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The Methodological Question Being Addressed: How accurately can potential clinical trial subjects 

identify and describe seizures?   What level of baseline knowledge about seizure symptoms can be 

assumed? 

Introduction (Aims): Clinical trials for epilepsy treatments often use self-reported or caregiver-reported 

seizure data to demonstrate treatment safety and efficacy.  Since seizures can present differently in 

different patients, it is critical that trial participants understand all possible seizure symptoms in order to 

accurately report seizures.  Our aim was to assess the ability of potential trial subjects and/or caregivers 

to accurately identify and describe seizures. 

Methods: Study participants (N=618) completed an online survey to assess their knowledge of seizure 

symptoms.  Demographic information was also collected, including current medical conditions. 

Results: About a third of participants (n=213, 34%) reported having participated in a clinical trial in the 

past, and 3% (n=17) reported that they were currently diagnosed with epilepsy/seizures. 

Participants were presented with a scenario in which a person lost consciousness and their body shook 

for about one minute and were asked to identify whether the person had a seizure.  28% incorrectly 

responded “no” or indicated that they weren’t sure.  Among self-identified epileptics, the inaccuracy 

rate was 24%. 

In another scenario, participants were asked to quantify how many seizures a caregiver should report 

for a child in a clinical trial if symptoms included runny nose and watery eyes in the morning, limping in 

the afternoon that the child reports is due to a skateboarding accident, and leg twitching in the evening.  

45% of participants correctly identified that those symptoms represented one seizure; among self-

identified epileptics, 60% responded correctly.    

Participants were asked to select from a list of symptoms which ones they might look for if they were 

reporting seizures on behalf of a child in a clinical trial.  Most participants correctly identified falling to 

the ground (84%), loss of consciousness (84%), and twitching of a limb (82%), however only 17% would 

look for “fear or anxiety” and 39% would look for “repetitive movements, such as walking in a circle or 

lip smacking”, which can also be symptoms of a seizure.  Among self-reported epileptics, symptom 

identification was generally more accurate, at 88%, 94%, 94%, 6%, and 47%, respectively. 

Conclusions: These survey results point to a knowledge gap in potential clinical trial subjects, which 

could lead to inaccurate or unreliable trial data.  Participants did not demonstrate a comprehensive and 

accurate understanding of possible seizure symptoms, even among epileptics or potential caregivers of 

epileptics.  Trial sponsors should not assume a high baseline knowledge of seizure symptomatology 

among trial participants, and should consider risk mitigation techniques such as customized trial subject 

training, particularly if patient-reported seizure data is supporting a primary or secondary endpoint in 

the trial. 


