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Dear Colleague

VALPROATE: DRUG SAFETY UPDATE- REMINDER OF THE CURRENT
PREGNANCY PREVENTION PROGRAMME REQUIREMENTS; INFORMATION
ON NEW SAFETY MEASURES TO BE INTRODUCED IN THE COMING MONTHS

Advice for healthcare professionals

e Continue to follow the existing strict precautions, including that valproate
should not be prescribed to female children or women of childbearing
potential unless other treatments are ineffective or not tolerated and that any
use of valproate in women of childbearing potential who cannot be treated
with other medicines is in accordance with the Pregnancy Prevention
Programme

« Following a new safety review conducted in light of concerns that the current
regulatory requirements for safe use are not being consistently followed, the
Commission on Human Medicines (CHM) has advised that there should be
greater scrutiny of the way valproate is prescribed and that further risk
minimisation measures are required — in particular that 2 specialists should
independently consider and document that there is no other effective or
tolerated treatment for patients aged under 55 years

o Consider all other suitable therapeutic options before newly prescribing
valproate in patients younger than 55 years
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« Note that these new measures will be implemented over the coming
months. In the meantime, GPs and pharmacists should continue to
provide repeat prescriptions for valproate and dispensers should
continue to ensure patients receive the patient card, a copy of the
Patient Information Leaflet and packaging bearing pregnancy warnings

« Patients currently taking valproate must be advised not to stop taking it
unless they are advised by a specialist to do so

Summary

In view of data showing ongoing exposure to valproate in pregnancy, this letter
reminds healthcare professionals of the risks in pregnancy and the current Pregnancy
Prevention Programme requirements, and provides information about the potential
risks of valproate in other patients following a review of the latest safety data. Following
advice from the Commission on Human Medicines (CHM), new safety measures for
valproate-containing medicines are to be put in place in the coming months.

The CHM has established an implementation group with a cross-health sector
membership to support the safe introduction of the new measures into clinical practice.
This will be via a phased programme currently under development according to patient
safety priorities, and developed in collaboration with the healthcare bodies, to ensure
ongoing patient care is not disrupted. No action is currently needed from patients.

Patients currently taking valproate must be advised not to stop taking it unless
they are advised by a specialist to do so. Any patient who thinks they are pregnant
while on valproate should be advised to talk to a specialist urgently.

Before initiating valproate in patients younger than 55 years, healthcare professionals
should consider all other suitable therapeutic options and consult the findings of the
epilepsy medicines in pregnancy review.

Further information on current safety measures for valproate due to risks with
pregnancy exposure, safety review of data relating to valproate, CHM advice and
recommended new measures, adherence to Pregnancy Prevention Programme
requirements, and the use of valproate outside of the licenced indication, is available
in the MHRA Drug Safety Update bulletin

Yours sincerely
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Chief Medical Officer Chief Pharmaceutical Officer
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This letter is available on the Department of Health website at
https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-
advice/hssmd-letters-and-urgent-communications

Working for a Healthier People "™ INVESTORS
%_¢” IN PEOPLE


https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-advice/hssmd-letters-and-urgent-communications
https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-advice/hssmd-letters-and-urgent-communications

