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To (1) evaluate the adequacy of ESM-variables and -method in measuring depression, R/S
and suicidality, (2) gain insight into the variability and interrelations of depression, R/S and
suicidality, and validate ESM-parameters on R/S, (3) raise…

Ethical review Approved WMO
Status Recruitment stopped
Health condition type Mood disorders and disturbances NEC
Study type Observational non invasive

Summary

ID

NL-OMON46063

Source
ToetsingOnline

Brief title
Depression and meaning-making: a new phase.

Condition

Mood disorders and disturbances NEC

Synonym
depression

Research involving
Human

Sponsors and support

Primary sponsor: Kennisinstituut christelijke ggz
Source(s) of monetary or material Support: Stichting tot Steun van de VCVGZ.
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Intervention

Keyword: depression, experience sampling, religion, suicidality

Outcome measures

Primary outcome

6 days of smartphone-based assessment, randomly distributed over the day in 10

time-slots (8:00 till 20:00), preceded and followed by several regular

questionnaires.

Secondary outcome

Not applicable.

Study description

Background summary

Evidence is growing that religion and spirituality (R/S) have a protective
effect on suicide and suicidality. Nevertheless, it is not clear what accounts
for this effect. The longitudinal research needed to clarify this effect is
scarce. The Experience Sampling Method (ESM) would be effective for studying
depression, R/S and suicidality at both a within-subject and between-subject
level, but such research has never been performed before.

Study objective

To (1) evaluate the adequacy of ESM-variables and -method in measuring
depression, R/S and suicidality, (2) gain insight into the variability and
interrelations of depression, R/S and suicidality, and validate ESM-parameters
on R/S, (3) raise hypotheses and a model for further more detailed research and
(4) ultimately inspire new opportunities for interventions and treatment.

Study design

An observational longitudinal study using ESM consisting of a user co-creation
phase and an exploratory study. This study will be followed by a main study on
the same variables.
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Study burden and risks

This study is only an observational study. The risk of a raise in suicidality
by this assessment is very low, a decrease of suicidality is even more
probable. Suicidality is monitored both by the health care provider(s) and
(assistant-)researcher. A crisis-plan is available. A subject can withdraw from
the study at any moment.

Contacts

Public
Kennisinstituut christelijke ggz

Printerweg 21
AMERSFOORT 3821 AP
NL
Scientific
Kennisinstituut christelijke ggz

Printerweg 21
AMERSFOORT 3821 AP
NL

Trial sites

Listed location countries

Netherlands

Eligibility criteria

Age
Adults (18-64 years)
Elderly (65 years and older)

Inclusion criteria

Adult persons with a depressive disorder, actually treated in a specialized mental health care
institution (sggz) institution.
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Exclusion criteria

Persons not being able to understand or speak Dutch, with general learning disability, or not
able to handle a smartphone or a tablet.

Study design

Design

Study type: Observational non invasive
Masking: Open (masking not used)

Control: Uncontrolled

Primary purpose: Basic science

Recruitment

NL
Recruitment status: Recruitment stopped

Start date (anticipated): 01-03-2019

Enrollment: 30

Type: Actual

Ethics review

Approved WMO
Date: 02-11-2018

Application type: First submission

Review commission: METC Universitair Medisch Centrum Groningen (Groningen)

Study registrations

Followed up by the following (possibly more current) registration

No registrations found.
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Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID
CCMO NL65565.042.18


