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Update for Primary Care: Topiramate (Topamax): New Pregnancy Prevention Programme 
 

Unless the conditions of the New Pregnancy Prevention Programme (PPP) are fulfilled, topiramate is now contraindicated in women of 

childbearing potential. The use of topiramate during pregnancy is associated with significant harm including a higher risk of congenital 

malformation, low birth weight and a potential increased risk of intellectual disability, autistic spectrum disorder and attention deficit hyperactivity 

disorder in children of mothers taking topiramate during pregnancy June 2024 Drug Safety Update 

Information about these risks was publicised prior to introduction of the PPP. An average GP practice within BSW currently has 7 women who 

may require the PPP. 

The PPP aims to ensure that women of childbearing potential:                                                                                                                     

• Are informed of the risks of topiramate (a Patient Guide for Epilepsy or Migraine Prophylaxis is available).  

• Are using highly effective contraception (HEC) throughout treatment and for at least 4 weeks after last dose (topiramate is an enzyme 
inducer that reduces effectiveness of hormonal contraceptives and there are limited options for HEC see FSRH CEU Guidance: Drug 
Interactions with Hormonal Contraception (May 2022) | FSRH point 9).  

• Have an Annual Risk Awareness Form (ARAF) completed during a consultation with a healthcare professional to document discussion of 
the risks (there are separate forms for Epilepsy and Migraine Prophylaxis). 

 
A Healthcare Professional’s Guide to the PPP is available for Epilepsy and Migraine Prophylaxis.  

Topiramate is now classified amber within the local formulary for migraine prophylaxis in women of childbearing potential and for epilepsy. Which 

means it should not be initiated in primary care for these indications without the advice of a specialist.  

This update is summarised in a flow chart on page 4. Arden’s have provided tools to support the topiramate PPP see page 6.  

Practical Advice for Prescribers  
 
ALL women of childbearing potential CURRENTLY Prescribed Topiramate:  

• Identify all women and girls of childbearing potential on topiramate using SystmOne search Reporting> Clinical Reporting> BSW General Practice> Medicine 

Optimisation Team > d Safety > Teratogenic Medicine Safety Topiramate: Number of female patients, age 12-55Ys, topiramate on current repeat.  
• Ensure there is a correct read coded indication for topiramate within the clinical record. This will be epilepsy or migraine prophylaxis in 

most cases.  

https://www.gov.uk/drug-safety-update/topiramate-topamax-introduction-of-new-safety-measures-including-a-pregnancy-prevention-programme
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3081%2FDocument&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740334434%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=SXovDcQo3H2L9ox8foopmKFlBsToMubOa5vqufWLwiA%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3082%2FDocument&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740340298%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=HwB77VZDLG%2BKpUT5fl1oxifol1V5aWUagxrRXkiksng%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsrh.org%2FPublic%2FDocuments%2Fceu-clinical-guidance-drug-interactions-with-hormonal.aspx&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740328363%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=0ygfFxwt6kGVR%2FmsMZh8YVvmRyfhjN0pTGDbsmz6X4I%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsrh.org%2FPublic%2FDocuments%2Fceu-clinical-guidance-drug-interactions-with-hormonal.aspx&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740328363%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=0ygfFxwt6kGVR%2FmsMZh8YVvmRyfhjN0pTGDbsmz6X4I%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3083%2FDocument&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740346124%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=V8NZxc8SfQpVOPWjoDE4DLVBmmG7Oh%2BXXrs0iPIMjFw%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3084%2FDocument&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740351925%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=um7O%2BWaavb70MXgM7NiOnrGwtPr%2BrDFlFAj6UCqQ41g%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3080%2FDocument&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740357574%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=UNd8hQ2m85X2zSj9zXWFi9rn4atycEh2Lxf3LvOeLCQ%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3079%2FDocument&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740363232%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=jA2iVrDl6n07Vtk4luNWm4DhAqaeeKDNOli8gsBX6lw%3D&reserved=0
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• Identify any women who are currently pregnant and prescribed topiramate. Topiramate is contraindicated in pregnancy for prophylaxis of 
migraine and should be stopped straight away. Topiramate for epilepsy should not be stopped abruptly or without specialist input. Work 
with local specialist teams as appropriate to the indication. 

 

• Provide those of childbearing potential with the appropriate Patient Guide Epilepsy or Migraine Prophylaxis for the PPP. Advise patients 
prescribed topiramate for epilepsy not to stop taking topiramate without the advice of a specialist as this will risk worsening 
epilepsy. Inform them that as part of the new PPP measures either a healthcare professional from your practice or the specialist 
neurology service will discuss the PPP with them. This may be at their next review or sooner in some cases.  

 

• Identify, and prioritise for documented discussion, those of childbearing potential who are not using HEC. Please see FSRH guidance 
which currently recommends limited options of Cu-IUD, LNG-IUS, DMPA plus condoms because topiramate is an enzyme inducer and 
may reduce the effectiveness of hormonal contraceptives see FSRH CEU Guidance: Drug Interactions with Hormonal Contraception (May 
2022) | FSRH point 9. Establish if the decision not to use HEC is an informed choice or an oversight? HEC is the optimal choice. Any 
decision by the patient not to use should be an informed choice and discussions should be documented. 

 

• If you consider there is a compelling reason that there is no potential for pregnancy and the topiramate PPP is not needed, complete  
“Step 1” on the ARAF. Ensure you add the read code “PPP not needed” (Y2f18) and save the ARAF in the clinical record. 

 

Specific actions for those with an indication of epilepsy: 

• Advise not to stop taking topiramate without the advice of a specialist as this will risk worsening epilepsy.  
 

• Local neurology services intend to complete the pregnancy prevention programme Annual Risk Awareness Form (ARAF) at the patient’s 
next review.  
 

• Those who have been discharged from regular neurology follow up will need to be referred back into the neurology service via the usual 
referral system and highlight ‘Topiramate Pregnancy Prevention Programme’ as the reason for referral. 

 

• Those whose are still under the care of neurology for epilepsy but 
o Without clear next follow up or review date, send an email to department with subject “Topiramate PPP” as reason (for RUH Bath 

email ruh-tr.GiffinSec@nhs.net, GWH Swindon gwh.neurology.secs@nhs.net and Salisbury FT sft.admin.neurology@nhs.net )  
o With upcoming neurology appointments in the next 12 months, no further referral action required from GP 

https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3081%2FDocument&data=05%7C02%7Cmarco.yeung1%40nhs.net%7Cc5297ace0f2b4e22900308dc9b51dcf9%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638556023115266136%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=FSjl8A81D7GJB9XRgKg4Af8k5oF3xtLofS27mQwg9n8%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3082%2FDocument&data=05%7C02%7Cmarco.yeung1%40nhs.net%7Cc5297ace0f2b4e22900308dc9b51dcf9%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638556023115271906%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=oLxiuc5c5q6rp4l8MuQKFD5%2BzHM9hidz%2FMdgsg1Dghs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsrh.org%2FPublic%2FDocuments%2Fceu-clinical-guidance-drug-interactions-with-hormonal.aspx&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740380136%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=erwadg7Q%2FyTSSlKWgtdbkIncsPEAU3UIf4iAbLUcSTY%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsrh.org%2FPublic%2FDocuments%2Fceu-clinical-guidance-drug-interactions-with-hormonal.aspx&data=05%7C02%7Clucy.lightfoot%40nhs.net%7C9bdd606154d14168697308dc9b422dae%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638555955740380136%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=erwadg7Q%2FyTSSlKWgtdbkIncsPEAU3UIf4iAbLUcSTY%3D&reserved=0
mailto:ruh-tr.GiffinSec@nhs.net
mailto:gwh.neurology.secs@nhs.net
mailto:sft.admin.neurology@nhs.net
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Specific actions for those with an indication of migraine prophylaxis: 

• Do NOT routinely refer women of childbearing potential prescribed topiramate for migraine prophylaxis to the neurology/specialist teams.  
 

• Consider if topiramate is still indicated/the best option for the patient. The BSW Primary Care Migraine Pathway can be found here: 
Primary-Care-migraine-treatment-pathway_Feb-24-updateFINAL-post-APC.pdf (bswtogether.org.uk) (N:B is currently under review to 
include requirement for topiramate PPP). Neurology teams can be contacted for advice on treatment options via Cinapsis – Advice and 
Guidance.  
 

• If they are currently under follow up with the neurology team or you are unsure due to clinical complexity, please use Cinapsis – Advice 
and Guidance to establish if the neurology team wish to see the patient.  
 

• For women and girls of childbearing potential who remain on topiramate for migraine prophylaxis who are not managed by neurology, a 
primary care healthcare professional should ensure the requirements of the PPP are in place and complete the ARAF with the patient to 
document the discussion about risks, ensuring the ARAF is saved within the patient’s clinical records. Read code “PPP started” (Y2f16) 
You may wish to complete the ARAF at the next medication review if you are assured that the patient has been informed of the risks and 

appropriate highly effective contraception is currently prescribed. Agree as a practice which Healthcare Professional within the 

practice is most appropriate to undertake this task.  

 

Implement a standard operating procedure for recall and assurance that the PPP is in place for all women of childbearing potential 

prescribed topiramate. 

 

 

 

 

 

https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbswtogether.org.uk%2Fmedicines%2Fwp-content%2Fuploads%2Fsites%2F3%2F2024%2F03%2FPrimary-Care-migraine-treatment-pathway_Feb-24-updateFINAL-post-APC.pdf&data=05%7C02%7Cmarco.yeung1%40nhs.net%7Cc5297ace0f2b4e22900308dc9b51dcf9%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638556023115283366%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=etGO0d%2Bk84nomg3YpBfUgdp23ayl0cPf5%2FydTEgDWBM%3D&reserved=0
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If currently pregnant and prescribed topiramate. 

• Topiramate is contraindicated in pregnancy for 
prophylaxis of migraine and should be stopped 
straight away.  

• Topiramate for epilepsy should not be stopped 
abruptly or without specialist input. Work with 
local specialist teams as appropriate to the 
indication. 

 

Identify female patient(s) of childbearing potential on topiramate. 
Searches to identify women and girls prescribed topiramate who may require the PPP can be found Reporting> Clinical Reporting> BSW General 

Practice> Medicine Optimisation Team > d Safety > Teratogenic Medicine Safety Topiramate: Number of female patients, age 12-55Ys, topiramate on 

current repeat. 
 

Ascertain indication(s) and ensure correctly read coded  

For migraine 

For epilepsy- Advise not to stop taking topiramate without the 

advice of a specialist as this will risk worsening epilepsy.  

 

Not epilepsy or Migraine 

prophylaxis? Off label or 

unlicensed indication? 

Contact BSW Meds Opt team for 
advice from the Meds Safety 

Pharmacists  
bswicb.prescribing@nhs.net 

Review migraine prophylaxis choice and 
inform the risk of taking topiramate by using 

Patient Guide Migraine Prophylaxis 

Obtain 

informed 

consent to 

continue with 

prophylaxis. 

Complete the ARAF with patient (or responsible 
person) and document in clinical record 

If PPP applicable 
If PPP not applicable 

• Complete ARAF Step 1 &2 

• Code “PPP started” (Y2f16) 
• Organise annual review and complete 

ARAF 

• Complete ARAF Step 1 ONCE only 
• Document the compelling reason 

indicates no potential for pregnancy 
• Code “PPP not needed” (Y2f18) 

 
Provide Patient Guide Epilepsy . Inform patient that as part of the 
new PPP measures HCPs will be in contact to organise a review to 

discuss their treatment and address their questions 

Initiate referral via Ardens and 
highlight “Topiramate Pregnancy 

Prevention Programme” as 
referral reason, specialist to 

complete the ARAF 

Under active follow up by 
neurology specialist 

 

Discharged/Not known to 
neurology specialist 

 

o Without clear next follow up or review date  
>> Send email to department and highlight subject 
“Topiramate Pregnancy Prevention Programme”  

o With upcoming neurology appointments in the next 12 
months  

o >> No further referral action required from GP 

 

For women and girls of childbearing potential who remain on topiramate and if PPP is applicable: 

Discuss with patient(s) the need to use highly effective contraception* throughout treatment and for at 

least four weeks after the last dose of topiramate. See guidance from The  Faculty of Sexual and 

Reproductive Healthcare (FSRH)  on potential drug interactions with hormonal contraceptives. 
* Topiramate is an enzyme inducer that reduces effectiveness of hormonal contraceptives and there are limited 
options for HEC, see FSRH CEU Guidance: Drug Interactions with Hormonal Contraception (May 2022) | FSRH 
point 9 

 

If PPP applicable 

Implement a standard operating procedure for recall and assurance that the PPP is in place for all 

women of childbearing potential prescribed topiramate. 

 

mailto:bswicb.prescribing@nhs.net
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3082%2FDocument&data=05%7C02%7Cmarco.yeung1%40nhs.net%7Cc5297ace0f2b4e22900308dc9b51dcf9%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638556023115271906%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=oLxiuc5c5q6rp4l8MuQKFD5%2BzHM9hidz%2FMdgsg1Dghs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.medicines.org.uk%2Femc%2Frmm%2F3081%2FDocument&data=05%7C02%7Cmarco.yeung1%40nhs.net%7Cc5297ace0f2b4e22900308dc9b51dcf9%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638556023115266136%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=FSjl8A81D7GJB9XRgKg4Af8k5oF3xtLofS27mQwg9n8%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsrh.org%2FPublic%2FDocuments%2Fceu-clinical-guidance-drug-interactions-with-hormonal.aspx&data=05%7C02%7Cmarco.yeung1%40nhs.net%7Cc5297ace0f2b4e22900308dc9b51dcf9%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638556023115219759%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=5lZ1JW7503vqm2MSHZ1axmQZJgcGA5IkwxJHZInDupc%3D&reserved=0
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Arden’s Resources  

Report found in Prescribing | Alerts > Neurology: 

 

Updates to the monitoring template including newest MHRA alert link, information about highly effective contraception (as per FSRH- enzyme 
inducing medication and hormonal contraception), new drop down to record PPP: 
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Resources page includes links to the patient pregnancy prevention guides for epilepsy and migraine and links to the professional resources, 

ARAF for epilepsy and Migraine: 

 

 

Associated alert that will show on the patient’s home screen that a Drug review is required: 
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SystmOne Alert  

 


