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ABBREVIATIONS

DEE Developmental and epileptic

encephalopathy

HRQoL Health-related quality of life

AIM To assess the relevance and generalizability across countries of concepts of the impact

of Dravet syndrome beyond seizures, as recognized by families.

METHOD Caregivers of children with Dravet syndrome in four countries (Australia [n=8]; USA,

UK, and Italy [all n=4]) participated in 1-hour qualitative telephone interviews, identifying key

Dravet syndrome concepts. Interviews were recorded, transcribed, and, where necessary,

translated into English for thematic analysis. Conceptual saturation was assessed and

findings compared to the previously developed French conceptual disease model.

RESULTS The most common seizure types reported by caregivers were tonic–clonic, absence,

or focal-impaired awareness (localized/partial). Fever and physical activity were the most

commonly reported triggers. Patient-relevant impacts included impairment in cognition,

motor skills, communication, social skills, and behavioural functioning. Caregivers

consistently reported negative social, physical, and family impacts. Concepts identified in the

interviews showed similarity with the French conceptual model. Minor differences between

countries are likely to reflect variations in health care systems.

INTERPRETATION Findings in Italy, Australia, UK, and USA confirm that the key impacts of

Dravet syndrome on children and caregivers identified in France are generalizable across

countries. Key symptom and impact concepts relevant to children and parents should be

targeted as critical outcomes in new therapy evaluations.

Dravet syndrome is a rare developmental and epileptic
encephalopathy with onset during the first year of life in
previously typically developing infants.1 It is primarily asso-
ciated with a de novo mutation of the SCN1A gene.2 Preva-
lence is estimated to be 1 in 17 000, although in the
absence of sizeable epidemiological studies, this figure may
be underestimated. Dravet syndrome is characterized by
frequent febrile seizures, followed by afebrile seizures,
mainly clonic and unilateral, of long duration, and with fre-
quent status epilepticus.3 Although progression is variable,
additional seizure types emerge over time; myoclonic, focal,
and atypical absence seizures commonly develop with age.4

Seizures can be life-threatening with a high risk of status
epilepticus and sudden unexpected death in epilepsy.5

There are numerous other, non-fatal Dravet syndrome
features that carry significant consequences for the patient.

Children often have severe developmental impairments
impacting all domains of life. Issues arise with fine motor
skills and gross motor function, including abnormal gait
that have an impact on physical function.6–8 Adolescents
and adults with Dravet syndrome may struggle to integrate
with peers due to impaired cognition and communication
difficulties, causing social isolation.3 Adult survivors are
almost entirely dependent on others for aspects of care.9

All these factors contribute to poor health-related quality
of life (HRQoL) for individuals with Dravet syndrome.3

Current treatment of Dravet syndrome focuses on allevi-
ating the associated seizure burden. Antiepileptic drugs are
non-curative and are often used in combination.10 Treat-
ment side effects include fatigue, cognitive impairment, and
behavioural issues.10 Additionally, complexity of treatment
administration can impact on the caregiver’s daily life.11
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For patients with Dravet syndrome, there are complex care
needs that can have a detrimental impact on caregiver qual-
ity of life at each developmental stage.12 Consequently,
there is a clear unmet need for more effective Dravet syn-
drome treatments that may not only improve the patient’s
HRQoL, but also the caregiver’s quality of life.

Research into the impact of Dravet syndrome on both
patients and caregivers is increasing,13 including recent
work conducted by Nabbout et al.14 This small-scale study
explored the wider impact of Dravet syndrome in both chil-
dren and their caregivers, using qualitative interviews. Its
aim was to create a broader picture of the condition beyond
seizures and to identify potential endpoints that should be
considered in devising a future composite endpoint for Dra-
vet syndrome clinical trials. Qualitative, open-ended care-
giver interviews were conducted with 11 caregivers of
children with Dravet syndrome in France that allowed for
spontaneous reporting of caregiver-relevant concepts.14 A
broad range of patient-relevant and caregiver impacts were
reported, including impacts on daily activities, work, family
relationships, emotional well-being, and sleep. Although
this research identified a wider potential impact of Dravet
syndrome, a shortcoming of the study was that data were
collected only in France. There may be country-specific
impacts associated with caring for a child with a chronic
condition and, as such, findings of the French study may not
be widely generalizable. Therefore, in this study we assessed
the relevance of the initial concepts identified by Nabbout
et al.14 with caregivers of children with Dravet syndrome in
the UK, USA, Italy, and Australia. The findings of this
study can be used to support the relevance and generaliz-
ability of the findings identified in the French cohort.14

METHOD
Study design
A qualitative study was conducted with caregivers of chil-
dren (age 2–18y) with Dravet syndrome. This age range
was selected as diagnosis is rarely confirmed before 2 years
of age.15 One-hour long telephone interviews to elicit the
concepts were conducted using a semi-structured interview
guide. The methodology of this study was developed to
reflect the French study,14 to allow for clear comparisons
to be made between the studies. This ensured that any dif-
ferences in findings between the French study and this
study could be better attributed to differences between
countries rather than to potential bias and measurement
error. As such, the interview guide used was the one previ-
ously developed for the French study.14 Questions were
selected based on key findings in the Dravet syndrome lit-
erature. Clinical experts provided input on the clinical rele-
vance of topics. Questions assessing core aspects of
HRQoL were included, as they were considered relevant
to Dravet syndrome.

Sample
Participants recruited were caregivers of children with
Dravet syndrome. Children from a range of age groups

were selected to capture different developmental issues, as
the disease profile and challenges associated with caring for
a child with Dravet syndrome change with age.9 Caregivers
were interviewed in the USA, UK, Italy (all n=4) and Aus-
tralia (n=8), with a total target sample of 20 participants. A
larger sample size was chosen in Australia because of the
greater recruitment opportunities in that country for this
rare disease.

To be included in this study, participants had to be care-
givers of a child with Dravet syndrome, aged 18 years or
older, fluent in the language of the country in which they
were interviewed, and able to participate in an interview
lasting up to 60 minutes. Caregivers were excluded from
participation if they had difficulty hearing, reading, had
severe neurological or cognitive deficits, or an uncontrolled
psychiatric condition affecting their ability to participate.

Recruitment
Caregivers in the USA, Italy, and Australia were recruited
at clinical sites. They were invited to take part in the study
during a routine appointment and given a letter detailing
the aims and purposes of the interview. After this, if care-
givers were comfortable participating they provided written
consent by completing an informed consent form and
another form for detailing background and demographic
information. Caregivers in the UK were identified and
recruited through a patient advocacy group – Dravet Syn-
drome UK. Eligible caregivers were invited to participate
in a 1-hour telephone interview. Specific recruitment quo-
tas ensured a diverse sample regarding age and sex of
patient and caregiver. Caregivers were remunerated for
participating.

The study was conducted in accordance with the Decla-
ration of Helsinki. Local ethical approval was obtained at
each clinical site. Site-specific ethical approval was
obtained in Italy (reference 146/2016) and Australia (refer-
ence HREC/16/Austin/282). Centralized approval was
obtained from an independent review board to conduct the
study at a USA clinical site (reference 31466/1). As care-
givers in the UK were recruited through a patient advocacy
group, no site-specific ethical approval was required. How-
ever, the study protocol, including the design and method-
ology applied to all countries, was approved by the
Quorum Independent Review Board.

Data collection
The methodology used for the qualitative interviews was
the same as that used in the French study.14 During the
interviews, open-ended questions captured spontaneous

What this paper adds
• Relevance of the impact of Dravet syndrome on children and caregivers was

confirmed across countries.

• Patient and caregiver-relevant Dravet syndrome impacts contribute to poorer
health-related quality of life.

• Indirect seizure impacts were reported to be as important as direct impacts.

• Country-specific differences in concepts probably reflect differences in health
care systems.
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accounts of caregiver experience. Trained researchers con-
ducted interviews using a pre-existing interview guide.14

Interviewers had limited prior knowledge of Dravet syn-
drome, in order to maximize spontaneous elicitation of
participant-relevant information, and minimize potential
interviewer bias. To cover all relevant topics, participants
were then asked more focused questions, included in the
interview guide as ‘probes’. Each interview included topics
on diagnosis, treatment, symptoms/signs, child and care-
giver impacts, and coping/relief strategies. Interviews were
conducted in the native language of each country, audio-
recorded, transcribed, and translated into English where
necessary. Transcripts were quality-checked by the inter-
viewer, ensuring consistent, accurate transcription before
analysis.

Analysis
Qualitative analysis of transcripts was conducted using
ATLAS.ti computerized software (Scientific Software
Development, GmbH, Germany). Interviews were analysed
using thematic analysis.13,16,17 This rigorous analysis tech-
nique is ideally suited to qualitative research, particularly
clinical outcome assessments, including the caregiver-
reported outcomes used here.17 As a data-driven, theory-
free approach, this method was chosen as it provides rich
data meeting a specific aim.16,17 All themes identified were
data-driven rather than prespecified a priori, ensuring the
analysis was firmly grounded in data, focusing on topics
important to caregivers.18 A coding tree was developed
before analysis to structure the coding of concepts and sub-
concepts. The coding tree was used consistently to guide
coding of the interviews (Fig. S1, online supporting infor-
mation). Two experienced qualitative researchers coded the
transcripts using a constant comparative method19 to ensure
consistency. Any discrepancies in coding were discussed by
the research team and resolved by the project lead.

After interview analyses, conceptual mapping was per-
formed using the French conceptual model14 and concepts
emerging from this study. The conceptual model details
key concepts (i.e. symptoms/signs, impact, trigger, and
coping strategies) and subconcepts (i.e. specific types of
concepts) identified, and hypothesized relationships
between them. For example, absence seizures (subconcept)
are a type of symptom/sign (seizure) (concept). This
allowed comparisons between studies to identify new con-
cepts emerging from these interviews and highlighted dif-
ferences between countries.

After conceptual mapping, conceptual saturation was
assessed to determine sample size adequacy. Conceptual
saturation is defined as the point at which no new concepts
spontaneously emerge from additional interviews,20 there-
fore, the researcher can be confident that the question has
been fully answered and the sample size is sufficient.
Research suggests conceptual saturation can be achieved in
just 12 interviews.20 A sample of 20 caregivers was selected
to comfortably exceed the minimum sample size required
for successful conceptual saturation. Additionally, sample

size was chosen to ensure a demographically diverse sam-
ple, including the age and sex of the patient and caregiver.

Conceptual saturation was assessed for the overall sam-
ple as follows. Caregivers were split into three approxi-
mately even-sized groups, based on order of interview
completion. For conceptual saturation to have been
achieved, concepts had to be mentioned by the end of
analysis of the second group. If any new concepts were eli-
cited in the third group, the sample size would be deemed
insufficient for the results to have fully captured all care-
giver-relevant concepts. Exploratory conceptual saturation
analyses were also assessed for each country separately.

RESULTS
Demographics
Twenty caregivers were interviewed across the four coun-
tries (13 females, seven males; mean age 43y 4mo; range
34–55y; Table SI, online supporting information). Twenty
children (12 females, eight males) with Dravet syndrome
were recruited in each age category (2–4y, 5–8y, 9–11y,
12–18y). Mean age at diagnosis was 2 years 10 months;
however, this varied considerably by country. Time to
Dravet syndrome diagnosis was considerably longer in the
UK and USA (4y 2mo and 5y respectively) compared to
Italy and Australia (1y 1mo and 2y respectively).

Concept elicitation findings
The most frequently reported symptom was seizures, vol-
unteered by all caregivers (n=20; Fig. 1); specifically,
absence (n=15) and tonic–clonic seizures (n=14) were the
most common seizure types across all age groups. Seizures
lasted from a few minutes (n=5) to up to an hour (n=6).
Seizure frequency varied greatly from a few times per year
to a few every night, with no clear pattern. Timing of sei-
zures varied greatly: more caregivers reported their child
experiencing night-time seizures (n=11) than in the morn-
ing or during the day (n=6). Several factors triggered sei-
zures including temperature caused by illness or fever
(n=15) and changes in external temperature (n=15). Less
frequent triggers included physical activity (n=9) and water
immersion (n=8). These were consistent across countries.

A range of child impacts were reported relating to cogni-
tive functioning, motor skills, behavioural functioning, and
other secondary impacts (Fig. 2), with minimal differences
between countries. The most commonly reported patient-
relevant impacts were social functioning (n=20) and gross
motor function (n=19). Problems with fine motor skills,
expressive communication, and learning were also frequent
(all n=18). Less commonly mentioned concepts included
impacts on emotional expression (n=8) and ‘treatment
impacts’ due to drug side effects or resistance (n=10).

Variation across countries of the impact on eating was
found. For example, in Italy subconcepts such as ‘being a
fussy eater’, ‘having no interest in food’, or ‘lack of appe-
tite’ were elicited in every interview (n=4). Although the
subconcept of ‘selective eating’ was also reported by most
participants in the UK (n=3), in Australia it was only
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mentioned in four of eight interviews. With regard to
emotional expression, all caregivers in the USA reported
this to impact on their child negatively (n=4), however, it
was less prevalent in the UK (n=3) and Australia (n=5). No
caregiver in Italy reported this impact. Although there was
no between-country difference in sleep impact generally, a
larger proportion of caregivers in the UK (n=3) reported
their child’s daytime somnolence, compared to other coun-
tries. There were minimal differences between countries
for other child impacts.

Caregivers described the impact caring for a child with
Dravet syndrome has on their personal lives (Fig. 3). The
most significant caregiver-reported impacts were on rela-
tionships with partners and other family members (n=18)
and ‘work’ (n=18). Caregivers also reported impacts on lei-
sure activities (n=16), finances (n=16), sleep (n=15), daily
activities (n=13), and physical functioning (n=14). Less fre-
quently reported impacts included ‘social life’ (n=12) and
emotional well-being (n=10). There were between-country
differences for caregiver impacts. For example, in Australia
the emotional subconcept ‘worry’ was spontaneously men-
tioned by six caregivers, whereas only one caregiver in each
of the three other countries spontaneously mentioned
‘worry’. Interestingly, ‘stress’ was reported by caregivers in
the USA (n=2) and Australia (n=3) but not by caregivers in
the UK and Italy. A larger proportion of caregivers in Italy
(n=3) reported the physical impact of ‘feeling tired’ due to
caring for a child with Dravet syndrome than caregivers in
other countries (Australia n=2, UK n=1, USA n=1). Finan-
cial impacts were elicited by most caregivers in the UK
(n=3), Australia (n=7), and the USA (n=4); however, only
half of caregivers in Italy reported this (n=2).

Caregivers described adopting coping strategies. Most
gained help from a child minder or family member (n=17)
to look after their child and provide respite for parents.
Other approaches included avoidance strategies, such as
not going outside in hot weather (n=17) and making home
adjustments (n=15), such as installing air-conditioning,
having the child’s bedroom on the ground floor, and sei-
zure monitors to alert caregivers. Although caregivers
reported numerous coping strategies, none described their
effectiveness spontaneously.

Conceptual model
Mapping of the concepts to the French conceptual model14

highlighted that the topline symptoms/signs, trigger,
impact, and coping strategy concepts were similar. Several
subconcepts were identified in our analysis that were not
previously captured (Fig. S2, online supporting informa-
tion). For example, focal impaired awareness seizures (pre-
viously called complex partial seizures) were reported by
two caregivers in the UK and one from the USA. Two
caregivers in Australia and one in the UK reported that
their child (aged 8y and 9y respectively) often experienced
fear of having a seizure.

Conceptual saturation
Conceptual saturation was assessed for the total sample
(n=20). The conceptual saturation figure shows that for
the whole sample, every concept was initially mentioned
in the first two groups of participants, indicating that
conceptual saturation had been achieved and that the
overall sample size was appropriate (Fig. S3, online sup-
porting information). Exploratory conceptual saturation
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Figure 1: Seizure and trigger concepts reported by caregivers in the UK, Australia, USA, and Italy.
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was also calculated separately in the individual country
samples. As the minimum sample size required for suc-
cessful conceptual saturation is 12 and the country sub-
groups contained four to eight caregivers, conceptual
saturation per country was not expected. However, of all
concepts mentioned, 99% were mentioned in the first
two groups in Australia, 82% in the USA, 68% in the
UK, and 66% in Italy.

DISCUSSION
We aimed to assess the relevance21 of the broader impact
of Dravet syndrome on children and their caregivers of the
conceptual model developed in French families14 across
multiple countries. While there is a growing body of litera-
ture on the child and caregiver experience of Dravet syn-
drome,12,14,22–24 many reports relate to survey-based
studies. We wished to identify subtle features that may not
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have been captured via that methodology. Our findings
deepen understanding of this complex area and support the
broader relevance of concepts previously reported in one
European country to other regions of the world.14

Our findings show that patient and caregiver-relevant
impacts contribute to poorer HRQoL and that these issues
are generalizable to other developed countries. As antici-
pated, caregivers reported that seizures were the most
important concept. However, we also identified the wider
impact of Dravet syndrome. Frequencies of spontaneous
reporting about the child’s social functioning and seizures
were similar, mirroring recent research that shows that
psychological and social factors accounted for more differ-
ences in HRQoL than seizures and treatment.25

A key finding from the interviews was that most care-
givers in the UK, USA, and Australia reported financial
impacts, compared to caregivers in Italy. Although it is dif-
ficult to draw conclusions, given the relatively small
per-country sample, this finding may suggest a greater per-
ceived financial burden in these countries than in Italy,
potentially due to differences in health care systems. This
is consistent with previous research highlighting that cost
and access barriers to health care, particularly in the USA,
affect patient care and, thus, caregiver experience.26 Per-
ceived differences between health care systems are broadly
supported by the finding that age at diagnosis varied con-
siderably per country, with children in the UK and USA
diagnosed considerably later than children in Italy and
Australia. The mean age of diagnosis in France was com-
parable with that in Italy and Australia (e.g. 15mo).

Caregivers perceived indirect impacts (i.e. impacts not
directly attributable to the condition) to be as important as
the direct impact of seizures, and that Dravet syndrome
affected multiple domains of their lives.12,14 These findings

emphasize that a biopsychosocial approach to treatment
should be developed for Dravet syndrome, with the imple-
mentation and evaluation of combined pharmacological and
psychosocial interventions. A biopsychosocial approach in
epilepsy is not a new concept. More than 50 years ago it
was suggested that treatment should move beyond seizure
control (medical model) to incorporate the physical, mental,
and social aspects of health (biopsychosocial model).27 This
approach has been reiterated recently as a need to focus on
treating the whole person.28 Therefore, this should now be
extended to include the caregivers of persons with epilepsy,
especially in the developmental and epileptic encephalo-
pathies such as Dravet syndrome. A key example of a
biopsychosocial model that identifies a range of aspects of
health is the World Health Organization’s International
Classification of Functioning, Disability and Health. How-
ever, although this framework is widely used to paint a
comprehensive picture of disease, when developing a dis-
ease-specific, end-point approach it may not always be
preferable to adopt a generalized approach.29 It was felt that
existing, generic frameworks would not be appropriate to
assess the key Dravet syndrome concepts, as these would
lack full coverage of the range of concepts identified in this
research, including the impact on the caregiver.

This emphasizes the need for improved endpoint concepts,
including patient-centered and caregiver-nuanced outcomes,
in addition to medically relevant outcomes. A selected end-
point model must paint a comprehensive picture of the condi-
tion, incorporating aspects such as symptoms and the impact
on the child and the caregiver. In the previous study by Nab-
bout et al.14 several instruments were identified to assess the
key patient-relevant and caregiver reported concepts relevant
to Dravet syndrome. The findings reported here are consis-
tent with the previous study and indicate that the instruments
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identified previously are still relevant and should be measured
in future clinical trials on Dravet syndrome. These include
the Pediatric Quality of Life Inventory,30 the Behavior Rating
Inventory of Executive Function,31 the Quality of Life in
Childhood Epilepsy Scale,32 the Karolinska Sleepiness
Scale,33 the Pediatric Quality of Life Inventory-Family
Impact Module,34 and the EuroQoL Five-Dimension, Five-
Level instrument.35

Conceptual saturation analyses confirmed that all the
important concepts had been identified, with no new con-
cepts emerging in the third group of caregiver interviews,
indicating that the sample size was sufficient to address the
research question. The findings can be considered broadly
representative of the Dravet syndrome population. Despite
achieving group-level saturation, not all concepts were
fully saturated at the individual country level as expected,
given the small size of each country’s sample (n=4–8).

Patient and caregiver-relevant concepts identified were
broadly generalizable across the countries included in this
study and highlight the wider impacts of Dravet syndrome.
These concepts could be incorporated into a more mean-
ingful composite endpoint for use in clinical trials. Measur-
ing change in these concepts in a clinical trial of a new
treatment would help to evaluate its efficacy. Future
research would be required to fully develop a composite
endpoint. Using the conceptual framework developed in
this research alongside additional rounds of testing, an
endpoint strategy and scoring method can be generated
that combine relevant clinical measures of interest to create
an overall endpoint. Future research is also recommended
that would use larger sample sizes of caregivers in each
country, to substantiate the findings reported here. Addi-
tional research could also involve a greater range of coun-
tries in the sample, including non-Western societies, to
further evaluate the generalizability of findings. The coun-
tries included in this study were comparatively similar cul-
turally, meaning that cross-cultural comparisons could not
be drawn from this research. Finally, future work could
explore the caregiver and patient experience of other
developmental and epileptic encephalopathies using a qual-
itative methodology. This research highlights the impor-
tance of disease-specific endpoint models.

Limitations
A key limitation of this study is the sample size of care-
givers recruited per country, limiting the generalizability of

the findings at the country-level, particularly in the USA,
UK, and Italy. Although in qualitative research, a small
sample size is not always a limitation, in this instance it is
considered a limitation as not every concept was saturated
at the country-level. The sample was homogenous in their
reporting, but the results reflect a purely Western societal
perspective on the impact of Dravet syndrome. Therefore,
the experience of caregivers of children with Dravet syn-
drome in countries where health care systems may be less
developed or different cultural attitudes affect impact (e.g.
Africa, Asia or Eastern Europe), is unknown. Additionally,
it must be noted that differences identified between coun-
tries may reflect fundamental differences regarding patient
(e.g. Dravet syndrome severity, treatment type) and care-
giver demographic characteristics (e.g. sex, age) given the
smaller sample size.

CONCLUSION
It is generally accepted that the impact of epilepsies, and
mainly developmental and epileptic encephalopathies,
reaches far beyond seizures and clinical features.36 This
study evidences the significance of these far-reaching con-
cepts to both patients and caregivers in a Dravet syn-
drome-specific population. The concepts identified in the
French study regarding patient and caregiver impact of
Dravet syndrome are broadly relevant across countries and
have identified key concepts that could be important to
incorporate into a future composite endpoint. Future
research is required to develop a composite endpoint, with
validated scoring and acceptable psychometric properties,
before use in a Dravet syndrome clinical trial.
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RESUMEN

PERCEPCI�ON DEL IMPACTO DEL S�INDROME DE DRAVET EN NI~NOS Y CUIDADORES EN M�ULTIPLES PA�ISES: UNA OBSERVACI�ON
M�AS ALL�A DE LAS CONVULSIONES

OBJETIVO Evaluar la relevancia y la generalizaci�on de los conceptos del impacto del s�ındrome de Dravet, m�as all�a de las

convulsiones, en distintos pa�ıses y como lo reconocen las familias.

METODO Cuidadores de ni~nos con s�ındrome de Dravet en cuatro pa�ıses (Australia [n=8], EEUU, Reino Unido e Italia [todos n=4])

participaron de una entrevista cualitativa de una hora de duraci�on, identificando conceptos claves en el s�ındrome de Dravet. Las

entrevistas fueron grabadas, transcriptas, y si era necesario, traducidas al ingl�es para an�alisis tem�aticos. Se evalu�o la saturaci�on

conceptual y los resultados se compararon con el modelo conceptual de enfermedad franc�es, desarrollado previamente.

RESULTADOS Los tipos m�as comunes de convulsi�on reportados por los cuidadores fueron la t�onico-cl�onica, las ausencias o las

focales con alteraci�on de la conciencia (localizadas/parciales). La fiebre y las actividades f�ısicas fueron los desencadenantes m�as

com�unmente reportados. Los impactos reportados en los pacientes fueron alteraciones en la cognici�on, habilidades motrices,

comunicaci�on, habilidades sociales y funcionamiento conductual. Los cuidadores informaron sistem�aticamente sobre los impactos

negativos a nivel social, f�ısico y familiar. Los conceptos identificados en las entrevistas mostraron similitud con el modelo

conceptual franc�es. Es probable que las diferencias menores entre pa�ıses reflejen variaciones en los sistemas de atenci�on de

salud.

INTERPRETACI�ON Los hallazgos en Italia, Australia, Reino Unido y EEUU confirman que las alteraciones claves del s�ındrome de

Dravet en ni~nos y cuidadores identificados en Francia son generalizables en todos los pa�ıses. Los s�ıntomas claves y las

alteraciones relevantes para los ni~nos y los padres deben ser considerados como objetivos cr�ıticos de evoluci�on cuando se

eval�uan el dise~no de nuevas terapias.

PERCEPC�~AO DO IMPACTO DA S�INDROME DE DRAVET EM CRIANC�AS E CUIDADORES EM M�ULTIPLOS PA�ISES: OLHANDO PARA
AL�EM DAS CONVULS~OES

OBJETIVO Avaliar a relevância e generalizabilidade entre pa�ıses dos conceitos sobre o impacto da s�ındrome de Dravet para al�em

das convuls~oes, com base no reconhecimento das fam�ılias.

M�ETODOS Cuidadores de crianc�as com s�ındrome de Dravet em quatro pa�ıses (Australia [n=8]; EUA, Reino Unido, e It�alia [all n=4])

participaram de entrevistas qualitativas por telefone com durac�~ao de 1 hora, identificando conceitos chave da s�ındrome de Dravet.

As entrevistas foram gravadas, transcritas, e quando necess�ario, traduzidas para o inglês para an�alise tem�atica. A saturac�~ao
conceitual foi avaliada e os resultados comparados com o modelo conceitual francês da doenc�a desenvolvido previamente.

RESULTADOS Os tipos mais comuns de convuls~oes reportados pelos cuidadores eram tônico-clônico, ausência, ou reduc�~ao focal

da consciência (localizada/parcial). Febre e atividade f�ısica foram os gatilhos mais comumente reportados. Os impactos relevantes

para os pacientes inclu�ıram deficiências na cognic�~ao, habilidades motoras, comunicac�~ao, habilidades sociais, e funcionamento

comportamental. Os cuidadores reportaram impactos negativos sociais, f�ısicos e familares. Os conceitos identificados nas

entrevistas mostraram similaridades com o modelo conceitural francês. Diferenc�as pequenas entre pa�ıses provavelmente refletem

variac�~oes nos sistemas de cuidado �a sa�ude.

INTERPRETAC�~AO Achados na It�alia, Austr�alia, Reino unido e EUA confirmam que os impactos principais da s�ındrome de Dravet

em crianc�as e cuidadores identificados na Franca s~ao generaliz�aveis entre pa�ıses. Os principais sintomas e conceitos de impacto

relevantes para crianc�as e pais devem ser visados como desfechos cr�ıticos na avaliac�~ao de novas terapias.
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