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Reducing Inequalities for Women of Childbearing Potential 

with Mental illness taking Valproate

• Valproate is commonly prescribed for Epilepsy and Bipolar disorder 

worldwide 1

• Teratogenicity of valproate in animals was first reported in the 1970s 2

• If valproate is taken during pregnancy, up to 4 in 10 babies are at risk of 

developmental disorders, and 1 in 10 are at risk of birth defects 3

• Since April 2018, a total of 247 women have taken valproate during 

pregnancy, with 46 pregnancy exposures between October 2020-September 

20214

• UK has a higher rate of valproate prescribing than many other countries in 

Europe. This suggests that the number of female patients prescribed 

valproate in the UK (for any indication) could be further reduced. 4

• Since 1973, 20,000 people are known to have been affected by valproate, 

and it is estimated this has cost £181 billion to NHS 4

• Medicines and Healthcare Products Regulatory Agency (MHRA) endorsed a 

regulation in March 2018 that valproate must no longer be used in any 

woman or girl able to have children unless she has a Pregnancy Prevention 

Programme (PPP) with evidence of Annual risk acknowledgment form (ARAF) 

in place.

• A nationwide POMH 2018 audit found risk acknowledgement form did not 

exist for more than 50% across 55 Mental Health Trusts.

• According to the Equality Act of 2010 Section 129, the protected 

characteristics of age, disability, pregnancy and sex has been compromised 

in this aspect, leading to unsafe prescribing for women of child-bearing age 

with mental illness/epilepsy.

Background 

CUMBERLEGE REVIEW RELEASED IN JUL 2020

Aim

TRUST AUDIT FINDINGS 

• The new valproate pathway aims to ensure prescribers of valproate adhere to 

the MHRA regulations to reduce human suffering and cost

• Women will only be treated with valproate in a way that safeguards the health 

of unborn children

• Valproate related risk forms in other languages and easy read format are 

pursued through MHRA to leave no woman behind because of language barriers

• Co-production in the design of the pathway ensured that the solution was not 

only clinician-driven, but patient focussed

Conclusions/Next steps  

20,000 affected costing NHS £181 

billion

Lack of systems to safeguard women 

and the unborn childTeratogenic effect of Valproate

Redesigned Clinical pathway with a core digital 

solution to improve patient safety and address 

inequalities

• To Identify all women in primary and secondary care within Surrey taking 

Valproate for mental illness and implement pregnancy prevention 

programme for them

• To design and build a clinical pathway using a digital solution at its core to 

support clinicians to implement PPP 

Pregnancy Prevention Programme (PPP) Steps Redesigned Clinical Pathway

• The digital design of this project is being shared with Acute Trusts across Surrey 

to ensure no pregnancy is exposed to valproate

• Digital design of this project was a finalist in the HSJ patient Safety Award 2021

• Our vision is to create a patient-centric App that can function outside any EPR 

system to communicate and collect valproate specific information reducing 

inequalities that arise due to multiple EPR systems within the NHS.  

• Learning disabilities team involved to design easy read written materials for women with learning disabilities

• Collaborated with National Valproate Patient Safety Officer in implementing SNOMED codes to simplify exchange of clinical information easier between 

systems

• Conducted Knowledge exchange events to share learnings for wider impact 

References 

1. Viale L. Allotey J. Cheong-See F, et al. Epilepsy in pregnancy and reproductive outcomes: a systematic review and meta-analysis. Lancet. 2015;386:1845–52. [PubMed] [Google Scholar]

2.Heneghan C, Aronson JK. Sodium valproate: who knew what and when? Cumulative meta-analysis gives extra insights. BMJ Evidence-Based Medicine 2019;24:127-129.5. 

3. Medicines in Pregnancy Registry: Valproate use in females aged 0 to 54 in England: April 2018 to September 2020, Management Information Published 11 February 2021

4. The Pharmaceutical Journal (pharmaceutical-journal.com) The Pharmaceutical Journal, PJ, April 2022, Vol 308, No 7960;308(7960)::DOI:10.1211/PJ.2022.1.137804)5. Cumberlege J.  First Do No Harm - The 

report of the Independent Medicines and Medical Devices Safety Review https://www.immdsreview.org.uk/downloads/IMMDSReview_Web.pdf

Acknowledgment: Valproate working group SABP 


