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ABSTRACT

Background: Late-life depression is a common disorder, frequently causing devastating
personal outcomes, and it is a major health hazard that imposes a significant burden on
individuals, caregivers, and society. Compared with younger adults, older adults are less likely
to experience remission, have twice the rate of completed suicides in the United States, have
different symptom presentation profiles, and are less likely to receive guideline-concordant
depression care. Older racial and ethnic minorities experience disparities in treatment
outcomes and care. Although their depressive episodes are more persistent with fewer
remissions over time, and they experience more functional impairments and disease burden,
they are more likely to receive substandard depression care.

Older Latinos represent the fastest growing segment of the older adult US population, will
represent approximately 15 million people by 2050, and will constitute the largest racial/ethnic
minority group older than age 65 by 2028. Considerable evidence indicates that older Latinos
have higher rates of recurring depression episodes and related disabilities, longer duration of
periods of depression, and are less likely to receive treatment or guideline-concordant care
than other ethnic groups.

Objectives: The primary aim of Programa Esperanza (Project Hope) was to test the comparative
effectiveness of an 8-session psychosocial intervention, problem-solving treatment (PST), that
teaches rational problem-solving skills and behavior activation, vs enhanced usual care (EUC),
an intensive psychoeducational session for depression. The comparative effectiveness trial was
directed primarily toward Spanish-speaking Latino patients 50 years of age or older with
depression and multiple medical conditions. The project also ascertained the feasibility and
acceptability of training nontraditional interventionists (ie, non—graduate-level practitioners) to
deliver the psychosocial treatment.

Methods: We used a randomized trial-mixed methods design with a qualitative component
among 259 patient enrollees from the AltaMed Program of All-Inclusive Care for the Elderly
(PACE) to test the 2 bilingual comparator interventions delivered by trained bilingual non—
graduate-level interventionists. PST consisted of 8 manualized sessions and 3 boosters (ie,
sessions were presented in a step-by-step format to ensure uniformity across interventionists)
based on rational problem-solving strategies and behavioral activation. EUC consisted of 1
depression psychoeducation session with detailed handouts along with routine PACE services.
The primary trial outcome was severity of depression as measured on a continuous scale by the
Patient Health Questionnaire (PHQ)-9, frequently used in published studies assessing adult and
geriatric depression. All trial outcomes (primary outcome of depression and secondary
outcomes of anxiety, mental health quality of life, and functional well-being) were measured at
baseline and at 3, 6, and 12 months. Mixed-effects regression models for longitudinal data as
well as end point analyses were used for quantitative data analyses. Content analysis of project
meetings and phenomenological qualitative analyses were used to analyze 43 interviews with
participants, interventionists, and AltaMed managers.



Results: In total, 1522 participants were screened, and 259 enrolled and completed baseline
assessments. Study attrition was low (94.6% completed the study to 12-month follow-up), and
treatment adherence was high: Among PST participants, 81.5% received the planned 8 face-to-
face sessions, and 62.5% received all face-to-face and booster sessions. For participants
randomly assigned to EUC, 100% received the single psychoeducational session. In general, PST
delivered by non—clinically trained interventionists was no more effective than EUC. On the
primary trial PHQ-9 outcome, both PST and EUC groups showed significant changes over the 12
month follow-up (both within-group P trends < .0001). Effect sizes (mean 12-month change
divided by standard deviation) were 0.81 in PST participants and 0.88 in EUC participants. No
differences were found between the 2 groups with regard to other mental health, physical
functioning, or psychosocial outcomes over time. PST participants had significantly more
primary care visits at the 6-month (median, 26 vs 21 visits; P =.003) and 12-month (median, 44
vs 35 visits; P =.017) follow-ups, yet in contrast had significantly lower use of emergency
department (ED) visits in the first 6 months following study enroliment (17.0% vs 26.7% with at
least 1 ED visit; P = .008). Moreover, skilled nursing facility admissions during the first 6 months
(0% vs 4.8%; P =.01) and 12 months (2.2% vs 6.4%; P = .12) following enrollment were lower in
the PST group. Programa Esperanza provided access to depression screening and treatment to
levels that had not been seen before at the PACE sites. Overall, participants and providers
reported high satisfaction with the treatments and identified areas for future sustainability.
Iterative processes of engagement, consultation, and integration of stakeholder feedback
occurred across a continuum of activities to enhance stakeholder engagement and principles of
evidence-based science.

Conclusions: Depression and related mental health outcomes improved to a similar degree in
both PST and EUC groups. Future research is needed to ascertain if improvements are due
specifically to the treatments, spontaneous improvement, or nonspecific effects of the care
received in the treatment setting for older adults with comorbid depression and multiple
medical conditions whose English is limited.

Limitations: Results are likely generalizable to the target study population, that is, older Latinos
who are at least mildly to moderately depressed, cognitively intact, and receiving outpatient
managed health care for high physical and behavioral health needs. The primary study
limitations relate to the challenges associated with trial implementation in a pragmatic setting.
Limitations include possible contamination effects of the study interventions, staff and
interventionist turnover or reassignments to different clinical sites, and the administrative
decision to alter the employment profile of the workforce of staff holding a bachelor’s degree in
social work. Although PST adherence was high, some participants were difficult to schedule and
required more time to complete the PST intervention. By nature of the interventions and
treatment setting, participants could not be blinded to their randomized group assignment.
Lack of a true no-treatment comparator group precludes us from concluding that the change in
depression outcome from baseline to 12 months is due entirely to the interventions.
Nonetheless, the significant results for the health care use data signals change in other
important areas that might not have been detected by the PHQ-9.



BACKGROUND

Late-Life Depression Among People With Medical Comorbidity

Late-life depression is defined as unipolar depressive syndromes in older adults,
typically around the sixth decade of life or older: major depression, dysthymic disorder,
adjustment disorder with depressive features, and clinically significant depressive symptoms or
minor depression.! Affecting upward of 20%, or 6 million older people in the United States,??
depression is the most prevalent mental disorder among older adults across all racial and ethnic
groups**% and a leading cause of disease burden and disability.*'3 The World Health
Organization ranks depression second only to cardiovascular disease in burden (ie, impact on
disability-adjusted life-years).1# Part of this burden is attributable to the fact that depression
typically co-occurs with medical conditions and cognitive impairment, leading to significant
disability, increased risk of suicide, and increased all-cause mortality.%'2*>19 For particular
disorders like major depression, prevalence is between 1% and 4% in the general population®
and up to 24% in nursing homes. Minor depression has a prevalence of 4% to 13%; dysthymic
disorder occurs in about 2% of the older adult population. For people in nursing homes, or who
are nursing home eligible, the rates of minor depression or clinically significant symptoms of
depression range up to 50% due to higher prevalence of multiple chronic medical ilinesses in

this population.2°

Although depression is devastating at any age and can affect members of all racial and
ethnic groups, several notable differences exist: Compared with younger age groups, older
adults (1) are less likely to experience remission; (2) have twice the rate of completed suicides
in the United States'17:1821: (3) have different symptom presentation profiles (loss of
pleasurable activities, psychomotor changes, cognitive and somatic complaints, weight loss, and
medial temporal lobe abnormalities)???3; and (4) are less likely to receive depression care.
Older racial and ethnic minorities experience disparities in treatment outcomes such that their
depressive episodes are more persistent with fewer remissions over time, causing significantly
more functional impairments and disease burden, yet they do not typically receive adequate

guideline-concordant depression care.?*?’



The Critical Evidence Gap Facing Older Latinos

Older Latinos, Depression, and Treatment Disparities

Older Latinos represent the fastest growing segment of the older adult population in the
Unites States, which will increase from 8% in 2014 to 22% in 2060. This population will
represent approximately 21.5 million people by 2060,28 and will constitute the largest
racial/ethnic minority group older than 65 years by 2030.%° Although depression rates are
among the highest for immigrant Latinos aged 60 or older in the United States,® minimal

depression research has been conducted with this culturally distinct population.3°

Older Latinos have up to double the rates of clinically significant depression compared
with both whites and African Americans.33* Prevalence rates for major depression are higher
(about 28%) in low-income primary care practices composed primarily of minority patients in
urban settings.3>*% Although prevalence studies of psychiatric disorders of younger Latinos
indicate more favorable mental health outcomes for immigrant vs US-born Latinos for selected
disorders,*! older immigrant and low-acculturated Latinos, especially women, tend to be at
higher risk for depression. Elevated depression rates in older Latinos are associated with female
sex, older age, low income, low social support, high stress, chronic financial strain, functional

decline, low acculturation, and limited English fluency.*?%’

The association among chronic medical conditions, physical disability, and higher
depression prevalence and risk is well established.>*#>C Although health-related advancements
have been made, especially in the area of life expectancy,®! health disparities among older
Latinos persist.?> For example, compared with non-Hispanic whites, older Mexican Americans,
who comprise more than 50% of US older Latinos, have a high incidence of diabetes, obesity,
cognitive decline,”>°3 and low access to primary care services;>* they are more functionally
impaired,®> have low rates of physical activity and report more disabilities,”® and report a higher
number of risk factors for impaired cognitive functioning.>>>” Older persons and Latinos are
overrepresented among the group of dual eligibles>®° (ie, persons with disabilities who

participate in both Medicare and Medicaid). About 60% of dual-eligible individuals are age 65



and older, and Latinos (as well as African Americans) are 6 times more likely than whites to be
dual eligible due to long-standing poverty and low access to employer-covered health and
retirement benefits. Improving the quality and coordination of psychiatric care for vulnerable

populations is a crucial component of addressing health care disparities.®*

Psychosocial interventions addressing the clinical complexity and the interplay of
depressive symptoms with chronic health conditions are critical for older adults. Less than 50%
of older adults taking antidepressants achieve remission of late-life major depression.®?
Nevertheless, treatment-related differences in remission rates are not clinically significant
between older and younger depressed patients,?3® underscoring older adults’ favorable
response to depression treatment. Despite evidence that depression is treatable in older adults,
comorbid illnesses often co-occur with late-life depression. Comorbidity can negatively
influence the diagnosis and initiation of depression treatment®®%’ as well as treatment
response.®>® Unfortunately, depression undertreatment or nonadherence to treatment are
found among geriatric patients as well as among racial and ethnic minorities due to well-

documented patient, provider, and organizational barriers to care.336469-71

Improving the quality and coordination of care is a crucial component of addressing
health care disparities among vulnerable populations.>®7? Although strong evidence supports
the efficacy of geriatric depression treatments, generalization to older US racial and ethnic
minorities, particularly with respect to persons with limited English and low literacy, remains
unclear. Considerable evidence shows that older Latinos have higher rates of recurring
depression episodes and related disabilities as well as longer duration of periods of depression,
and they are less likely to receive treatment or guideline-concordant depression care. A
systematic review’3 of 1068 studies found that (1) only 5 depression treatment studies reported
outcomes pertaining to older minorities; (2) no research included geriatric Latino patients in
prospective studies examining depression over longer follow-up periods; and (3) very few
studies attended to sociocultural modifications to enhance person-centered care and treatment

outcomes.



Significant barriers to older Latinos lead to limited access to mental health services.
System-level barriers—such as insufficient (or inaccessible) mental health resources, lack of
bilingual/bicultural providers, long wait times, inadequate outreach, lack of transportation, lack
of information on services, service fragmentation, lack of health insurance, and low level of
Medicare and Medicaid reimbursement—are often the most important barriers to mental
health service use.”*’? Thus, older Latinos often wait until their condition worsens before
seeking care or following up with their treatment regimens, which may lead to more chronic
disease trajectories. This is unfortunate given the emerging work indicating that younger low-
income Latinos can respond favorably to depression treatment,>8! and, according to 1 case of
collaborative care, older English-speaking Latinos may experience better treatment effects than

whites.”?

Lack of a Competent Geriatric Mental Health Workforce

A significant gap is the lack of a competent workforce to provide mental health
treatment to older adults in general, and older adults with comorbid medical conditions whose
English is limited, in particular. Commissioned by the US Congress, a 2012 Institute of Medicine
report addressed the shortage of a mental health workforce needed to care for older
Americans, particularly older minorities.?! These were the significant findings: (1) The increasing
proportion of older racial and ethnic minorities will demand a workforce prepared to work with
diverse populations; (2) older Latinos have the highest rates of psychiatric comorbidity (namely
depression and posttraumatic stress disorder) compared with whites, African Americans, and
Asian/Pacific Islanders; and (3) the lack of a culturally and linguistically competent mental

health workforce for underrepresented racial and ethnic groups borders on a crisis.

A major emergent strategy is the deployment of trained non—graduate-level
interventionists to provide screening, identification, and brief psychosocial interventions for
persons with mental health needs.?? Given the limited numbers of trained bilingual/bicultural
mental health providers, task-shifting involves engagement of human resources or personnel,
generally with no professional-level training in the care of mental health disorders.® There is

growing evidence of the effectiveness of task-shifting in the management of some chronic



health conditions, including mental disorders such as depression.?4°° Aside from potential cost-
saving benefits, task-shifting allows these providers, who are representative of community
norms and help-seeking behaviors, to effectively recruit, engage, and intervene with patients in
a manner that is community-informed and person-centered. Although the integration of task-
shifting opportunities has been studied in low- to middle-income countries, the evidence for
the effectiveness of task-shifting in the US geriatric mental health workforce is unknown. The
integration of community health workers in US health care systems exists in term of health care
issues such as diabetes, HIV/AIDS, and domestic violence, among others, but the evidence for
workforce development in geriatric mental health is lacking.?! To strengthen the evidence,
research must address the barriers to and facilitators of task-shifting to non—graduate-level
providers in relatively under-resourced communities where facilitating recruitment and

engagement in mental health care studies has been a challenge.

Social workers are major providers of mental health services in the United States,*!
accounting for 7 of 10 mental health providers,®? and are well positioned to provide depression
care services in primary care settings. Unlike clinical social workers who have a master’s degree
level of education and clinical licensure (MSWs), bachelor’s-level social workers (BSWs) are
trained in case management and resource-brokering strategies and are typically recruited from
their surrounding communities; however, they have limited behavioral health training for
working with persons with complex comorbid medical and psychiatric conditions.?! Social
workers make key contributions to evidence-based depression treatment programs such as the
Program to Encourage Active, Rewarding Lives (PEARLS) and Healthy IDEAS.”? It is anticipated
that with proper supervision, BSWs would be able to integrate competencies commensurate
with the targeted interventions: adding to knowledge about depression medications, offering
structured counseling skills, and increasing frequency of communication between social

workers and prescribing physicians.®3

Drawing from the emerging research on the role of community workers (nongraduate
level) or Promotoras(es) de Salud in health education,®® disease prevention,®>°® and depression

detection and management,®” we must examine the feasibility and acceptability of nonclinical

10



BSWs in providing short-term counseling to vulnerable populations, especially where access to
specialty behavioral health providers is limited. The benefits of this service extender/task-
shifting approach include potential cost savings®®°° and building on unique and existing

alliances between social workers, patients, and caregivers.

In sum, gaps in evidence exist in terms of (1) the relative effectiveness of treatment
options for late-life depression in low-income, primarily Spanish-speaking older Latinos with
chronic medical conditions; and (2) potential barriers to and facilitators of task-shifting social

worker roles to depression care.

Summary of Study Goals and Specific Aims

Becoming depressed late in life is a common health problem with serious consequences
for many adults, caregivers, and society as a whole. Older Latinos have high rates of depression,
tend to stay depressed longer than other ethnic groups, and are less likely to get the best
depression care. This study compares 2 models of depression treatment provided primarily by
BSWs to Spanish-speaking patients in a patient-centered medical home (PCMH) outpatient
setting: AltaMed’s Program of All-Inclusive Care for the Elderly (PACE).1®

Objectives

The study aim was to test the comparative effectiveness of Programa Esperanza (Project
Hope)—a short-term culturally modified psychosocial intervention for Spanish-speaking Latino
patients 50 years of age or older with depression and multiple medical conditions—vs
enhanced usual care (EUC) in a PCMH care setting. A brief psychosocial intervention called
problem-solving treatment (PST) teaches people about their mental health problems, offers
them problem-solving skills, and suggests actions they can take to feel better. EUC includes an
intensive 1-hour psychoeducational session with detailed bilingual handouts about depression

and depression treatment for older adults, as well as routine services.

The results of this study may help older Latinos, their families, and their health care
providers make decisions about treatment for depression in the face of chronic medical

conditions. Organizations may use the results to organize service delivery in different ways such
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as providing behavioral health care though non—clinically trained interventionists who speak

their language and are culturally aware of the unique needs of the target population.

The long-term goal is to widely disseminate the results and actionable steps needed to
increase the adoption and sustainability of evidence-based behavioral health practices for

geriatric populations with low incomes and limited English.

Research Questions

The quantitative study addressed these research questions.

Primary quantitative research question. Among recruited low-income, primarily
Spanish-speaking Latinos at least 50 years of age with high medical comorbidity, will Programa
Esperanza improve depression-related outcomes (primary outcome, Patient Health
Questionnaire [PHQ-9]; secondary outcome, Symptom Checklist Depression Scale [SCL-20])

compared with EUC over the course of 1 year?

Secondary quantitative research questions. In this population, will Programa
Esperanza improve secondary trial outcomes of anxiety, problem-solving skills and behavior
activation, physical functioning, and quality of life, compared with EUC over the course of 1
year? Will Programa Esperanza be more or less effective for some patient subgroups compared

with others?

The qualitative study addressed these research questions.

Primary qualitative research question. Will qualitative reports from the patient

population and provider stakeholders provide key insights related to treatment effectiveness,

acceptance, and satisfaction, as well as adoption of the intervention within the PCMH setting?

Secondary qualitative research question. Among patients, interventionists, and

organizational providers, what factors may increase acceptability and effectiveness of delivering

depression care by non—clinically trained interventionists to this population?

12



The randomized trial recruited 259 participant enrollees from the AltaMed PACE, a
PCMH model for nursing home—certifiable participants with at least 3 limitations in activities of
daily living and multiple medical conditions. Manualized sessions based on problem-solving,
behavior activation, and psychoeducation were facilitated by trained non—graduate-level
interventionists. Manualized psychosocial interventions rely on a step-by-step format with
prescribed goals and activities to be conducted during each session to ensure uniformity across
interventionists and to address the core mechanisms of action that account for the intended
psychosocial change.'®! Trial outcomes were measured at baseline and at 3, 6, and 12 months.
We used mixed-effect regression models and performed constant-comparative analyses for

guantitative and qualitative data, respectively.

The proposed study addresses critical gaps in the current knowledge that can improve
health care and outcomes important to patients and their providers. Ascertaining subgroups
with heightened vulnerability for depression can increase understanding of the factors
underlying disparities in access—and response—to quality depression treatments. Personalizing
the care of geriatric depression, including environmental and cultural factors, has emerged as a
unifying concept in geriatric psychiatry.'%? Predictors of response to depression treatment
range from clinical (limitations in physical and emotional functioning) to psychosocial factors
(low income, low access to culturally congruent services, poor self-efficacy, and stigma).
Because older Latinos have heightened exposure to predictors of poor outcomes, it is
important to target predictors considered modifiable, such as self-care strategies and
behaviors, problem-solving, self-efficacy, and referrals, to the primary care physician for follow-

up evaluations.
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PARTICIPATION BY PATIENTS AND OTHER STAKEHOLDERS

Overview of Stakeholder Involvement

The Programa Esperanza team embraced the patient-centered outcomes research
(PCOR) approach from the pre-award phase through the dissemination activities of the study.
The overarching principle that guides Programa Esperanza is that patients affected by
depression, and those who provide care, are the best guides to understanding depression,
depression treatment, stakeholder satisfaction, and best stakeholder engagement approaches.
This type of approach ensures high-quality and relevant evidence to inform health care
decisions for persons directly affected by depression or their care providers. Thus, the research
team included people representing the population of interest and naturally occurring groups of
patient and provider representatives who acted as advisors. Stakeholder input encompassed
the types of study outcomes to select, selection of interventionists, location of treatment, how
to set up and monitor study processes, what type of materials to develop, how to engage
stakeholders, when and how to troubleshoot challenges, and what type of dissemination
activities to pursue, to name a few. The study team remained actively engaged with the
stakeholders on an ongoing basis to ascertain progress and strategies to keep focused on

stakeholders and their contributions.
Types and Number of Stakeholders Involved

Decisions About Stakeholder Balance, Study Design, Processes, and
Outcomes

Several types of stakeholders were engaged: patients who were current users of PACE
services, a patient representative who served on the scientific research team, a PACE research
coordinator, PACE interventionists, and PACE supervisors and managers. Except for family
members, this represented the entire spectrum of stakeholders involved in the study. The initial
research team actually delayed submitting the PCORI award application until the next funding
cycle to shore up the stakeholder elements of the application. It was important to include the
voices of those directly impacted by the situation/problem/dilemma to be addressed. Thus, the

team focused primarily on the patient’s voice by facilitating multiple focus groups and in-depth
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interviews, all while gathering information on their preferences for depression care. The
scientific team identified patient representatives and providers by visiting a total of 6 patient
advisory councils representing the then-existing PACE sites during that year. In total, the team
met with upward of 170 individuals to formulate preliminary ideas about what type of research
guestions to answer, the study design, and developing the PCOR plan to integrate stakeholders
into future research activities. An important consideration of who would serve on the research
team emerged such that a patient representative was requested to serve on the team. This

person remained on the team throughout the study period.

During the pre-award period, patient participants provided the name of the study,
Programa Esperanza (Project Hope), and offered insights into the parameters of an intervention
they would support: a brief nonpharmacologic intervention involving individual (not group)
sessions. They stated they were “tired of taking so many medications” and “feared the
addictive properties of any psychoactive medications.” Although the patients preferred
individual counseling, the organizational representatives would have preferred group-mediated
settings to save time and limit costs. Patients preferred sharing their psychological problems
with those who were closest to them in the PACE milieu, mainly their assigned case managers

(social workers). They already felt close to them, trusted them, and saw them weekly.

All of the stakeholders (patients, case managers, organizational providers) informed the
study design by unilaterally rejecting a cluster randomized trial, with randomization at the level
of a clinical site. They did not want anyone to be excluded from potentially receiving the PST
intervention (patient side) or providing it (case manager side). Organizational providers wanted
to be able to show that PST was a value-added service to their existing menu of programs for

patients.

All stakeholders were keen on examining depression outcomes and keeping track of
changes in mental health through repeated measures (“see if this works”), but patients were
also interested in the impact that the interventions would have on physical health and daily

functioning. Thus, these elements were added to the study outcome measures.
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All stakeholders asked that intervention materials be streamlined due to limited literacy
and numeracy issues and that the materials be straightforward, in Spanish and English, to
increase inclusion of limited-English speakers. They also asked that the sessions be scheduled at
the PACE sites and not in their homes because of privacy issues. Lastly, they wanted to begin
the program right away; thus, it became necessary for the scientific team to state a very clear
disclaimer at the beginning of any interview or interaction with the stakeholders because they

assumed the program was already funded.

The research team entered the ecosystem of the PACE sites to anticipate how patients
and providers worked, engaged, and interacted at the different sites: how they provided care,
their workloads, processes of work, how decisions were made, and the dynamics across
stakeholder interactions. It was important to understand how patient and organizational
stakeholders were accustomed to receiving care or working at their respective sites. The
decision was made early on to continue the spirit of diverse representation of stakeholders to
include patients and providers, as well as interventionists, supervisors, research coordinator,
managers, and senior leadership. The balance was maintained throughout the study period. By
the end of the study period, the Programa Esperanza stakeholder pool included 50 patients, 45

AltaMed providers, and 1 scientific team member (patient representative).

These stakeholders were recruited in diverse ways depending on the stakeholder type.
Patients were approached through the naturally occurring patient advisory council composed
of PACE participants and facilitated by AltaMed personnel, and via personal solicitations
through patients’ assigned case managers or supervisors. All AltaMed providers were asked to
serve as stakeholders: Interventionists participated as stakeholders given their key role in
screening and administering the interventions (EUC and PST). They were given permission by
their supervisors to serve in this role; other AltaMed providers and leadership participated on
an ongoing basis. Screeners and supervisors were given permission by AltaMed to serve as
stakeholders, and senior leadership served on an ongoing basis. The AltaMed research

coordinator was assigned to serve as a stakeholder given her liaison role between AltaMed and
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the scientific research team, and she was the most involved in monitoring study compliance at

the research sites.

Methods, Modes, and Intensity of Engagement

Programa Esperanza used an array of methods and modes of stakeholder interactions,

and levels of intensity. Here is a synopsis.

e Advisory councils: Composed of patients and provider facilitators; group; on site;
bilingual; formal presentations using slides and paper handouts; doubled up the
frequency per council members’ request from 2 to 4 meetings per year. These
continued throughout the study period.

e Training, booster, and case reviews with interventionists: Group and individual
meetings; in person, via telephone and emails, formal presentations using slides and
paper handouts. These occurred during the first 18 months of the study and continued
throughout the study period.

e Progress update meetings with supervisors and managers: Quarterly, in person; on
site; formal presentations using slides and handouts. These continued throughout the
study period.

e Quality control and troubleshooting meetings to address challenges: ongoing; on site;
in person; via email and telephone with interventionists and AltaMed research
coordinator.

Perceived or Measured Impact of Engagement

Relevance of the Research Question

As stated earlier, the patients and providers selected the research questions.

Study Design, Processes, and Outcomes

As stated previously, the patients and providers selected the study design, repeated

measures, and outcomes.
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Study Rigor and Quality

To ensure study rigor and quality, we had to first explain these concepts and what
occurs when rigor and quality are compromised. We accomplished this by holding meetings
with all stakeholders during the early stages of the study. We provided examples about the
need to ensure rigor and quality: complying with screening, consent, and recruitment goals;
ensuring gender representation; following screening protocols to avoid bias; developing
strategies to mitigate missed PST sessions and outcome interviews; maintaining privacy;
safeguarding patient health information and protections of human participants; modifying
workload and work processes; enhancing interventionist response to case reviews; and

ensuring documentation was timely, complete, and relevant.

Participant Recruitment

The trial screened 1522 PACE participants, enrolled 259 older Latinos with complex
high-need medical and psychiatric conditions, and completed randomization assignment to
either the EUC or PST group for 259 patients who completed the baseline assessment. The
entire effort depended on a complex web of resources, persistent monitoring, and engagement
across diverse stakeholders, university scientific personnel, and organizational resources, to
name a few. The study met the recruitment goals for both the randomized trial and the

qualitative component.

Transparency of the Research Process

As noted earlier, there was 100% transparency of the research process through frequent
methods and modes of interaction across a variety of stakeholders that entailed a feedback
loop of getting to know one another, discussion, decision-making, reporting back, problem-

solving, feedback, and change.

Adoption of Research Evidence Into Practice
Making the business case for the adoption and sustainability of the Programa Esperanza

program in PACE settings is a natural next step. Depression care strategies exemplified in
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Programa Esperanza are the type that AltaMed would like to adopt, either totally or partially,

and they were discussed with AltaMed leadership in a series of meetings. These were the key

strategies identified:

Bilingual and bicultural procedures, practices, and materials provided in English and
Spanish.

Screening and identification of PACE non—cognitively impaired participants with
moderate to severe depression using existing PACE depression screening tools (PHQ-9
and Brief Interview for Mental Status [BIMS]).

Proposing depression care menu (identification, referral, follow-up, and quality
improvement) to PACE participants who meet depression criteria.

Delivery of evidence-based person-centered short-term intervention (PST) to PACE
participants who meet criteria.

Data entry of all screening and PST sessions entered into NextGen electronic health
record system.

Stakeholder engagement of PACE participants and their providers in ongoing quality
improvement strategies.

Staffing, training, certification, and supervision of depression care staff including task-
shifting of BSW and health educator roles.

Follow-up and evaluation of the depression care program and quality improvement.

Alignment of Programa Esperanza with AltaMed’s vision, mission, strategic statement,
and quality-of-care goals.

There is an excellent track record of collaboration between the University of Southern
California (USC) research team and AltaMed Senior Care programs.

Organizational champions from leadership and direct-line staff levels are committed to
the project and its sustainability.

A total of 9 BSWs, 4 health educators, and 4 MSWs were trained on evidence-based
depression screening and the delivery of both the intervention (PST) and comparator
(EUC).
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PACE participants report high satisfaction with PST and research outcome interviews.
Preliminary secondary mental health outcomes indicate increased well-being.

Adherence to PST sessions is high—actually higher than adherence to antidepressant
care as cited in the literature.

Collaborative efforts led to attainment of participant recruitment goals from June 2015
through December 2016.

BSW and health educator productivity during screening phase increased significantly
from year 1 to year 2 of the study.

The study met all reporting requirements per PCORI funding.
Budget covered AltaMed project activities through sub-award/contract.

Potential exists for application of Programa Esperanza to other PACE populations (eg,
other racial and ethnic groups, other workforce sectors, other psychiatric conditions).

Need to address what worked and what did not.

A goal is to apply for a PCORI Dissemination and Implementation project that may
include other community stakeholders.
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METHODS

Study Overview

The primary aim was to test the comparative effectiveness of Programa Esperanza
(Project Hope)—a short-term culturally modified psychosocial intervention for Spanish-
speaking Latino patients 50 years of age or older with depression and multiple medical
conditions—with EUC. The randomized clinical trial design aimed to randomly assign 250
patients from the AltaMed PACE. Trial outcomes were measured at baseline, and at 3, 6, and 12

months.

Study Design
Programa Esperanza was a comparative effectiveness trial (ie, a randomized open-label
unblinded trial) comparing EUC with a culturally modified PST intervention provided by non—

clinically trained BSW interventionists.

Study Setting

The sample was composed of participants from 1 of 8 AltaMed PACE sites in Los Angeles
County. The Programa Esperanza trial was approved by the USC institutional review board. A
trial data and safety monitoring board met semiannually to review study progress and safety.

All participants provided written informed consent. The trial is registered at ClinicalTrials.gov

(NCT02459860).

Participants

Trial inclusion criteria were being Latino/Hispanic or of Latino/Hispanic descent;
speaking English or Spanish; being age 50 or older; receiving services from any AltaMed PACE
site; and having a PHQ-9 score of 8 or higher. Potential participants were excluded from
random assignment if they met any of the following criteria: had current alcohol problems; had
a disorder with active mania or psychotic symptoms; had cognitive impairment precluding
ability to provide informed consent or participate in interventions (>2 incorrect on BIMS); had
an active medical condition with life expectancy less than 6 months; or anticipated absence or

disenrollment from the AltaMed PACE. Potential participants were screened from the pool of
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PACE enrollees and identified by AltaMed staff based on routine PHQ-9 screening conducted
face to face. Those who scored positive for depression (>8 on the PHQ-9) and met all other

study inclusion criteria were invited to participate in the study.

Interested participants completed an informed consent following routine screening of
PACE enrollees by AltaMed staff or study research personnel. Upon documented written
consent, trial personnel conducted a face-to-face structured baseline interview and reviewed
any questions the participants (and their caregivers) might have regarding informed consent

and the study.

Following signing of informed consent, confirmation of trial eligibility, and completion of
the baseline interview, study participants were randomly assigned in a 1:1 allocation to PST or
EUC. Randomization was stratified by the interventionist to ensure balanced allocation of PST
and EUC for each interventionist. Randomization was additionally blocked, with a block size of
2; the block size was not revealed to study investigators or staff. Participants and
interventionists were not blinded to study allocation. Upon completion of all baseline
assessments, the interviewer completed a web-based randomization (entering the trial
interventionist and the participant study ID). An automated email confirming the randomly
assigned intervention group was sent to the trial coordinator, data manager, and
interventionist. The interviewer provided the participant with the appropriate packet of
intervention materials and further instructions. The PST and EUC approaches were delivered
and the data collected at each participant’s AltaMed PACE site; data collection could also occur
at participants’ homes. All trial participants received a $30 gift card to a local store for their

participation in each of the baseline, 3-month, 6-month, and 12-month outcome interviews.
Intervention and Comparator

Problem-Solving Treatment

PST sessions are intended to increase rational problem-solving and behavioral activation
to mitigate maladaptive coping in the face of stressors. Patients are empowered to solve their

here-and-now problems in a structured, easy-to-follow manner that ultimately increases self-
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efficacy and motivation, thus decreasing the association of stress and problems on mood such
as depression. A step-by-step process of rational problem-solving is discussed, put into action,
and evaluated during each session. All sessions involve identifying the scheduling of pleasant
activities for the following week. The self-management elements of PST are likely to be
effective among persons who face illness/disability-related and environmental stress that

require ongoing effective coping.

After the last PST session, each participant was asked to complete 3 monthly booster
sessions (about 15-20 minutes each) as a brief “check-in” to assess whether the patient was
continuing to apply the PST problem-solving model or framework. The PST protocol is intended
to be highly structured, time limited, and manual driven; sessions include PST handouts and
homework as well as social and behavioral activation strategies (ie, scheduling pleasant

activities).1%> More information is available at https://aims.uw.edu/collaborative-

care/behavioral-interventions/problem-solving-treatment-pst.

PST has a rich history of evidence supporting its effectiveness in depression care dating
back to the 1980s. In randomized studies, PST reduced depressive symptoms among cancer

patients and their caregivers,0410> older adults,®

primary care patients with major
depression,19-112 and people with minor depression in community-based services.’® More
recent studies provide further evidence of the effectiveness of PST in older chronically ill

patients, including a meta-analysis of problem-solving therapies for depression.!13-116

The PST protocol is highly structured (ie, prescriptive in terms of phases or steps to take
to learn problem-solving), time limited, and manual driven; sessions include PST handouts and
homework as well as social and behavioral activation strategies.10>106:113,116-126 \njeek|y
individual face-to-face PST sessions over a span of 8 weeks were conducted at all PACE sites (8
sessions total; each lasting 45 minutes to 1 hour). After the last weekly PST session, 3 monthly

booster sessions were held (about 15-30 minutes each).

The first session consisted of a review of the patient’s depressive symptoms, depression

psychoeducation, introduction of the rationale and relevance of PST for depression, and
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development of an action plan and pleasant activities as homework for the following week’s
session. Sessions 2 through 8 reviewed the prior week’s action plan, provided an outcome
rating for the completion of the plan, and developed a subsequent action plan based on the

patient’s identification of a problem to address.

We undertook a preliminary review of the initial problem-solving session, specifically
the problems identified in the patients’ action plans. The following problems were the most
frequently endorsed: health and functional impairments, family/relationship conflicts, financial

issues, death of a close other, and chronic pain.

Enhanced Usual Care

During the full psychoeducational session, all EUC patients received a similar
psychoeducational program for depression as their PST patient counterparts. EUC participants
received a full 1-hour psychoeducational session with detailed bilingual materials on
depression, depression treatment for older adults, and a contact person for services. The
session involved face-to-face interaction and discussions with the interventionist regarding
depression symptoms, treatment options, and where to go to for help. Similar to PST, the
psychoeducational materials and discussions were based on information developed in the
previous pilot study, Programa Mano Amiga,'?”12® where materials were developed in Spanish
and English, and modest cultural adaptations were added from the stakeholder feedback
described earlier. The delivery of PST was documented in 62 patients older than age 60 with
multiple chronic care conditions in a similar treatment setting with significant changes in

depression outcomes at the 4-month follow-up period.

The interventionist and patient engaged in a discussion regarding the same topics listed
previously. The main differences between PST and EUC were (1) number of sessions (8 PST vs 1
EUC session); (2) EUC did not include information regarding PST, problem-solving strategies,
and so on; and (3) no action plans were developed with EUC. If needed, both PST and EUC

participants received referrals to specialty mental health providers (eg, psychiatrist, licensed
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clinical social worker, licensed marriage and family therapist) from their interventionist for

depression treatment.

Both PST and EUC participants continued to receive the full complement of PACE
services (medical care, on-site day care, rehabilitation services, personal assistance, and social
activities) including referrals to specialty mental health services, if needed. Interventionists
tracked and documented participant attendance for all PST (regular/booster) sessions and the
EUC psychoeducational session at the time of delivery in the computerized patient health

record.

Interventionist Training and Fidelity of Treatment Delivery

A total of 13 interventionists (12 women, 1 man; all between 25 and 35 years of age)
were recruited and trained to deliver the trial interventions. Nine interventionists were initially
selected from the pool of BSWs; later, 4 MSW health educators were selected. All were
employed by AltaMed PACE programs and fluent in both English and Spanish. Interventionists
did not conduct baseline or outcome assessments. All were trained in study screening,

recruitment, and informed consent protocols.

PACE social work and health educators were trained over a period of 6 months totaling
about 50 hours of initial training, subsequent booster trainings, and case reviews by the study’s
principal investigator, who is a nationally certified PST trainer. Each interventionist received
supervision across at least 3 case reviews to establish PST trained-to-competence status using
an adherence rating scale for 8 domains rated from low (1) to high (3). Adherence ratings and
feedback were provided in these domains: (1) depression psychoeducation; (2) defining the
problem and setting a goal; (3) generating potential solutions and deciding on a solution; (4)
implementation; (5) evaluating the outcome; and (6) global rating. Trained-to-competence
status was achieved with a score of 3.0. Only 3 interventionists needed more than 3 case
reviews to attain trained-to-competence status. Initial and booster trainings included didactic

lectures, observation, practice and modeling sessions, and self-study. Interventionists received
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additional training by AltaMed study personnel regarding online data entry/coding, managing IT

system entries, and submission of study records to USC study personnel.
Study Outcomes

Primary and Secondary Outcomes

The primary trial outcome was a continuous measure of depression, measured by the
PHQ-9 total score. Previous evidence supports the PHQ-9 as a reliable and valid measure to
assess late-life depression in adults without neurocognitive disorders and its relative utility
compared with other geriatric depression rating scales.??%131 Although our specified primary
outcome was targeted at this population of older depressed Latino adults, we included a
number of secondary trial outcomes that we hypothesized could be directly improved with the
PST intervention or could be improved secondary to reduced depression. Given this, we
specified secondary quantitative research questions evaluating the effects of PST compared
with EUC on anxiety, quality of life, problem-solving skills and behavior activation, and physical

functioning.

Secondary trial outcomes therefore included (1) PHQ-9 defined categories of depression
improvement (clinically significant depression response, partial depression response,
depression remission); (2) depression symptoms, measured by the SCL-20; (3) generalized
anxiety, measured by the 7-item Generalized Anxiety Disorder scale (GAD-7); (4) dysthymia; (5)
problem-solving abilities, measured by the Social Problem-Solving Inventory (SPSI); (6) physical
function, measured by hand grip strength, walking speed, and a composite measure of frailty;
and (7) health-related quality of life, measured by the 12-item Short Form Survey (SF-12; both

Mental Health and Physical Health subscales).

Adverse Events

There were no expected adverse events specific to the PST intervention. However, given
the population of older depressed adults, the primary safety assessment was suicide risk. At
each outcome assessment (baseline, 3 months, 6 months, and 12 months), research

interviewers completed a structured suicide risk assessment protocol. A positive response to
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suicide risk was reported as a serious adverse event and immediately reported to AltaMed staff

and the trial principal investigator.

Time Frame for the Study

Weekly face-to-face PST sessions were delivered over 8 weeks, followed by 3 monthly
booster sessions. Trial outcomes were measured at baseline (prerandomization) and at
postrandomization periods at 3 months (to assess short-term intervention effect), 6 months (to
assess longer-term intervention effect), and 12 months (to assess longer-term postintervention

effect).

Data Collection and Sources

Participants were contacted either via telephone or at the PACE sites to schedule trial
outcome assessments. All assessments were conducted in person, and data were recorded by
trained interviewers using electronic data capturing management programs. Very few were
conducted in participants’ homes. Reasons for withdrawal from the trial were obtained directly
from the participant or family members; reasons for loss to follow-up were obtained from
family members or AltaMed staff. Linkage of trial data to the electronic health record used the
AltaMed participant identifier, with checks on the accuracy of the identifier linkage to the trial
study identifier. PST sessions were documented by the interventionists in the participants’
electronic health records. All trial outcomes employed validated scales and tests used in

geriatric research and were suitable for older English and Spanish speakers.130:132-135
Analytical and Statistical Approaches

Sample Size

Preliminary data from a previous pilot trial (Programa Mano Amiga) were used to
compare PST with EUC among 100 participants (62 PST, 38 EUC). The pilot trial showed a 4-
month treatment effect size (mean group difference divided by standard deviation [SD]) on the
Hamilton Depression Rating Scale of 0.51. For a 2-sided a level of .05 and 90% power, 82
participants per group were required to detect this effect size of 0.51. Because Programa

Esperanza was designed to evaluate the PST intervention in an older, more medically ill patient
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population and to accommodate possible dropout, a total of 125 participants per group (250
total participants) were planned for recruitment. A dropout rate of 10% allowed detection of

treatment effect sizes of 0.37 and higher (smaller than the 0.51 found in the pilot).

Analysis Plan

Demographic and other baseline characteristics as well as baseline levels of trial
outcomes were reported by randomly assigned treatment groups using descriptive statistics
(mean, median, and frequencies). Group comparisons on trial outcomes were conducted using
an intention-to-treat approach; comparisons of trial outcomes for treatment efficacy included
all randomly assigned participants, regardless of their adherence/participation to their assigned

trial intervention.

Trial outcomes were compared between randomly assigned treatment groups using
hierarchical generalized linear mixed-effects models. The unit of analysis was participant,
nested within interventionist. Random effects were specified for subject and interventionist.
Dependent variables were the trial outcome with repeated measurements at 3, 6, and 12
months postrandomization. Continuous outcomes (eg, PHQ-9 level) used an identity link
function; dichotomous trial outcomes (eg, dysthymia) used a logit link function. The baseline
PHQ-9 value was included as a model covariate for all outcomes. Assessment times (at 3, 6, and
12 months) were modeled as indicator variables; interactions of randomized treatment by
assessment time tested for treatment group differences in trial outcomes (mid-intervention at
3 months, end of intervention at 6 months, postintervention sustainment of treatment effect at

12 months).

Because each of these treatment group comparisons addressed a separate research
hypothesis (timing of intervention effect, sustaining of treatment effect), all tests were
conducted at a 2-sided a of .05. A P value of .05 was considered statistically significant for the
primary PHQ-9 trial outcome; P values for secondary trial outcomes should be interpreted with
caution due to multiple hypothesis testing. Participants with complete vs incomplete trial

outcome data were compared on demographic and other baseline characteristics, including
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baseline levels of the trial outcomes. Because of the high rate of trial completion (251 of 259
completing the 6-month and 245 of 259 completing the 12-month follow-up and outcome
assessments), analyses were restricted to completed outcomes, and missing outcome data

were not imputed.

Heterogeneity of treatment effects. All subgroup analyses were performed as
exploratory, or hypothesis-generating analyses. The main treatment-modifying effects
evaluation, specified a priori in the trial protocol, included age (<65, 265 years); baseline
depression severity (PHQ-9 <15, mild to moderate depression vs 215, moderately severe and
severe depression); sex; and education (<6th grade, >6th grade). Possible modification of
treatment efficacy by these variables was tested with inclusion of an interaction term in the
mixed-effects models (eg, age group x treatment group x time). Using appropriate contrasts,
we presented parameter estimates and standard errors (SEs) for the treatment group
differences for each subgroup. Because the trial sample size was not statistically powered to
detect treatment interactions, and we did not have clear hypotheses on the direction of such

treatment modification, all subgroup analyses presented are hypothesis generating.

Sensitivity analyses. The following additional sensitivity analyses were conducted,
using the mixed-effects model approach detailed previously: (1) An adherence-based analysis
limited data to participants who were adherent to their assigned intervention, and an adherent
PST subject attended all weekly PST sessions; and (2) baseline variables were included that

differed between groups as model covariates.

Changes to the Original Study Protocol

In the first year, 4 AltaMed health educators were added to the pool of PST
interventionists. This protocol change was enacted for several reasons: (1) to increase the size
of the pool of interventionists earlier in the face of an anticipated challenge in staff
(interventionist) turnover; (2) recent Centers for Medicare and Medicaid Services (CMS)
regulations prohibiting the hiring of BSWs for psychosocial assessments or treatment of PACE

participants led AltaMed to decide not to hire any new BSWs in the future for psychosocial
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assessments; and (3) the AltaMed research site was interested in identifying a larger workforce
to administer behavioral health care to their PACE consumers. The health educators received
the same training, follow-up training, and case review and monitoring as the social work

interventionists.

We modified the timing and methods of the qualitative component. First, we modified
scheduling of interviews so the interviews could be conducted with randomly selected
participants after they had already completed their 12-month outcome interview, not before.
This was done to avoid contaminating results before trial treatment completion and 12-month
outcomes. Second, we modified the method of conducting focus groups to conducting
individual in-depth interviews only. The quarterly stakeholder meetings served a similar
function as focus group interviews, and employees might have been reticent to participate in

group interviews with their staff peers, and possibly, their supervisors.
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RESULTS

Results of the Comparative Effectiveness Trial

Trial Flow

Screening and randomization occurred between June 2015 (first screening and first
randomization) and February 2017 (final randomization); participant follow-up was completed
in January 2018. A total of 1522 potential participants were screened for inclusion (Figure 1);
259 were eligible, consented, and randomly assigned (17.5% of screened). Of 1255 individuals
who did not pass the screening, the primary reason for ineligibility was PHQ-9 score lower than
8 (n =960 [63.1% of screened participants]). The second major exclusion was cognitive screen
failure (by BIMS; n = 188 [12.3%)]). A total of 259 of the resulting 267 eligible participants (97%
of eligible) were randomly assigned to PST (n = 135) or EUC (n = 124).

A total of 8 participants (6 PST, 2 EUC [3.1% of randomly assigned]) did not reach the
first follow-up assessment at 3 months. Reasons for loss of 6 PST participants were loss to
follow-up (extended vacation, n = 2), withdrew from study (n = 3), and deceased (n = 1). The 2
EUC participants had moved out of the area. The remaining 251 participants (129 PST, 122 EUC)
provided follow-up to at least 6 months (1 of these in the PST group missed the 3-month
follow-up). A total of 245 participants (128 PST, 117 EUC [94.6% of randomly assigned])
completed the 12-month follow-up. Six participants completing the 6-month follow-up did not
complete the 12-month follow-up, including 1 PST participant (moved out of area) and 5 EUC

participants (2 moved out of area; 3 died).
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Figure 1. Programa Esperanza CONSORT diagram
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Baseline Characteristics

Programa Esperanza sample characteristics are presented in Table 1 (demographics) and
Table 2 (trial outcomes) by randomly assigned group. The groups showed excellent
comparability on all characteristics. With an average age of 70.2 years (SD, 8.87 years), the
sample was primarily female (78.4%), born outside of the United States (93.4%), and preferred
speaking Spanish (92.3%). One-third were married or in a partner relationship, and
approximately one-half were widowed, divorced, or separated (50.6%). The great majority of
the sample (88.8%) had not graduated high school, with 17% reporting no formal education.
The 242 foreign-born participants had on average lived in the United States for 35.0 years (SD,
14.2 years); most were born in Mexico (66.1%), El Salvador (17.8%), or Guatemala (7.4%). On
average participants reported 3.2 stressful life events (SD, 1.9) (of a total 16 specific events

gueried) over the previous 12 months.

The average PHQ-9 level of 13.0 (SD, 4.3) at baseline indicated an average moderate
level of depression. By PHQ-9, level of depression was mild in 25.9% of participants, moderate
in 42.9%, moderately severe in 22.8%, and severe in 8.5%. The average GAD-7 anxiety score
was in the range of moderate anxiety; most (57.5%) participants reported moderate to severe
anxiety. Approximately one-third (34.7%) of the sample were dysthymic; the average SF-12
Mental Health subscale score was 35.8 (SD, 10.6). In terms of physical function, most (63.7%)
were rated as pre-frail and 20.1% were rated as frail, using a frailty algorithm that combined
unintended weight loss, exhaustion, lowest 20% of grip strength, lowest 20% of walking speed,
and lowest 20% of physical activity. The average SF-12 Physical Health subscale score was 30.7
(SD, 6.3).
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Table 1. Programa Esperanza Baseline Characteristics (N = 259)

EUC,n=124 PST,n=135
n (%) n (%)
Age,y
Mean (SD) 70.7 (9.0) 69.8 (8.6)
55-64 36 (29.0) 51 (37.8)
65-74 49 (39.5) 42 (31.1)
75-84 31 (25.0) 36 (26.7)
>85 8 (6.4) 6 (4.4)
Sex
Male 24 (19.3) 32 (23.7)
Female 100 (80.7) 103 (76.3)
Marital status
Married/Living with partner 41 (33.1) 45 (33.3)
Divorced 14 (11.3) 11 (8.1)
Separated 10 (8.1) 21 (15.6)
Widowed 40 (32.3) 35 (25.9)
Single/Never married 19 (15.3) 23 (17.0)
Education
None or no formal education 24 (19.4) 20 (14.8)
Grade 1-6 71 (57.3) 82 (60.7)
Grade 7-11 17 (13.7) 16 (11.8)
High school diploma or GED 4 (3.2) 9(6.7)
Beyond high school 8 (6.4) 8(5.9)
Preferred language
English 5(4.0) 11 (8.1)
Spanish 117 (94.3) 122 (90.4)
Bilingual 2(1.6) 2 (1.5)

Country of birth
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EUC,n=124 PST,n=135

n (%) n (%)
United States 6 (4.8) 11 (8.2)
Mexico 83 (66.9) 77 (57.0)
El Salvador 18 (14.5) 25 (18.5)
Guatemala 11 (8.9) 7 (5.2)
Nicaragua 2(1.6) 5(3.7)
Honduras 2(1.6) 3(2.2)
Ecuador 1(0.8) 2(1.5)
Colombia 0(0) 2(1.5)
Cuba 0(0) 2 (1.5)
Argentina 0(0) 1(0.7)
B 1(0.8) 0(0)
Years in United States®
1-10 9 (7.6) 6 (4.8)
11-19 13 (11.0) 9(7.3)
20-29 20 (17.0) 16 (12.9)
30-39 31 (26.3) 45 (36.3)
40-49 30 (25.4) 37 (29.8)
>50 15 (12.7) 11 (8.9)
No. of stressful life events in past 12 mo 3.4 (2.0) 3.1(1.7)

(possible range, 0-16), mean (SD)

Abbreviations: EUC, enhanced usual care; PST, problem-solving treatment.
@¥ears in United States reported among 242 foreign-born participants.



Table 2. Programa Esperanza Psychological and Physical Characteristics at Baseline (N = 259)

EUC,n=124
Mean (SD) or n (%)

PST, n=135
Mean (SD) or n (%)

PHQ-9 depression

PHQ-9 depression categories
Mild, 8-9
Moderate, 10-14
Moderately severe, 15-19
Severe, 20-27

SCL-20 depression symptoms

GAD-7 anxiety

GAD-7 anxiety categories
Minimal, 0-4
Mild, 5-9
Moderate, 10-14
Severe, 15-21

Dysthymia

SF-12 Mental Health

Frailty

Not frail

Pre-frail

Frail
Grip strength, kg
Walking speed, s
SF-12 Physical Health

Psychological outcomes

13.1 (4.3)

28 (22.6)
56 (45.2)
30 (24.2)
10 (8.1)
1.5 (0.7)
10.8 (5.8)

18 (14.5)

34 (27.4)

35 (28.2)

37 (29.8)

39 (31.4)
36.5 (10.9)

Physical outcomes

22 (17.7)

81 (65.3)

21 (16.9)
16.4 (12.4)
6.2 (2.5)

30.3 (6.0)

12.9 (4.3)

39 (29.9)
55 (40.7)
29 (21.5)
12 (8.9)
1.5(0.8)
10.5 (5.3)

18 (13.3)

40 (29.6)

49 (36.3)

28 (20.7)

51 (37.8)
35.2 (10.4)

20 (14.8)
84 (62.2)
31(23.0)
14.6 (8.3)
6.3 (2.9)
31.0 (6.6)

Abbreviations: EUC, enhanced usual care; GAD-7, General Anxiety Disorder scale; PHQ-9, Patient Health
Questionnaire; PST, problem-solving treatment; SCL-20, Symptom Checklist Depression Scale; SF-12, 12-item Short

Form Survey.
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Receipt of PST and EUC Interventions

Most of the 135 participants randomly assigned to PST received the full intervention of

8 face-to-face and 3 booster sessions (n = 88 [62.5%]) (Table 3). The large majority (n = 110

[81.5%]) received the planned 8 face-to-face sessions. Seven participants (5.2% of PST) did not

receive any PST interventions; reasons for not receiving PST were participants moved (n = 2),

declined PST (n = 2), disenrolled from AltaMed (n = 2), and had irregular PACE attendance (n =

1). Seventeen (12.6%) participants received 4 or fewer PST sessions. All EUC participants (100%)

participated in and received 1 full-hour psychoeducational session at enrollment (described

later).

Table 3. Receipt of PST Interventions (n = 135)

n %
No. of sessions and boosters
8 sessions + 3 boosters 88 65.2
8 sessions + 2 boosters 7 5.2
8 sessions + 1 booster 11 8.1
8 sessions + 0 boosters 4 3.0
Partial completions of sessions
7 sessions 0 0
6 sessions 3 2.2
5 sessions + 1 booster 1 0.7
5 sessions 4 3.0
4 sessions 3 2.2
3 sessions 0 0
2 sessions 2 1.5
1 session 5 3.7
0 sessions 7 5.2
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PST Effects on Primary and Secondary Trial Outcomes

Intervention group comparisons on trial outcomes assessed at 3, 6, and 12 months are
presented in Tables 4 through 7. Mixed-effects regression models compared the outcomes at
follow-up among the 251 participants who had at least 1 follow-up assessment (128 PST and
122 EUC at 3 months; 129 PST and 122 EUC at 6 months; 128 PST and 117 EUC at 12 months).
Tables show the model-estimated mean (SE of the mean) outcomes by randomized group at
each follow-up, with an estimate (and 95% Cl) and P value on the mean group difference at
each assessment time. A treatment x time interaction tests whether the group differences
significantly differ over the follow-up period. Also presented is a statistical test for within-group
changes in the outcome over the 12-month follow-up. Results for dichotomous outcomes are

presented as percentages and relative differences.

Primary outcome, PHQ-9. Both PST and EUC groups showed statistically significant
declines in PHQ-9 over the trial (both P <.0001), with no significant differences between groups
at any follow-up time (Table 4). Effect sizes for the 12-month within-group change in PHQ-9
(mean change from baseline to 12 months, divided by baseline SD) were large, 0.81 for PST and
0.88 for EUC. In contrast, the 6-month treatment effect size (PST vs EUC, at the end of the
protocol-specified PST intervention period) was 0.09. At 12 months, approximately one-third of
participants in each group showed improvement, measured as a reduction in PHQ-9 of at least
50% from baseline (model estimated, 37.4%; SE, 5.4%) in PST, 32.4% [SE, 5.2%] in EUC); the
group difference was not statistically significant (PST minus EUC = 5.0% [95% Cl, -9.8% to
19.8%]) (Table 5). Groups also showed no differences in rates of remission (Table 5), defined as
achievement of a PHQ-9 score below 5; at 12 months, model-estimated remission rate was
20.8% (SE, 4.6%) in PST participants and 18.3% (SE, 4.4%) in EUC participants (group difference,
2.5% [95% Cl, -10.1% to 15.1%)]).

Secondary psychological health outcomes. Similar to the primary PHQ-9 results,

the PST and EUC groups showed no statistically significant differences in mean levels of
secondary psychological outcomes (including SCL-20, GAD-7, SF-12 Mental Health, and

dysthymia) over the trial follow-up (Tables 4 and 5). Statistically significant within-group
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declines in continuous outcomes of depression symptoms (SCL-20; within-group 12-month

effect size of 0.45 in PST, 0.32 in EUC); anxiety (GAD-7; within-group 12-month effect size of

0.40 in PST, 0.24 in EUC); and SF-12 Mental Health (within-group 12-month effect size of 0.33 in

PST, 0.25 in EUC) were seen in both PST and EUC groups (all P <.015). In contrast, the

dichotomous outcome of dysthymia showed no significant within-group changes over the 12-

month follow-up (Table 5).

Table 4. Programa Esperanza Psychological Health: Continuous Outcomes Analyzed in Linear

Mixed-Effects Models (n = 251)°

EUC PST Group comparison
n=122 n=129 PST minus EUC P, Time x
Difference treatment
LSM (SE) LSM (SE) Mean (95% Cl) P interaction
PHQ-9 .87
Baseline 13.1(0.5) 13.0 (0.5) -0.1(-1.3to 1.1) .89
3 mo 10.5 (0.5) 10.3 (0.5) -0.2 (-1.4to 1.1) .80
6 mo 9.8 (0.5) 9.4 (0.5) -0.4 (-1.6 t0 0.8) 49
12 mo 9.3 (0.5) 9.5 (0.5) 0.2 (-1.1to 1.4) 78
P trend <.0001 <.0001 .70
GAD-7 .65
Baseline 10.7 (0.5) 10.8 (0.5) 0.05 (-1.2 to 1.3) .94
3 mo 9.1 (0.5) 9.0 (0.5) -0.1(-1.4t0 1.2) 87
6 mo 9.2 (0.5) 9.2 (0.5) 0.0 (-1.3to 1.3) .99
12 mo 9.4 (0.5) 8.6 (0.5) -0.8 (-2.1t0 0.5) 25
P trend .04 .0002 .27
SCL-20 .50
Baseline 1.45(0.07)  1.52(0.06)  0.07 (-0.08 to 0.23) 36
3 mo 1.33(0.07)  1.31(0.06) -0.02(-0.17t00.14) .83
6 mo 1.25(0.07)  1.22(0.06) -0.02(-0.18t00.13) .78
12 mo 1.19(0.07)  1.16(0.06) -0.03(-0.19t00.13) .71
P trend <.0001 <.0001 .25
SF-12 Mental
Health subscale .057
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EUC PST Group comparison

n =122 n=129 PST minus EUC P, Time x

Difference treatment

LSM (SE) LSM (SE) Mean (95% Cl) P interaction
Baseline 36.6 (1.0) 35.0(0.9) -1.6(-4.11t00.9) 22
3 mo 37.9 (1.0) 39.6 (0.9) 1.7 (-0.8t04.2) 18
6 mo 37.6 (1.0) 38.6 (0.9) 1.1 (-1.4 to 3.6) 41
12 mo 39.2 (1.0) 38.5 (0.9) -0.6 (-3.2 to 1.9) 62
P trend .015 .008 .92

Abbreviations: EUC, enhanced usual care; GAD-7, General Anxiety Disorder scale; LSM, least squares mean; PHQ-9,
Patient Health Questionnaire; PST, problem-solving treatment; SCL-20, Symptom Checklist Depression Scale; SF-12,

12-item Short Form Survey.

2Linear mixed-effects model, specifying random effects for interventionist and interventionist nested within
subject, fixed effects for treatment, assessment time (as indicator variables), site, the interaction of treatment x
time, and adjustment for baseline PHQ-9. Analysis includes 997 observations among 251 participants with at least

1 postbaseline assessment.
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Table 5. Programa Esperanza Psychological Health: Dichotomous Outcomes Analyzed in
Logistic Mixed-Effects Models (n = 251)?

EUC PST Group comparison
n=122 n=129 PST minus EUC P, Time x
Model-fitted, Model-fitted, Difference treatment
% (SE) % (SE) (95% Cl) P interaction
Dysthymia .84
Baseline 28.4 (5.0) 36.0 (5.3) 7.6 (-6.7 t0 21.9) .28
3 mo 26.6 (4.9) 26.5 (4.7) -0.1(-13.4t0 13.2) .99
6 mo 22.1(4.4) 23.0(4.4) 0.9(-11.4to0 13.1) .88
12 mo 26.1(4.9) 29.1 (4.9) 2.9 (-10.7 to 16.6) .66
P trend .66 .36 75
Improvement: 250% PHQ-9 score reduction from baseline .88
3 mo 24.8 (4.6) 33.3(5.2) 8.5(-5.2t022.1) 22
6 mo 25.7 (4.7) 34.0 (5.2) 8.3 (-5.5t022.1) .24
12 mo 32.4 (5.2) 37.4 (5.4) 5.0 (-9.8 t0 19.8) .51
P trend .19 .51 .62
Improvement: 250% SCL-20 score reduction from baseline .55
3 mo 10.8 (3.0) 13.4(3.2) 2.6 (-6.0t0 11.2) .55
6 mo 14.0 (3.4) 17.1(3.7) 3.1(-6.8t012.9) .54
12 mo 21.5(4.3) 18.0(3.8) -3.5(-14.7 t0 7.8) .54
P trend .02 .36 .30
Remission: PHQ-9 <5 .83
3 mo 11.0(3.2) 16.3 (4.0) 5.3(-4.7 to 15.3) 27
6 mo 15.7 (4.0) 21.1(4.7) 5.5 (-6.5t0 17.5) 34
12 mo 18.3 (4.4) 20.8 (4.6) 2.5(-10.1to0 15.1) .68
P trend .13 .45 .54
Remission: SCL-20 <0.5 37
3 mo 7.2 (2.5) 7.9 (2.6) 0.7 (-6.4t0 7.8) .83
6 mo 6.5 (2.4) 11.9(3.4) 5.3(-2.8t0 13.5) .16
12 mo 12.1 (3.6) 10.6 (3.2) -1.5(-10.9t0 7.9) 73
P trend 12 .54 45

Abbreviations: EUC, enhanced usual care; PHQ-9, Patient Health Questionnaire; PST, problem-solving treatment;

SCL-20, Symptom Checklist Depression Scale.

2Logistic mixed-effects model, specifying random effects for interventionist and interventionist nested within

subject, fixed effects for treatment, assessment time (as indicator variables), site, the interaction of treatment x

time, and adjustment for baseline PHQ-9. Analysis includes 997 (dysthymia) and 746 (improvement and remission
outcomes) observations among 251 participants with at least 1 postbaseline assessment.
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Secondary social problem-solving outcomes. No statistically significant treatment

x time interactions were noted for any of the social problem-solving scales (Table 6).

Statistically significant within-group changes in scales were noted in both PST and EUC groups

for Avoidance Style (decrease over time), Impulsive/Careless Style (significant decreasing trend

in EUC group only), and Negative Problem Orientation (decrease over time). Neither group

showed significant changes in Rational Problem-Solving or Positive Problem Orientation.

Although the PST group showed significantly higher scores than the EUC group on both Rational

Problem-Solving and Positive Problem Orientation at baseline, adjustment for these baseline

scores did not alter the findings.

Table 6. Programa Esperanza Social Problem-Solving Inventory Analyzed in Linear Mixed-

Effects Models (n = 251)?

EUC PST Group comparison
n =122 n=129 PST minus EUC P, Time x
Difference treatment
LSM (SE) LSM(SE) Mean (95% ClI) P interaction
Avoidance Style .24
Baseline 6.3 (0.4) 7.6 (0.4) 1.2 (0.2to0 2.2) .018
3 mo 6.9 (0.4) 7.2(0.4) 0.3(-0.7to01.3) .54
6 mo 6.6(0.4) 69(0.4) 0.3(-0.7t01.3) .54
12 mo 5.6(0.4) 6.5(0.4) 0.9(-0.1t02.0) .07
P trend 0.015 0.005 .85
Impulsivity/Carelessness Style .37
Baseline 7.0(0.4) 7.4(05) 0.4(-0.6to1.4) .43
3 mo 6.8(0.4) 7.6(0.4) 0.8(-0.2t01.8) .10
6 mo 6.6 (0.4) 7.1(0.4) 0.5(-0.5t01.5) .32
12 mo 5.8 (0.4) 7.0(0.4) 1.3(0.3t02.2) .012
P trend 0.001 0.19 .15
Negative Problem Orientation 73
Baseline 8.3(0.4) 8.7(0.4) 0.4(-0.6t01.3) 46
3 mo 7.7 (0.4) 7.9(0.4) 0.2(-0.7to01.2) .63
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EUC PST Group comparison
n=122 n=129 PST minus EUC

P, Time x
Difference treatment
LSM (SE) LSM(SE) Mean (95% ClI) P interaction
6 mo 7.6(04) 80(04) 04(-05to1.4) .37
12 mo 6.7(0.4) 7.5(0.4) 08(-0.2t01.8) .11
P trend <0.0001 0.002 31
Rational Problem- Solving 42
Baseline 7.6 (0.5) 9.1(0.4) 1.5(0.5to 2.5) .003
3 mo 7.9 (0.5) 8.9(0.4) 1.0(0.05to2.0) .04
6 mo 8.1(0.5) 89(04) 08(-02t01.8) .12
12 mo 8.1(0.5) 86(0.4) 0.5(-04tol5) .28
P trend 0.23 0.30 A1
Positive Problem Orientation .79
Baseline 7.3(0.4) 83(0.4) 1.0(0.1to02.0) .04
3 mo 8.3(0.4) 9.1(0.4) 0.8(-0.1t0o1.7) .10
6 mo 8.2(0.4) 88(0.4) 0.6(-0.4t01.5) .22
12 mo 79(0.4) 8.4(04) 05(-05tol1l.4) .32
P trend 0.26 0.81 .33

Abbreviations: EUC, enhanced usual care; LSM, least squares mean; PST, problem-solving treatment.

2Linear mixed-effects model, specifying random effects for interventionist and interventionist nested within
subject, fixed effects for treatment, assessment time (as indicator variables), site, the interaction of treatment x
time, and adjustment for baseline Patient Health Questionnaire-9. Analysis includes 997 observations among 251
participants with at least 1 postbaseline assessment.

Secondary physical function outcomes. Measures of physical function of grip
strength, walking speed, SF-12 Physical Health, and frailty showed no significant differences
between treatment groups (Table 7). Except for a marginally significant decline in grip strength
in the EUC group (P = .04), measures of physical function also showed no significant within-

group changes over the 12-month period.

43



Table 7. Programa Esperanza Physical Function Outcomes Analyzed in Linear Mixed-Effects

Models (n = 251)°

EUC PST Group comparison
n =122 n=129 PST minus EUC P, Time x
Difference treatment
LSM (SE) LSM (SE) Mean (95% Cl) P interaction
Grip strength, kg 33
Baseline 17.0(1.1) 14.8(1.1) -2.3(-4.7t00.1) .06
3 mo 16.6 (1.1) 16.2(1.1) -0.4(-2.8t02.0) 73
6 mo 16.6(1.1) 16.1(1.1) -0.6(-3.0t01.9) .64
12 mo 15.3(1.1) 14.8(1.1) -0.5(-2.9t02.0) 71
P trend .04 77 21
Walking speed, s .34
Baseline 6.2 (0.2) 6.2 (0.2) -0.03(-0.7t00.7) .94
3 mo 6.3 (0.3) 5.8(0.2) -0.6 (-1.3t00.1) A1
6 mo 6.0 (0.3) 5.9(0.2) -0.2 (-0.9t0 0.5) .65
12 mo 6.3 (0.3) 5.8 (0.2) -0.4(-1.1t0 0.3) .23
P trend .84 .18 43
SF-12 Physical Health subscale .94
Baseline 30.3(0.6) 30.9(0.6) 0.6 (-1.1to0 2.2) 49
3 mo 30.4(0.6) 31.0(0.6) 0.6 (-1.1to0 2.2) .50
6 mo 30.8(0.6) 31.2(0.6) 0.2(-1.4t01.9) .79
12 mo 31.1(0.6) 31.4(0.6) 0.2 (-1.5t01.9) .80
P trend 12 40 .59
Time x
Odds ratio PST treatment
% % vs EUC (95% Cl) P interaction, P
Frailty
Baseline 46
Not frail 18.0 14.7 1.48 (0.74 to 2.92) .26
Pre-frail 64.8 63.6
Frail 17.2 21.7
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Time x

Odds ratio PST treatment
% % vs EUC (95% Cl) P interaction, P

3 mo

Not frail 13.1 20.3 0.85 (0.43 to 1.68) .63

Pre-frail 73.0 62.5

Frail 13.9 17.2
6 mo

Not frail 13.9 17.1 0.85 (0.43 to 1.68) .63

Pre-frail 68.0 65.9

Frail 18.0 17.0
12 mo

Not frail 214 19.5 0.99 (0.50 to 1.97) .98

Pre-frail 60.7 64.1

Frail 17.9 16.4
P trend .80 .18 .45

Abbreviations: EUC, enhanced usual care; LSM, least squares mean; PST, problem-solving treatment; SF-12, 12-
item Short Form Survey.

2Continuous outcomes used linear mixed-effects model, specifying random effects for interventionist and
interventionist nested within subject, fixed effects for treatment, assessment time (as indicator variables), site, the
interaction of treatment x time, and adjustment for baseline Patient Health Questionnaire-9. Frailty variable used
ordinal logistic mixed-effects model with same fixed and random effects. For SF-12 Physical Health and frailty,
analysis includes 997 observations among 251 participants; for grip strength, 861 observations among 222
participants; and for walking speed, 811 observations among 210 participants.

Adverse Events

Five deaths occurred among the 259 randomly assigned participants (1 death occurred
after withdrawal from the study, due to transfer to hospice care). Deaths occurred in 2 PST
participants (cervical cancer and sudden cardiac death) and 3 EUC participants (respiratory
failure, sudden cardiac death, and cause unknown) (exact P value = .67). None of the deaths

was associated with the study protocol.

Based on participant responses to flagged items on the PHQ-9 and SCL-20, 176 suicide
risk assessments were completed: 58 participants at baseline (EUC n = 31 [25.0%]; PST n =27
[20.0%]; exact P = .37); 47 participants at 3 months (EUC n = 30 [24.6%]; PST n =17 [13.3%];
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exact P =.02); 41 participants at 6 months (EUC n = 22 [18.0%]; PST n =19 [14.7%)]; exact P =
.50), and 30 participants at 12 months (EUC n = 18 [15.4%]; PST n = 12 [9.4%]; exact P = .17).
Among those assessed for suicide risk, 11.9%, or 21 participants, expressed positive responses
and were referred to AltaMed staff for immediate follow-up: 6 (4 EUC; 2 PST; exact P = .68) at
baseline; 5 (4 EUC, 1 PST; exact P =.64) at 3 months; 6 (5 EUC; 1 PST; exact P =.19) at 6 months;
and 4 (3 EUC; 1 PST; exact P = .63) at 12 months. No attempted suicides occurred during the

trial period.

Electronic Health Records: Healthcare Use and Clinical Measures

Abstracted CMS data were received from AltaMed for services received and clinical
measures obtained in the 12-month period before randomization, and in the 0- to 6-month and
0- to 12-month periods following randomization. Although the number of primary care visits did
not differ between PST and EUC groups in the 12 months before randomization, PST
participants had significantly more primary care visits than EUC participants in the 6 months (P
=.003) and 12 months (P = .017) following randomization (Table 8). In contrast, the number of
emergency department (ED) visits was reduced in PST compared with EUC: 17% of PST and
29.8% of EUC participants had at least 1 ED visit in the first 6 months (P =.008), and 28.1% of
PST and 38.7% of EUC participants had at least 1 ED visit in the 12 months following
randomization (P =.06). Admission to a skilled nursing facility was also reduced in PST
compared with EUC (0% PST and 4.8% EUC at 6 months, P =.01; 2.2% in PST and 6.4% in EUC at
12 months, P =.12). Hospitalizations and home care visits did not differ between groups. No

psychiatric hospitalizations occurred.

PST and EUC participants did not differ significantly on body mass index (BMl), blood
pressure, cholesterol levels, or hemoglobin Aic (HbAxc). In both groups, average BMI was in the
obese range (>30 kg/m?), average systolic blood pressures were well above 120 mm Hg, and

average HbA1c was in the range of diabetes not at treatment goal (>7%; Table 9).
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Table 8. AltaMed CMS Abstracted Data: Service Use by Study Period

Service EUC PST P value?®
n=124 n=135
Median (25th- Median (25th-
Primary care visits 75th percentile) 75th percentile)
12 mo before Programa
Esperanza 16.5 (2-33.5) 16 (2-34) .89
0-6 mo 21 (14.5-29) 26 (18-35) .003
0-12 mo 35 (26-52.5) 44 (31-61) 017

Other specialty visits

12 mo before Programa

Esperanza 13 (7.5-21) 14 (8-22) .92
0-6 mo 7 (4-11.5) 7 (4-10) .93
0-12 mo 13.5 (8-20.5) 12 (8-19) .56
Service Number EUC PST P value
n=124 n =135
n (%) n (%)
ED visits
12 mo before Programa 0
Esperanza 91 (73.4) 93 (69.9) .81
1 19 (15.3) 24 (17.8)
2 10 (8.1) 10 (7.4)
3 3(2.4) 4 (3.0)
4 1(0.8) 3(2.2)
5 0(0) 0(0)
6 0 (0) 1(0.7)
0-6 mo 0 87 (70.2) 112 (83.0) .008
1 28 (22.6) 11 (8.1)
2 7 (5.6) 8(5.9)
3 2(1.6) 2(0.8)
4 0(0) 2(1.5)
0-12 mo 0 76 (61.3) 97 (71.9) .06
1 34 (27.4) 18 (13.3)
2 9(7.3) 10(7.4)
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Service EUC PST P value?®
n=124 n =135
4(3.2) 6 (4.4)
4 1(0.8) 2(1.5)
0(0) 2(1.5)
Home care
12 mo before Programa 0 121 (97.6) 134 (99.3) 42
Esperanza
1 2(1.6) 1(0.7)
2 1(0.8) 0 (0)
0-6 mo 0 122 (98) 135 (100) .23
1 2(1.6) 0 (0)
0-12 mo 0 122 (98.4) 135 (100) .23
1 2(1.6) 0 (0)
Hospitalizations
12 mo before Programa 0
Esperanza 113 (83.7) 108 (87.1) .79
1 12 (8.9) 9(7.3)
2 8(5.9) 5(4.0)
3 1(0.7) 2(1.6)
4 1(0.7) 0(0)
0-6 mo 0 123 (91.1) 111 (89.5) .51
1 8 (5.9) 11 (8.9)
2 4(3.0) 2(1.6)
0-12 mo 0 112 (83.0) 101 (81.4) .89
1 16 (11.8) 18 (14.5)
2 6 (4.4) 4(3.2)
3 1(0.7) 1(0.8)

Abbreviations: CMS, Centers for Medicare and Medicaid Services; ED, emergency department; EUC, enhanced

usual care; PST, problem-solving treatment.

2P values by exact test.
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Table 9. AltaMed CMS Abstracted Data

: Clinical Variables?

PST EUC
Service n=135 n=124 P value®
Median (25th-75th  Median (25th-75th
percentile) percentile)
BMI, kg/m?
12 mo before Programa Esperanza 32.3(28.3-36.2) 32.2 (28.3-38.6) 0.64
6 mo 30.7 (27.6-36.7) 33.0(28.3-38.9) 0.09
12 mo 30.7 (27.6-35.9) 32.2(28.0-39.1) 0.19
Diastolic BP, mm Hg
12 mo before Programa Esperanza 74 (68-80) 71.5 (66-80) 0.10
6 mo 72 (68-78) 70 (62-78) 0.11
12 mo 72 (68-80) 73 (65-80) 0.70
Systolic BP, mm Hg
12 mo before Programa Esperanza 132 (122-141) 130 (120-140.5) 0.43
6 mo 130 (120-140) 131 (120-141) 0.75
12 mo 130 (120-142) 132.5 (120-144.5) 0.56
HbA1c, %
12 mo before Programa Esperanza 7.2 (6.2-8.4) 7.3 (6.1-8.9) 0.84
6 mo 7.4 (6.1-8.7) 7.45 (6.1-9.3) 0.64
12 mo 7.4 (6.1-8.7) 7.1(6.1-8.8) 0.78
HDL cholesterol, mg/dL
12 mo before Programa Esperanza 46 (38-57) 49 (41-60) 0.22
6 mo 48 (41-56) 48.5 (41-59.5) 0.70
12 mo 48 (41-59) 48 (41-56) 0.78
LDL cholesterol, mg/dL
12 mo before Programa Esperanza 87 (64-104) 92 (70-109) 0.33
6 mo 95 (75-118) 91.5 (68-119) 0.70
12 mo 89 (67-119) 86.5 (65-112) 0.50

Abbreviations: BMI, body mass index; BP, blood pressure; EUC, enhanced usual care; HbA1ic, hemoglobin Aic; HDL,
high-density lipoprotein; LDL, low-density lipoprotein; PST, problem-solving treatment.
2Data are most recent values (ie, at baseline, 6, and 12 months).

bp values by Wilcoxon rank sum test.
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Analyses and Results of the Qualitative Component

Overview

The study’s secondary aim was to explore stakeholders’ perspectives on the perceived
effectiveness and satisfaction with PST, and potential sustainability factors. Qualitative
methods address the complexities of clinical services research in naturalistic settings and can
lead to a detailed understanding of how the intervention functioned in PACE settings as well as
how barriers to disparities in care are addressed. Qualitative evaluations of clinical trials lend
themselves to more robust assessments of factors that facilitate or hinder feasibility and
acceptability of interventions, thus closing the gap between effectiveness research and

translational science.!3¢-138

Methods

Toward that end, we conducted 43 in-depth face-to-face interviews with study

participants, interventionists, supervisors, and managers from AltaMed.

Study design/Qualitative approach. The qualitative component of the study

followed a phenomenological approach that focused on the exploration of study participants’

experiences and perceptions about depression treatment.

Sampling strategy. Postintervention semistructured in-depth patient interviews were
conducted with randomly selected study participants and AltaMed providers after they
completed their 12-month outcome interview. Participants were selected randomly, and

recruitment of new interviewees was stopped when a saturation of themes emerged.

Data collection methods. Data were collected vis-a-vis 43 qualitative interviews
conducted by telephone with 21 patient participants (16 women/5 men: 18 Spanish and 3
English speakers) and 22 AltaMed providers (21 women/1 man: all English speakers). The
interviews lasted about 60 minutes, followed a semistructured interview guide, and were

audiotaped and transcribed in the language conducted. Spanish-language interviews were
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translated to English. All interviewees received a $30 gift card to a local store for their

participation.

We conducted an open-ended component to assess more in-depth explorations of
depression and the treatment experience, and longer-term issues that may emerge with PST or
EUC. The method of collecting data was based on a guide/questioning route designed to collect
in-depth information on the participant’s own perceptions and reactions to treatment.
Dropouts as well as completers were included. Providers (ie, interventionists, AltaMed

managers, and executive leadership) comprised the nonpatient qualitative sample.

Qualitative interviews were developed a priori and included questions and follow-up
probes on facilitators of and barriers to effective depression treatment. Similar questions were
developed for both sets of patient and provider interviews. Interview questions were guided by
the extant clinical services literature on psychosocial depression treatment and information
that emerged during our initial stakeholder meetings. These interview guides are available

upon request.

Data analysis. Data analysis was completed using an iterative process of data
collection and analysis, in which new information from interviews informed the questioning
route and probes of preceding interviews. All transcripts were manually coded and reviewed
multiple times by at least 2 analysts. Data were analyzed using a thematic approach, and
content was coded to reflect experiences and perceptions of the treatment and sustainability
factors. Analyses were based on the constant comparison approach to determine whether a
particular topic was similar to or different from a topic raised earlier and where discussion of a
particular topic began and ended.'*® Codes were assigned to transcript segments reflecting
meanings formulated from significant statements, phrases, and words. Codes and subcodes
were discussed, matched, and integrated into 1 codebook through multiple consensus
meetings and reviews of transcripts and audiotapes. During the axial stage, connections and
relationships between the codes were identified. Thus, codes related to interviewees’

perceptions and meanings of depression treatment and sustainability are reported next.
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Synthesis, Interpretation, and Empirical Data
Themes emerged during the interviews and reviews of transcriptions and audiotapes.
The results are presented by type of participant: patients and providers. Table 10 lists the

themes and subcodes rather than listing them in the summary here.

Patient participants. Patient participants, overall, expressed high satisfaction with
their experience in Programa Esperanza. They discussed how they perceive depression and the

significance of “relationship” in ensuring quality depression care.

Participant theme 1: Depression. The “depression” code allowed participants to
provide feedback on their experience of depression and how they recognize the symptoms of
depression in themselves and others, and reflections on treatment. Captured within this theme
are ideas about the causes of depression (ie, biological, psychological, and social/interpersonal

factors) as well as comorbidities (eg, injuries, cardiac problems).

Patient: Like you’re sad, you feel hopeless, you can’t concentrate; you feel down
and out . .. you have no hope . .. I’'m sure there are more, | just can’t think of
them right now. . .. Yeah ... you get the anxiety; you get the panic attacks;
you’re bad with your hygiene; you’re not really motivated. | don’t know . .. but

there is a whole bunch!

Patient: The depression, well, | speak for my experience, right, that one gets very
decayed. You do not want to do anything. No, you don’t have the will. You don’t
have the will to do anything, then, and it is very sad, without the will . . . and all
that happens to you when you think negative things. That is what, what has
happened to me. Just thinking things. Well, that are not, they are not good
things. Well, some friends I’'ve . . .I do not want to get up or | do not want to cook.

Nothing, nothing.
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Provider: Depression is feeling sad about certain things for extensive periods of
time whether [it] is within you or yourself, or about something else that is

causing you to feel that way.

Acceptable treatments for depression included help-seeking behaviors such as talking to
confidants or staff, using coping skills, taking medications, taking walks, and reading for
pleasure. Family was discussed as both a trigger for depression and a potential mode of

treatment that can provide a support system and people to confide in.

Participant theme 2: Relationship. Relationships were central to the treatment of
depression, encompassing provider characteristics, how the provider related to the participant
and others during sessions, and the importance of language and culture for effective
communication. Acceptability and perceived effectiveness of the study interventions were seen
as direct benefits stemming from the patient-interventionist relationship. For instance, specific
interventionist skill or attributes were identified that either helped or hindered in their

treatment process (eg, ability to remain calm and affable during sessions).

Patient: Well like | said, she’s very . .. you know she has a good heart—she’s not
like some people who, like, just come in and do their job. She does her job
because she does listen to you,; and she explains things to you—that way you

don’t leave the session not knowing what’s going on.

Patient: They are good because you know, you know, you vent. It takes away
that load that one carries or, or at least with Lupita [she is a] very, very good
person and she says “no,” she says, “Do not worry.” There are solutions for
everything. She says, “Here we are going to help her.” And she gives very good

advice.

Provider: Yes, | think so. I've heard a lot of great, great feedback from the
patients here at our center. They really enjoyed it, and they verbalized that they

benefited from the program. They really formed good relationships with their . . .
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interventionist. They really trusted them, and they had nothing but good things

to say about their interventionists and also their experience.

AltaMed providers. Overall, AltaMed providers indicated that participation in the

program was beneficial to PACE participants, and they expressed interest in continuing the

program with specific ideas regarding sustainability factors.

Provider theme 1. Organization. The first provider theme to emerge was the

concept of the “organization,” its specific structure and functions, and how it affects program
delivery and subsequently patient outcomes and satisfaction. The qualitative findings identified
not only the structure and function of the overall AltaMed organization, but also the elements
and structure of PACE, specifically. For example, providers were interested in “dedicated
interventionist time” to work on the program, and the need for “supervisors’ support” to help
attain program goals. Hiring additional bilingual/bicultural staff was highlighted as well as
integrating facilitators to sustainability and mitigating barriers. Stakeholder engagement was
seen as a key source of information on the satisfaction and value-added as a service on their

menu of planned activities.

Interventionist: | mostly had assigned days [to provide sessions] for the sites so,
on Tuesday | was at [site 1], Wednesday, | was at [site 2], and Thursday, | was at
[site 3]. So my schedule had to shift a little so my health education classes—I

would try to do it; | would try to give them the same day as | would the screening

and the intervention.

Provider theme 2. Challenges. Challenges to the implementation, success, and
provision of screenings or interventions were identified by all providers (ie, screeners,
interventionists, and managers). Providers, at times, talked about challenges to the
implementation of the interventions such as time constraints, paperwork requirements, and
competing responsibilities and priorities. These included competing programs that required
attention from staff providing care or the time burden of screenings or paperwork associated

with the study. Patients also presented with different priorities that were often punctuated by
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crises stemming from their very low incomes and disruptions in family living arrangements.
Although the agency made significant attempts to apportion space as needed for sessions and

follow-up interviews, space limitations continued to pose problems.

Provider: Well, the assessment process was the same, except when | did identify
somebody who would be a good candidate for the program, it would take me
longer to, not to finish the assessment, but with the screening process. So | would
say maybe it would take me about 30 minutes to an hour longer to do the

screening, finish the screening, and then put together all of the paperwork.

Provider: [A] /ot of times | had problems with space. | had problems with specific
rooms with computers. So that prevented me from seeing, screening more

patients as | would like.

Provider: /| wanted to see more of on how to deal with . . . | guess training on how
to deal with a difficult situation because some of the patients that | had, were
undergoing depression—not only depression, but they were in a very hostile

environment at home.

Provider theme 3. Benefits/Positives. Providers frequently discussed benefits of the
study intervention, not only for the clients, but for themselves as well. Whenever a provider
mentioned positive aspects of Programa Esperanza, elements mentioned included specific
benefits to the organization, the development of positive relationships, ability to engage in self-

reflection, and positive changes in attitude.

Provider: | think | saw, | saw them differently . . .the way they dealt with
depression differently. Because even though | wasn’t an interventionist | did,
being involved in the program, did encourage me to look into problem-solving
therapy. So | did my own research about that because | did want to know what
they . .. were doing, and so | didn’t provide the therapy myself because I’'m not

certified to, but I learned about the therapy, the problem-solving, and while | was
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doing my own assessments | kind of was thinking in my head, “Well, she has
positive problem-solving orientation,” or negative problem-solving orientation,

and so that, | gained that knowledge from it.

Provider: | have actually benefited from the intervention; about a year ago |
actually started to become depressed because my mother had passed away. So |
actually benefited more about opening up—because | myself was actually seeing
a psychologist at the same time. So, it was funny because even before. . . | did not
know that | was depressed until | saw my primary doctor and he started asking
me the same questions, questions that | would ask my patients when | would
screen them for depression and | would think “That’s funny” because | would ask
my patients these questions, but | would not understand that | was actually

depressed myself.

Provider: Most definitely, seeing the changes in the participants . .. | did see
some changes that participants as patients; there was a decrease in the

depression. So obviously, seeing the benefit of that would also be very good.

Provider: [A] /ot of them were really surprised because of them being . . . that
they were depressed. So, for them it was more like, “No . . . this doesn’t happen
tome. It can’t. ..l am not depressed.” So, | did notice that a lot of patients did
have problems accepting it. And so we kind of were talking about whoa . . .
because of the symptoms that you are telling me you are either sleeping more,
eating more, or you are isolating yourself more, or you are having these kind of
thoughts; you know these are kind of indications that you are depressed. Then,
once we were talking about—you know, what could possibly be causing them to
be depressed; and that’s when they started to realize that, “Whoa, yes you are

right. | am depressed!”
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Table 10. Synopsis of Qualitative Analysis: Codes

No. Theme Patient participants
1.0 Depression 1.1 Causes 1.1.1- Biological, psychological,
1.1.4 social/interpersonal, comorbidities
1.2 Recognition and  1.2.1- Emotional, cognitive, physical,
symptoms 1.2.5 motivational, behavioral
1.3 Treatments for | 1.2.1- Health-seeking behaviors (providers,
depression 1.2.4 others); medications; nonpharmaceutical
treatments
2.0 Relationship 2.1 Provider 2.1.1- Language, culture, other skills/attributes
characteristics 2.1.3
2.2 Increased 2.2.1- How relationship attributes lead to higher
acceptability, 2.2.2 acceptance and perceived effectiveness
effectiveness
No. AltaMed providers
1.0 Organization 1.1 Overall AltaMed 1.1.1- Structure, functions
1.1.2
1.2 PACE program 1.2.1- Program, structure
(specifically) 1.2.2
1.3 Stakeholders 1.3.1- Stakeholder meetings, feedback
1.3.2
1.4 PACE sites 1.4.1- PACE sites/locations, demographics,
1.4.3 policies
1.5 Staff roles 1.5.1- Screeners, interventionists, managers,
1.5.8 administrator, supervisor, social worker
health educator, promoters
2.0 Challenges 2.1 Time constraints 2.1.1- Competing programs, time burden,
2.1.4 paperwork, different priorities in care
delivery
2.2 Limited space 2.2.1- Space constraints, privacy
2.2.2
2.3 Management, 2.3.1- Management concerns, supervisory
supervisory 2.3.2 expectations vs staff and participant
concerns needs/preferences
2.4 Staff motivation 2.4.1- Staff motivation in providing care,

2.4.3 engaging with the study, staff buy-in
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No. Theme

3.0 Benefits/
Positives

2.5 Patient’s life
challenges

2.6 Participant
attrition

2.7 Staff turnover

3.1 Benefit to
patient

3.2 Benefit to
provider

3.3 Benefit to
organization

3.4 Relationships

AltaMed providers

2.5.1-
2.5.2

2.6.1-
2.6.3

2.7.1-
2.6.3

3.11

3.21

3.3.1

34.1

Low income/social status, difficult
living situations

Participant disenrollment, reasons,
disruptions

Staff turnover, reasons, “turnover”
disruptions

Observed or perceived benefit to
patient/participant from participating
in PST or other study-related activities

Observed or perceived benefit to
provider from participating in PST or
other study-related activities

Observed or perceived benefit to
provider from participating in PST or
other study-related activities

Increase in rapport, understanding

Abbreviations: PACE, Program of All-Inclusive Care for the Elderly; PST, problem-solving treatment.
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DISCUSSION

Programa Esperanza examined the comparative effectiveness of a brief psychosocial
depression intervention (PST) vs EUC among 259 Spanish-speaking Latino patients 55 years of
age or older with depression and multiple medical conditions. Findings indicate that depression
and related mental health outcomes improved to a similar degree in both the PST and EUC
groups in which treatment was delivered by non—clinically trained interventionists; therefore,
our primary hypothesis that PST would be superior to EUC was not supported. Most changes
with regard to mental health or physical functioning were within groups, whereas between-
group differences were not significant. The improvements could have been due to a variety of
factors including regression to the mean, spontaneous improvement, nonspecific effects of the

treatment setting, or the specific treatments (PST or EUC).

It is unknown why our reasonably sized preliminary study (N = 100) showed a between-
group effect size of 0.51 that was not detected in the current study. A possible explanation
could be limited availability of clinically oriented supervision for the interventionists over the
entire study period. Although PST was not superior to EUC, our findings signaled large
improvements in both groups because the magnitude of within-group changes for depression
was large (effect sizes >0.80). Overall, participants had high treatment adherence rates and low
study attrition. Health services use differed in some respects between the groups (eg, primary
care, ED visits, skilled nursing care admissions), yet these findings should be interpreted with
caution because PACE populations have high functional limitations and are not reflective of low

comorbidity/primary care populations.

Qualitative results underscored participant and provider satisfaction with Programa
Esperanza, and suggestions addressing challenges to implementation and sustainability.
Additional qualitative analysis is needed to examine potential similarities or contrasts in how

depression and depression treatment is perceived by both patient participants and providers.
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Context for Study Results

This is the first large randomized comparative effectiveness study to treat late-life
depression among Latinos—and among Spanish-speaking Latinos, in particular—with high rates
of psychiatric and medical comorbidity; it is also among the few US studies that test the
implementation of an evidence-based intervention delivered by non—clinically trained
interventionists. The sample was characterized as predominantly female, around 70 years of
age on average, and consisted primarily of immigrants residing in the United States for more
than 20 years. One-third were married or partnered; 30% were widowed. On average, they had

faced more than 3 significant stressful life events in the past year.

High psychiatric comorbidity existed in the sample: All participants were depressed at
baseline given the study’s inclusion criteria, and about 3 of 4 reported PHQ-9 scores above 10,
indicating possible major depression. Moreover, about 1 of 3 suffered from dysthymia, and 58%
endorsed symptoms of anxiety consistent with generalized anxiety disorder. SCL-20 scores
indicated impaired mental and physical health functioning. Upward of 84% of the sample were
characterized as physically frail or pre-frail with high rates of diabetes and metabolic syndrome
(ie, obesity, hyperlipidemia, and hypertension) that have been associated with depression in

Latinos.

The study had high feasibility and acceptability as indicated by a high study retention
rate: 94.6% of randomly assigned participants completed the 12-month follow-up. Likewise,
more than 8 of 10 received the planned 8 PST face-to-face sessions, and all EUC participants
received the 1-session psychoeducational intervention and referrals to specialty mental health
providers for depression treatment. No previous depression intervention studies in the United
States have documented comparable retention and adherence rates as reported here with a

population with low levels of education and whose English is limited.

Findings from the comparative effectiveness trial indicate that both the PST and EUC
groups experienced statistically significant declines in the primary PHQ-9 depression outcome,
although the differences between the 2 treatment groups were not significant. Previous

randomized psychosocial depression treatment studies showed similar declines with older
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populations that included older English-speaking Latinos.118131140 There are no previous
depression psychosocial trials that include specific subgroup analyses for older Spanish-

speaking Latinos in the analytic sample.

Secondary mental health outcomes also indicated significant declines for depression as
measured by the SCL-20 and significant declines in GAD-7 anxiety scores. Improvements in SCL-
20 depression outcomes echo those of previous studies that included older English-speaking
Latinos, 3140 middle-aged Latinos in collaborative depression care programs,3? and low-

acculturated older Latinos in an exercise program, 41,142

Likewise, SF-12 Mental Health improvements were significant for both groups over the
trial period. Overall, improvements in secondary mental health outcomes as measured by the
SF-12 echo previous work with middle-aged Latinos with diabetes!3? in a collaborative care trial

in which the differences between intervention groups were statistically significant.3?

These declines in mental health symptoms signal the viability and positive outcomes
with regard to the delivery of brief bilingual psychosocial interventions by non—clinically trained
providers internal to the organizational setting. Nevertheless, we must use caution when
drawing the conclusion that implies the intervention changed depression outcomes, given that
we did not include a true no-treatment group available to us in this treatment setting.
Extending mental health screening and treatment to historically underserved populations with
high mental health disparities and extending the behavioral health workforce responds to
national initiatives on the geriatric mental health and substance use workforce.?! Including
community health workers, lay workers, peers, and other types of service extenders in the
behavioral health workforce in screening depression care has had promising results in the

United States and abroad, although some studies did not adopt randomized trial

designs.87,130,143-147

No differences were found with respect to differences between PST and EUC in terms of
the primary and secondary mental health outcomes. Previous psychosocial depression trials

based on older African Americans and middle-aged Latinos parallel these findings, such that no
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treatment group x time differences were found between experimental, comparator

psychosocial depression intervention, or EUC, respectively.!17:130

Several explanations may exist for the no between-group finding in Programa
Esperanza. First, there might have been opportunities during the trial period for diffusion or
imitation of Programa Esperanza information and treatment strategies to occur. This diffusion
or transmission of information could have occurred on 2 levels: PACE participants are in close
contact with their social peers at the treatment sites when they attend the day program for
several hours each week. Furthermore, interventionists and MSW care managers provided
Programa Esperanza intervention strategies to patients on their respective PACE caseloads that
included EUC participants. As such, these factors could have led to cross-contamination

between PST and EUC.

Second, decisions from our multiple stakeholder meetings before and during the
initiation of the trial precluded us from integrating a true no-treatment comparator group in
our research design. Ethical and pragmatic reasons regarding the perception of “withholding
treatment” were very palpable issues that emerged during our stakeholder meetings.
Qualitative findings indicated a high satisfaction level with PST across interventionists,
supervisors, and managers, and thus there might have been an inducement to engage in PST-

like activities (problem-solving, behavior activation) with PACE participants in general.

Third, although there was an intensive period of training and case reviews at the front
end of the study, determination of fidelity to the intervention might not have been accounted
for sufficiently. For example, the primary social work director was reassigned to another
department, and no replacement was available in later phases of the study to provide

monitoring of the fidelity to the model.

Fourth, significant changes in social workers’ site assignments (ie, change in job
responsibilities due to new CMS ruling, reassignments to different PACE sites, and
interventionist attrition) might have played a role in the overall delivery of the PST intervention.

Thus, workforce factors related to the uptake of the intervention, possible contamination
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effects, and routine reassignments or workforce attrition are important considerations in the

implementation and sustainability of psychosocial interventions in real-world settings.

Fifth, other study effects could have been at work such as regression to the mean, the
Hawthorne effect, or other study-specific processes. For example, because the primary
inclusion criterion was a PHQ-9 score of at least 8, regression to the mean could also have
contributed to the improvements in PHQ-9 and correlated trial outcomes in both the PST and
EUC groups. In addition to the possibility of beneficial effects of both PST and EUC treatments,
other nonspecific and unmeasured effects of the intensive primary care PACE program or
overall study effects could have contributed to the within-group improvements in trial
outcomes. Without collection of more detailed process data, we are not able to disentangle

these possible study-specific explanations.

It is important to note the differences that emerged with regard to health care use. PST
participants used significantly more primary care visits in the 6- and 12-month follow-ups, yet in
contrast they had significantly lower use of ED visits and skilled nursing facility admissions
during the 6 months after study enrollment compared with EUC participants. Programa
Esperanza provided access to depression screening and treatment to levels that had not been
seen before at the PACE sites. An explanation for the decreased ED and skilled nursing care use
might have been prompted by the longer duration of interactions with the interventionists and
the nature of the PST sessions. The content of the sessions often included attempts to access
and negotiate primary care interactions to address unresolved medical issues such as emerging
symptoms needing immediate attention, chronic and intensive pain, medication management,
and scheduling appointments with providers. Although the primary care visits were higher in
the PST group, this could have served to reduce the use of more intensive services such as ED
and skilled nursing visits. Future work should establish the association between psychosocial
treatment and changes in types and degree of health care use that could affect overall medical

expenditures.

Our qualitative results also highlight high satisfaction among both participants and

AltaMed interventionists in terms of psychotherapeutic benefits to the participants and career
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advancement benefits to interventionists. Supervisors and managers perceived benefits such as
participating in something innovative, observing the affective improvements across

participants, and creating a renewed sense of purpose among interventionists.

The study interventionists were identified from the existing health care system PACE
sites and went through intensive training and case reviews. Relying on existing BSWs (and later
health educators) who have ongoing interactions with participants was identified early on by
stakeholders as a key element of the intervention delivery. Social closeness and racial/ethnic
similarity were crucial attributes in stakeholders’ identification of existing staff as
interventionists. Task-shifting was a major consideration for both social workers and health
educators as their new Programa Esperanza activities were added to their existing employment

responsibilities.

Previous work addressing implementation factors identified individual and provider
barriers to implementing evidence-based practices in real-world settings, such as patient and
family beliefs, provider beliefs and practices, stigma, cultural competency, environmental
barriers, and a trained workforce.?430:148-157 Qualitative results indicated a preference by both
interventionists and supervisors to identify strategies that alleviate the burden of taking on new

responsibilities at the same time as managing an existing caseload of study participants.

In terms of the sociocultural context in which the trial was conducted, several themes
emerged. Depression screening and the 2 approaches (PST and EUC) were offered in the
participants’ language of preference, and bilingual materials were written in straightforward
language to accommodate low literacy. The nature of PST is that it is person-centered and relies
on the individual participant to provide information on their own presenting problems and
solutions in a nonstigmatizing, easy-to-follow manner. The fact that interventionists acted in
dual roles as case managers and depression interventionists was also considered a benefit due

to the already established trust and knowledge of the participant’s presenting problems.
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Generalizability of the Findings

Given the high rate of participation (259 of 267 eligible [97%]) and low rate of attrition
(251 of 259 [97%] providing 6-month trial follow-up and 245 of 259 [95%] providing 12-month
follow-up), these comparative effectiveness trial results are likely generalizable to the target
study population (ie, older Latinos who are at least mildly to moderately depressed, cognitively
intact, and receiving outpatient managed health care for their complex physical and behavioral
health conditions). Results may be less generalizable to older non-Latino populations or to
populations that do not have stable access to such a medical setting. Another characteristic of
the sample that must be considered when evaluating generalizability includes the fact that the
sample was predominantly Spanish speaking and foreign born (although living in the United

States for many years) and had relatively low levels of education.

Implementation of Study Results

Aside from the previous discussion about adoption of research evidence into practice,

several challenges were identified by AltaMed’s provider stakeholders:

e CMS stipulated that only MSWs can perform PACE psychosocial assessments in the
future.

e Identifying eligible participants, screening participants, and documenting outcomes was
time intensive.

e To boost recruitment, the number of health education classes was reduced.
e Interventionists report that some participants lost interest in later sessions.

e Interventionists report the need for designated time to devote to program activities per
caseload.
Subpopulation Considerations
Four subpopulations were considered of a priori interest to evaluate for possible

differential effects of the PST intervention: (1) age (<65, 265 years); (2) baseline levels of

depression; (3) sex; (4) and education (<6th grade, >6th grade). Analysis of primary and
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secondary trial outcomes did not identify any group within these subpopulations that benefited

more from PST compared with EUC.

Study Limitations

The primary study limitations relate to the challenges associated with trial
implementation in a pragmatic setting. Aside from the limitations discussed earlier, other
limitations include the following: Staffing issues included interventionist turnover,
reassignments to different clinical sites, and the administrative decision to alter the
employment profile of the BSW workforce and expand the role of health educators,
necessitating the addition of health educators to the PST interventionist team. Although PST
adherence was very good, with 65% of participants completing all face-to-face and booster PST
sessions and 81% receiving all face-to-face PST sessions, some participants were difficult to
schedule and required more time to complete the PST intervention. By nature of the
interventions, participants could not be blinded to their randomized group assignment.
Unblinding was dealt with in part by using structured instruments and electronic health records
for assessment of trial outcomes; interventionists were not involved in outcome assessment. At
the time that this report was written, data regarding use of specialty mental health care, for
both groups, were not yet available. Thus, inferences regarding the degree of other mental

health care received and how this might have affected our primary outcomes are not viable.

Future Research

The Programa Esperanza trial database is a rich longitudinal database with follow-up on
psychological, quality of life, physical function, and other variables among older depressed
Latino adults. Post hoc trial analyses will evaluate factors related to improvements or declines
on key outcomes, longitudinal relationships among these outcomes, and possible moderating
or mediating effects including psychopharmacology treatment rates. Exploratory subgroup
analyses, such as latent class analyses, will identify subgroups of participants and characteristics
related to beneficial changes on trial outcomes. Future trials in this population may consider

modification of the duration of the intervention (longer vs shorter), a longer follow-up period to
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ascertain duration of effects, and the inclusion of family caregivers in the intervention

model.2>157

Future work should consider methodological limitations in pragmatic trials in real-world
settings where integrating no-treatment control groups in the research design may not be
available, feasible, or ethical. Lastly, more work should be dedicated to studying whether single
or minimal psychoeducational sessions provided by interventionists trained intensively in
manualized care could be effective in decreasing depression in older people with high medical

comorbidity.
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CONCLUSIONS

Depression and related mental health outcomes improved to a similar degree in both
PST and EUC groups; therefore, our primary hypothesis that PST would be superior to EUC was
not supported. The EUC intensive psychoeducational depression program had similar effects on
depression and related mental health and physical outcomes as the PST intervention. Most
changes with regard to mental health or physical functioning were within groups, whereas
between-group differences were not significant. Future research should address potential
factors such as regression to the mean, spontaneous improvement, nonspecific effects of the
treatment setting, possible heterogeneity of the PST and EUC groups, feasibility of integrating

no-treatment control groups, and Hawthorne effects.

Although no significant differences were observed in our primary outcomes, the
significant lower use of ED visits and skilled nursing facility admissions by PST participants
compared with EUC participants should signal implications for future work. Attention to
workforce factors related to the acceptability and uptake of the intervention, possible
contamination effects, and routine reassignments or workforce attrition is needed in the future
implementation and sustainability of psychosocial interventions in real-world settings. The
study is an example of strong stakeholder engagement and robust recruitment and retention
outcomes with respect to older adults with comorbid depression and multiple medical

conditions whose English is limited.

68



REFERENCES

1.

2.

10.

11.

12.

13.

Alexopoulos GS. Depression in the elderly. Lancet. 2005;365:1961-1970.

Lebowitz BD. Depression and treatment of depression in late life: an overview of the
NIH consensus statement. Am J Geriatr Psychiatry. 1996;4(suppl 1):53-S6.

Koenig HG, Blazer DG. Minor depression in late life. Am J Geriatr Psychiatry.
1996;4(suppl 1):5S14-S21.

Gallo JJ, Lebowitz BD. The epidemiology of common late-life mental disorders in the
community: themes for the new century. Psychiatric Serv. 1999;50(9):1158-1166.

Gonzalez HM, Tarraf W, Whitfield KE, et al. The epidemiology of major depression and
ethnicity in the United States. J Psychiatric Res. 2010;44:1043-1051.

Jimenez DE, Alegria M, Chen CN, Chan D, Laderman M. Prevalence of psychiatric
ilinesses in older ethnic minority adults. J Am Geriatr Soc. 2010;58(2):256-264.

Narrow WE, Rae DS, Robins LN, et al. Revised prevalence estimates of mental disorders
in the United States: using a clinical significance criterion to reconcile 2 surveys’
estimates. Arch Gen Psychiatry. 2002;59:115-123.

Steffens DC, Fisher GG, Langa KM, Potter GG, Plassman BL. Prevalence of depression
among older Americans: the Aging, Demographics and Memory Study. Int Psychogeriatr.
2009;21:879-888.

US Department of Health and Human Services. Mental Health: A Report of the Surgeon
General. US Department of Health and Human Services, Substance Abuse and Mental
Health Services Administration, Center for Mental Health Services, National Institutes of
Health, National Institute of Mental Health; 1999.

US Department of Health and Human Services. Mental Health: Culture, Race, and
Ethnicity: A Supplement to Mental Health: A Report of the Surgeon General. US
Department of Health and Human Services, Public Health Service, Office of the Surgeon
General; 2001.

Chapman DP, Perry GS. Depression as a major component of public health for older
adults. Prev Chronic Dis. 2008;5:A22.

McKenna MT, Michaud CM, Murray CIL, Marks JS. Assessing the burden of disease in
the United States using disability-adjusted life years. Am J Prev Med. 2005;28(5):415-
423,

Moussavi S, Chatterji S, Verdes E, et al. Depression, chronic diseases, and decrements in
health: results from the World Health Surveys. Lancet. 2007;370:851-858.

69



14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

World Health Organization. The Global Burden of Disease: 2004 Update. World Health
Organization Press; 2004.

Wells K, Stewart A, Hays R, et al. The functioning and well-being of depressed patients.
JAMA. 1989;262:914-919.

Papakostas Gl, Peterson T, Mahal Y, et al. Quality of life assessments in major depressive
disorder: a review of the literature. Gen Hosp Psychiatry. 2004;26:7-13.

Blazer DG. Depression in Late Life. 3rd ed. Springer; 2002.

Blazer DG. Depression in late life: review and commentary. J Gerontol A Biol Sci Med Sci.
2003;58A(3):249-265.

Fiske A, Wetherell JL, Gatz M. Depression in older adults. Annu Rev Clin Psychol.
2009;5:363-389.

Gellis Z, McCracken S. Depressive disorders in older adults. In: Gellis Z, McCracken S,
eds. Mental Health and Older Adults Resource Review. CSWE Gero-Ed Center, Master’s
Advanced Curriculum Project; 2009.

Institute of Medicine. The Mental Health and Substance Use Workforce for Older Adults:
In Whose Hands? National Academies Press; July 2012.

Vaishnavi S, Taylor WD. Neuroimaging in late-life depression. Int Rev Psychiatry.
2006;18:443-451.

Variend H, Gopal YV. Late-onset depression: issues affecting clinical care. Adv Psychiatr
Treat. 2008;14:152-158.

Aranda MP. Depression-related disparities among older, low-acculturated US Latinos. In:
Pies RW, ed. Psychiatric Times. MJH Associates; 2013.

Aranda MP. Social work practice with older Latinos in the United States: a mental health
perspective. In: Berkman B, ed. Handbook of Social Work in Health and Aging. Oxford
University Press; 2006.

Chadiha L, Rozario PA, Aranda MP, Fielding AS. Older African Americans and other black
populations. In: Berkman B, ed. Handbook of Social Work in Health and Aging. Oxford
University Press; 2006.

Olfson M, Blanco C, Liu SM, Wang S, Correll CU. National trends in the office-based
treatment of children, adolescents, and adults with antipsychotics. Arch Gen Psychiatry.
2012;69:1247-1256.

70



28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

Federal Interagency Forum on Aging-related Statistics. Older Americans 2016: Key
Indicators of Well-Being. US Government Printing Office; 2016.

Ortman JM, Velkoff VA, Hogan H. An Aging Nation: The Older Population in the United
States. US Department of Commerce; 2014.

Fuentes D, Aranda MP. Disclosing psychiatric diagnosis to close others: a cultural
framework based on older Latin@s participating in a depression trial in Los Angeles
County. Aging Ment Health. 2019;23(11):1595-1603.

Black SA, Markides KS, Miller TQ. Correlates of depressive symptomatology among older
community-dwelling Mexican Americans: the Hispanic EPESE. J Gerontol B Psychol Sci
Soc Sci. 53(4):5198-S208.

Blazer D, Hughes DC, George LK. The epidemiology of depression in an elderly
community population. Gerontologist. 1987;27(3):281-287.

Gonzalez HM, Haan MN, Hinton L. Acculturation and the prevalence of depression in
older Mexican Americans: baseline results of the Sacramento area Latino study on
aging. J Am Geriatr Soc. 2001;49(7):948-953.

White LR, Kohout F, Evans DA, Cornoni-Huntley J, Ostfeld AM. Related health problems.
In: Cornoni-Huntley JC, Brock DB, Ostfeld AM, Taylor JO, Wallace RB, eds. Established
Populations for Epidemiologic Studies of the Elderly: Resources Data Book. Department
of Health and Human Services; 1986.

Badger TA, McNiece C, Gagan MJ. Depression, service need, and use in vulnerable
populations. Arch Psychiatr Nurs. 2000;14:173-182.

Chung H, Teresi J, Guarnaccia P, et al. Depressive symptoms and psychiatric distress in
low income Asian and Latino primary care patients: prevalence and recognition.
Community Ment Health J. 2003;39:33-46.

Mauksch LB, Tucker SM, Katon W, et al. Mental illness, functional impairment, and
patient preferences for collaborative care in an uninsured, primary care population. J
Fam Pract. 2001;50(1):41-47.

Miranda J, Azocar F, Komaromy M, Golding JM. Unmet mental health needs of women
in public-sector gynecologic clinics. Am J Obstet Gynecol. 1998;178:212-217.

Schmaling KB, Hernandez DV. Detection of depression among low-income Mexican
Americans in primary care. J Health Care Poor Underserved. 2005;16(4):780-790.

Olfson M, Shea S, Feder A, et al. Prevalence of anxiety, depression, and substance use
disorders in an urban general medicine practice. Arch Fam Med. 2000;9:876-883.

71



41.

42.

43,

44,

45.

46.

47.

48.

49,

50.

51.

52.

53.

US Department of Health and Human Services (DHHS). Culture, Race, and Ethnicity. A
Supplement to Mental Health: A Report of the Surgeon General. SMA-01-3613. DHHS;
2001.

Gum AM, King-Kallimanis B, Kohn R, et al. Prevalence of mood, anxiety, and substance-
abuse disorders for older Americans in the National Comorbidity Survey-Replication. Am
J Geriatr Psychiatry. 2009;17:769-781.

Alexopoulos GS. Late-life mood disorders. In: Sadavoy J, Jarvik LF, Grossberg GT, Meyers
BS, eds. Comprehensive Textbook of Geriatric Psychiatry. 3rd ed. Norton; 2004.

Aranda MP, Knight BG. The influence of ethnicity and culture on the caregiver stress and
coping process: a socio-cultural review and analysis. Gerontologist. 1997;37(3):342-354.

Baumgarten M, Battista R, Infante-Rivard C, Hanley J, Becker R, Gauthier S. The
psychological and physical health of family members caring for an elderly person with
dementia. J Clin Epidemiol. 1992;45:61-70.

Schulz R, Williamson G. A 2-year longitudinal study of depression among Alzheimer’s
caregivers. Psychol Aging. 1991;6:569-578.

Greenberg PE, Kessler RC, Birnbaum HG, et al. The economic burden of depression in
the United States: how did it change between 1990 and 20007? J Clin Psychiatry.
2003;64(12):1465-1475.

Chapman DP, Perry GS, Strine TW. Vital link between chronic disease and depressive
disorders. Prev Chronic Dis. 2005;2:1-10.

Liao Y, McGee DL, Cao G, Cooper RS. Black-white differences in disability and morbidity
in the last years of life. Am J Epidemiol. 1999;149:1097-1103.

Aranda MP, Chae DH, Lincoln KD, Taylor RJ, Woodward AT, Chatters LM. Demographic
correlates of DSM-IV major depressive disorder among older African Americans, Black
Caribbeans, and non-Hispanic Whites: results from the National Survey of American Life.
Int J Geriatr Psychiatry. 2012;27(9):940-947.

Zhang Z, Hayward MD, Lu C. Is there a Hispanic epidemiologic paradox in later life? A
closer look at chronic morbidity. Res Aging. 2012;34(5):548-571.

Ostir G, Markides K, Freeman DJ, Goodwin J. Obesity and health conditions in elderly
Mexican Americans: the Hispanic EPESE: Established Population for Epidemiologic
Studies of the Elderly. Ethnicity Dis. 2000;10:31-38.

Stern MP, Patterson JK, Mitchell BD, Haffner SM, Hazuda HP. Overweight and mortality
in Mexican Americans. Int J Obes. 1990;14:623-629.

72



54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

67.

Gornick ME, Eggers PW, Reilly TW, et al. Effects of race and income on mortality and use
of services among Medicare beneficiaries. N Engl J Med. 1996;335:791-799.

Berkman CS, Gurland BJ. The relationship between ethnoracial group and functional
level in older persons. Ethnicity Health. 1998;3:175-188.

Markides KS. Encyclopedia of Health and Aging. Sage; 2007.

Alzheimer’s Association. Hispanics/Latinos and Alzheimer’s disease. Accessed July 2012.
http://www.alz.org/national/documents/report hispanic.pdf

Kaiser Commission. Dual Eligibles: Medicaid’s Role for Low-Income Beneficiaries. Menlo
Park, CA: Henry J. Kaiser Family Foundation; 2011.

Jacobson G, Neuman T, Damico A, Lyons B. The Role of Medicare for the People Dually
Eligible for Medicare and Medicaid. Henry J. Kaiser Family Foundation; 2011.

Ku L, Broaddus, M. The Six Million Medicare Beneficiaries Excluded from Prescription
Drug Benefits Under the Senate Bill Are Disproportionately Minority. Center on Budget
and Policy Priorities; September 2003.

Blumenthal D, Abrams MK. Tailoring complex care management for high-need, high-cost
patients. JAMA. 2016;316(16):1657-1658.

Alexopoulos GS, Kiosses DN. Geriatric psychiatry: advances and directions. Psychiatr Clin
North Am. 2011;34(2):xiii-xv.

Cohen A, Houck PR, Szanto K, Dew MA, Gilman SE, Reynolds CF. Collaborative care for
depression: a cumulative meta-analysis and review of longer-term outcomes. Arch
Intern Med. 2006;166:2314-2321.

Ell K. Depression care for the elderly: reducing barriers to evidence based practice.
Home Health Care Serv Q. 2006;25:115-148.

Mitchell AJ, Subramanian H. Prognosis of depression in old age compared to middle age:
systematic review of comparative studies. Am J Psychiatry. 2005;162(9):1588-1601.

Rost KM, Nutting P, Smith J, Cooper-Patrick L, Coyne J, Rubenstein L. The role of
competing demands in the treatment provided primary care patients with major
depression. Arch Family Med. 2000;9:150-154.

Nutting PA, Rost KM, Smith J, Werner JJ, Elliot C. Competing demands from physical
problems: effects on initiating and completing depression care over six months. Arch
Fam Med. 2000;9:1059-1064.

73


http://www.alz.org/national/documents/report_hispanic.pdf

68.

69.

70.

71.

72.

73.

74.

75.

76.

77.

78.

79.

80.

Kiosses DN, Leon AC, Aredn PA. Psychosocial interventions for late-life major depression:
evidence-based treatments, predictors of treatment outcomes, and moderators of
treatment effects. Psychiatr Clin North Am. 2011;34(2):377-401.

Arean P, Unltzer J. Inequities in depression management in low-income, minority, and
old-old adults: a matter of access to preferred treatments? J Am Geriatr Soc.
2003;51:1808-1809.

Alegria M, Chatterji P, Wells K, et al. Disparity in depression treatment among racial and
ethnic minority populations in the United States. Psychiatr Serv. 2008;59(11):1264-1272.

Arean PA, Gum AM, Tang L, et al. Service use and outcomes among elderly persons with
low incomes being treated for depression. Psychiatr Serv. 2007;58:1057-1064.

Kaiser Family Foundation. Affordable Care Act Provisions Relating to the Care of Dually
Eligible Medicare and Medicaid Beneficiaries. Henry J. Kaiser Family Foundation; 2011.

Fuentes D, Aranda MP. Depression interventions among racial and ethnic minority older
adults: a systematic review across 20 years. Am J Geriatr Psychiatry. 2012;20(11):915-
931.

Abramson TA, Trejo L, Lai DWL. Culture and mental health: providing appropriate
services for a diverse older population. Generations. 2002;26:21-27.

Aranda M, Torres MS. Self-reported barriers to the use of community-based, long-term
care services: a comparative study of elderly and disadvantaged Mexican Americans and
Non-Latino Whites. In: Sotomayor M, Garcia A, eds. La Familia: Traditions and Realities.
Family Service Association; 1999:45-66.

Biegel D, Farkas K, Song L. Barriers to the use of mental health services by African-
American and Hispanic elderly persons. J Gerontol Social Work. 1997;29:23-44.

Padgett DK, Harman CP, Burns BJ, Schlesinger HJ. Women and outpatient mental health
services: use by black, Hispanic, and white women in a national insured population. In:

Levin BL, Blanch AK, eds. Women’s Mental Health Services: A Public Health Perspective.
Sage; 1998:34-54.

Pew Hispanic Center/Kaiser Family Foundation. National Survey of Latinos. Henry J.
Kaiser Family Foundation; 2002.

Unitzer J, Katon W, Callahan CM, et al. Depression treatment in a sample of 1,801
depressed older adults in primary care. J Am Geriatr Soc. 2003;51(4):505-514.

Miranda J, Azocar F, Organista KC, Dwyer E, Areane P. Treatment of depression among
impoverished primary care patients from ethnic minority groups. Psychiatr Serv.
2003;54(2):219-225.

74



81.

82.

83.

84.

85.

86.

87.

88.

89.

90.

91.

92.

93.

Ell K, Xie B, Kapetanovic S, et al. One-year follow up of collaborative depression care for
low-income, predominantly Hispanic patients with cancer. Psychiatr Serv.
2011;62(2):162-170.

Buttorff C, Hock RS, Weiss HA, et al. Economic evaluation of a task-shifting intervention
for common mental disorders in India. Bull World Health Organ. 2012;90:813-821.

Mclnnis M, Merajver SD. Global mental health: global strengths and strategies: task-
shifting in a shifting health economy. Asian J Psychiatry. 2011;4(3):165-171.

World Health Organization. WHO/WONCA Joint Report: Integrating Mental Health Into
Primary Care—a Global Perspective. World Health Organization; 2008.

Bass J, Neugebauer R, Clougherty KF, Verdeli H, Wickramaratne P, Ndogoni L. Group
interpersonal psychotherapy for depression in rural Uganda: 6-month outcomes:
randomised controlled trial. Br J Psychiatry. 2006;188:567-573.

Bolton P, Bass J, Neugebauer R, Verdeli H, Clougherty KF, Wickramaratne P. Group
interpersonal psychotherapy for depression in rural Uganda: a randomized controlled
trial. JAMA. 2003;289:3117-3124.

Patel V, Weiss HA, Chowdhary N, et al. Effectiveness of an intervention led by lay health
counsellors for depressive and anxiety disorders in primary care in Goa, India (MANAS):
a cluster randomised controlled trial. Lancet. 2010;376(9758):2086-2095.

Patel V, Weiss HA, Chowdhary N, Naik S, Pednekar S, Chatterjee S. Lay health worker led
intervention for depressive and anxiety disorders in India: impact on clinical and
disability outcomes over 12 months. Br J Psychiatry. 2011;199:459-466.

Petersen I, Ssebunnya J, Bhana A, Baillie K. Lessons from case studies of integrating
mental health into primary health care in South Africa and Uganda. Int J Ment Health
Syst. 2011;5:8.

Rahman A, Malik A, Sikander S, Roberts C, Creed F. Cognitive behaviour therapy-based
intervention by community health workers for mothers with depression and their
infants in rural Pakistan: a cluster-randomised controlled trial. Lancet. 2008;372:902-
909.

Miller J. Social workers as diagnosticians. In: Bentley KJ, ed. Social Work Practice in
Mental Health: Contemporary Roles, Tasks and Techniques. Brooks/Cole; 2002:43-72.

Proctor E. Research to inform mental health practice: social work’s contribution. Soc
Work Res. 2004;28(4):195-198.

Bentley KJ, Walsh J, Farmer RL. Social work roles and activities regarding psychiatric
medication: results of a national survey. Social Work. 2005;50(4):295-303.

75



94.

95.

96.

97.

98.

99.

100.

101.

102.

103.

104.

105.

Bonilla Z. Including every woman: the all-embracing “we” of our bodies, ourselves.
NWSA. 2005;17(1):175-183.

Buki LP. Early detection of breast and cervical cancer among medically underserved
Latinas. In: Sotomayor M, Garcia A, eds. Early Detection of Breast and Cervical Cancer
Among Medically Underserved Latinas. National Hispanic Council on Aging; 1997:67-86.

Hunter JB, de Zapien JG, Papenfuss M, Fernandez ML, Meister J, Giuliano AR. The impact
of a promotora on increasing routine chronic disease prevention among women aged 40
and older at the U.S.-Mexico border. Health Educ Behav. 2004;31(4):18S-28S.

May M, Contreras RB, Callejas L, Ledezma E. Mujer y corazén: Community Health
Workers and Their Organizations in Colonias on the U.S.-México Border: An Exploratory
Study. Southwest Rural Health Research Center; 2004.

Ciechanowski P, Wagner E, Schmaling KB, et al. Community-integrated home-based
depression treatment in older adults: a randomized controlled trial. JAMA.
2004;291:1569-1577.

Katon WJ, Schoenbaum M, Fan MY, et al. Cost-effectiveness of improving primary care
treatment of late-life depression. Arch Gen Psychiatry. 2005;62(12):1313-1320.

National PACE Association. Understand PACE: Program of All-Inclusive Care for the
Elderly (PACE). Accessed 2018.
https://www.npaonline.org/sites/default/files/PDFs/3%20PACE%20Fact%20Sheet%20D

RAFT%201.pdf

Wilson GT. Manual-based treatments: The clinical application of research findings.
Behav Res Therapy. 1996;34(4):295-314.

Alexopoulos GS. Personalizing the care of geriatric depression. Am J Psychiatry.
2008;165:790-792.

Advanced Integrated Mental Health Solutions (AIMS). Problem solving treatment (PST).
Accessed April 29, 2020. https://aims.uw.edu/collaborative-care/behavioral-
interventions/problem-solving-treatment-pst

Houts P, Nezu A, Nezu CM, Bucher J. The prepared family caregiver: a problem-solving
approach to family caregiver education. Patient Ed Couns. 1996;27:63-73.

Nezu AM, Nezu CM, Felgoise SH, McClure KS, Houts PS. Project Genesis: Assessing the
efficacy of problem-solving therapy for distressed adult cancer patients. J Consult Clin
Psychol. 2003;71(6):1036-1047.

76


https://www.npaonline.org/sites/default/files/PDFs/3%20PACE%20Fact%20Sheet%20DRAFT%201.pdf
https://www.npaonline.org/sites/default/files/PDFs/3%20PACE%20Fact%20Sheet%20DRAFT%201.pdf
https://aims.uw.edu/collaborative-care/behavioral-interventions/problem-solving-treatment-pst
https://aims.uw.edu/collaborative-care/behavioral-interventions/problem-solving-treatment-pst

106.

107.

108.

109.

110.

111.

112.

113.

114.

115.

116.

117.

Arean PA, Perri MG, Nezu AM, Schein RL, Christopher F, Joseph TX. Comparative
effectiveness of social problem-solving therapy and reminiscence therapy as treatments
for depression in older adults. J Consult Clin Psychol. 1993;61(6):1003-1010.

Arean PA, Ayalon HBL, Hunkeler WE, et al. Improving depression care for older, minority
patients in primary care. Med Care. 2005;43(4):381-390.

Catalan J, Gath DH, Anastasiades P, Bond SAK, Day A, Hall L. Evaluation of a brief
psychological treatment for emotional disorders in primary care. Psychol Med.
1991;21:1013-1018.

Mynors-Wallis L. Problem-solving treatment: evidence for effectiveness and feasibility in
primary care. Int J Psychiatry Med. 1996;26(3):249-262.

Mynors-Wallis L, Gath DH, Lloyd-Thomas AR, Tomlinson D. Randomized controlled trial
comparing problem solving treatment with amitriptyline and placebo for major
depression in primary care. BMJ. 1995;310:441-445.

Mynors-Wallis L, Davies |, Gray A, Barbour F, Gath DH. A randomized controlled trial and
cost analysis of problem-solving treatment for emotional disorders given by community
nurses in primary care. Br J Psychiatry. 1997;170:113-119.

Mynors-Wallis L, Gath DH, Day A, Baker F. Randomized controlled trial of problem-
solving treatment, antidepressant medication, and combined treatment for major
depression in primary care. BMJ. 2000;320:26-30.

Erdley SD, Gellis ZD, Bogner HA, Kass DS, Green JA, Perkins RM. Problem-solving therapy
to improve depression scores among older hemodialysis patients: a pilot randomized
trial. Clin Nephrol. 2014;82(1):26-33.

Jimenez DE, Begley A, Bartels SJ, et al. Improving health-related quality of life in older
African-Americans and non-Latino whites. Am J Geriatr Psychiatry. 2015;23(6):548-558.

Choi NG, Hegel MT, Marti CN, Marinucci ML, Sirrianni L, Bruce ML. Telehealth problem-
solving therapy for depressed low-income homebound older adults. Am J Geriatr
Psychiatry. 2012;22(3):263-271.

Cuijpers P, van Straten A, Warmerdam L. Problem solving therapies for depression: a
meta-analysis. Eur Psychiatry. 2007;22(1):9-15.

Jimenez DE, Begley A, Bartels SJ, et al. Improving health-related quality of life in older
African American and non-Latino white patients. Am J Geriatr Psychiatry. 2015;23:548-
558.

77



118.

119.

120.

121.

122.

123.

124.

125.

126.

127.

128.

129.

130.

Choi NG, Hegel MT, Marti CN, Marinucci ML, Sirrianni L, Bruce ML. Telehealth problem-

solving therapy for depressed low-income homebound older adults. Am J Geriatr
Psychiatry. 2012;22(3):263-271.

Nezu A, Nezu C, Perri MG. Problem-solving Therapy for Depression: Theory, Research,
and Clinical Guidelines. Wiley; 1989.

Nezu A, Nezu Maguth C, Friedman SH. Project Genesis: application of problem-solving
therapy to individuals with cancer. Behav Therapist. 1997;20(9):155-158.

Mynors-Wallis L. Problem-solving treatment: evidence for effectiveness and feasibility
primary care. Int J Psychiatry Med. 1996;26(3):249-262.

Nezu A, Nezu CM, Friedman SH, Faddis S, Houts PS. A Problem-solving Approach:
Helping Cancer Patients Cope. American Psychological Association; 1998.

Nezu A, Perri MG. Social problem-solving therapy for unipolar depression: an internal
dismantling investigation. J Consult Clin Psychol. 1989;57(3):408-413.

Nezu A, Nezu C, Houts P, et al. Cancer and psychological distress: the role of problem
solving. J Psychosoc Oncol. 1999;16:27-40.

Nezu AM, Nezu CM, Houts PS, Friedman SH, Faddis S. Relevance of problem-solving
therapy to psychosocial oncology. J Psychosocial Oncol. 1999;16(3):5-26.

Arean PA, Schein RL, Perri MG. Social Problem Solving Therapy for Older Adults (SPST-
OA): Treatment Manual. University of California, San Francisco; 2001.

Kuo T, VillaV, Aranda M, Trejo L. State of aging and health among older Latinos in Los
Angeles, 2009. In: Cummings PL, ed. Los Angeles Partnership for Evidence-based
Solutions in Elder Health. County of Los Angeles Public Health Department; 2009.

Aranda M, Mack W, Vega W, Hochman M, Escaron A. A randomized effectiveness trial
for late-life depression in Spanish-speaking Latinos. Innovation Aging. 2017;1(suppl
1):955.

in

Costa MV, Diniz MF, Nascimento KK, et al. Accuracy of three depression screening scales
to diagnose major depressive episodes in older adults without neurocognitive disorders.

Braz J Psychiatry. 2016;38(2):154-156.

Ell K, Aranda MP, Wu S, Oh H, Lee P-J, Guterman J. Promotora assisted depression and
self-care management among predominantly Latinos with concurrent chronic illness:
safety net care system clinical trial results. Contemp Clin Trials. 2017;61:1-9.

78



131.

132.

133.

134.

135.

136.

137.

138.

139.

140.

141.

142.

Unitzer J, Katon W, Callahan CM, et al. Collaborative care management of late-life
depression in the primary care setting: a randomized controlled trial. JAMA.
2002;288:2836-2845.

Ell K, Katon W, Xie B, et al. Collaborative care management of major depression among
low-income, predominantly Hispanic subjects with diabetes: a randomized controlled
trial. Diabetes Care. 2010;33(4):706-713.

Lagomasino IT, Dwight-Johnson M, Green JM, et al. Effectiveness of collaborative care
for depression in public-sector primary care clinics serving Latinos. Psychiatr Serv.
2017;68(4):353-359.

Hansen MC, Aranda MP. Sociocultural influences on mental health service use by Latino
older adults for emotional distress: exploring the mediating and moderating role of
informal social support. Soc Sci Med. 2012;75(12):2134-2142.

Aranda MP, Lopez-Ortega M, Gutiérrez-Robledo LM. Prevalence and determinants of
falls among older adults in México: findings from the Mexican National Health and
Nutrition Survey. In: Vega WA, Markides KS, Angel JL, Torres-Gil FM, eds. Challenges of
Latino Aging America in the Americas. Springer; 2015.

Barnes J, Stein A, Rosenberg W. Evidence based medicine and evaluation of mental
health services: methodological issues and future directions. Arch Disease Child.
1999;80(3):280-285.

Byng R, Jones R. Mental Health Link: The development and formative evaluation of a
complex intervention to improve shared care for patients with long-term mental illness.
J Eval Clin Pract. 2004;10(1):27-36.

Rubenstein LV, Parker LE, Meredith LS, et al. Understanding team-based quality
improvement for depression in primary care. Health Serv Res. 2002;,37(4):1009-1029.

Willms DG, Best JA, Taylor DW, et al. A systematic approach for using qualitative
methods in primary prevention research. Med Anthropol Q. 1990;4(4):391-409.

Arean P, Ayalon L, Hunkeler E, et al. Improving depression care for older, minority
patients in primary care. Med Care. 2005;43(4):381-390.

Hernandez R, Andrade FCD, Piedra LM, Tabb KM, Xu S, Sarkisian C. The impact of
exercise on depressive symptoms in older Hispanic/Latino adults: results from the
‘iCaminemos!’study. Aging Ment Health. 2018;23(6):680-685.

Hernandez R, Prohaska TR, Wang P-C, Sarkisian CA. The longitudinal relationship
between depression and walking behavior in older Latinos: The “jCaminemos!” study. J
Aging Health. 2013;25(2):319-341.

79



143.

144.

145.

146.

147.

148.

149.

150.

151.

152.

153.

Abas M, Bowers T, Manda E, et al. ‘Opening up the mind’: problem-solving therapy
delivered by female lay health workers to improve access to evidence-based care for
depression and other common mental disorders through the Friendship Bench Project in
Zimbabwe. Int ] Ment Health Syst. 2016;10(39).

Chibanda D, Weiss HA, Verhey R, et al. Effect of a primary care—based psychological
intervention on symptoms of common mental disorders in Zimbabwe: a randomized
clinical trial. JAMA. 2016;316(24):2618-2626.

Gilmer TP, Walker C, Johnson ED, Philis-Tsimikas A, Unltzer J. Improving treatment of
depression among Latinos with diabetes using Project Dulce and IMPACT. Diabetes Care.
2008;31(7):1324-1326.

Quijano LM, Stanley MA, Petersen NJ, et al. Healthy IDEAS: A depression intervention
delivered by community-based case managers serving older adults. J App! Gerontol.
2007;26(2):139-156.

Van’t Hof E, Stein DJ, Marks |, Tomlinson M, Cuijpers P. The effectiveness of problem
solving therapy in deprived South African communities: results from a pilot study. BMC
Psychiatry. 2011;11(1):156.

Alegria M, Pescosolido BA, Williams S, Canino G. Culture, race/ethnicity and disparities:
fleshing out the socio-cultural framework for health services disparities. In: Pescosolido
BA, Martin JK, McLeod JD, Rogers A, eds. Handbook of the Sociology of Health, lliness,
and Healing: A Blueprint for the 21st Century. Springer; 2011:363-382.

Aranda M. Social work practice with older Latinos in the United States: a mental health
perspective. In: Berkman B, ed. Handbook of Social Work in Health and Aging. Oxford
University Press; 2015.

Barrio C, Palinkas LA, Yamada A-M, et al. Unmet needs for mental health services for
Latino older adults: perspectives from consumers, family members, advocates, and
service providers. Community Ment Health J. 2008;44(1):57-74.

Benek-Higgins M, McReynolds C, Hogan E, Savickas S. Depression and the elder person:
The enigma of misconceptions, stigma, and treatment. J Ment Health Counseling.
2008;30(4):283-296.

Bledsoe SE. Barriers and promoters of mental health services utilization in a Latino
context: a literature review and recommendations from an ecosystems perspective. J
Hum Behav Soc Environment. 2008;18(2):151-183.

Burroughs H, Lovell K, Morley M, Baldwin R, Burns A, Chew-Graham C. ‘Justifiable
depression’: how primary care professionals and patients view late-life depression? A
qualitative study. Fam Pract. 2006;23(3):369-377.

80



154.

155.

156.

157.

Camacho D, Estrada E, Lagomasino IT, Aranda MP, Green J. Descriptions of depression
and depression treatment in older Hispanic immigrants in a geriatric collaborative care
program. Aging Ment Health. 2017;5(5):1-7.

Conner KO, Copeland VC, Grote NK, et al. Mental health treatment seeking among older
adults with depression: the impact of stigma and race. Am J Geriatr Psychiatry.
2010;18(6):531-543.

Guzman ED, Woods-Giscombe CL, Beeber LS. Barriers and facilitators of Hispanic older
adult mental health service utilization in the USA. Issues Ment Health Nurs.
2015;36(1):11-20.

Hansen MC, Fuentes D, Aranda MP. Re-engagement into care: the role of social support
on service use for recurrent episodes of mental health distress among primary care
patients. J Behav Health Serv Res. 2018;45(1):90-104.

81



ACKNOWLEDGMENTS

Special appreciation goes to everyone who participated in Programa Esperanza:
AltaMed PACE participants, interventionists, direct staff, supervisors, and managers. We
acknowledge our research staff who gave their all to ensure quality and service. Without all of

you, this important work would not have been possible. Con mucha gratitud siempre.

82



Copyright © 2020. University of Southern California, Los Angeles. All Rights Reserved.

Disclaimer:

The [views, statements, opinions] presented in this report are solely the responsibility of
the author(s) and do not necessarily represent the views of the Patient-Centered
Outcomes Research Institute® (PCORI®), its Board of Governors or Methodology

Committee.

Acknowledgment:

Research reported in this report was funded through a Patient-Centered Outcomes
Research Institute® (PCORI®) Award (#AD-1403-13904). Further information available at:
https://www.pcori.org/research-results/2014/comparing-two-ways-help-latinx-patients-

depression-who-are-age-50-or-older

83


https://www.pcori.org/research-results/2014/comparing-two-ways-help-latinx-patients-depression-who-are-age-50-or-older
https://www.pcori.org/research-results/2014/comparing-two-ways-help-latinx-patients-depression-who-are-age-50-or-older

