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Omega-3 supplementation and recovery
from anorexia nervosa: a pilot study
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We hypothesize that the supplementation of omega-3 polyunsaturated fatty acids will
improve comorbid depression, anxiety, and cognitive functioning in patients with anorexia
nervosa, subsequently improving treatment outcomes.

Ethische beoordeling Positief advies
Status Werving gestart
Type aandoening -
Onderzoekstype Interventie onderzoek

Samenvatting

ID

NL-OMON23442

Bron
Nationaal Trial Register

Verkorte titel
TBA

Aandoening

Anorexia nervosa; depressive & anxiety problems

Ondersteuning

Primaire sponsor: Amsterdam UMC, location AMC, Department of Child and Adolescent
Psychiatry
Overige ondersteuning: Stichting LvE

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

To examine the feasibility of the study and the willingness of patients to participate, we will
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assess the inclusion percentage, treatment adherence, and dropout rate.

Toelichting onderzoek

Achtergrond van het onderzoek

Rationale: Anorexia nervosa (AN) is an eating disorder characterized by a morbid fear of
weight gain, which results in chronic dietary restriction and weight loss behaviors. AN is
associated with severe medical morbidity, decreased quality of life, defects in cognitive and
emotional functioning, and significant mortality. Furthermore, most patients with AN have at
least one comorbid psychiatric diagnosis. Depressive and anxiety disorders are the most
common co-occurring disorders. Such comorbidity has repeatedly been associated with
adverse outcomes and is known to complicate treatment. Though sufficient caloric intake
reduces depressive and anxiety problems in patients with AN, it does not sufficiently
eliminate symptoms. Apart from a deficiency of nutrients and caloric intake, patients with AN
have significant deficiencies in dietary intake of omega-3 polyunsaturated fatty acids (PUFAs)
such as eicosapentaenoic acid (EPA) and docosahexaenoic acid (DHA). Omega-3 PUFAs are
essential fatty acids and are found in foods which are strictly avoided by patients with AN,
also when caloric intake is restored. The deficiency of omega-3 PUFAs in AN may be involved
in the etiology of the comorbid depressive and anxiety problems and deficits in cognitive
functioning. Multiple meta-analyses have demonstrated positive effects of omega-3 PUFA
supplementation on several psychiatric disorders, including depressive and anxiety disorders.
Moreover, omega-3 PUFAs positively affect brain development. Considering the above, we
hypothesize that the supplementation of omega-3 PUFAs will improve comorbid depression,
anxiety, and cognitive functioning in patients with AN, subsequently improving treatment
outcomes. Studies examining this hypothesis are very scarce and have methodological
limitations.
Objective: To draw definite conclusions about the effectiveness of omega-3 PUFA
supplementation in anorexia nervosa patients a double-blinded, placebo-controlled
randomized controlled trial (RCT) with a substantial sample size should be conducted. Prior to
conducting such an RCT, it is important to examine the feasibility of the study, which is the
aim of the current pilot study. More specifically, through this study we will (1) examine how
many patients with AN are willing and able to use omega-3 PUFA supplements and to
complete participation, (2) assess side effects experienced by participants, and (3) test the
assessment instruments that will be used in a future RCT.
Study design: The current study is a one group pilot/feasibility study which will include 10
participants.
Study population: Ten- to 19-year-old (inclusive) patients diagnosed with AN who receive
inpatient treatment or day treatment at De Bascule are eligible for participation. Exclusion
criteria are decision making incompetence, intellectual disability as estimated or determined
by a mental health professional (intelligence quotient of <80), chronic psychosis or
schizophrenia, insufficient mastery of the Dutch language by the adolescent and/or parents,
substance dependence requiring detoxification, inability to take pills, current use of omega-3
supplements, and known allergy of omega-3 supplement ingredients.
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Intervention: All participants will receive 3 capsules of 635 mg EPA and 195 mg DHA daily for
a period of 8 weeks.
Main study parameters/endpoints: Primary parameters are inclusion rate, treatment
adherence, and dropout rate.
Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: The main benefit of participation in this feasibility study is that supplementation
of omega-3 PUFAs increases AN patients’ omega-3 PUFA intake. Omega-3 PUFAs are essential
fatty acids and should be included in a healthy diet, but foods rich in omega-3 PUFAs are
generally strictly avoided by AN patients. Omega-3 PUFA intake may also have a positive
effect on symptoms of depression and anxiety. The risks associated with the current study
are negligible and the burden is minimal. Participants may experience mild gastrointestinal
side effects. Participants and their parents will be asked to complete 2 questionnaires at 2
time points (baseline and end of study). It will take approximately 10 minutes to complete
each questionnaire (i.e., in total 2x20=40 minutes per person). Participants will also be asked
to complete a side effects questionnaire at 2 time points, which will take 5 minutes per
assessment moment (i.e., in total 2x5=10 minutes).

Doel van het onderzoek

We hypothesize that the supplementation of omega-3 polyunsaturated fatty acids will
improve comorbid depression, anxiety, and cognitive functioning in patients with anorexia
nervosa, subsequently improving treatment outcomes.

Onderzoeksopzet

T1 = pre-supplementation
T2 = week 1
T3 = week 8 (end of supplementation)

Onderzoeksproduct en/of interventie

Supplementation of omega-3 polyunsaturated fatty acids (EPA & DHA) during 8 weeks.

Contactpersonen

Publiek

Amsterdam UMC, locatie AMC
Rebecca Hermans

0208901506
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Wetenschappelijk

Amsterdam UMC, locatie AMC
Rebecca Hermans

0208901506

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

• 10- to 19-years old (inclusive);
• diagnosed with anorexia nervosa;
• currently receiving inpatient or day treatment at De Bascule.

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

• decision making incompetence;
• intellectual impairment as estimated or determined by a mental health professional
(intelligence quotient of <80);
• chronic psychosis or schizophrenia;
• insufficient mastery of the Dutch language by the adolescent and/or parents;
• substance dependence requiring detoxification;
• inability to take pills;
• current use of omega-3 supplements;
• known allergy of omega-3 supplement ingredients.

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Anders

Toewijzing: N.v.t. / één studie arm

Blindering: Open / niet geblindeerd
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Controle: N.v.t. / onbekend

Deelname

Nederland
Status: Werving gestart

(Verwachte) startdatum: 20-01-2020

Aantal proefpersonen: 10

Type: Verwachte startdatum

Voornemen beschikbaar stellen Individuele Patiënten Data (IPD)

Wordt de data na het onderzoek gedeeld: Nog niet bepaald

Toelichting
N/A

Ethische beoordeling

Positief advies
Datum: 17-02-2020

Soort: Eerste indiening

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie

ID: 48430
Bron: ToetsingOnline
Titel:

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL8386
CCMO NL71760.018.19
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Register ID
OMON NL-OMON48430

Resultaten

Samenvatting resultaten
N/A


