
Hello Everyone, 

Quantitative Research Design 

This research study will use a randomized controlled trial (RCT) design to evaluate 

the effectiveness of integrated culturally-tailored behavioral health services (CBT) compared 

to standard care in reducing depression symptoms among immigrant and refugee populations. 

This approach will involve comparing outcomes between two parallel groups: one receiving a 

culturally-tailored cognitive-behavioral therapy (CBT) intervention for Latino adults with 

depression, and the control group (receiving standard care/non-tailored CBT or usual clinical 

services). Randomization will ensure a degree of control over confounding variables and will 

allow inference of an outcome based on an intervention. 

While the study population as per the PICOT question is all immigrant and refugee 

groups, the pilot phase of this study will focus specifically on Latino immigrants. Several 

factors justify this narrower, targeted focus. First, there is an availability of validated 

evaluation tools for the Latinx population. For instance, the Spanish version of the PHQ-9, 

which is widely used is screening for depression, has been validated for Latino 

populations.1,2,3,11 Secondly, Latinx populations can be easily accessed through existing 

partnerships with community health centers and advocacy organizations. Third, existing 

research findings indicate Latino immigrants experience disproportionately high rates of 

untreated depression.4,5 This has been attributed to structural barriers like language, stigma, 

and limited access to mental health services. Finally, by using this study as a pilot RCT, 

recruitment, data collection and analysis will be manageable; while guaranteeing feasibility 

of findings that can be extended to other immigrant and refugee populations, albeit with 

limitations. For a comprehensive evaluation, future phases can expand and evaluate other 

immigrant and refugee groups. 

Population and Sampling Strategy 

Target Population: Foreign-born Latinx adults, aged 18–65, diagnosed with moderate to 

severe depression (PHQ − 9 score ≥ 10),11 and currently receiving health care services 

through primary care or a mental health clinic.  

• Inclusion Criteria: Self-identify as Latinx or Latino/a, foreign-born (immigrant 

status), fluent in English or Spanish, willing and able to participate in a 12-month 

study period, not currently receiving psychiatric treatment (e.g., no active medication 

or psychotherapy for depression).  

• Exclusion Criteria: Diagnosis of severe mental illness (such as schizophrenia, 

schizoaffective disorder, or active psychosis), bipolar disorder, active substance use 

disorder (within the past 6 months), suicidal ideation with imminent risk or requiring 

emergency intervention, concurrent participation in another clinical trial or 

psychotherapy study.  

Power Analysis and Sample Size 

To determine the minimum sample size, a power analysis was conducted using 

G*Power 3.1. The minimum sample size needed to detect a medium effect size between these 

two independent groups using a t-test (two-tailed) was based on the following parameters:  

• Effect size (Cohen’s d) = 0.50 (medium), based on existing evidence demonstrating 

moderate clinical improvements in similar interventions.6,7,8  

• Alpha (α) = 0.05  

• Power (1–β) = 0.80  



• Statistical test: Two-tailed independent samples t-test  

Based on these parameters, the minimum required sample size is 64 participants per 

group, for a total of 128 participants. To account for an anticipated attrition rate of 20%, 

which is commonly observed in longitudinal psychotherapy trials,9,10 the total participant 

recruitment target will be 160 participants or 80 per group. 

Participant Recruitment 

Participants will be recruited from community health centers, Latino-serving primary 

care practices, and local community organizations and churches. The study will use 

recruitment material and techniques in both English and Spanish such as flyers, provider 

referrals, and social media campaigns. To obtain informed consent prior to commencement of 

the study, bilingual research staff will provide culturally appropriate informed consent forms. 

Data Collection and Instruments 

Data will be collected using the Patient Health Questionnaire-9 (PHQ-9) score. It will 

be available in both English and Spanish. Both English15 and Spanish16 versions have been 

validated for use among Latinx populations.1,2,3 The PHQ-9 score is a validated, quantitative 

tool that is brief, easy to administer, and widely used in both clinical and research settings.11 

It is therefore suitable in the assessment of the severity of depression symptoms. It includes 9 

items, with each scored from 0 to 3, for a total possible score of 0 to 27. Higher scores 

indicate more severe depressive symptoms and v/v. PHQ-9 scores are continuous, making 

them suitable for parametric testing. 

The primary outcome will be the change in PHQ-9 score from baseline to 12 months. 

Additional measurements at 3, 6, and 9 months will help observe trends over time. This 

measure will allow for collection of precise, standardized, and statistically analyzable data for 

comparison of depression symptoms between the intervention vs control groups. 

• Independent Variable: This will be the type of intervention (Group 1: Culturally 

tailored mental health intervention; Group 2: Standard mental health intervention). 

This variable is categorical (nominal). 

• Dependent Variable: Change in depression severity (PHQ-9 scores). This variable is 

continuous. 

Statistical Analysis 

• Descriptive statistics for baseline demographics and PHQ-9 scores 

• Independent samples t-tests to compare mean PHQ-9 scores between groups at each 

time point 

Effect size will also be reported using Cohen’s d. 

Ethical Considerations 

 Prior to recruitment, IRB approval will be obtained. The study will also adhere to 

HIPAA standards. In addition, participants will provide written informed consent. All 

materials such as consent forms and PHQ-9 surveys will be available in both English and 

Spanish. Confidentiality will be maintained through de-identification of data and secure 

storage. Participants will be informed of their right to withdraw at any time without 

consequence. Any participant with severe symptoms will be referred to a health clinic for 



immediate patient care. Finally, all participants, including those in the control group, will 

have access to appropriate mental health referrals and care throughout the study. 

Justification for Study Design 

A randomized controlled trial (RCT) design allows for high internal validity and is 

particularly appropriate given the goal of determining whether culturally tailored CBT 

reduces depression severity more effectively than standard care.12,13,14 Using PHQ-9 ensures 

consistency with prior studies and facilitates comparison. 
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Appendix A: PHQ‑9 English Questionnaire  

 

 

 

 

 

 

 

 

 



Appendix B: PHQ‑9 Spanish Questionnaire 

 


