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Study description

Administrative details



A pilot cross-sectional study will investigate the differential effect of the type of
disorder (psychotic versus non-psychotic mental disorders) on the scores of the
9-item shared decision making questionnaire. 120 patients suffering from
mental disorders from an acute ward and residential structures and the
outpatient clinic of a Psychiatric Department will be recruited.

Study status
Ongoing

Contact details

Study institution contact

Dimitrios Kontis dimkontis@gmail.com
Study contact

Institutions

Psychiatric Hospital of Attica
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Institution

4th Psychiatric Department

Research institutions and networks

https://catalogues.ema.europa.eu/institution/3331551


dimkontis@gmail.com

Primary lead investigator

Dimitrios Kontis
Primary lead investigator

Study timelines
Date when funding contract was signed
Planned: 05/06/2018
Actual: 05/06/2018

Study start date
Planned: 05/11/2018
Actual: 20/11/2018

Date of final study report
Planned: 03/02/2024

Pharmaceutical company and other private sector 

Non-for-profit organisation (e.g. charity)

EU institutional research programme

Other

More details on funding

Sources of funding
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Not applicable, Not applicable, Not applicable, Not applicable, Not applicable,
Psychiatric Hospital of Attica

Was the study required by a regulatory body?
No

Is the study required by a Risk Management Plan (RMP)?
Not applicable

Regulatory

Study type:
Non-interventional study

Scope of the study:
Other

If ‘other’, further details on the scope of the study
Participation of patients on shared decision making

Main study objective:
A pilot cross-sectional study will investigate the differential effect of the type of
disorder (psychoticversus non-psychotic mental disorders) on the scores of the

Study type list
Study type

Methodological aspects



9-item shared decision making questionnaire.

Non-interventional study design
Cross-sectional

Study Design

Medical condition to be studied
Mental disorder

Study drug and medical condition

Age groups
Adults (18 to < 46 years)
Adults (46 to < 65 years)
Adults (65 to < 75 years)
Adults (75 to < 85 years)
Adults (85 years and over)

Estimated number of subjects
120

Population studied

Study design details



Outcomes
Difference in scores of the 9-Item Shared Decision Making Questionnaire
betweenPsychotic and non-psychotic disorders. 1. Effect of patients' age,
education, gender, maternal education, nationality on 9-itemSDM Questionnaire
scores (9SDMQ)2. Effect of treating physicians' age, specialty, years of
experience on 9SDMQ scores 3. Effect of patients' Montreal Cognitive
Assessment scores on 9SDMQ scores 4. Correlation of the 9SDMQ scores with
Client Satisfaction Questionnaire scores.

Data analysis plan
Multiple linear regression analyses.

The use of the ENCePP Seal has been discontinued since February 2025.
The ENCePP Seal fields are retained in the display mode for transparency
but are no longer maintained.

ENCePP Seal

Data sources (types)
Other

Data sources (types), other
Prospective patient-based data collection

Data sources

Use of a Common Data Model (CDM)

Data management

https://catalogues.ema.europa.eu/taxonomy/term/54051


CDM mapping
No

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data quality specifications

Data characterisation conducted
No

Data characterisation


