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INTRODUCTION
Background: Clinical trials for epilepsy treatments often use self-reported or 
caregiver-reported seizure diary 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. In order to encourage and maximize patient engagement, it is also 
important to consider patient preference for language and terminology used in 
seizure diaries.

Methodological Question: How accurately can potential clinical trial subjects identify 
and describe seizures? What level of baseline knowledge about seizure symptoms can 
clinical trial sponsors assume of their subjects?

OBJECTIVES
1.  To assess the ability of potential trial subjects and/or caregivers to accurately 

identify and describe seizures

2.  To determine patient preferences for seizure diary terminology

METHODS
Study participants (N=618) completed an online survey to assess their knowledge of 
seizure symptoms. Participants were recruited via the Clinical Connection website 
(https://www.clinicalconnection.com), an online patient recruitment resource.  

Participants were first asked to provide their age, gender, education level, and 
whether they had ever participated in a clinical trial. Then they were asked to select 
from a list any diseases or disorders with which they are currently diagnosed; 
multiple selections were allowed. 

In order to assess participants’ ability to identify and describe seizures, they were 
asked to respond to the following four questions:

1. “While teaching, Alex fell to the ground, appeared to lose consciousness, and 
his body shook. This lasted for approximately one minute before he regained 
consciousness, sat up, and assured the class that he was ‘ok’. Did Alex have a 
seizure?” Answer options were: 

a. Yes

b. No

c. I’m not sure

2.  “Elaine is the caregiver of her nephew, Joey, who has seizures. Joey is enrolled in 
a clinical trial and Elaine is required to report his seizure activity in a daily dairy. 
In the morning, he complained of a runny nose and watery eyes. In the afternoon, 
Elaine noticed that Joey was limping but Joey told her that he had bumped his 
knee while skateboarding. In the evening, Joey’s leg was twitching noticeably for 
approximately one minute and then stopped. How many seizures should Elaine 
report that Joey had that day?” Answer options were:

a. 0

b. 1

c. 2

3.  “Imagine that your child has a seizure disorder and is participating in a clinical 
trial for seizure medication. You are asked to report when your child has a seizure 
in a daily diary. Which of the following are common signs/symptoms of seizures 
that you might look for? (You may indicate more than one answer.)” Answer 
options were:

a. Falling to the ground

b. Twitching of a limb such as the arm or leg

c. Knee pain

d. Fear or anxiety

e. Staring into space

f. Loss of consciousness

g. Repetitive movements, such as walking in a circle or lip smacking

h. Confusion

4.  “Imagine you are taking part in a clinical trial for seizure medication. You are 
required to report the frequency, duration, and seizure type that you experience in a 
daily diary. Which method of reporting would be preferred?” Answer options were:

a. I would prefer to use the medical terms, such as ‘atonic’ or ‘tonic-clonic’, to 
report seizures in the diary to make sure I am communicating with my doctor 
clearly

b. I would prefer to describe seizures in the diary in my own words to help my 
doctor understand my specific symptoms

RESULTS
Participants ranged in age from 18 to 85 years (median = 49 years) and 73% were 
female. 27% of participants had a college degree or advanced degree, 43% had 
attended some college or had a technical degree, 25% had a high school degree, 
and 5% did not finish high school. About a third of participants (n=213, 34%) reported 
having previously participated in a clinical trial, 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. 29% of all participants incorrectly responded “no” or indicated that they 
weren’t sure (Figure 1). 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. Only 45% of all 
participants correctly identified that those symptoms represented one seizure 
(Figure 2); 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%), twitching of a limb (82%), confusion (76%), and staring into space (68%), 
however, only 39% would look for “repetitive movements, such as walking in a 
circle or lip smacking” and 17% would look for “fear or anxiety”, which can also 
be symptoms of a seizure (Figure 3). Among self-reported epileptics, symptom 
identification was generally more accurate, at 88%, 94%, 94%, 94%, 94%, and 47%, 
respectively. “Fear or anxiety” is the only symptom that self-identified epileptics were 
less likely (6%) than all participants (17%) to identify as a seizure symptom.

Participants were asked about their preference for methods of describing seizures in 
a clinical trial diary. Most participants (83%) preferred to describe seizures in their 
own words, while 17% preferred to use the medical terms such as ‘atonic’ or ‘tonic-
clonic’ (Figure 4). Among self-identified epileptics, 75% preferred to use their own 
words, and 25% preferred to use the medical terms.

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 self-identified 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.

There is also a strong preference among the general population and among self-
identified epileptics to describe seizures in their own words, rather than using 
medically accurate terms. This may indicate some self-awareness of the incomplete 
comprehension of seizure symptomatology that was shown in other questions in this 
survey. Trial sponsors should take this preference into account and consider diary 
designs that allow subjects and caregivers to report specific seizure symptoms using 
non-medical terminology. 
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Figure 1. While teaching, Alex fell to the ground, appeared to lose consciousness, and his body shook. This lasted for approximately one minute 
before he regained consciousness, sat up, and assured the class that he was ‘ok’. Did Alex have a seizure?

Correct answer = Yes               
Percentages may not equal 100% due to rounding.

Figure 2. Elaine is the caregiver of her nephew, Joey, who has seizures. Joey is enrolled in a clinical trial and Elaine is required to report 
his seizure activity in a daily dairy. In the morning, he complained of a runny nose and watery eyes. In the afternoon, Elaine noticed that 
Joey was limping but Joey told her that he had bumped his knee while skateboarding. In the evening, Joey’s leg was twitching noticeably for 
approximately one minute and then stopped. 

How many seizures should Elaine report that Joey had that day?

Correct answer = 1

Figure 3. Imagine that your child has a seizure disorder and is participating in a clinical trial for seizure medication. You are asked to report 
when your child has a seizure in a daily diary. Which of the following are common signs/symptoms of seizures that you might look for? (You 
may indicate more than one answer.)

All answers are correct except “Knee pain”.

Figure 4. Imagine you are taking part in a clinical trial for seizure medication. You are required to report the frequency, duration, and seizure 
type that you experience in a daily diary. Which method of reporting would be preferred?
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