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Abstract
The use of culturally sensitive intervention could improve mental health care for the eating
disorders treatment in the Latino population. The aim of this report is to describe the rationale,
design, and methods of the ongoing study entitled “Engaging Latino families in eating disorders
treatment.” The primary aim of the study is to compare (a) the combined effect of individual
cognitive behavioral therapy for bulimia nervosa (CBT-BN) that has been previously adapted for
the Latino population plus Family Enhanced (FE) modules, with (b) the standard adapted
individual CBT-BN in a proof-of-principle study with 40 Latina adults with eating disorders and
one relative or significant other per patient. We hypothesize that 1) the feasibility, acceptability,
and adherence of participants in CBT-BN+ FE will be superior to individual CBT-BN only; 2)
relatives in CBT-BN+ FE will report greater treatment satisfaction, greater reduction in family
conflict, and greater decreases in caregiver burden than relatives in the individual CBT-BN only
condition; and 3) patients who participate in CBT-BN+ FE will show trends towards greater
decreases in ED symptoms compared with patients in CBT-BN only; although power will be
limited to detect this difference. However, we predict that they will show greater retention in
treatment, greater treatment satisfaction, and greater decreases in family conflict than patients in
CBT-BN only. The completion of this investigation will yield important information regarding the
acceptability and feasibility of a culturally sensitive evidence-based treatment model for Latinos
with eating disorders. (Word Count=240)
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1. Introduction
Although the Latinos are the largest minority population in the United States, the health
disparities between this population and the majority are concerning, especially regarding
psychiatric disorders [1]. For example, Latinos/as usually are underrepresented in outpatient
settings [2] and are less likely than non-Latino whites to receive best care practices [2–4].
This is in addition to the specific health-seeking patterns in this population, characterized by
underutilization of mental health services, premature treatment termination, and frequent
treatment drop out in comparison to non-Latino whites [5, 6]. Addressing health disparities
in this population is essential [1].

The use of culturally sensitive help-seeking pathways could improve the practice of mental
health care in order to make services more accessible and effective for underserved
populations [7]. Regarding help-seeking pathways, López and collaborators [1] discussed
four main points that could decrease health disparities among populations. First, limited
mental health literacy should be addressed due to the low use of mental health care in
Latinos/as. Second, to facilitate pathways to care, it is important to increase social networks.
Given that family close interpersonal relationships are important cultural values in Latinos/
as, the inclusion of family or significant others in care pathways could provide the support
that patients need to engage and remain in treatment. Third, consistent with the second point,
the inclusion of family in psychoeducation and skill training appears to be an important
cultural adaptation in the Latino population [1, 8, 9]. Finally, synchronous interventions
across pathways to care should be considered. Pathways must be developed that respond to
the reality of the Latino population (i.e., lack of health insurance, different health-seeking
patterns, among others) in order to maximize the resources and address the specific needs of
the target population. Culturally sensitive protocols or guidelines as an adjunctive
intervention to evidence-based treatment appear to facilitate engagement in treatment and
may enhance outcomes in minority populations [10].

Specifically, in the treatment of eating disorders (EDs), the inclusion of culture, context, and
language are essential considerations for culturally competent care [11]. However, cultural
adaptation for Latinos/as in the United States constitutes a challenge considering the rich
cultural and historical diversity among Latino subgroups and the complexity of the
acculturation process. The role of family, migration, language, and specific cultural values
(e.g., familismo, ethnic identity, dependence, independence) differs depending on the length
of time an individual has spent in the United States, as well as on his or her experience of
migration, their ancestry, and relationship to the dominant majority culture [12]. The
estimated lifetime prevalence of EDs in the Latino population in the United States is on par
with the Caucasian population (anorexia nervosa, AN:0.08%; bulimia nervosa, BN:1.61%;
binge eating disorder, BED:1.92%; any binge eating: 5.61%) [13]. Risk for developing EDs
is clearly not limited to Caucasians, but limited access to care can be a barrier to the
utilization of services for EDs [14]. For example, Latinos/as with a history of EDs are less
likely to utilize mental health services [15] and to be referred for further evaluation [16, 17]
in comparison to non-Latino Whites. However, there is a need for more detailed research on
the assessment and treatment of EDs on the Latino population in this country. Differences in
the presentation of EDs in Latinos/as may also challenge detection of symptoms in Latinos/
as [13]. A culturally sensitive intervention model is necessary to address the health disparity
in this population. Especially in the Latino population, the community-based approach
seems to be the most responsive model considering the hesitation that many Latinos/as—
especially those who are undocumented—have in interacting with governmental agencies
[18, 19].
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Due to the lack of research on culturally focused interventions for EDs in the Latino
population in the United States, the intention of the current study is to document pathways
of care for EDs among the less acculturated Latinas in this country.

2. Objective of the clinical trial
The aim of this report is to describe the rationale, design, and methods of the ongoing study
entitled “Engaging Latino families in eating disorders treatment.” Considering the stigma
associated with mental health in the Latino population and specifically with EDs, we
actively selected a less stigmatizing name, “Promoviendo una Alimentación Saludable”-
PAS Project (Promoting healthy eating patterns), henceforth referred to as the PAS Project.
The primary aim of the PAS Project is to compare (a) the combined effect of individual
cognitive behavioral therapy for bulimia nervosa (CBT-BN) that has been previously
adapted for the Latino population [20] plus Family Enhanced (FE) modules, with (b) the
standard adapted individual CBT-BN in a proof-of-principle study with 40 Latina adults
with EDs and one relative or significant other per patient. The aim is to evaluate feasibility,
acceptability, and clinical outcomes preliminarily in patients and family functioning and
caregiver burden in participating relatives. This study is designed explicitly to gather
preliminary outcome data to inform sample size and power calculations for a subsequent
larger randomized controlled trial. The primary patient outcome is acceptability, adherence
to treatment, and family function. Secondary patient outcomes include binge-purge episodes
per day/week, depression, and anxiety. This study has three hypotheses:

Hypothesis # 1 (primary): The feasibility, acceptability, and adherence of participants in
CBT-BN+ FE will be superior to individual CBT-BN only.

Hypothesis # 2: (secondary): Relatives in CBT-BN+ FE will report greater treatment
satisfaction, greater reduction in family conflict, and greater decreases in caregiver
burden than relatives in the individual CBT-BN only condition.

Hypothesis # 3 (secondary): Patients who participate in CBT-BN+ FE will show trends
towards greater decreases in ED symptoms compared with patients in CBT-BN only;
although power will be limited to detect this difference due to the sample size.
However, we predict that they will show greater retention in treatment, greater
treatment satisfaction, and greater decreases in family conflict than patients in CBT-BN
only.

3. Methods and Design
3.1. Overview of PAS

The PAS Project comprises a series of investigations in order to tailor the development of a
culturally appropriate family-based adjunct intervention to CBT-BN for adult Latina patients
with EDs. The study design is an incremental four-phase research plan with a specific focus
on developing, refining, and evaluating an FE adjunct to a previously culturally-adapted
individual cognitive-behavioral intervention for EDs in Latinas. The three initial phases
represent formative work that culminates in the final phase which consists of a proof-of-
principle study comparing CBT-BN + FE with traditional individual CBT-BN using a
community-based approach.

Phase 1—During this phase, in-depth interviews were conducted with 5 Latinas with either
a current or past ED, and 5 mental health providers who serve the Latino community in
order to gather comprehensive qualitative information about the appropriate role for family
members in treatment of EDs with Latina adults. The mean age of the patients was 31.2
years old. Four Latina patients were immigrants from Mexico, and one was born in the U.S.
They had lived in the U.S. between 3 to 33 years. In terms of the ED history, three patients
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presented with a previous diagnosis of BN, one with BED, and another with binge-eating
behavior. The mean age of the mental health care providers was 36.4 years. All of the
mental health care providers had either a masters or doctoral degree in social work or
counseling with a mean of 7 years of experience working with the Latino population.
Interviews were conducted in Spanish by the PI and a trained research assistant using open-
ended questions that included five main topic areas for patients: general needs, facilitators
and barriers to EDs treatment, familial and other sources of support, previous experiences
with treatment, and treatment expectations. For providers discussion topics included:
facilitators of engagement and retention, family dynamics, expectations of treatment, the
delivery of evidence-based treatment, and the treatment of EDs. All interviews were
transcribed verbatim by the research team and compared with the original recording by the
PI to ensure the integrity of the transcriptions. Three independent bilingual coders conducted
the analysis. This phase underscored important factors such as the inclusion of a family
member or friend in treatment, a nonjudgmental therapist, and having a safe environment
(physically and emotionally) among others that may enhance the engagement and retention
of Latinas with EDs in treatment [21].

Phase 2—Based on the information collected during Phase 1, family intervention modules
were developed in Phase 2 to use as the adjunctive family intervention to CBT-BN. Family
based sessions were developed to address issues related to psycho-education about EDs,
communication, sharing thoughts and feelings, problem solving, and parenting skills. These
sessions were developed to be flexible depending on which family member would be
included in treatment (e.g., partner, parents, siblings, significant other). Content for partner
sessions was adapted from a new couple-based cognitive behavioral intervention for
anorexia nervosa, UCAN (Uniting Couples in the treatment of Anorexia Nervosa) [22] and
in consultation with Dr. Donald H. Baucom, who is an expert in cognitive-behavioral
couple-based interventions. Sessions for other family members or significant others were
based on previous formative work with Latino families with a family member with EDs
[23].

Phase 3—We conducted a pre-test of CBT-BN + FE modules with four Latina patients
with EDs to gather detailed feedback from the therapist and participants on the
appropriateness of the material, the flow of the intervention, and thoughts regarding which
important topics were and were not included. All patients were immigrants from Mexico
with a mean age of 29.7 years. All four had had previous psychotherapy experience. Three
nutritional counseling sessions with a dietitian were conducted, and psychiatric
appointments were scheduled as needed. The pre-test phase also served as a training period
for the community-based therapists and included listening to all sessions (by MLR) and
some sessions (CMB), face-to-face supervision with MLR and second order supervision
with CMB. Therapists provided detailed feedback on the flow and content of the therapy,
and the intervention was adjusted accordingly. The intervention and procedures were
adapted and refined based on their feedback. The assessment battery also was piloted during
this phase; assessments were conducted at baseline, week 6, and post-treatment.

Phase 4—With a new cohort of 40 Latina adults with EDs, a proof-of-principle study is
currently being conducted using a community-based approach. We are comparing CBT-BN
(19 sessions) + FE (6 sessions) (n=20) versus individually administered CBT-BN (25
sessions) (n=20). Three nutritional counseling sessions with a dietitian will be conducted,
and appointments with the study psychiatrist are scheduled as needed. Assessments are
conducted at baseline, at week 6, post-treatment, and three-month follow-up. We will
analyze the results of the small study in terms of the primary and secondary outcomes after
all data are collected.
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3.2. Experimental Design
The study was approved by the Institutional Review Board (IRB) of the University of North
Carolina at Chapel Hill. Verbal informed consent is obtained from patients during a
telephone screening and for the treatment phase (Phase 4); written informed consent is
collected from both patients and relatives during baseline procedures. The explanation about
the study and the informed consent procedure is conducted in the primary language of the
patient and family member whether it is English or Spanish.

The PAS Project components are presented in Figure 1. The study is a small randomized
clinical trial (RCT) comparing CBT-BN + FE versus CBT-BN only using a community
based approach. Individuals who meet inclusion criteria are randomly assigned to one of two
conditions: CBT-BN + FE (n=20) or CBT-BN only (n=20). As a first step, all potential
participants who contact the project are offered either a face-to-face or telephone screening.
As many Latino patients are cautious about the organized health-care system, the screening
includes a description of the program, an introduction to the treatment team, and semi-
structured questions designed to establish initial eligibility and to determine the availability
of a family member to participate in the study. Participants who appear to be eligible are
scheduled for a diagnostic interview during baseline. All patients, regardless of condition are
required to have a participating relative, which could include family members (e.g., partner,
parents, and siblings) or significant others defined as individuals who play an active role in
either emotional or physical support of the patient. After both the patient and the relative are
consented and complete their baseline questionnaires, randomization occurs and initial
appointments are scheduled for either the CBT+ FE or CBT only condition. A simple
randomization procedure is used to allocate participants to treatment condition. A
computerized process, integrated into the database system, generates the randomization after
documentation of consent is entered.

The assessment protocol for both patients and relatives is conducted at baseline, week 6,
post-treatment, and 3-month follow-up. All measures are administered in Spanish and had
been adapted for the Latino population in previous studies. Patient-relative dyads are
compensated up to $140 for completion of the assessment battery. The assessment schedule
protocol is presented in Table 1.

3.3. Participants
Forty Latina women and one relative or significant other are being recruited to achieve a
total of 80 participants entered into the clinical trial. To facilitate recruitment, strong ties to
the Latino community were established during the first three phases of the study. Due to the
lack of bilingual resources for Latinos/as with EDs in the area, the PAS Project is considered
a referral option by various mental health and primary care providers that serve the Latino
population. We will continue to expand this primary network for recruiting Latino
participants via outreach to family practices, churches, and other community organizations
across the State. We opted to include patients with a threshold diagnosis of BN, sub-
threshold BN, and BED in the clinical trial.

This decision is based on three lines of evidence. First, in outpatient settings the most
common clinical presentation is EDNOS, followed by BN, and then AN [24]. For Latinos,
BED is the most prevalent ED [13, 25]. Second, both phenomenological and treatment
outcome studies reveal few differences in clinical severity [26], comorbid psychopathology
[27], and treatment outcome [24, 26, 28] between those with threshold and sub-threshold
BN. Third, CBT is the treatment of choice for both BN and BED [29, 30], and the CBT
upon which this study is based [31] is applicable for both BN and BED. Our experience in
the community suggests that this approach will enhance recruitment and reduce the
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perception of arbitrary cutoffs for participation (e.g., requiring two binges per week leading
to the perception that one is not “ill enough” to be invited to participate). Our inclusive
approach will decrease any perception of exclusivity which, we believe, will in turn decrease
barriers to treatment seeking and health-care utilization. Inclusion and exclusion criteria are
detailed in Table 2.

3.4. Measures
Four domains will be assessed; eating disorders symptoms, family relationship,
acculturation, and other psychiatric symptoms. Each domain is part of our primary and
secondary outcomes. We recognize that the assessment battery is extensive but necessary to
assess our four domains. We will also evaluate the utility of these scales for inclusion in a
subsequent larger RCT.

3.4.1. Eating disorder symptoms—3.4.1.1. Eating Disorders Examination (EDE; [32]).
The EDE is used to establish the DSM-IV diagnosis of eating disorders. This is considered
as the gold standard diagnostic measure for EDs. We are using the Spanish version of the
EDE which has been adapted for use with Latinas [33].

3.4.1.2. Eating Disorders Examination Questionnaire (EDE-Q;[34]). The EDE-Q was
adapted by Elder and Grilo [35] with monolingual Spanish speaking Latinas. This self-report
version of the EDE-Q assesses many of the same variables as the interview. The Spanish
version test-retest reliability Spearman rho ranged from 0.71 to 0.81 [35].

3. 4. 2. 1. Comorbid symptomatology: 3.4.2.2. Beck Depression Inventory (BDI; [36]).
The BDI evaluates the severity of depressive symptoms. This Spanish version is a reliable
measure that has been used with Latinos/as in major outcome studies of depression [37]. The
Cronbach’s alpha obtained for the BDI Spanish version was 0.88 [38].

3.4.2.3. The Symptom Checklist-36 (SCL-36; [39]). This measure generates six separate
factor scores (depression, somatization, hostility-suspiciousness, phobic anxiety, and
interpersonal sensitivity) and one global index of psychopathology. The Cronbach’s alpha
obtained for the Spanish version was .94 [38, 40].

3.4.3.1. Family measures: 3.4.3.2. Familism Scale (FS; [41]). FS measures values and
attitudes toward the family, focusing on identification and attachment between the family
members and feelings of family loyalty and reciprocity. The FS has 14 items, and three
factors emerge from this scale: family obligations (perceived obligation to provide material
and emotional support to the members of the extended family), perceived support from the
family, and family as referents (e.g., family members as important influences on behaviors
and attitudes). These factors revealed internal consistency with Cronbachs’ alphas of 0.76,
0.70, and 0.64 respectively. The scale exists in both English and Spanish and has been used
with various cultural groups.

3.4.3.3. The Family Cohesion scale (FC;[42]). The FC is a seven item measure focused on
elements of family closeness and communication such as whether the respondent considers
family togetherness to be important. The FC was used in the National Latino and Asian
American Study (NLAAS) with a Cronbach’s alpha of .83 among the Latino population
[42].

3.4.3.4. The Family Burden Interview Schedule- Short Form (FBIS-SF; [43]) assesses
family burden and coping. The FBIS consists of scales on Impact on Daily Living, and
Worry with good internal consistency scores. FBIS-SF evaluates five areas; financial
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burden, routine family activities, family leisure, family interaction, and effect on physical
and mental health of others.

3.4.3.5. Dyadic Adjustment Scale (DAS;[44]) was developed to assess the quality of the
marriage relationship as well as dyads who are living as a couple. The DAS Spanish version
is used in the current study [45]. Cronbach’s alphas for the Spanish and English versions
were ranging from .74 to .89 [44].

3.4.3.6. The Family Support scale was adapted by the PI from the Therapeutic Alliance
Scale [46] to measure the support that the patient perceived about her EDs from the family
member or significant other included in the study. The Family Support scale includes 10-
items measuring emotional support related to their EDs (e.g., to talk, to seek help, feel
understood, among others).

3. 4.4.1. Acculturation Measures: 3.4.4.2. Acculturation Rating Scale for Mexican-
Americans II (ARSMA-II; [47]). The level of acculturation is assessed with ARSMA-II.
This measure is designed to assess multifaceted integrative acculturation which includes;
language use and preference, ethnic identity and classification, cultural heritage and
behaviors, and ethnic interaction. The internal reliability of this measure using the
Cronbach’s alpha is .88 [47].

3.4.4.3. The Acculturative Distress Scale [42]). The ADS is used to measure the stress of
culture change that results from immigrating to the U.S. This scale consists of eight items
and has been tested mostly with Mexican American samples and has dichotomous response
categories of “yes” (1) or “no” (5). This measure was used in the NLAAS study with a
Cronbach’s alpha of .70 in the Latino population.

3.4.5.1. Process Measures: 3.4.5.2. Patient Satisfaction (PS; [48]). Satisfaction with
treatment is being evaluated with an adaptation of the Service Satisfaction Scale. High
validity and reliability has been shown with Latinos. The Satisfaction with Perceived
Outcome subscale with Cronbach’s alpha of .80 and Practitioner’s Manners and Skills
subscale with a Cronbach’s alpha of .87 [49].

3.4.5.3. The Psychotherapy Alliance Scale-10 (PAS-10;[46]) is a 10-item scale measuring
therapeutic alliance from the client’s perspective based on the Integrative Psychotherapy
Alliance Scale and the Psychotherapy Alliance Scale.

3.4.5.4. Competency Checklist for Cognitive Therapists (CCCT;[50]) is a 16-item scale
measuring the competency of therapists whose focus is cognitive behavioral work. A
Spanish version of the instrument is available.

For those patients who decide to terminate treatment early, an exit interview is conducted
using the Reasons for Refusing Treatment scale. This scale is used in the Institute for
Psychological Research at the University of Puerto Rico and was previously used by the PI
in the cultural adaptation of CBT-BN in Puerto Rico. This consists of a checklist with 14
reasons for refusal or early termination of treatment and a rating of how influential (on a ten-
point scale) each particular reason was in the decision. Discussion of reasons for termination
takes place to identify aspects of the treatment that may require changes to maximize
acceptability by patients. For those patients who complete the treatment protocol, an exit
interview is conducted using the Reasons for Continuing Treatment. Due to the lack of
information about which factors contribute to retention in treatment in the Latino population,
the PI adapted the Reasons for Refusing Treatment Scale in order to explore which factors
contributed the most to retention into treatment.
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3.5. Community based approach
A community-based approach was chosen based on the qualitative interviews conducted
with Latinos/as during Phase 1, in which they emphasized that community centers represent
safe havens for them. Three sites of a community based non-profit mental health clinic are
serving as the primary settings for the PAS Project. This clinic is well established in the
community and has a good reputation in the Latino population. Two therapists from that
clinic with Master’s degrees in social work and one psychiatrist were recruited to serve as
therapists for the trial. In order to minimize gas and transportation costs and logistical
problems that could undermine treatment continuation, we have established sites around the
Raleigh-Siler City-Durham-Chapel Hill area.

3.6. Treatment Intervention
CBT-BN is a semi-structured and problem-oriented intervention that is focused on the
patient’s present and future rather than his or her past [31]. Twenty-five sessions are divided
into three stages. The cognitive perspective about ED symptom maintenance is presented
during the first phase, and behavioral techniques are used to replace binging and purging
behaviors with a stable pattern of regular eating (sessions 1 through 11). In the second phase
(sessions 12 through 22), particular emphasis is on the elimination of dieting with the use of
cognitive procedures and the identification of thoughts, beliefs, and values that perpetuate
EDs behaviors. The final phase (sessions 23 through 25) is aimed at upholding positive
changes made during treatment [51]. Each session is about 50 minutes long, over a period of
27 weeks. Spanish versions of the CBT-BN therapists’ manual and patient manual [52] are
used with recommendations based on the cultural adaptation conducted with Latinas with
EDs in Puerto Rico [31]. Participants from each treatment condition (CBT-BN and CBT-BN
+ FE) receive the same core content of CBT-BN. Six family based sessions were developed
to be delivered as an adjunctive intervention to 19 individual sessions of CBT-BN. The
content of sessions include psychoeducation about EDs, practical information about how to
deal with a family member with EDs, and strategies to reduce caregiver burden. Additional
content includes, explanations about the condition, consequences of the illness, factors that
contribute to the development and maintenance of EDs, what to expect from treatment, what
to expect in terms of recovery process, and misperceptions and stigma about EDs and mental
health care. Specific content and approach varies depending on the family member involved.
For spouses/partners, sessions are focused on general couple functioning including
communication, sharing thoughts and feelings, and problem solving as well as EDs specific
topics such as eating together, body image, and intimacy, some of them adapted from
UCAN [22]. For extended family, important areas include family communication, reduction
of conflict and coercive family interactions, establishing healthy boundaries between family
members, building trust in relationships and supporting autonomy, recognizing family
patterns that can exacerbate EDs (family that emphasizes dieting, body image, disturbed
eating behaviors), problem solving skills and supportive positive conflict resolution methods
[23]. By recognizing the impact of EDs on the family and providing specific strategies for
family members to deal with the patient and her EDs, the intention is to provide the
necessary skills to be a source of support for the patient during treatment.

3.7. Therapy Sessions
3.7.1. Therapist training and supervision—The PI, who has extensive experience
conducting CBT-BN in the Latino population, and two bilingual therapists from the non-
profit community based mental health clinic, are conducting the treatment. The therapists
from the community received 20 hours of training on CBT-BN, and each completed one
practice case from the pilot test phase (Phase 3). The training included careful preparatory
reading of the manual and assigned readings, didactic presentation of manual components,
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review of audiotapes, and role plays. All therapy sessions are digitally audio-recorded for
supervision and protocol adherence coding. Therapy is conducted in Spanish or English
depending on the preference of the patient and family member. Recordings are reviewed by
the PI weekly for supervision and feedback is provided. For therapy sessions conducted by
the PI, feedback is provided by the primary mentor (CMB).

3.7.2. Monitoring therapist adherence—Adherence scales have been developed for
both the individual CBT and the FE modules. Audiotapes for CBT only and CBT+ FE are
rated for fidelity to treatment condition by blinded raters using an adaptation of the
Collaborative Study Psychotherapy Rating Scale (CSPRS) [53] used in the NIMH Treatment
of Depression Collaborative Research Program. Therapist competency is being evaluated
using the Competency Checklist for Cognitive Therapists [50]. The following factors are
assessed: establishment of rapport, responsiveness to patients’ concerns, communication of
interest in patients’ experiences and feelings, capacity to listen empathetically, ability to
follow manual and session’s focus, and development of treatment alliance. The cultural and
social contexts are also considered. Competency requires the use of examples, expressions,
and vocabulary that will be understood by the patients in a culturally appropriate context.
Competency is evaluated by trained research assistants following the same procedure as the
adherence evaluations. Trained objective raters rate three randomly selected tapes from each
case. Tapes come from early, middle, and late phases of treatment. As a further method of
monitoring treatment integrity, the supervisor (MLR or CMB) rates two sessions per case
for adherence and competency. As an added measure, therapists are asked to rate themselves
after each session on the procedures that they administered. Although this later approach is
potentially biased, it helps the therapist/facilitators keep the essential features of the model
clearly in mind [54].

3.7.3. Nutritional counseling sessions and medical assessment—Three
nutritional counseling sessions are provided to each patient. A bilingual licensed and
registered dietitian with Latino background was recruited to conduct these sessions.
Considering food as central for Latino families and for their traditions, it is important to
integrate professionals in this field with background knowledge and understating about food
preferences and the role of food in the Latino culture. Patients often are more comfortable
with a dietitian familiar with their culture and the role that food plays in it.

Psychiatry appointments are conducted by a bilingual psychiatrist from the community
mental health clinic. Those patients who present with significant symptoms of depression or
anxiety are referred for a psychiatric evaluation. The Medical Director of the UNC Eating
Disorders Program, who is a member of Data Safety Monitoring Committee for the current
study, is available for consultation for the psychiatrist from the mental health clinic. For any
other health problems related to the EDs, patients are referred to the UNC Center for Latino
Health (CELAH). In this study, many participants are likely to be uninsured and not have
their own primary care provider. The UNC-CELAH Clinic has agreed to provide medical
support on a sliding scale for the participants in the study. Both psychiatric and medical
evaluations, if needed, are covered by the PAS Project.

4. Analysis
Descriptive statistics are being compiled both by treatment group and for the combined
sample. These analyses provide a means of identifying miscoded data or incorrect data
entries, and will provide a method for evaluating the extent of missing data and the
distribution of primary and secondary outcome measures. Outcome variables (frequency of
binging and purging episodes) will be evaluated for possible transformation on the basis of
distributional characteristics (e.g., skew, kurtosis).
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Baseline comparisons between the CBT + FE and CBT only conditions will be made on
demographics, diagnostic information, as well as all primary and secondary measures of
outcome using independent sample t-tests for symmetrically distributed continuous
measures, Mann-Whitney for ordinal measures and randomization tests for non-
symmetrically distributed continuous measures, and Fisher exact tests for nominal measures.
Clinically relevant variables (as judged by the investigators) that differ by group will be
considered for use as covariates in subsequent analyses. These tests will have low power to
detect anything but large effects due to the small sample size in this proof-of-principle
study; hence, failure to reject any null hypotheses clearly is not meant as evidence that no
difference exists. P-values from these tests will be considered to be simply further
descriptive statistics. We will measure a number of other variables and will calculate the
same descriptive statistics as mentioned above, by treatment group and time point.

Outcome analyses will focus on estimating the magnitude (rather than the statistical
significance) of differences observed between CBT + FE and CBT only conditions, with
confidence intervals where appropriate. Anticipating that we will be unlikely to find
statistically significant differences between the treatment modalities because CBT has
demonstrated efficacy for treating BN and BED, we will focus the analysis primarily on the
process variables (e.g., treatment acceptability, retention in treatment, family measures).

4.1. Introduction to Power and Sample Size
We used SAS® Proc Power, NQuery Advisor, and UnifyPow software for power and
sample size calculations. We examined power and sample size for Hypothesis 1 in the
context of a two-group ANOVA on change scores. Due to the lack of preliminary data
(which we will gather in this project), we simply examined power to detect effect sizes
characterized by Cohen as “small,” “medium,” or “large and very large.” This is less than
satisfactory, in that it does not express effects in terms of clinically and scientifically
meaningful sizes in the metric of the instrument to be used. However, when the instrument
has not been used sufficiently previously to develop commonly accepted standards for
clinically and scientifically meaningful effect sizes; this is the only way to explore their
development. To be able to detect very large effect sizes, we would require 21 participants
per group. To be able to detect large effect sizes, we would require 26 participants per
group. To be able to detect medium effect sizes, we would require 45 participants per group.
To be able to detect small effect sizes, we would require 176 participants per group. With
only 20 subjects per group, it is obvious that this study will be able to detect only extremely
large effect sizes.

4. 2. Data Safety and Monitoring Plan
A Data Safety Committee (DSC) provides oversight and monitoring of this intervention
study to ensure the safety of participants and the validity and integrity of the data. Quarterly
reports are submitted to DSC members regarding study progress. All potential adverse
effects are reviewed by the DSC, in addition to being submitted to the University of North
Carolina at Chapel Hill IRB. Complaints from the patients are reported to the DSC.
Following the receipt of each quarterly report, quarterly conference calls are held to review
study progress. In addition, DSC members are available for additional consultation on an as-
needed basis. There are multiple purposes of this DSC. The DSC can monitor and advise on
scientific, clinical, and ethical issues related to study implementation for the protection of
human subjects. This includes an evaluation of various aspects of preventive interventions
for suicidal and abused persons, including intervention side effects, lack of intervention
response, an increase in Axis I symptoms, serious victimization, and police involvement. A
review of this information may lead to recommendations regarding the continuation,
modification, or termination of the study. The DSC also oversees the quality of data
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collection, management, and analysis. The DSC also monitors and advises key personnel on
ethical issues related to adverse events.

The DSC is responsible for monitoring the safety of subjects in the study and tracking any
adverse events such as increasing bulimic or suicidal symptoms. Specific information about
adverse events is recorded on an Adverse Event Case Report form. All adverse events are
evaluated by the PI and the DSC, and serious adverse event are reported to the DSC, IRB
and NIMH within 24 hours.

5. Discussion
Studies documenting racial/ethnic differences in treatment outcomes for EDs are scarce. A
recent study exploring race/ethnicity as a moderator of treatment outcomes found that race/
ethnicity significantly predicted dropout from treatment for BED, especially in African
Americans [55]. However, it is important to mention that Hispanic/Latino samples across
clinical trials for BED are small, so differences in this population could be undetected [55]
and are not necessarily representative of the Hispanic/Latinos who are presenting in
community settings [56]. More research is needed to better understand treatment responses
with less educated and acculturated Hispanic/Latinos who are more commonly treated in
community settings. Consistent with the literature about treatment seeking patterns [57],
Hispanic/Latinos are presenting with greater eating and body image concerns in comparison
with Caucasians and African Americans [56]. It is important to acknowledge the complexity
of cultural factors in order to develop culturally sensitive interventions to address race/ethnic
differences in treatment response.

The current study is one incremental but important step towards decreasing the health
disparities in Latinas with EDs. This study is focused on three culturally specific areas in the
treatment of EDs; a) content—providing a treatment which integrates the cultural values of
Latinos (e.g., familism); b) process—matching the patient with a therapist who has
experience working with Latinos and is sensitive to their cultural values and language; and
c) delivery—using a community-based model to enhance treatment engagement by
providing a safe setting. However the implementation of evidence-based intervention in the
community settings is not free of challenges.

First, it is important to promote literacy among health and mental health providers as well in
the Latino population in order to be aware that EDs do occur in Latinos/as. Primary care
settings play a key role in early detection of emotional distress due to the common
somatization and the mental health stigma among Latinos/as [58, 59]. Second, the gap
between the research and clinical practices should be addressed. Culturally sensitive
evidence-based interventions could have a greater chance to be adopted by clinicians in
community settings if they allow sufficient flexibility to deal with the realities of the target
population. For example, not all Latinos/as could afford weekly sessions due to double work
shifts or financial stressors and family conflict requires intervention with multiple family
members, among other issues. One specific challenge that has been observed in this ongoing
study is the high frequency of trauma in Latinas with EDs. Sexual abuse-related traumas and
being re-victimized during border crossings are among the most common traumas reported
in the current cases. For those patients with severe trauma, the therapists have struggled to
maintain their focus on ED symptoms due to the urgency of active trauma symptomatology.
Future directions in the treatment of EDs with Hispanic/Latinas could require a
comprehensive assessment and the integration of trauma intervention for those with trauma
histories.

From the community mental health perspective, their experience with the population (i.e.,
how to engage and retain the population in services, resources, dissemination of services,
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community trust, etc.) should be recognized and respected by researchers in order to develop
a partnership that promotes the best practices of care. More attention to effectiveness
research is required to explore the best ways in which evidence based treatment can be
integrated into community-based service provision, thereby decreasing the gap between the
research and clinical practice as well as developing better practices to disseminate the results
and make the interventions accessible for patients in community settings.

5.1 Conclusion
Completion of the four Phases of this investigation will yield important information
regarding the acceptability and feasibility of a culturally sensitive evidence-based treatment
model for Latinos with EDs. Results will inform whether this approach is worthy of testing
in a larger community-delivered RCT. A community-based approach represents a practical
treatment model designed to enhance engagement and retention in treatment while
delivering a high-quality mental health intervention.
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Figure 1.
PAS Project flow chart
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Table 2

Inclusion and Exclusion Criteria for PAS Project

Inclusion Criteria

Diagnosis DSM-IV criteria for: BN, BED, EDNOS (sub-threshold BN)

Age Age 18 or older

Ethnicity/sex Latino female

Medication If on antidepressant medication, has been on a stable dose for at least 3 months prior to participation.

Family member Willing to ask a family member or significant other to participate and the family member agrees.

Exclusion Criteria

Medical condition Any major medical condition that would interfere with treatment or require alternative treatment (e.g., type 1
diabetes mellitus).

Substance abuse Alcohol or drug dependence in the last three months.

Suicide risk Current significant suicidal ideation reported during the screening or at baseline.

Cognitive impairment Developmental disability that would impair the ability of the participant to benefit from psychotherapy effectively

Comorbidity Psychosis, including schizophrenia, or bipolar I disorder

Pregnancy Pregnant at screening

BMI Body mass index below 17.5 kg/m2

Sex Male

Medication Patients on antidepressant medication who have not been on a stable dose for three months or taking medications that
significantly affect appetite or weight.
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