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Figure 1. Study Flow (CONSORT) Diagram
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Randomised to Standard Medical Care 
Allocated to intervention N = 8 

Received intervention N= 6 
Did not receive intervention N=2 
(Reasons: ill health n=1; had wanted CBT N=1) 
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Randomised to Cognitive Behavioural Therapy 
(plus standard medical care) 

      Allocated to intervention N = 10 
Received intervention N=9 
Did not receive intervention N=1 (only had three CBT sessions and 
subsequently withdrew consent from study N=1) 

Screened for Eligibility 
for Trial (N= 921) Excluded (N =779) 

Reasons: 
Not enough seizures n= 259             VNS alterations n= 14 
Out of age range n= 46                                                 Not 
epileptic n= 25 
Unclear diagnosis n= 32         Non epileptic seizures n= 20 
Learning disability n= 86          Failed to attend clinic n= 14 
Psychiatric problems n= 25         Interpreter needed n= 8 
Medication changes n= 38           New to clinic n= 156 
Other reasons n= 55 (social and or other medical issues) 

 

Referred by Neurologists to study 
and received information sheets 

N= 63 

Assessed for study suitability 
N= 27 

Refused/ Excluded N = 36    
 Reasons: 
Not interested n = 12 
Medication changes not previously apparent n = 2 
No longer eligible due to changes in seizure 
frequency (either more or less) n = 7 
Time commitments prevent participation n = 8 
Did not want to travel if randomised to CBT = 7 

Excluded during assessment phase N = 1 
Ongoing prolonged Medication changes n = 1 

Identified as eligible to 
participate after initial  
screening N= 142 

Not referred by Neurologists for study N= 79 
Reasons: medication changes n= 31, not enough 
seizures n= 13, failed to attend appointment n= 6, co 
morbid medical problems n= 4, vns altered n= 1, 
unknown n=24 

Enrolled in study  
N=26 

 

Excluded during baseline recording N=8 
Dropped out due to personal reasons n= 3 (not 
enough time, illness in family, not wanting to think 
about seizure frequency) 
Not eligible for randomisation due to too many 
seizures during baseline recording n = 3 
Not eligible for randomisation due to too few 
seizures during baseline recording n =1 
Not eligible due to adjustment to VNS in last 12 
months n = 1 

Baseline recording completed N = 18 
Randomisation 

Primary Outcome Measures at Follow-up 
 N=8 

Primary Outcome Measures at Follow-up 
Completed CBT and 12 wk follow up N = 9 

 



Table 1 Baseline characteristics of patients whose data were analysed for the study  

 CBT (n=9) SMC (n=8) 
Gender  7f, 2m 3f 5m 
Age at onset of 
epilepsy Mean (sd) 

23.78 
(15.11) 

10.06 
(7.67) 

Duration of epilepsy 
(years) Mean (sd) 

21.67 
(12.83) 

36.25 
(12.29) 

Current age (years) 
Mean (sd) 

45.44 
(11.40) 

46.38 
(8.47) 

Diagnoses 
 
 

CPS-temporal x 4 
CPS- frontal x1 

Extratemporal SPS x2 
Juvenile Absence 

Epilepsy x1 
Post-encephalitic 
Generalised Tonic 
Clonic Seizures x 1 

CPS- temporal x 
7 

CPS-frontal x1 

Number with 
secondary generalised 
seizures 

3 
 

2 

Number with 
only/predominantly 
nocturnal seizures 

2 1 

CPS Complex partial seizures 



SUMMARY OF RESULTS 

 Baseline End of treatment  8 week follow-
up 

12 week follow-
up 

Primary 
Outcome 

CBT SMC CBT SMC CBT SMC CBT SMC 

Log 
transformed 
Total number 
of seizures in 
previous 4  
weeks 
Mean (sd)  

0.99 
(0.45) 

 

1.11 
(0.34) 

 

0.75 
(0.74) 

 

0.90 
(0.52) 

 

0.74 
(0.58) 

 

0.76 
(0.43) 

 

0.69 
(0.49) 

 

0.81 
(0.57) 

 

 
 
 
 
 
 
 
 
SECONDARY OUTCOMES  

 Baseline End of treatment  8 week follow-
up 

12 week follow-
up 

Secondary 
outcomes 

CBT SMC CBT SMC CBT SMC CBT SMC 

HADS Anxiety  
Mean (sd)  

9.8 
(3.2) 

 

7.8 
(4.0) 

 

6.8 
(4.3) 

 

7.2 
(3.2) 

 

8.9 
(3.2) 

 

7.8 
(4.1) 

 

9.2 
(5.8) 

 

7.3 
(4.4) 

 

HADS 
Depression 
Mean (sd) 

5.4 
(3.7) 

(1.32) 

5.9 
(3.9) 

(1.39) 
 

4.7 
(3.6) 

(1.21) 
 

5.5 
(4.0) 

(1.63) 

5.0 
(3.5) 

(1.17) 

5.7 
(4.4) 

(1.80) 

5.7 
(4.4) 

(1.48) 

6.3 
(4.9) 

(1.75) 

Log 
transformed 
Liverpool 
Seizure 
Severity Scale 
(Total score) 
Mean (sd)  

0.87 
(0.39) 

 

1.10 
(0.32) 

 

0.69 
(0.52) 

 
 

0.84 
(0.50) 

 

0.62 
(0.59) 

 

0.96 
(0.52) 

 

0.58 
(0.53) 

 

0.99 
(0.50) 

 

QOLIE_31 
Energy Mean 
(sd)  

46.7 
(13.6) 

 

44.7 
(22.3) 

 

51.7 
(21.2) 

 

47.5 
(16.9) 

 

53.9 
(19.8) 

 

46.9 
(27.6) 

 

53.9 
(19.8) 

 

46.9 
(27.6) 

 

QOLIE-31 
Emotion 
Mean (sd)  

59.1 
(16.9) 

 

59.5 
(22.9) 

 

68.9 
(13.8) 

 

66.7 
(17.3) 

 

62.2 
(20.6) 

 

65.3 
(20.7) 

 

54.2 
(23.2) 

 

62.5 
(22.8) 

 

QOLIE-31 
Daily Activity 
Mean (sd)  

65.0 
(25.9) 
 

64.9 
(22.5) 
 

68.3 
(21.7) 
 

61.8 
(19.2) 
 

67.2 
(24.4) 
 

54.7 
(23.7) 
 

57.1 
(34.0) 
 

56.4 
(28.2) 
 

QOLIE-31 
Mental 
Activity Mean 
(sd)  

50.6 
(23.7) 
 

58.3 
(25.3) 
 

57.5 
(30.8) 
 

54.9 
(19.3) 
 

51.3 
(30.8) 
 

59.8 
(20.7) 
 

54.8 
(27.9) 
 

55.9 
(31.15) 
 

QOLIE-31 
Effect of 
drugs 
Mean (sd) 

48.1 
(32.2) 
 

59.9 
(24.4) 
 

43.5 
(30.9) 
 

58.4 
(25.7) 
 

56.5 
(29.6) 
 

67.6 
(30.3) 
 

60.2 
(31.2) 
 

64.2 
(31.9) 
 

QOLIE-31 53.4 60.6 66.3 67.8 64.5 74.9 61.4 67.8 



SUMMARY OF RESULTS 

Distress about 
seizures 
Mean (sd)  

(31.8) 
 

(31.6) (24.4) (15.8) (37.1) (27.1) (36.1) (32.8) 

QOLIE-31 
Overall QoL 
Mean (sd)  

54.9 
(14.2) 

56.1 
(13.4) 

67.5 
(16.4) 

62.5 
(12.0) 

63.3 
(18.3) 

64.6 
(16.9) 

56.7 
(23.6) 

55.3 
(17.6) 

HADS Hospital Anxiety and Depression Scale;  QOLIE-31 Quality of Life In Epilepsy-31 

 

Data for CSRI and EQ-5D not currently available 
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