licence prescribing e.g. for migraine.
Because of these significant limitations, the report concludes that the estimates should only be viewed as “a broad guide for those tasked with planning diagnostic and management services for people affected by this issue”. It continues “the true impact of valproate on women and children will only become apparent as data is collected prospectively…”.
While the estimates should be considered in light of these limitations, they are nonetheless very significant in that they greatly exceed both the number of confirmed FVS diagnoses made by the Department of Clinical Genetics at Crumlin Hospital (less than 50) and the 400 cases estimated by the FACS Forum in 2017.
Despite a wide range of actions taken in recent years to raise awareness of this issue including direct communications from HSE to women on valproate last year, only a small percentage of those affected have yet been diagnosed with FVS.  Epilepsy Ireland and OACS Ireland continue to work closely with HSE on delivering a comprehensive response to this issue, including expanding diagnostic FVS services, putting in place a package of community supports and implementing a new Women’s Health in Epilepsy programme.   A full report on all of these activities will be presented at the National Conference on the Consequences of Sodium Valproate (see below).
The full HSE Rapid Assessment report can be downloaded below.
OACS Ireland
[bookmark: _GoBack]The Organisation for Anti-Convulsant (OACS) Ireland supports and represents families with Foetal Valproate Syndrome. If you or your child has been affected by valproate exposure or if you would like to know more, please contact oacsireland@gmail.com; Twitter - @oacsireland.
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