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Mental Health and Neuroscience 

Pregabalin add-on therapy for drug-resistant focal epilepsy 

This summary is to help you talk with your doctor about 

using pregabalin (Lyrica) in addition to your current 

epilepsy medicine. It explains the evidence about the main 

benefits and risks of taking pregabalin alongside other 

epilepsy medicines. If your doctor recommends taking 

pregabalin, it is your decision whether to take it or not. 

Who and what is pregabalin for? 

Pregabalin is for people who have epilepsy, who are still 

having seizures, despite taking one or more epilepsy 

medicines. Pregabalin can be used as an add-on therapy, 

meaning that you take it alongside your other epilepsy 

medicines. The aim is to reduce or stop your seizures. 

Doctors can prescribe pregabalin to treat focal onset 

seizures (which start in one side of the brain) with or without 

secondary generalisation (when a seizure spreads to affect 

both sides of the brain) that are not controlled by other 

epilepsy medicines. 

Where did we get this information? 

We looked at results from 11 clinical trials. In total, the 

trials included 3,949 people. All of these people had drug-

resistant focal epilepsy and most were over 16 years old.  

This Patient Decision aid is, therefore, mainly for adults 

with focal epilepsy.  

 

In these trials, people took either pregabalin or a fake, 

inactive medicine (placebo). Both groups continued to 

take their usual epilepsy medicine as well.  

 

The information in this resource is current to February 2020. 
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What are the main benefits of using pregabalin? 

It is not possible to know in advance what will happen for any individual person. But from 

the trial results, we found: 

Reduction in seizures 
 

For every 100 people with drug-

resistant focal epilepsy who took 
pregabalin with their usual epilepsy 

medicine, 39 had a 50% or greater 

reduction in seizures, and 61 did not.  

In comparison, for every 100 people 

with drug-resistant focal epilepsy who 
took a placebo with their usual 

epilepsy medicine, 20 had a 50% or 

greater reduction in seizures and 80 did 

not. 
 

 

These numbers show that people taking pregabalin were twice as likely to have a 50% 

reduction in seizures as people taking a placebo. 

How confident are we that these findings are correct?  

We grade the evidence we look at. We use these grades to decide how 

confident we are that our findings are accurate. 

We graded the evidence for 50% reduction in seizures to be of low 

certainty. This means we are not certain that these findings are accurate. 
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Seizure freedom 

For every 100 people with drug-

resistant focal epilepsy who took 

pregabalin with their usual epilepsy 
medicine, 4 became seizure-free, and 

96 did not. 

In comparison, for every 100 people 

with drug-resistant focal epilepsy 

who took a placebo with their 
usual epilepsy medicine, 1 became 

seizure-free and 99 did not. 
 

 

 

 

These numbers show that people taking pregabalin were four times as likely to become 

seizure free, as people taking a placebo. 

How confident are we that these findings are correct?  

We graded the evidence for seizure freedom to be of moderate 

certainty. This means we are fairly confident that these findings are 

accurate. 
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What are the main risks of taking pregabalin?  

Like any medicine, pregabalin carries a risk of side-effects (see page 6 for possible side-

effects). This is what we found from the evidence. 

Withdrawing from the trials  

For every 100 people with drug-

resistant epilepsy who took 

pregabalin with their usual epilepsy 

medicine, 19 withdrew from the 
trials, and 81 did not.  

For every 100 people with drug-

resistant epilepsy who took a 

placebo with their usual epilepsy 

medicine, 14 withdrew from the 
trials, and 86 did not. 

 

  

 

These numbers show that people taking pregabalin were slightly more likely to withdraw 

from the trials than people taking a placebo. 

We did not study the reasons why people withdrew from trials. Possible reasons might 

include because they experienced side-effects, because the medicine did not improve 

their seizures, because of personal reasons, such as moving home, or other reasons. 

How confident are we that these findings are correct?  

We graded the evidence for withdrawal from treatment to be of moderate 

certainty. This means we are fairly confident that these findings are accurate. 
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Withdrawing from the trials due to side-effects 

For every 100 people with drug-

resistant epilepsy who took 

pregabalin with their usual epilepsy 
medicine, 11 withdrew from the 

trials due to side-effects, and 89 did 

not. 

 
 

For every 100 people with drug-

resistant epilepsy who took a 

placebo with their usual epilepsy 
medicine, 4 withdrew from the 

trials due to side-effects, and 96 did 

not. 

 
 

 

These numbers show that people taking pregabalin were more than twice as likely to 

withdraw from the trials due to side-effects than people taking a placebo. 

How confident are we that these findings are correct?  

We graded the evidence for withdrawal from treatment due to side-effects 

to be of moderate certainty. This means we are fairly confident that these 

findings are accurate. 
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What are the main side-effects of pregabalin? 

It is not possible to know in advance what will happen to any individual person when 

they take medicine. We investigated side-effects that we know commonly affect people 

taking epilepsy medicine. 

 

Ataxia (problems with balance, co-ordination and speech) 

For every 100 people with drug-resistant 

focal epilepsy who took pregabalin with 
their usual epilepsy medicine, 11 

experienced ataxia, and 89 did not. 

For every 100 people with drug-resistant 

focal epilepsy who took a placebo with 
their usual epilepsy medicine, 3 

experienced ataxia, and 97 did not. 

 

 

 

Dizziness 

For every 100 people with drug-resistant 
focal epilepsy who took pregabalin with 

their usual epilepsy medicine, 27 experienced 

dizziness, and 73 did not. 
 

For every 100 people with drug-focal 
epilepsy who took a placebo with their 

usual epilepsy medicine, 9 experienced 

dizziness, and 91 did not. 
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Fatigue (feeling very tired in body and mind) 

For every 100 people with drug-resistant 
focal epilepsy who took pregabalin with 

their usual epilepsy medicine, 11 

experienced fatigue, and 89 did not. 
 

For every 100 people with drug-resistant 
focal epilepsy who took a placebo with their 

usual epilepsy medicine, 8 experienced 

fatigue, and 92 did not. 

 

Drowsiness 

For every 100 people with drug-resistant 

focal epilepsy who took pregabalin with 
their usual epilepsy medicine, 18 experienced 

drowsiness, and 82 did not. 

For every 100 people with drug-resistant 

focal epilepsy who took a placebo with their 
usual epilepsy medicine, 9 experienced 

drowsiness, and 91 did not. 

Weight gain 

For every 100 people with drug-resistant 
epilepsy who took pregabalin with their 

usual epilepsy medicine, 10 gained weight, 
and 90 did not. 

 

For every 100 people with drug-resistant 
epilepsy who took a placebo with their 

usual epilepsy medicine, 2 gained weight, 
and 98 did not. 
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Nausea (feeling sick) 

For every 100 people with drug-resistant focal 
epilepsy who took pregabalin with their 

usual epilepsy medicine, 5 experienced 

nausea, and 95 did not. 

For every 100 people with drug-resistant 
focal epilepsy who took a placebo with their 

usual epilepsy medicine, 4 experienced 

nausea, and 96 did not. 

\ 

Headache 

For every 100 people with drug-resistant focal 

epilepsy who took pregabalin with their 
usual epilepsy medicine, 9 experienced 

headache, and 91 did not. 

For every 100 people with drug-resistant focal 

epilepsy who took a placebo with their usual 
epilepsy medicine, 14 experienced headache, 

and 86 did not. 

 

These numbers show that people taking pregabalin were more likely to experience: 

problems with balance, coordination and speech, dizziness, fatigue, drowsiness and 

weight gain than people taking a placebo.  

The most common side-effect experienced by people taking pregabalin was dizziness. 

People taking pregabalin were less likely to experience headache than people taking a 

placebo. 
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Is there any more information about side-effects available? 

Here is more information about the possible side-effects associated with taking pregabalin.  

We have taken this information from the Summary of Product Characteristics* for pregabalin. 

This was produced by Pfizer, the manufacturer of Lyrica, and was approved by the European 

Medicines Agency (EMA). 

 

Very common side-effects 

For every 100 people taking pregabalin, more than 10 people will experience these side-effects: 

• Dizziness 

• Feeling sleepy (drowsiness) 

• Headache  

Common side-effects 

For every 100 people taking pregabalin, between 1 and 10 people will experience these side-

effects: 

• fatigue (feeling very tired in body and mind) 

• coughs, colds and infections of the nose and throat 

• increased appetite and increased weight 

• water retention (oedema)  

• feeling sick (nausea) and being sick (vomiting)  

• not being able to pass stools (constipation), excess gas (flatulence) and bloating 

• dry mouth 

• problems with memory and concentration 

• problems controlling the muscles used for speech 

• abnormal sensations, such as tingling or a reduced sense of touch 

• ataxia (difficulties with balance, co-ordination and speech) 

• changes in mood such as euphoric mood, confusion, irritability, and disorientation 

• decreased sex drive and erectile dysfunction 

• difficulty falling or staying asleep (insomnia) 

• blurred vision (diplopia) 

• a feeling of ‘spinning’ (vertigo) 

• tremor 

• joint pain, back pain, arm or leg pain, neck spasms and muscle cramp 

• a change to the way that a person normally walks (abnormal gait) 

• feeling ‘drunk’ or abnormal 

• fall 

There are also other less common side-effects. Your doctor can explain these further. 
 

*Source: Lyrica Summary of Product Characteristics. Available at: 

www.ema.europa.eu/en/documents/product-information/lyrica-epar-product-information_en.pdf 

[Accessed on 27 July 2022] 
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Women of child-bearing age and women planning pregnancy 

Women of child-bearing potential and those planning pregnancy should discuss the 

effects of both epilepsy, and its treatment, on pregnancy. For women of child-bearing age 

who wish to take pregabalin, your doctor should discuss family planning and 

contraception with you. 
 

More information regarding this is available at: 

www.epilepsy.org.uk/info/daily-life/having-baby/medicines-pregnancy 

Where can I get further information? 

Information about epilepsy, including seizure types and treatment, is available from 

Epilepsy Action at: 

www.epilepsy.org.uk/info 

The information in this leaflet is also available as a plain language summary from the 

following webpage (this link also provides information about the review authors, the 

review funders and any relevant declarations of interest): 

www.cochrane.org/CD005612/EPILEPSY_pregabalin-add-drug-resistant-focal-epilepsy 


