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

Samenvatting

ID

NL-OMON24437

Bron
NTR

Verkorte titel
FMA

Aandoening

Dementia, Alzheimer Disease, Psychosocial Intervention, Technology

Ondersteuning

Primaire sponsor: Amsterdam UMC, Location VU Medical Centre, VUmc.
Overige ondersteuning: - Marie Sk&#322;odowska-Curie actions (EU) for Early Stage
Researcher;
- Stichting Hofjes Codde & Van Beresteyn for implementation package;
- Stichting tot steun VCVGZ for junior researcher, senior researcher, data collection, helpdesk;
- Other grant applications have been submitted to other organizations (i.e. Optimix and
Elderly Funds and Rotary club) for the purchase of tablets and other material costs and they
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are waiting for a response.

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

Self-management and social participation of the person with dementia

Toelichting onderzoek

Achtergrond van het onderzoek

There is growing evidence that hand-held touch-screen devices (tablets) and applications
(apps),
such as apps for timely medication intake, social contact and activities, can support people
with mild
dementia to manage their life and engage in meaningful activities. Because not all people
with
dementia are familiar with the use of tablets and not all apps are suitable for each individual,
a
person-centred tablet intervention, called FindMyApps, was developed in co-creation with end
users.
The intervention consists of a training to learn to use the tablet and a selection tool to help
users find
apps for self-management and meaningful activities that fit their needs, wishes and abilities.
This
study aims to evaluate the effectiveness and user satisfaction of tablet use supported by
FindMyApps
compared to Usual tablet use (i.e. tablet use without the FindMyApps intervention) for
improving,
among other outcomes, the self-management and social participation of the person with
dementia.

To this end a randomised control trial (RCT; pilot study) will be conducted with the following
objectives:

(a) To pilot-test the effect of the FindMyApps intervention: for this purpose dyads of people
with mild dementia and Mild Cognitive Impairment and carers will be randomly assigned to
an experimental group receiving a tablet with the FindMyApps intervention or a control
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group receiving Usual Care (tablet use without FindMyApps). Measurements will be
conducted before the intervention (T0), after 3 months intervention (T1) and at follow-up
(T2) 3 months after T1.

(b) To test the feasibility of the research protocol and to determine some important
parameters
needed for a full randomized control trial.

(c) To conduct a process evaluation which will inventory the tablet/apps use and factors and
user experiences that might influence the intervention outcomes, tablet use and user
satisfaction.

(d) To evaluate the user satisfaction: for this in the FindMyApps and Usual Care group at T1
and
T2 the satisfaction of dyads with tablet use will be investigated.

To collect data mixed methods will be used: questionnaires for the effect study and process
evaluation and semi-structured interview and data analytics for the process evaluation.

Onderzoeksopzet

The primary and the secondary outcome will be investigated by means of questionnaires.
Questionnaires will be investigated at baseline (T0), after 3 months the baseline (T1) and at
follow-up (after 6 months the baseline, T2).

Qualitative data will be also collected in a selected group of participants by means of semi-
structured interviews at T1.

Onderzoeksproduct en/of interventie

THE FINDMYAPPS INTERVENTION (EXPERIMENTAL GROUP)

Dyads of people with MCI/mild dementia and their carer in the experimental group will use
the tablet (either their own or given by the VUmc) with the FindMyApps programme and will
receive training based on the error-less learning principles on how to use the tablet as well as
the FindMyApps programme. After 3 months participants will be asked whether they want to
continue to be part of the study. If so, participants will keep using the tablet for other 3
months. If they prefer to stop, participants who were given the tablet by the VUmc, will give
the tablet back. From the start to follow-up, participants can make use of the helpdesk
service in case of questions/problems with the tablet or apps.

USUAL CARE/TABLET USE (CONTROL GROUP)

Dyads of people with MCI/mild dementia will either use the tablet (their own tablet or a tablet
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provided by the VUmc) without FindMyApps and training on how to use the tablet (not based
on the error-less learning method) will be delivered. Participants in the control group will
receive a list of website in which they can find useful apps for self-management, social
participation and meaningful activities. After 3 months they will be asked if they want to
continue to use the tablet. If so, participants will keep using the tablet for other 3 months. If
they prefer to stop, participants who were given the tablet by the VUmc, will give the tablet
back. From the start to follow-up, participants can make use of the helpdesk service in case
of questions/problems with the tablet or apps.

Contactpersonen

Publiek

VUMC
Floriana Mangiaracina
Amsterdam
The Netherlands
020-7884613

Wetenschappelijk

VUMC
Floriana Mangiaracina
Amsterdam
The Netherlands
020-7884613

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

• People with a diagnosis of Mild Cognitive Impairment (MCI) or with MILD dementia OR with
an MMSE 25-18 or GDS 3 and 4.

• Living in the community

• Living in the East and the West of the Netherlands

• Highly motivated to learn how to use/to use a touchscreen device
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Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

• People with severe dementia (MMSE <18)

• People with severe eye-sight problems or blindness

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Anders

Toewijzing: Gerandomiseerd

Blindering: Enkelblind

Controle: Geneesmiddel

Deelname

Nederland
Status: Werving gestart

(Verwachte) startdatum: 01-08-2018

Aantal proefpersonen: 80

Type: Verwachte startdatum

Ethische beoordeling

Positief advies
Datum: 01-08-2018

Soort: Eerste indiening

Registraties
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Opgevolgd door onderstaande (mogelijk meer actuele) registratie

Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL7210
NTR-old NTR7409

Ander register Amsterdam Public Health; Amsterdam UMC, location VU Medical Center :
WC2017-084
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