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Study Overview
Title
Business Training Intervention Program in Positive Mental Health Ocupational and Flourishing in Colombian companies

Study is 3ie funded
No

Study ID
RIDIE-STUDY-ID-64be2e52b75b4

Initial Registration Date
07/24/2023

Last Update Date
04/15/2023

Status
What is the status of your study?
In Development

Location(s)
Where is the intervention or study occurring? (You may select multiple countries.)
Colombia

Abstract
Describe your study in non-technical language. This abstract will be publicly visible to people who search the registry even before the study is complete, so enter only what you are comfortable sharing at this time.
The promotion of positive mental health in work environments is crucial to decrease the high levels of mental disorders, such as anxiety, depression and stress, which affect the work performance of individuals. Although there are Colombian government strategies to address mental health, such as the "Mental Health for All" project and lines of care, promotional and preventive actions on positive mental health in Colombian organizations are scarce. There is a need to promote intervention programs in this area, especially in Colombia, where there is concern about mental health in the work environment. The present study is a formative intervention program on Occupational Positive Mental Health and Flourishing in Colombian companies, as a mechanism for prevention and promotion in mental health at work.


Registration Citation

Categories
Choose one or more categories that describe your study.
Social Protection
Other

Additional Keywords
Additional descriptive terms for the study, if any. (Use commas to separate terms.)
Mental Health, Positive Psychology, Positive Mental Health Ocupational, Companies

Secondary ID Number(s)
To help with database searches and to avoid duplication, enter any ID numbers provided by funders (e.g., grant number) as well as any ID numbers provided by other registries (clinicaltrials.gov, ISRCT, etc.). For each ID number, include the organization that assigned it.

Principal Investigator(s)
Name of First PI
Carlos AndrÃ©s Trejos Gil

Affiliation
Universidad CatÃ³lica Luis AmigÃ³

Name of Second PI
Trejos-Gil Carlos AndrÃ©s, Trejos-Gil C.A.

Affiliation

Study Sponsor
Name
What organization is the primary funder of your study?
Universidad CatÃ³lica Luis AmigÃ³

Study Sponsor Location
Indicate the country where your study sponsor is located.
Colombia

Research Partner
Name of Partner Institution
If you are collaborating with another organization to perform this research (including organizations in the study country), provide the organization's name.
Mitsubichi electronics

Type of Organization
What type of institution is your research partner?
Other

Location
Indicate the country where your research partner is located.
Colombia
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Intervention Overview
Intervention
Describe the intervention or program being evaluated in this study. Be sure to indicate the objectives and expected beneficiaries. Do not discuss the evaluation here, only the intervention. (Include only details of the program that can be made public at this time.)
Eligible participants will be randomized in equal proportions between the Experimental Group (EG hereafter) [The recipient of the PIFE-SMPOyFL program] and the Active Control Group (ACG hereafter) [The recipient of the placebo program], each group initially receiving the two SMPO and FL tests in a first phase as a pre-test. The group called Experimental Group will be provided with training in SMPO during the first 6 sessions, in which they will be given in a one-hour session the explanation of the concepts that are directly tributary to the 6 factors that compose the 4 dimensions of SMPO. The remaining 4 sessions will be based on the 4 factors of Flourishing. Each session is designed to inform, teach and share meaningful experiences on each aspect or factor, short videos will present reflective experiences, and workshop activities that will be solved in 10 to 15 minutes. Likewise, indications will be given that during the week the participant must perform activities directly related to the aspect learned to apply it in their daily life, filling out digital forms of compliance of activities and overcoming achievements of activities completed with daily report digitally. participants will blindly reinforce each aspect that contribute to the SMPO and FL to finally present the post test and present a positive effect of the program.Â 

GCA participants will receive related training on Working Memory [to improve work performance]. Similarly, participants will have to fill out a weekly form in which they will have to fulfill the assigned tasks, in the first week participants will be instructed to write three daily events every night during week 1. The second week they are to write the first memories of the day during the week every night; and in the third week, placebo GCA participants are asked to write every night of the week at least 3 events that occurred each day.


Theory of Change
Describe the key aspects of the interventionâ��s theory of change, emphasizing the mechanisms the impact evaluation will focus on.
A program such as the one proposed in the present intervention in SMPO and FL It is crucial, therefore, to focus on strengthening the positive aspects in individuals in order to reduce the elevated levels of anxiety, depression, stress and other mental disorders observed in work contexts. (VÃ¡zquez-Colunga, et al., 2017) highlight the importance of a transition towards positive psychology to foster virtuous circles that allow people to appreciate the positive aspects of their lives. In addition, emphasis is placed on the need to promote positive psychology in all environments where people spend most of their time, including the workplace (Trejos-Gil & Llano-CastaÃ±o, 2023). And Flourishing implies living a full and satisfying life, in which performance and emotional well-being are effectively combined. It is about achieving a condition that connotes kindness, generosity, growth, resilience, adequate management of emotions, commitment, positive relationships, meaning in life and achievement, which translates into high levels of emotional, psychological and social well-being. It is important to note that, in general, people with poorer mental health are more likely to have physical ailments and develop mental and chronic illnesses, which translates into greater use of medical services, a greater likelihood of dying and missing more days of work (C. Keyes, 2002).


Treatment Arms
Does this intervention or program have multiple treatment arms or program types under evaluation?
Yes

Implementing Agency
Name of Organization
Who is carrying out the intervention or program? (Provide the name of the organization.)
Companies in different economic sectors and in their administrative area collaborators

Type of Organization
Private for profit organization

Program Funder
Name of Organization
Who is funding the intervention or program? (If multiple organizations are involved in funding, provide the name of the primary funder.)
The companies that can participate are sponsors

Type of Organization
What type of organization is this?
Private for profit organization

Intervention Timing
Intervention Timeline
Has the intervention or program already started? (Answer yes if the intervention has started, meaning the planned treatment has begun, and is either still in process or completed.)
No

Start Date
When did the intervention or program begin? (If not yet started, provide estimated date.)
05/21/2023

End Date
When did the intervention or program end? (If not yet completed, provide estimated date. If this is to be an ongoing program, leave the field blank.)
10/27/2023
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Evaluation Method Overview
Primary (or First) Evaluation Method
What is the main methodological approach you will use to estimate the causal impacts of the intervention or program? (If more than one, enter the first here. You will have the opportunity to enter a second method later.)
Randomized control trial

Other Method
Please describe your method that was not listed in the choices above.

Additional Evaluation Method (If Any)

Other Method
Please describe your method that was not listed in the choices above.

Method Details
Details of Evaluation Approach
Please provide details of your methodological approach(es).
The methodological design that will be implemented in this doctoral thesis with the purpose of achieving the objective that has been set out, is based on a positivist paradigm, with an analytical empirical approach under the hypothetical deductive method. The present work is a randomized experimental study which is based under the CONSORT Guidelines methodology for non-drug human clinical trials (Grant et al., 2018).Â 

The minimum total sample is expected to be 100 participants (n=100) distributed in a 1:1 ratio allocation according to the computer-generated randomization program stratified by Research Randomizer software resulting in the two groups with equal proportions of the same number of randomized participants. TheÂ number of participants is representative for conducting clinical trials of this type. Sample selection is based on Lipsey and Wilson&#39;s (1993) recommendations for mean effect size distributions in educational studies where the control group receives an alternative or traditional treatment.Â In addition, to account for data loss, treatment dropout, or invalid data, an additional 20% should be estimated in the sample, resulting in an ideal sample total of 120 participants.

Questionnaires in the pre-test and post-test process
- Occupational Positive Mental Health Scale (OPMH-40) pre test and post test
- Flourishing Scale (FI and SFI) pre-test and post-test
The trial consists of a 1-week eligibility phase. The total testing period will be approximately 3 months.Â Las mediciones se llevarÃ¡n a cabo en 3 puntos temporales en cada grupo: despuÃ©s de firmar el consentimiento informado, antes de comenzar la inicio del programa, e inmediatamente despuÃ©s de completar las 10 semanas del programa de formaciÃ³n, se realiza la Ãºltima mediciÃ³n post test.

Â 


Outcomes (Endpoints)
What are the outcome variables (endpoints) of interest in this evaluation? (You may distinguish primary and secondary outcomes as well as final and intermediate outcomes. If you do, indicate to which category each outcome belongs. See help text for definitions.)
The constructs considered were: SMPO, Flourishing and Business Training Program. These constructs are constituted as dependent and independent variables; likewise, these are related in terms of primary and secondary outcomes as suggested by the CONSORT guidelines (Grant et al., 2018) described as follows:Â 
- Dependent variables: Occupational Positive Mental Health [Instrument - (SMPO-40)] and Flourishing [Instrument - Flourishing Index (FI)].
- Independent Variable: Entrepreneurial training program (PIFE-SMPOyF).
- Primary Linkages: SMPO and Flourishing
- Secondary Linkages: Entrepreneurial Training Program (PIFE-SMPOyF).


Unit of Analysis
What is the main unit of analysis for the evaluation?
Ocupational mental health

Hypotheses
What specific hypotheses do you plan to test with the outcome variables specified above (or other outcomes)? (You may distinguish primary and secondary hypotheses if you like.)
Research hypothesis:Â 
- The innovative corporate training program (PIF-SMPOyF) for administrative positions will cause a greater effect on the variables Positive Occupational Mental Health and Flourishing as opposed to the standard group of collaborators.

H2: The comparison of the experimental group and the control group will demonstrate significant levels of change in OPMH and Flourishing.Â 
H3: There is a positive and direct relationship between SMPO and Languor (a); between Flourishing and SMPO (b); and Languor and Flourishing (c) in the people who were implemented the Intervention Program, as opposed to those who did not use the program. With the cut-off point (> 0.75).


Unit of Intervention or Assignment
Unit of assignment for receipt of the intervention or program. For experiments, the unit of randomization. (For example, individuals, schools, clinics, firms, etc.)
Employees of administrative areas of the companies

Number of Clusters in Sample
If the intervention or program is to be administered by cluster or group (e.g., schools, villages), what is the (expected) number of groups or clusters in the analysis?
Group intervention

Number of Individuals in Sample
What is the (expected) number of individual observations (e.g., of students, households, enterprises) in the sample?
100

Size of Treatment, Control, or Comparison Subsamples
What is the (expected) number of observations in treatment and control or comparison subsamples (i.e., those receiving the intervention and those not receiving it)? (If the intervention or program is to be administered by cluster or group, please give the number of groups, not individuals, in each subsample.)
50 individuals in the Experimental Group in the business training intervention program in SMPO and FL; and 50 individuals in the active control group with the working memory training program.
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Outcomes Data
Description
Briefly describe the data set that will be used to measure outcomes. (For example, this could be a household survey, school or health facility survey, administrative data, etc. If there is more than one such data source, please describe the most important one.)
The following batteries of scales are implemented beforehand so that the participants do not have a negative clinical history that could alter the results and there is no bias of any kind. 
-Anxiety and Depression Scale (HADS)
-Self-Esteem Scale (RSES)
-Work Addiction Scale (BWAS)
-Work Stress Burnout Scale (MBI)
Questionnaires in the pre-test
-Occupational Positive Mental Health Scale (OPMH-40) pretest and posttest
-Flourishing Scale (FI and SFI) pre test and post test

Data Collection Status
Have these data already been collected, whether by you or someone else? (This refers to data collected after the intervention was implemented, not baseline data.)
No

Previous Use of the Data
Has this data set been used before by you or others for analysis, including for unrelated research?

Data Access
Is this a restricted access data set?

Data Status
Have you obtained the data?

Data Approval Process
Briefly describe the approval process.

Approval Status
Have you obtained approval and/or the data?

Treatment Assignment Data
Participation or Assignment Information
Does (or will) the above outcomes data also contain information on the treatment assignment or program participation, i.e., which units received the intervention or participated in the program?
Yes

Description
What kind of data will you use for information on treatment assignment or program participation, i.e., which units received the intervention or participated in the program? Examples include administrative data, household survey, etc. (In some cases, there may be no specific data set. For example, data might simply be common knowledge that a program was implemented in a particular village. This type of information can be treated as a data set.)

Data Status
Do these data already exist?

Previous Use of the Data
Has this data set been used before by you or others for analysis, including for unrelated research?

Data Access
Is this a restricted access data set?

Data Obtainment Status
Have you obtained the data?

Data Approval Process
Briefly describe the approval process.

Approval Status
Have you obtained approval and/or the data?

Data Analysis
Data Analysis Status
Have you started analysis of the data?

Study Materials
Upload Study Materials
It is helpful for other researchers to be able to see survey instruments used in prior studies. Are you interested in uploading or providing links(s) to the instrument(s) or any other study information at this time? (You will also be able to do so at a later date, including at study completion.) If so, upload documents or provide links to instruments, other websites, or documents related to your study that you are willing to share, and describe each item.

Registration Category
Registration Category
Based on the information you have provided, we have classified your registration as follows.
Prospective, Category 1: Data for measuring impacts have not been collected
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Completion Overview
Intervention Completion Date
When was the intervention or program completed? If this is an ongoing program, leave the date blank.

Data Collection Completion Date
When was data collection on outcomes completed?

Unit of Analysis
What was the main unit of analysis for the evaluation?

Clusters in Final Sample
If the intervention involved clusters or groups as the unit of randomization or program assignment, please indicate the final number of clusters or groups in the sample used in the analysis.

Total Observations in Final Sample
For estimating primary program impacts, what was the total number of individual observations used in the analysis (including program recipients and controls or comparisons)?

Size of Treatment, Control, or Comparison Subsamples
What is the size of each treatment and control or comparison subsample in the main analysis? (If the analysis is at the cluster or group level, please give the number of groups, not individuals, in each subsample.)

Findings
Preliminary Report
Is there a report on the results?

Preliminary Report URL
Provide a link to the report if available.

Summary of Findings
Summarize your results. (Copy and paste a report abstract or executive summary as appropriate. Highlight the results for the key outcomes and hypotheses you outlined when registering.)

Paper
Are there any published studies based on this evaluation?

Paper Summary
Provide titles and brief summaries of the studies.

Paper Citation
Enter the citations.

Data Availability
Data Availability (Primary Data)
Is the data set you used available for other researchers (whether access is free or restricted), or will it be in the future?

Date of Data Availability
When will the data be available?

Data URL or Contact
Enter a link to the data set, if available, or the name and email of a contact person for access.

Access procedure
If the data are or will be available only on a restricted basis, please describe the procedure to apply for the data.

Other Materials
Survey
Can you share the survey questionnaire(s) you used (if not previously made publicly available)?

Survey Instrument Links or Contact
Provide the link to the survey instrument(s) or describe how to obtain them.

Program Files
Are program files (e.g., Stata .do files) available for public distribution?

Program Files Links or Contact
If yes, please provide a link to the files or the name and email of a contact person for access.

External Link
Please provide links to any other related websites, documents, etc.

External Link Description
Describe the above links.

Description of Changes
Please add any comments you would like to make on changes in this project between the initial registration and the reporting of the results (e.g., changes in evaluation method, sample size, hypotheses, etc.).

Study Stopped
Date
When was the study stopped?

Reason
Why was the study stopped?

