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The MAD is effective in reducing seizure frequency in patients with refractory epilepsy and
severe intellectual disabilities.
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Uitkomstmaten

Primaire uitkomstmaten

The main study parameter will be the number of responders 4 months after randomization,
compared between the intervention and the control group. Responder is defined by >50%
reduction in seizure frequency.

Toelichting onderzoek

Achtergrond van het onderzoek

Epilepsy is one of the most common chronic neurological disorders. It affects approximately
14-44% of the people with intellectual disabilities (ID) and depending on the underlying
etiology of the ID, the prevalence can be as high as 66%. Of all patients with epilepsy,
approximately 30% will continue to have seizures and thus remain refractory to medical
treatments. In patients with intellectual difficulties, this number is probably higher.
In children with refractory epilepsy, a beneficial effect of the ketogenic diet has been
demonstrated. In adolescents and adults the ketogenic diet is less often used due to
expected non- compliance to this very restricted diet. The last ten years, studies have been
published evaluating the effect of the Modified Atkins diet (MAD) – a less restricted form of
the ketogenic diet – on the seizure frequency in children and adults with refractory epilepsy.
These studies showed a high tolerability and efficacy of the modified Atkins diet on seizure
control in drug resistant epilepsy. So far, data on efficacy of the MAD in adult patients with ID
and refractory epilepsy is lacking. We expect that, in this population the MAD will have a
beneficial effect in reducing seizure frequency as well.

The main objective is to evaluate the effect of the modified Atkins diet on the seizure
frequency of institutionalized adults with refractory epilepsy and severe intellectual
disabilities.

This study will be a prospective open-label randomized controlled trial.

The study population includes adult patients (age >18 years) with severe intellectual
disability and refractory epilepsy. Patients will be recruited from ‘Sherpa’ or ‘Amerpoort’,
institutions for people with intellectual disabilities, in Baarn, the Netherlands.
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The intervention group will be treated with the MAD for at least 4 months, with a total follow-
up of at least 6 months. After the 4-month trial period, the control group can be started on
the MAD as well.

To analyse the efficacy of the Modified Atkins diet (MAD), defined as 50% reduction in seizure
frequency at 4 months, compared to a control group.

The secondary objectives are: to analyse retention rate of the MAD in this population, as a
measure of overall effectiveness; to analyse the efficacy of the MAD, defined as improvement
of daily functioning, studied with the Habilitative Improvement Scale (HIS); to assess the
feasibility of the MAD in this population and this setting, with respect to logistics and
adherence; to assess (serious) adverse events attributable to the MAD; to analyse which
factors are associated with efficacy of the diet.

Doel van het onderzoek

The MAD is effective in reducing seizure frequency in patients with refractory epilepsy and
severe intellectual disabilities.

Onderzoeksopzet

Patients will visit the outpatient department after 6 weeks and 4 months

Onderzoeksproduct en/of interventie

The intervention group will be treated with the MAD for at least 4 months, with a total follow-
up of at least 6 months. After the 4-month trial period, the control group can be started on
the MAD as well, in which we will also evaluate efficacy, tolerability and safety.

Contactpersonen

Publiek

Physician - medical researcher
Department of Neurology
Tergooiziekenhuizen
Postbus 10016
1201 DA Hilversum
The Netherlands
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H.M. Hulshof
Hilversum
The Netherlands
0887531753

Wetenschappelijk

Physician - medical researcher
Department of Neurology
Tergooiziekenhuizen
Postbus 10016
1201 DA Hilversum
The Netherlands
H.M. Hulshof
Hilversum
The Netherlands
0887531753

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

• Age > 18 years, moderate to severe ID;

• Refractory epilepsy, defined as failure of two tolerated and appropriately chosen and used
AED schedules;

• More than two seizures per month, which are judged by the carers and the treating
physician to impose a significant impact on the patients’ QOL –-justifying treatment;

• Informed consent obtained by at least one legal representative;

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

• Undergone epilepsy surgery in the last 6 months, or awaiting presurgical evaluation;

• Underwent implantation of a vagal nerve stimulation in the last 6 months;

• Previous use of the MAD or the KD for more than 7 days in the last year prior to inclusion;
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• Hypercholesterolemia (total cholesterol >8), known cardiovascular disease or kidney
failure, known metabolic disorders;

• Severe underweight, defined as a BMI < 16.5;

• Diabetes Mellitus.

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Parallel

Toewijzing: Gerandomiseerd

Blindering: Open / niet geblindeerd

Controle: Actieve controle groep

Deelname

Nederland
Status: Werving gestart

(Verwachte) startdatum: 08-01-2014

Aantal proefpersonen: 54

Type: Verwachte startdatum

Ethische beoordeling

Positief advies
Datum: 06-08-2013

Soort: Eerste indiening

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie
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Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL3926
NTR-old NTR4149
Ander register - : -
ISRCTN ISRCTN wordt niet meer aangevraagd.

Resultaten

Samenvatting resultaten
N/A


