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Prescribing of Valproate Containing 

Products in People Under the Age of 55 
 

Introduction 
The Medicines & Healthcare products Regulatory Agency (MHRA) have updated its guidance about 

valproate use and new regulatory measures have been introduced to reduce avoidable harm from 

valproate.  The restrictions now state that: 

 Valproate must not be started in new patients (male or female) younger than 55 years, 

unless two specialists independently consider and document that there is no other effective 

or tolerated treatment, except if there are compelling reasons that the reproductive risks do 

not apply; and 

 At their next annual review specialist review, female patients of child bearing potential and 

girls, should be reviewed using the latest Valproate Annual Risk Acknowledgement Form 

(ARAF) 

These regulatory changes are further supported by: 

 Smaller pack sizes of valproate to encourage monthly prescribing 

 A pictogram / warning image on valproate labelling 

 Rules introduced in 2023 to ensure all patients receive the whole pack of valproate with the 

warnings on the box.  DBTH pharmacy labelling standards have been amended to reflect this 

change.   

 

Paediatric Patients 
Responsibilities of consultant paediatrician with a special interest in epilepsy   

Before initiation of valproate treatment, the consultant must: 

 Consult with patient / carer(s) / parent(s) 

 Provide appropriate information to patient / carer(s) / parent(s) Document 

(medicines.org.uk)  Hard copies are available in clinic 

 Obtain informed consent to treatment after risks and benefits of treatment explained. 

 

 

https://www.medicines.org.uk/emc/rmm/1204/Document
https://www.medicines.org.uk/emc/rmm/1204/Document


2 
Approved by: Drugs & Therapeutics June 2024 
Review Date: June 2026 

 Discuss the case with colleague consultant Paediatrician with expertise in epilepsy. That 

consultant will review the case, if necessary have a discussion with patient and parent and 

then sign relevant ARAF 

 Completed ARAF will be filed in case note, copy given to GP, patient / parent(s)/carer(s) a 

copy and file on MEDISEC. 

 Maintain consultant led care whilst patient on valproate 

Paediatric Consultant with expertise in epilepsy will maintain database of patients receiving 

valproate under their care. The consultant will write ( email ) to D&T committee secretary in first 

week of April providing information on annual reviews undertaken in previous 12 months to ensure 

all appropriate patients receive the review.  

Note: FEMALE patients will require an annual completion of the appropriate ARAF form (see 

appendix I).  On subsequent annual reviews, if the patient is to continue on valproate, this can have 

one specialist signature unless the situation changes.   

Note: MALE patients currently only require a Risk Acknowledgement form at initiation (see appendix 

II) 

The second signatory could include the following: 

 Epilepsy nurse consultant 

 Specialists nurses in relevant disciplines 

 Paediatricians with special interest in epilepsy 

 Specialty and associate specialist doctors in psychiatry and neurology 

 Consultant adult or paediatric neurologists 

 Consultant psychiatrists 

 Paediatricians who regularly manages complex epilepsy or bipolar disorder.   

The second signatory should not be in direct line management of the primary signatory. 

  

Paediatric Patients who are already taking valproate  
At the annual review, female patients should be reviewed by the consultant and the appropriate 

form completed. The process above for new patients should be followed. The first review will 

require two specialists signatures, subsequent review will require only one specialist unless the 

patients situation changes.   

Male patients do not require the ARAF form to be completed if already initiated on valproate prior 

to January 2024 but they and their carer(s) / parent(s) should be made aware of the risk of male 

infertility and given the Patient Guide Document (medicines.org.uk) 

 

New Adult Patients & Valproate 
Valproate containing products should only be initiated by specialists in psychiatry and neurology.  

For patients aged 55 years and under, who valproate may be considered, this would need to be 

under specialist care though visiting consultants,   and they would be responsible for completing the 

appropriate ARAF and associated responsibilities.     

https://www.medicines.org.uk/emc/rmm/1204/Document
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The annual risk acknowledgement forms are also available as a link from the DBTH pharmacy 

formulary page.  Please ensure you are using the most up-to-date version of this form.  
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Appendix I Annual Risk Acknowledgement Form FEMALE Patients 
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Appendix II Risk Acknowledgement Form for MALE patients 
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