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Article history: Background: Generic or even disease-specific quality of life measures are unlikely to be equally responsive to dif-
Received 2 June 2019 ferent epilepsy treatment modalities, such as pharmacotherapy, surgery, or psychotherapy. The purpose of the
Revised 28 July 2019 present study was to summarize the development of a patient-reported outcome measure (PROM) designed
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to be particularly sensitive to change mediated by psychotherapeutic interventions in people with seizures.
Methods: The development of this instrument involved seven steps: (1) Development of a candidate item set
based on the outcome of previous qualitative research, (2) initial quantitative-descriptive study yielding an as-
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Iggﬁ‘;g;y sessment of content validity by clinical experts, (3) qualitative-descriptive posttherapy cognitive debriefing in-
Resilience terviews with patients with epileptic and/or nonepileptic seizures (NES), (4) English translation, (5) elicitation of
Coping qualitative feedback from international experts, (6) assessment of internal consistency and correlation with sim-
Social support ilar previously validated generic and epilepsy-specific measures in a pilot study, and (7) final expert content va-
Seizure triggers lidity rating.

Health-related quality of life Results: (1) The candidate item set comprised 29 stem items; five of which were followed by a follow-up (FU)

item that refers to the statement of the stem item. (2) Eight clinical experts assessed content validity. Informed
by rating and experts' qualitative comments, 15 items remained unchanged, eleven underwent substantial revi-
sions, three were excluded, and six added. (3) Cognitive debriefing interviews were conducted with 14 patients
with epilepsy and/or NES. Based on the interviewees' feedback, 29 of 32 items remained unchanged, two were
excluded, one reworded, and four added. (4) The forwards-backwards English translation prompted substantial
revision of two items because the verbatim back translation of the corresponding English items was conceptually
more convincing than the original German wording. (5) The international experts identified problems with item
comprehensibility/clarity of four stem and three FU items that were subsequently reworded. Ten items were
added to incorporate their qualitative feedback resulting in a total of 44 items. (6) Thirty-one patients with ep-
ilepsy participated in the pilot study. The overall internal consistency of the self-Efficacy, Assertiveness, Social
support, self-awareness, and hElpful thinking in people with seizures (EASE) was very good (o = 0.92). Analysis
at item-level revealed problems with inverted and self-evident items. Based on this analysis, three items were
eliminated and two items were revised (one FU item was turned into a stem item) resulting in a total of 42
items. (7) The second content validity rating showed final item-content validity indices (I-CVIs) between 0.38
and 1 and an excellent mean CVI of 0.92 at scale level (S-CVI/ave). Fourteen stem items were substantially revised
by incorporating the experts' qualitative feedback, three items with low I-CVIs were excluded, and one item was
added. The final questionnaire consisted of 40 stem items; eight of which include at least one FU item.
Conclusion: Based on these results, the EASE is valid in terms of content, internally consistent, clear, and accept-
able to patients with seizures. The measure has now been developed to the stage at which the validity and reli-
ability as well as the psychometric properties and factorial structure of the new instrument can be assessed in
larger patient groups in a prospective clinical study.
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1. Introduction

Generic health-related quality of life (HRQOL) measures (i.e., Short
Form-36, EQ-5D) are often used for comparisons between different con-
ditions [1]. Although it is unlikely that they are similarly sensitive to
change across different disorders, they are sometimes employed to allo-
cate limited healthcare resources on the basis of Cost per Quality-
Adjusted Life Year (QALY) calculations [2]. Condition-specific HRQOL
measures (such as the Quality of Life in Epilepsy (QOLIE) for epilepsy)
are designed to be more sensitive to the particular symptomatology
and health-related challenges of the targeted disorder while still captur-
ing the same domains as generic measures [3]. However, neither generic
nor disease-specific measures are likely to respond equally to different
treatment modalities in patients with seizures, such as pharmacother-
apy, surgery, or psychotherapy. In fact, some patients may show
psychotherapy-related worsening of their QOLIE score even if they
and others feel that they have benefited from treatment, for instance,
when psychotherapy has successfully reduced alexithymic tendencies
and allowed patients to gain a better understanding of their uncomfort-
able emotions [4].

In addition, psychological processes are often disregarded as long as
they are not associated with clinically relevant symptoms of anxiety and
depression. However, particularly in light of the biopsychosocial model
[5], proactive resource-oriented psychological concepts should be taken
into consideration. Such resources have been shown to have a signifi-
cant influence on how people cope with chronic disorders [6]. In con-
trast, a predominant focus on pathology (such as anxiety or
depression) may orient the self-perception of patients in a detrimental
and illness-promoting way [7,8].

Therefore, the development of a seizure-related patient-reported
outcome measure (PROM) that enables researchers to quantify the
multilayered changes that are specifically targeted by psychological
intervention seems warranted. This measure targets resources that
have been shown to positively influence coping and resilience in
people with epilepsy such as general and seizure-related self-
efficacy, social support, assertiveness, and helpful thinking. To the
knowledge of the authors, no PROM with this specific goal has been
developed, so far.

This new instrument is not intended to replace HRQOL or other
outcome scales (such as measures of distress or psychopathology)
but to complement their use specifically in the context of psycho-
therapeutic interventions for patients with seizures. Therefore, we
aimed to avoid item overlap with other existing outcome measures
in the development of this new PROM. The new measure is designed
to be transtheoretical and to capture psychotherapy outcomes that
could be produced with a range of different psychotherapeutic ap-
proaches (e.g., cognitive behavioral therapy (CBT), and psychody-
namic therapy).

2. Methods

The development sequence of this instrument consisted of seven
steps: (1) development of the candidate item set, (2) assessment of con-
tent validity by expert rating, (3) cognitive debriefing interviews,
(4) English translation, (5) feedback from English experts, (6) assess-
ment of internal consistency and its correlation with similar constructs
in a pilot study, and (7) second expert content validity rating.

2.1. Ethical considerations

The study was approved by the Ethics Committee of the Faculty
Human Sciences Department of Psychology, University of Kassel,
Germany. All participating subjects were fully informed about the
study, and patients signed informed consent forms.

2.2. Development of candidate item set

A previous qualitative study had investigated the effects of a psycho-
therapeutic intervention in people with epilepsy [9]. A candidate item
set was developed based on the outcome of this previous qualitative re-
search (CS and RM). The following steps were taken to enhance the
overall quality of the instrument:

2.3. Expert validity index

Determination of content validity is part of the item-developing and
refinement process, as it aims to rate the relevance and appropriateness
of a candidate item set [10,11]. Professional experts with clinical exper-
tise and expertise related to the conceptual framework as well as pa-
tients themselves may act as raters [10]. The candidate item set, a
short introduction to the background of the project and a content vali-
dation form were sent to experts: Experts were asked to state whether
each item was comprehensible (yes: comprehensible/no: not compre-
hensible) and relevant (yes: relevant/no: not relevant). Additionally,
experts were invited to comment on each item and the candidate
item set as a whole. The content validity index (CVI) was determined
at item (I-CVI) and mean scale level (S-CVI/ave). The I-CVI was calcu-
lated by adding up all “yes” ratings for an item's relevance and dividing
the resulting number by that of the total number of experts [12]. This
procedure results in an [-CVI = 1.0 indicating complete agreement on
an item's relevance and an I-CVI = 0 for complete agreement on an
item's irrelevance. The I-CVI values of at least 0.78 are usually consid-
ered “excellent” [13]. The S-CVI/ave is the mean of all I-CVIs values.
The S-CVI/ave scores >0.90 indicate “excellent” content validity [14].
CS and RM reviewed scores and qualitative feedback and discussed if
an item should be removed or revised. Changes were made by
consensus.

2.4. Cognitive debriefing interviews

Cognitive interviewing is a synthesis of social psychology and survey
research methodology that has been increasingly utilized since the
1970s to determine content validity of surveys [15,16]. In the 1980s,
cognitive interviewing methods were developed to pretest study mate-
rials, to identify potential sources of response error, and to ensure clarity
and relevance [17-19]. When associated with other reliability and valid-
ity measures, cognitive interviews can lead to effective instruments
[16]. Consistent with good research practice guidance [20,21], the fol-
lowing three techniques were utilized: thinking aloud/reading aloud,
cognitive verbal probing, and observing. The interviews were conducted
with consecutive patients from the Hephata Klinik Schwalmstadt-
Treysa by a psychotherapist (CS). Purposive sampling was used with
the intention to recruit a clinically and demographically heterogeneous
but representative sample or patients receiving psychotherapy to help
with seizure-related problems. To be eligible for inclusion, interested
patients had to be at least 18 years of age and to be able to read and
speak German. Prior to seeing the draft questionnaire, participants
were trained to ensure that the “thinking aloud” process would elicit
sufficiently detailed information. During the interview, participants
were asked to verbalize their thoughts and understanding aloud as
they read each survey question aloud and then attempted to answer
the question as they understand it [15-17,21]. Then, the participants
were asked to paraphrase the questions in their own words and to de-
fine the meanings of each word to explore their comprehension. Prob-
ing identified words that could be misinterpreted or misunderstood
and provided an opportunity to ask the participant to rephrase the
question in their own words. This technique can be used to understand
how a participant goes about answering a question and recalling infor-
mation [15-17]. Nonverbal behaviors of participants such as frowning
can also identify problematic questions or words that might provoke
confusion, embarrassment, or anxiety, thus risking collection of invalid
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data [21]. Therefore, the interviewer observed the participants as they
read the questions aloud and noted examples of skipping questions,
omitting words in the question, putting answers in the wrong place,
and hesitation or other nonverbal indicators of frustration or stress.
The interviewer took detailed field notes, and findings were summa-
rized on a question-by-question basis. For pragmatic reasons
(i.e., there was no funding available for professional transcription, and
time resources of all involved clinician-researchers were limited), the
interviews were not audio-recorded. In such cases, Willis emphasized:
“reliance on written outcome notes alone may be sufficient” [17]. The
interviewer (CS) documented her impression of the participants' atten-
tion and concentration immediately after the interviews. CS and RM
reviewed the feedback and discussed if an item should be revised, re-
moved, or added. Changes were made by consensus.

2.5. English translation

The translations were undertaken by a native German-speaking pro-
fessional expert with very good command of the English language (MR)
for three main reasons: firstly, to ensure that its finalized version cap-
tured concepts that were not too closely tied to the German language
but more widely relevant, secondly, to elicit feedback from international
experts representing diverse schools of psychotherapy, and thirdly, to
introduce this instrument to the international research community in
an English publication. The German and English versions were
contrasted in a table. If the verbatim back translation of an English
item (RM, CS) differed from the original German item but seemed
more convincing, the original German item was changed by consensus.

2.6. Qualitative feedback from English experts

The English instrument was sent to an entirely British psychother-
apy team with extensive experience working with patients with seizure
disorders (Academic Neurology Unit, University of Sheffield, Royal
Hallamshire Hospital, Sheffield, UK), and their feedback was collected
in person (MR) during an open discussion. Several additional interna-
tional experts were asked to comment on the English version. Their
qualitative feedback was discussed between the authors (CS, MR, and
RM), and refinements of the instrument were made by consensus.

2.7. Pilot study

A pilot study was conducted to examine the reliability (internal con-
sistency), content, and construct validity of the instrument. Content
analysis of the items of the self-Efficacy, Assertiveness, Social support,
self-awareness, and hElpful thinking in people with seizures (EASE)
was performed to allocate each item of the EASE to a relevant domain
i.e., subscale (CS and RM): resilience/vulnerability, mastery, general
self-efficacy, epilepsy-specific self-efficacy, and self-awareness/accep-
tance. All items were rated on a five-point Likert scale. The following
measures were used to examine content and construct validity: the
General Self-Efficacy Scale (GSES) by Schwarzer & Jerusalem [22] con-
sists of ten items that are rated on a four-point Likert scale, the German
translation (RM) of the Epilepsy Self-Efficacy Scale (ESES) [23] consists
of 33 items that are rated on an 11-point Likert scale, the German ver-
sion of the Mastery Scale by Pearlin et al. [24,25] consists of four items
that are rated on a five-point Likert scale, the German Resilience Scale
(Rohrig, Schleussner, Brix, Strauss) [26] comprises 11 items that are
rated on a seven-point Likert scale, and the Revised Sense of Coherence
Scale (SOC-R) [27] measures 13 items on three dimensions (manage-
ability, reflection, and balance) that are rated on a seven-point Likert
scale. Medical and demographic data were collected using the Perfor-
mance, Sociodemographic aspects, and Subjective evaluation (PESOS)
[28]. The introduction to the questionnaire set included a patient infor-
mation sheet and consent form that participants had to sign (pen and
paper) or accept (in the online-setting). The participants could either

complete this set of questionnaires online via the Sosci-Survey-Portal
(www.soscisurvey.de/) or by using pen and paper. In-patients who
had been diagnosed with epilepsy and who had previous experience
of psychotherapy or indicated an active interest in psychotherapy
were approached consecutively and offered participation in the study.

2.8. Second expert validity rating

As cognitive debriefing interviews had already been conducted with
patients, only professionals were recruited to a second expert panel for
a final determination of content validity. In this assessment, experts
were asked to judge the relevance of the items on a 4-point Likert
scale ranging from 1 = not at all relevant to 4 = highly relevant. To cal-
culate the I-CVI, the rating scale was dichotomized to ratings catego-
rized as “not relevant” (scores 1 and 2) and relevant (3 and 4) [12].
Subsequent data analysis followed the process described in Subsection
2.3.

3. Results
3.1. Candidate item set

The candidate item set comprised 29 stem items probing self-
awareness, social support, assertiveness, general and seizure-related
self-efficacy (open communication about seizures, coping with
epilepsy-related limitations and uncomfortable postictal states, dealing
with personal seizure triggers, seizure interruption strategies), and
helpful thinking. Therefore, the acronym EASE (self-Efficacy, Assertive-
ness, Social support, self-awareness, hEIpful thinking) was chosen for
this instrument. Five of the stem items were followed by a follow-up
(FU) item that refers to the statement of the stem item: e.g., the stem
item “I know at least one trigger for my seizures” is followed by the
FU item “I can avoid this trigger/these triggers in my daily life”.

3.2. Expert validity index

Ten experts were contacted. This group of experts included five cli-
nicians and five patients with epilepsy who had undergone psychother-
apy. Eight of the ten experts responded (four patients and four clinicians
including one adult neurologist with a special interest in psychotherapy
for people with seizures, two neuropsychologists, and one psychological
therapist; all of the latter three were working with people with seizures
on a regular basis). Seven returned the content validation form includ-
ing CVI ratings described in Section 2.3, the psychological therapist
(Gerd Heinen) responded by providing an unpublished questionnaire
that he had used to follow up his own patients. Computer-assisted
data analysis was performed using Microsoft Office Excel 2013. The con-
tent validity rating revealed I-CVIs between 0.71 and 1 and an “excel-
lent” S-CVI/ave of 0.91.

The experts' qualitative comments prompted substantial revision of
eleven items. A “substantial revision” was defined as any change to an
item that involved more than (a) addition, removal, or substitution of
a word that did not change the meaning of the phrase or (b) a change
to the order of the words in the item that did not change the meaning
of the phrase. Common problems seen in items included issues with
comprehensibility/clarity, inadequate word choice, and compound
items: Problems with comprehensibility/clarity were identified with
seven items, and these items were reworded. Word choice was criti-
cized in four items as overblown or carrying an inappropriately judg-
mental and positivistic connotation. Therefore, the wording of these
items was substantially revised in order to become more patient-
oriented. In addition, three of these revised items were identified as
problematic because they combined two different questions. These
compound items were split into two items.

It has been recommended that items with an I-CVI of <0.78 should
be excluded [13]: Three (i.e., half) of all six items with an I-CVI of 0.71
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were removed. The remaining three items with an I-CVI of 0.71 related
to sensitive topics such as self-acceptance, a seizure disorder's influence
on one's perspective toward life, and a resource-oriented approach to-
ward problems. These three items had been substantially revised be-
cause of issues with item comprehensibility/clarity and word choice. A
total of six items were added inspired by the review of the unpublished
questionnaire that was provided by the psychological therapist. The
resulting questionnaire comprised 32 items. One of these items was
an open request to add personal comments, seven of the items included
a FU item.

3.3. Cognitive debriefing interviews

Cognitive debriefing interviews were conducted with 14 patients.
The group was diverse in terms of seizure types, duration, and severity
of seizure disorders as well as psychiatric comorbidity and cognitive
functioning (for detailed medical and demographical characteristics
see Table 1). Each participant responded to all items. Participants' feed-
back was used to assess the consistency with the intended meaning,
ambiguity of item language, interpretability, and completeness of
items as well as the appropriateness of response options. Most items
were readily understood, even by individuals with self-reported cogni-
tive dysfunction. Feedback from cognitive debriefing interviews identi-
fied substantial problems with three items. Two of these were
subsequently excluded, and one was substantially revised. Interviewees
identified a lack of items relating to a number of domains that they con-
sidered relevant to their life with seizures. Therefore, four items were
added to survey assertiveness (one item), stigma/social support (two
items), and mood (one item). The resulting questionnaire comprised
34 items.

When asked about the appropriateness of response options, most
participants made statements such as “they made sense” or “I didn't
have any problems”. However, one participant noted that the addition
of “I do not know” or “I do not remember” response options would be
helpful. However, including these options increases scoring complexity,
and previous research suggests that they do not enhance data quality
[29]. For these reasons, these response options were not added.

3.4. English translation

The verbatim back translation of two items differed slightly from the
original German wording but seemed conceptually more convincing;
therefore, the original German items were modified. For example,
when translating the item “Ich habe Angst, anderen zur Last zu fallen”,
the wording “I worry” (“I worry about being a burden for others”) was
used instead of the literally correct wording “I am afraid”. Therefore,
the German word “Angst” (“fear”) was replaced by “Sorge” (“worry”).
Revised items can be found in Supplementary Table 1s.

Table 1

Medical and demographical characteristics of interviewees in cognitive debriefing interviews.

3.5. Qualitative feedback from English experts

The British psychotherapy team indicated that they found the
instrument's items meaningful in terms of investigating outcomes that
were susceptible to change targeted by psychotherapeutic interven-
tions for patients with seizures, and no changes were recommended.
The following psychotherapeutic approaches are employed by this
team on an integrative basis: Acceptance and commitment therapy,
compassion focused therapy, CBT, couple/relationship therapy, eye
movement desensitization and reprocessing (EMDR) therapy, gestalt
psychotherapy, integrative arts psychotherapy, integrative relational
developmental psychotherapy, intensive short term dynamic psycho-
therapy (ISTDP), lifespan integration therapy, psychodynamic psycho-
therapy, and sensorimotor psychotherapy.

Four additional international experts (clinician-researchers, either
native English speakers or experts with very good command of the En-
glish language) identified problems with the comprehensibility/clarity
of five item stems and three FU items. These items were substantially
reworded. Two FU items were added because of the compound nature
of one stem and one FU item. While the German psychologists had all
been trained in CBT, the international experts had expertise related to
CBT (n = 1), psychoanalytic (n = 1), or mindfulness-based approaches
(n = 2). Therefore, they added additional psychotherapeutic perspec-
tives to the review of the instrument, and ten items were added to in-
corporate feedback from the psychoanalytic expert. These added items
related to concepts such as alexithymia (one item), self-reliance (one
item), self-care (one item), emotional self-management (two items),
social support (two items), assertiveness (one item), and pacing,
i.e., prevention of overdoing things (one item). Furthermore, one
unintrusive trauma-related item was added (“I am still troubled by
things that happened to me in the past.”). The resulting questionnaire
included 44 items. Five had one FU item, two had two FU items, and
one three FU items. Revised and added items are summarized in Supple-
mentary Table 1s.

3.6. Pilot study

Thirty-one patients with epilepsy participated in the pilot study. Six-
teen of these patients (52%) had another disease or disability aside from
epilepsy. For additional medical and demographical characteristics see
Table 2.

In response to the open question about seizure triggers, almost half
of the patients mentioned stress (15 patients, 48%) or sleep problems
(14 patients, 45%) as a trigger for their epileptic seizures; almost one-
third (9 patients, 29%) answered that they were not aware of any trig-
gers or they left the response field blank. The most commonly reported
strategies used to help participants feel better after a seizure were sleep
(17 patients, 55%) and distraction (4 patients, 13%). Eleven patients
(35%) answered that they did not know any strategies or they left the

Seizure type Gender Age Seizure frequency Comorbid psychiatric diagnosis Neuropsychological dysfunction
N Median [range] N N N
Focal unaware epileptic seizures 4 females 40 [24-68] 2 daily 2 MDE 6 MCI
4 males 4 weekly
2 monthly
Myoclonic seizures 1 male 27 Daily None None
Nonepileptic seizures 2 females 47 [22-49] 2 weekly 2 MDE 2 MdI
1PD
1 PTSD
Mixed seizures 2 females 26 [21-43] 1 daily 3 MDE 1 MCI
1 male 2 weekly 1 PTSD
1BPD

BPD: borderline personality disorder, MCI: mild cognitive impairment, MDE: moderate depressive episode, PD: panic disorder, PTSD: posttraumatic stress disorder.
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Table 2
Medical and demographical characteristics of participants in pilot study.
Total N = 31

Age in years 41 [21-66]
Median [range]
Gender (female) 15 (48%)
Total (%)
Seizure frequency in previous 6 months
Total (%)
Seizure-free 14 (45%)
1-2 seizures 10 (32%)
3-5 seizures 7 (23%)
Treatment
Total (%)
At least 1 ASD 30 (97%)
Experience in psychotherapy 7 (23%)

ASD: antiseizure drug, yrs: years.

response field blank. The majority of those patients who had reported a
seizure warning (28 patients, 90%) did not report any response strategy
to the warning (17 patients, 61%) while the remaining eleven patients
(39%) mentioned relaxation and/or a search for a safe place/position
(e.g., taking a seat, holding onto something).

Descriptive statistics of the subscales of the EASE are shown in Table
3. Distribution of scores was approximately normal. There was no statis-
tical indication of floor or ceiling effects. Content analysis of the ques-
tionnaire yielded the following allocation of the 43 items to the
subscales (the 44th item which was an open request to add personal
comments was not assigned to a subscale): general self-efficacy (12
items), epilepsy-specific self-efficacy (6 items), mastery (4 items),
self-awareness/acceptance (8 items), and resilience/vulnerability (13
items) (see Supplementary Table 1s). Even though the reliability coeffi-
cient of the EASE showed very good internal consistency (o = 0.92), as
demonstrated in Table 4, and most of the subscales produced consistent
scores (acceptable to good), the value of the scale epilepsy-specific self-
efficacy (o = 0.51) was poor. In addition, item discrimination indices
showed good values (>0.3) for most items, but five items had smaller
values between 0.10 and 0.29, classifying item discrimination as fair.
While the item discrimination index reflects the degree to which an
item is measuring a unitary ability or attribute, internal consistency re-
liability coefficients indicate the degree of the interrelationship of items
or the one-dimensionality of a scale. In our case, the item analysis indi-
ces of item discrimination revealed that items are ambiguously worded,
and the coefficient of internal consistency showed a lack of one-
dimensionality of the scale of epilepsy-specific self-efficacy. In conclu-
sion, the domains' coherence and mastery were excluded because of
poor construct validity. The items of the domain epilepsy-specific self-
efficacy were differentiated into assertiveness, social support, and help-
ful thinking. The domain mindfulness was labeled self-awareness.

Descriptive findings of the previously validated questionnaires
coadministered in this pilot study are shown in Table 5. Contrary to

Table 3
Descriptive statistics and internal consistencies of the subscales of the EASE.
Subscale Min Max Range M  SD  Cronbach's
o

General self-efficacy (12 items) 117 350 233 237 065 0.84
Epilepsy-specific self-efficacy (6 117 383 266 234 0.64 0.51

items)
Mastery (4 items) 1.00 460 3.60 249 092 0.74
Resilience/vulnerability (13 items) 1.85 446 2.61 3.02 0.75 0.82
Self-awareness/acceptance (8 127 418 291 269 0.67 0.78
items)

Max: maximum, Min: minimum, M: mean.

Table 4

Intercorrelations of the EASE subscales with the validated questionnaires.

12
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EASE-SE: EASE subscale general self-efficacy, EASE-ES-SE: EASE subscale epilepsy-specific self-efficacy, EASE-MA: EASE subscale mastery, EASE-RS: EASE subscale resilience/vulnerability, EASE-ACC: EASE subscale self-awareness/acceptance, GSES:

General Self-Efficacy Scale, ESES: Epilepsy Self-Efficacy Scale, Mastery: Mastery Scale, Resilience: Resilience Scale, SOC-R-M: Revised Sense of Coherence Manageability subscale, SOC-R-R: Revised Sense of Coherence Reflection subscale, SOC-R-B:

Revised Sense of Coherence Balance subscale.

p<.05
p<.01
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Table 5
Descriptive statistics of the included validated questionnaires.
Scale Min Max Range M SD  Cronbach's
o

General self-efficacy (10 items) 2.00 4.00 200 291 052 091
Epilepsy Self-Efficacy Scale (33 494 11.00 6.06 827 1.60 0.93

items)

Mastery Scale (4 items) 125 5.00 375 354 1.04 084
Resilience Scale (11 items) 127 7.00 573 507 124 091
Sense of Coherence Scale (13 292 486 192 38 046 0.78
items)

Manageability 240 480 240 3.72 0.66 0.76
Reflection 325 500 175 394 047 058
Balance 175 5.00 325 384 0.78 0.69

Max: maximum, Min: minimum, M: mean.

expectation, there were significant negative correlations of the EASE
with the constructs to be validated (see Table 4). In light of the previ-
ously reported results of item analyses, this unexpected finding in par-
ticular raised the suspicion of vague item wording and ambiguity of
the answering options in addition to a larger number of negatively
phrased items on the EASE. As shown by Solis Salazar [30], this could
be relevant because positively formulated items may achieve higher
scores than the inverted scores of their negatively formulated counter-
parts. Informed by these results, two negatively phrased items were
positively reworded in order to remove the inverted scoring. The
rewording of one stem item turned one previously associated FU item
into an additional stem item. Three self-evident items were eliminated.
The resulting instrument consisted of 42 items. Response options were
simplified for three stems and four FU items (i.e., 5-point Likert scales
were collapsed to dichotomous yes/no answers). Revised and excluded
items are summarized in Supplementary Table 1s.

3.7. Second expert validity rating

Eight of ten individuals approached for the second expert validity
rating returned their form. These experts included seven psychological
therapists and one adult neurologist with special expertise in the psy-
chotherapeutic treatment of patients with seizure disorders. Four of
the psychologists had additional neuropsychological training. All pro-
fessionals were delivering and/or supervising psychotherapeutic inter-
ventions for people with seizures on a regular basis.

The rating yielded I-CVIs between 0.38 and 1 and an excellent mean
S-CVl/ave of 0.92. A lack of comprehensibility/clarity was identified as a
problem with 14 stems and three FU items. These items were substan-
tially revised by incorporating the experts' qualitative feedback. As has
been discussed above, questionnaire development experts have recom-
mended excluding items with an I-CVI of <0.78 [13]: On this basis, three
of seven items with an I-CVI of <0.78 were excluded. Two of the remain-
ing four items with an I-CVI of <0.78 had been substantially revised be-
cause of issues with comprehensibility/clarity and word choice. The
remaining two items with an [-CVI of <0.78 or less were retained be-
cause they had proven to be valued in cognitive debriefing interviews,
and the authors decided to give preference to the patients' over clinical
experts' feedback. One of these items was an invitation to add a personal
comment (“Please feel free to add any personal comments to this ques-
tionnaire”), and the other item represented a resource-oriented per-
spective on problems (“I believe that problems are also an
opportunity to develop new skills in life.”). One new item was added
at this late stage of development as it seemed to address a very impor-
tant aspect of seizure-related self-efficacy that had not yet been cap-
tured: “I know what my seizures look like.”

The final questionnaire consists of 40 items. Five stems had one FU
item, two had two FU items, and one three FU items (Table 6). Revised,
excluded, and added items are summarized in Supplementary Table 1s.

4. Discussion

Our study shows that the EASE questionnaire has content validity
and reliability (or rather internal consistency) and is clear and accept-
able to patients with seizures. The items of the questionnaire are now
ready for validation in a large prospectively recruited clinical cohort of
patients undergoing psychotherapy.

The original item set was derived from the qualitative analysis of
data provided by patients with epilepsy describing psychotherapy out-
comes. The preintervention application of the EASE could be used to
identify and clarify treatment targets at the start of therapy, thereby
serving therapist and client to reach a mutual understanding of what
they would like to focus on in therapy. The optimum frequency to
apply this measure still remains to be determined. If it is used to charac-
terize treatment targets, it might also be useful during the psychother-
apeutic process to monitor the realization of the identified treatment
aims.

We set out to develop a transtheoretical measure that is applicable
in diverse psychotherapy settings adhering to different schools of psy-
chotherapy. Thus, the EASE is not intended to capture the successful ap-
plication of specific therapeutic strategies but to gauge more generic
therapeutic principles that have been shown to be essential in different
schools of psychotherapy, e.g., an individual's capacity to realize self-
awareness. In addition, the English translation led to some minor but
meaningful changes of the German questions that are likely to have fa-
cilitated the more universal application of the questionnaire (not only
among German and English speakers but - after appropriate validation
of additional versions of the questionnaire - also those of other
languages).

We specifically avoided overlap with other existing measures (such
as those assessing depression, anxiety, and HRQOL measures including
QOLIE and ESES). Depending on the research question, these measures
should therefore be coadministered with the EASE.

A number of methodological shortcomings of this study need to be
considered: The candidate item set was derived from qualitative re-
search on patients with epilepsy who had participated in a psychother-
apeutic intervention study. In terms of the goal of this study, to develop
an item set sensitive to changes targeted and mediated by psychother-
apeutic interventions in people with both epileptic and/or nonepileptic
seizures (NES), some characteristics of this qualitative study limit the
transferability of its results. Although the qualitative data represented
diverse concepts relating to psychotherapeutic interventions, the quali-
tative research had focused particularly on the development of self-
efficacy and mastery. In addition, the intervention patients had received
was CBT-based, and no patients with NES were included in the qualita-
tive study. Furthermore, the number of participants had been chosen for
pragmatic reasons and not been based on content-related saturation.
Additional steps taken in the course of the present study were intended
to limit the effects of these limitations and to increase the content valid-
ity of the candidate item set, especially in regard to other concepts rele-
vant to the broader effects of psychotherapy, patients with NES, and
other schools of psychotherapy.

While the experts involved in the initial validity rating were pro-
vided with dichotomous response options to rate if an item was rele-
vant, experts were asked to rate an item's relevance on a 4-point
Likert scale during the second expert validity rating. Since the experts'
answers were collapsed to a dichotomous format as well during the
analysis of the second rating, the confounding effect of this methodolog-
ical difference is probably negligible. However, we do not know with
certainty if more answer options would have increased the sensitivity
of the form that was used during the first expert rating.

Content analysis of cognitive debriefing interviews was performed
based on field notes and not transcripts of audio-recorded interviews.
Willis recommended this pragmatic solution for evaluation of a com-
plex dataset [17]. Therefore, we consider that the detailed field notes
that were taken by CS provided a sufficient basis for the incorporation
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Table 6
Final questionnaire.

Table 6 (continued)

EASE

EASE

1.1 am usually able to manage my daily tasks.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

N

. I can manage limitations related to my seizures in my daily life.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

w

. In difficult situations, I can do something that helps me.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

4.1 talk openly about how I feel with people who are important to me.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

5.1am aware of my own needs and wishes.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

5.1.1am able to stand up firmly to others for my needs and wishes.
O I strongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

[=2]

. I talk openly about my seizures with people who are important to me.
O I strongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

7.1 have informed people who I see regularly how to help me when I have a seizure.

O I strongly agree (5)

O Islightly agree (4)

O I neither agree nor disagree (3)
O I slightly disagree (2)

O I strongly disagree (1)

®

In some situations, [ am confused about how I feel.
O Istrongly agree (1)

O Islightly agree (2)

O I neither agree nor disagree (3)

O I slightly disagree (4)

O I strongly disagree (5)

9.1am able to express how I feel if it is important to me.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

10. I feel good about myself the way I am.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)

O I strongly disagree (1)

11. I bottle up my feelings.
O I strongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

12. 1 worry about being a burden to others.
O Istrongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

12.1 I was like that even before my first seizure.
O More than now (3)
O As much as now (2)
O Less than now (1)

13.1am able to say “no” when others ask me to do things for them that [ would
rather not do.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

14. It is hard for me to ask others for help.
O I strongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

14.1 I was like that even before my first seizure.
O More than now (3)
O As much as now (2)
O Less than now (1)

15.1 avoid open arguments.
O I strongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

15.1 I was like that even before my first seizure.
O More than now (3)
O As much as now (2)
O Less than now (1)

16. It is easy for me openly to disagree with others if [ have a different opinion.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

17.1 feel ashamed of my seizures.
O I strongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

17.1 I easily felt ashamed before I ever had a seizure.
O More than now (3)
O As much as now (2)
O Less than now (1)

18.1am capable of achieving the things that I would like to achieve.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)




R. Michaelis et al. / Epilepsy & Behavior 99 (2019) 106464

Table 6 (continued)

Table 6 (continued)

EASE

EASE

O I slightly disagree (2)
O Istrongly disagree (1)

19. I accept the things that I cannot change.
O Istrongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O Istrongly disagree (1)

20. 1 look after my well-being in daily life.
O Istrongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O Istrongly disagree (1)

21. 1 accept that I make mistakes once in a while.
O Istrongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I'strongly disagree (1)

22. 1 feel well-prepared for future challenges.
O Istrongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

23.1am still troubled by things that happened to me in the past.
O Istrongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

24.1am confident when I deal with people I don't know.
O I strongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

25.1find it easy to relax.
O Istrongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O Istrongly disagree (1)

26. I take on too much to the point of being exhausted.
O Istrongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

27. 1t is realistic that my ability to cope with my seizures will improve.
O I strongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

28. My seizures have changed my perspective on life.
O Istrongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O Istrongly disagree (1)

29. I believe that problems are also an opportunity to develop new skills in life.

O Istrongly agree (5)
O Islightly agree (4)

O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

30. I am happy with the support that I receive.
O I strongly agree (5)
O Islightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

31.1am happy with the relationships that [ have.
O Istrongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

32. There are people who I trust.
O Istrongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

33. 1 understand the causes of my seizure disorder.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

34. 1 experience exclusion and discrimination because of my seizures.
O I strongly agree (1)
O I slightly agree (2)
O I neither agree nor disagree (3)
O I slightly disagree (4)
O I strongly disagree (5)

35.1am content with what I have achieved in my life despite seizures.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

36. I know what my seizures look like.
O I strongly agree (5)
O I slightly agree (4)
O I neither agree nor disagree (3)
O I slightly disagree (2)
O I strongly disagree (1)

37.1know at least one trigger for my seizures.
OYes (1)
O No (0)

37.1 If yes: please describe your trigger/s:

37.2 If yes: I can avoid this trigger/these triggers in my daily life.
OYes (1)
O No (0)

38. 1 know how I can help myself to feel better after a seizure.
O Yes (1)
O No (0)

38.1 If yes: Please describe what helps you to feel better:

38.2 I am able to make use of this strategy/these strategies in my daily life.
OYes (1)
ONo (0)

39. 1 have at least one strategy that [ use at the first sign of a seizure.
O Yes (1)
ONo (0)
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Table 6 (continued)

EASE

39.1 If yes: Please describe what you do:

39.2 If yes: I can shorten seizures by doing that.
O Yes (1)
O No (0)

39.3 If yes: I stop myself from losing consciousness by doing that.
OYes (1)
O No (0)

40. Please feel free to add any personal comments to this questionnaire:

of the interviewees' feedback whenever an item did not function as
intended.

The translator back translating the English version of the instrument
into German was not blinded to the original German version. However,
in this article, we focused on the development of the German question-
naire and how the comparison between the English translation, the Ger-
man version, and the verbatim back translation of the English version
served the refinement of the German questionnaire.

Our pilot study only included patients with epileptic seizures and no
participants with NES, although the measure is intended to be used with
patients with both seizure disorders. The new instrument's validity and
sensitivity to psychotherapy-associated changes will need to be
examined in prospective intervention studies with people with epilep-
tic seizures and/or NES. The poor internal consistency of the domain
epilepsy-specific self-efficacy and the absence of the expected positive
correlations with other validated measures is the major weakness of
the pilot study, especially since the study has not been repeated after
the negatively phrased items had been reworded. Therefore, the con-
struct validity of the final version of the EASE needs to be confirmed in
future studies, preferably after a proper exploratory analysis of the
instrument's factorial structure. The allocation of the final set of 40
items to subscales should be checked by exploratory factor analysis or
confirmatory factor analysis in future studies based on larger sample
size.

5. Conclusions

Despite these drawbacks, our findings suggest that the EASE question-
naire has content validity, is internally consistent, clear, and is acceptable
to patients with seizures. Prior to its wider clinical or research application,
the validity and reliability as well as the psychometric properties and fac-
torial structure of the new instrument will need to be assessed in a pro-
spective, longitudinal, clinical study in a patient cohort undergoing
psychotherapeutic intervention in order to investigate its sensitivity to
changes targeted and mediated by such treatments.

Supplementary data to this article can be found online at https://doi.
org/10.1016/j.yebeh.2019.106464.
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