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Abstract

This paper reviews published randomized trials in North America to determine whether minority
groups are underrepresented in clinical trials of OCD. A search of the literature produced 40
randomized trials of both adults and children with OCD, conducted in the U.S. and Canada from
1989 to 2009 (V= 3777). The groups included in this review were Caucasians/European
Americans, Black/African-Americans, Hispanic/Latino-Americans, Asian-Americans, Others, and
Unknown. Of these, 22 of 40 trials reported ethnic/racial information or data was available by
request. We focused on the 21 trials from 1995 to 2008 providing ethnic/racial information, and
among those (V= 2221), 91.5% of participants were Caucasian, 1.3% were African-American,
1.0% were Hispanic, 1.6% were Asian, 1.5% were Other, and 3.1% were Unknown. We conclude
that minorities are underrepresented in North American OCD trials. Therefore, it is not known if
empirically validated treatments are effective for these groups. Recommendations for improving
recruitment of minorities for future studies are discussed.
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1. Introduction

It is estimated that between 2 and 3 million people are suffering from obsessive—compulsive
disorder in the United States. The National Comorbidity Survey Replication (NCS-R)
showed that approximately 1.6% of the United States population met criteria for OCD at
some point in their lives (Kessler, Berglund, et al., 2005), with 1% of the sample meeting
criteria within the last year (Kessler, Chiu, Demler, Merikangas, & Walters, 2005).
Prevalence of OCD appears to be roughly consistent across ethnic and national groups. For
example, a recent epidemiological study of 3417 African-Americans showed an OCD
lifetime prevalence of 1.6% (Himle et al., 2008).

Although prevalence rates may be similar, the clinical presentation of African-Americans
with OCD may be substantially different from that of European-Americans (Guarnaccia,
1997; Hollander & Cohen, 1994). For example, Himle et al. (2008) found that black
Americans were more likely to have a later age of onset, with mean of 31.8 years, as
opposed to a mean of 19.5 years for the general population, as reported in the NCS-R study
(Ruscio, Stein, Chiu, & Kessler, 2008). Later age of onset is associated with greater severity,
poorer insight, and greater comorbidity (Ruscio et al., 2008). Himle et al. (2008) also found
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that once black patients met criteria for OCD, they were very unlikely to experience
remission, leading the authors to conclude, “high levels of overall mental illness
comorbidity and severity, limited access to state-of-the-art treatments, or reduced responses
to currently available OCD treatments, which have not been well tested in the African-
American population, may all contribute to the high OCD persistence” (p. 999).

Effective psychological and pharmacological treatments for OCD are available. Meta-
analyses of controlled trials consistently show very large effect sizes for exposure with
ritual/response prevention (EXRP) and pharmacotherapy (Kobak, Greist, Jefferson,
Katzelnick, & Henk, 1998; Rosa-Alcazar, Sénchez-Meca, Gmez-Conesa, & Marin-
Martinez, 2008). However, the efficacy of available treatment with minorities with OCD is
unclear because sub-analyses that will provide an answer to this question have not been
published. There is some evidence that ethnic minorities show differential response to
psychological and pharmacological treatments for other anxiety disorders (Chambless &
Williams, 1995; Roy-Byrne, Perera, Pitts, & Christi, 2005; Roy-Byrne, Russo, Cowley, &
Katon, 2003). For example, Chambless and Williams (1995) showed that in vivo exposure
was less effective among African-Americans with agoraphobia compared to white patients.
Roy-Byrne et al. (2003) found that minority status predicted poor response to paroxetine for
panic disorder. Finally, a review of 104 studies by Roy-Byrne et al. (2005) showed that the
odds of response to paroxetine in anxiety and mood disorder participants was lower in
Hispanic and Asian participants than white and black participants. Based on the possibility
of such differences, the National Institutes of Health have emphasized minority inclusion in
clinical research.

In July 1989, an NIH Memorandum on Inclusion encouraged research solicitations to
include adequate numbers of women and minorities and provide a rationale if they were
excluded. To ensure that these policies were implemented, Congress legally mandated
inclusion through the N/H Revitalization Act of 1993. By 1994, the NIH had revised its
policy to require that women and minorities be included, and by 1995 the NIH refused to
fund any project that did not adhere to these policies (USDHHS, 2002). The Outreach
Notebook for the NIH Guidelines on Inclusion of Women and Minorities as Subjects in
Clinical Research states that “it is imperative to determine whether the intervention or
therapy being studied affects ... members of minority groups and their subpopulations
differently” (USDHHS, 2002, p. 103). Unless it is clear that no important public health
questions can be resolved by inclusion of minorities, the study design must include
“sufficient and appropriate representation of minority groups to permit valid analyses of
differential intervention effect” (USDHHS, 2002, p. 25). This typically means
oversampling; that is, including more minorities than would constitute a nationally
representative sample to achieve enough statistical power to determine if group differences
exist in important outcome variables.

NIH annual research reports show some progress in minority inclusion, with about a quarter
of all clinical research participants as part of ethnic or racial minority groups. However, it is
unknown to what extent NIH guidelines for minority inclusion have also resulted in more
representative samples in OCD randomized controlled trials. This is an important question
because inadequate representation of minorities in clinical trials would potentially call in to
question the generalizability of research findings. Furthermore, lack of inclusion means that
minorities would fail to share in both the burden and benefits of the research conducted,
making these groups less than equal partners in the process. The aim of this paper is to
review the literature relevant to minority inclusion in OCD randomized controlled trials
(RCT) completed from the first NIH memorandum in 1989 to the present to determine if
minorities are adequately represented. We also review recruitment techniques to determine
what means have been effective in the successful recruitment of minorities.
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2. Method

2.1. Study selection

We selected randomized controlled trials for OCD using a comprehensive strategy and
conducted a search on the following databases: PsycINFO (1989 to March 2009), Scopus
(1989 to March 2009), and reference lists from published material concerning OCD. The
search included the following terms: “obsessive—compulsive disorder,” “obsessive—
compulsive,” “random,” “randomly,” “randomise,” “randomize,” “randomised,”
“randomized,” “controlled,” and “controlled trial.” These words were searched as keywords,
title, abstract, and medical subject headings. Also, we examined citation maps and used the
“cited by” search tools. These findings were cross-referenced with references from review
articles. As in the previous OCD reviews, only published research was considered for
inclusion. These initial search strategies identified 58 potential articles. Next we limited the
findings to studies conducted in U.S. and Canada because ethnic breakdowns of the
populations in other countries may not directly correspond with U.S. categories.
Examination of the abstracts and method sections from each publication identified 40
relevant articles.

In our analysis, we reviewed available data for ethnic/racial breakdowns of the samples, and
included trials of both adults and children with OCD. The groups that we included in this
study were Caucasians/European Americans, Black/African-Americans, Hispanic/Latino
Americans, Asian Americans, Others, and Unknown.

Studies meeting the following inclusion criteria were selected for analysis: (a) random
assignment, and (b) either an active or inactive control group.

2.2. Missing data

Authors of selected studies were contacted directly through e-mail or phone when there were
no demographic data about ethnic/racial information provided in their articles to include in
the analysis. The first contact attempt included an e-mail/phone call to the first or
corresponding author. In the event of no response, this step was repeated. If still no
response, we attempted to contact the second author and so on. Some of the authors failed to
provide data because the data requested were no longer available or not collected when the
study was conducted. Some authors were not available for contact.

2.3. Datarange

Based on the 1989 N/H Memorandum on Inclusion (USDHHS, 2002), we only focused on
articles published from 1989 to 2009. Specifically, the studies reporting demographic data in
our current analysis were published between 1992 and 2008.

3. Results

Of the 40 randomized controlled trials for OCD conducted in North America between 1989
and 2008, 22 trials either provided ethnic/racial information (13 trials) or this information
was available by request (9 trials).Of 18 trials not reporting demographic data, nine studies
were excluded because the data was no longer available or not collected when the study was
conducted (Bergeron et al., 2002; Hollander, Kaplan, & Stahl, 2003; Fallon et al., 1998; Foa,
Kozak, Steketee, & McCarthy, 1992; Jenike, Baer, Minichiello, Rauch, & Buttolph, 1997;
Jenike, Baer, et al., 1990; Jenike, Hyman, et al., 1990; Mallya, White, Waternaux, & Quay,
1992; Wilhelm et al., 2008). The remaining nine studies were excluded because the authors
did not respond to our request to provide the relevant data (Benkelfat et al., 1989; Fals-
Stewart, Marks, & Schafer, 1993; Goodman, Kozak, Liebowitz, & White, 1996; Goodman
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et al., 1989; Hiss, Foa, & Kozak, 1994; Katz, DeVeaugh-Geiss, & Landau, 1990; Leonard et
al., 1991; March et al., 1998; Stein, Hollander, Mullen, DeCaria, & Liebowitz, 1992).

We grouped the studies into two periods, 1989-1994 (when inclusion of minorities was
strongly encouraged) and 1995-2008 (when inclusion was both legally required by congress
and enforced by the NIH). From the first period (1989-1994), only one study reported
minority inclusion (Beasley et al., 1992) out of 12 studies. “Non-white” participants made
up 9.3% of the sample; however the racial breakdown of this minority subsample was not
described. The total number of studies found in U.S. and Canada for the periods: 1989—
1994, 1995-2008 and 1989-2008, are presented in Table 1.

From the second period (1995-2008), 21 studies reported minority inclusion (53.8%) out of
28 studies. Specific study-by-study ethnic/racial breakdowns are presented in Table 2.

Of the 21 trials providing ethnic/racial information (V= 2221), 91.5% of participants were
Caucasian, 1.3% were African-American, 1.0% were Hispanic, 1.6% were Asian 1.5% were
other, and 3.1% were unknown.

To better understand causes for the low number of minority participants, we examined
factors related to recruitment which may impact minority enrollment, such as the age groups
of the participants, location where the studies were conducted, how patients were recruited,
and if compensation was offered. This information is summarized in Table 3. When
provided by the authors we listed the study locations. For studies without specified locations
or with more than 6 sites we listed only the number of sites in the study.

Of the studies reporting ethnic data since 1995, 71.4% were conducted in the US, 14.3% in
Canada, and 14.3% were multisite studies conducted in both the US and Canada, 61.9%
were conducted in urban areas, 23.8% were child studies and 76.2% were adult studies.
None reported offering compensation for participation or assessment. Ten of the 21 studies
did not describe their recruitment techniques.

4. Discussion

4.1. Minority participation rates low

Results of our review indicate a paucity of ethnic minority inclusion in OCD research
studies. Despite NIH requirements that all studies include and report on minority
participation, a substantial number of studies did not report on minority participation. Only
one study between 1989 and 1994 reported minority participation (Beasley et al., 1992)
despite the NIH’s strong encouragement. Only 75% (21 out of 28) of studies from 1995 to
2008 were able to provide information about minority participation, despite mandated
requirements to report and include minority participants. No studies included a
representative sample of minorities consistent with the US population demographics, and
none oversampled minority groups.

A few studies are worth noting for their relative success in the inclusion of minority
participants. McLean et al. (2001) conducted a CBT study of participants in British
Columbia and was successful in recruiting Asian Americans, however, no separate analyses
were reported for this group. The authors described the use of physician referral, newspaper
advertisements, and other media features for recruitment.

In 2007, the last available NIH report, minorities constituted 26.5% of enrollment across all
NIH U.S. domestic clinical studies. For domestic Phase Il trials, there was an average of
22.6% minority subjects enrolled in protocols from 2002 to 2007 (USDHHS, 2008). Among
the minorities, 9.6% were African-American, 1.9% Asian American, 1.0% Native American,
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9.8% Hispanic ethnicity, and 1.8% of more than one race (Table 9, USDHHS, 2008). These
numbers are in sharp contrast to our findings for North American OCD trials where minority
inclusion was much lower (5.4%), particularly among African-Americans (1.0%) and
Hispanic participants (1.6%).

4.2. Causes for low minority participation

Mistrust of the larger medical system is typically believed to constitute the major cause of
low minority participation (Suite, La Bril, Primm, & Harrison-Ross, 2007). According to the
US Surgeon General, research shows that “many members of minority groups fear, or feel ill
at ease with, the mental health system” (USDHHS, 1999). However, reasons minority
groups underutilize mental health care may not be the same as those which prevent
participation in clinical trials. Financial barriers, language barriers, proximity to specialty
clinics, and cultural beliefs about the best approaches to mental illness may all be factors
that contribute to underuse of mental health care that are unrelated to institutional mistrust.

There is, however, a cultural memory of government sanctioned research abuses, such as the
Tuskegee Syphilis study of African-Americans (Freimuth et al., 2001). It has been
hypothesized that the Tuskegee Study is why African-Americans are extremely reluctant to
participate in medical research (Gamble, 1993). The Tuskegee Legacy Project surveyed
1133 adult blacks, Hispanics, and non-Hispanic whites in four U.S. cities. The findings
revealed no difference in self-reported willingness to participate in biomedical research,
between groups. However, black participants were significantly more likely than whites to
have a higher fear of participation in biomedical research, based on the Guinea Pig Fear
Factor (GPFF) Scale (OR 1.8). Hispanic participants also reported higher GPFF scores (OR
1.3), but the study was underpowered to detect a significant difference (Katz et al., 2006).
Despite history of documented research abuses of minorities, there are few studies that
validate mistrust as a causal factor in their exclusion from current research trials. Judging by
the success of other types of NIH studies in the recruitment of minorities (USDHHS, 2008),
medical mistrust is unlikely to be the main factor.

Many researchers reported recruiting existing OCD clinic patients as the source of
participants for their studies; however, there is evidence that minorities are poorly
represented in anxiety specialty clinics. The DSM-IV field trial, one of the largest studies of
Americans with OCD, was devised to better understand the phenomenology of OCD (Foa &
Kozak, 1995). The study drew from patients in top OCD specialty clinics at five urban sites.
Out of 454 participants, only 5.4% were minorities, whereas 94.6% were European-
Americans. It is not known why minorities are underrepresented in these settings. The low
number of OCD patients in specialty clinics underscores why simply using existing clinic
patients for recruitment is unlikely to yield sufficient numbers of minority participants in
OCD studies.

Williams, Chambless, and Steketee (1998), also reported difficulty in recruiting African-
Americans for an OCD outcome trial. The study was conducted in Washington DC, an area
with a large African American population. During the five years the study was underway,
only two African-Americans participated. The authors believe that black participants felt
uncomfortable venturing into an affluent, white section of the city, and also theorize that
black participants may feel a heightened sense of fear and shame about their symptoms.

None of the OCD trials included in this review described financial compensation for study
participants, often drawing from participants who were already seeking specialty treatment.
Lack of compensation may be one reason for low minority inclusion, as financial concerns
can be a practical barrier to research participation because ethnic minority communities are
disproportionately economically disadvantaged (Fisher et al., 2002). Indeed, studies suggest
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that offering compensation for visits facilitates participation by African-Americans (Clay,
Ellis, Amodeo, Fassler, & Griffin, 2003; Hatchett, Holmes, Duran, & Davis, 2000).
Gallagher-Thompson, Solano, Coon, and Arean (2003) noted that for Hispanic participants,
adequate compensation helps to offset practical barriers, such as wages lost from missing
work, the cost of extra child care, and the cost of transportation.

OCD is a highly heterogeneous disorder, and it is important to understand whether OCD
symptoms in minorities are different from those of Caucasians. This is because patients who
do not present the most common symptoms (i.e., excessive washing and overt repetitive
checking) may not be diagnosed correctly by medical professionals. There may be cross-
cultural differences in obsessive, compulsive, and anxiety symptoms (Guarnaccia, 1997;
Hatch, Friedman, & Paradis, 1996), and it is possible that minorities with the most severe
form of the disorder, especially those with unusual obsessions or compulsions, may be
misdiagnosed as psychotic (Hollander & Cohen, 1994). Cross-cultural research has
documented differences in obsessional content and compulsions in studies done
internationally (i.e., Karadag, Oguzhanoglu, Ozdel, Atesci, & Amuk, 2006), but few such
studies have been done with ethnic minorities in the US (Hatch et al., 1996). Thus,
misdiagnosis may be a factor in the lack of identified minority OCD patients (Friedman et
al., 2003).

Minority participants may answer questions about symptoms differently in the presence of
European-American therapist. For example, in an OCD assessment study, African-American
participants expressed significantly more concerns about washing in the presence of a black
experimenter than a white experimenter (Williams & Turkheimer, 2008). Malgady and
Costantino (1998) found that ethnic and language matching of patient and clinician
promoted improved clinical judgments of psychopathology severity for Hispanic patients,
even among those who were bilingual. Therefore, an ethnic mismatch of patients and
evaluators may decrease identification of OCD.

4.3. Implications of low minority participation

The consistently low participation rates of US ethnic minority groups in OCD research
studies is a concern to researchers, clinicians, and patients as this brings into question the
generalizablity of the work that has been done to date.

While there is wide agreement that OCD studies should include more minority participants,
there are few reports in the literature to inform researchers about effective outreach
strategies for recruitment (Meinert, Blehar, Peindi, Neal-Barnett, & Wisner, 2003).
Nonetheless, many mental health researchers studying other disorders have been successful
despite the obstacles described previously.

4.4. Recommendations for increasing minority participation

Although minority groups are underrepresented in OCD research trials, there is no
conclusive data on the reasons for this. The RCTs examined in this paper provided few
details concerning the recruitment process, and even fewer reported success in minority
recruitment. Thus, in order to make recommendations we must draw on the literature as it
pertains to minority recruitment for other types of studies and disorders. The following
measures are recommended to enhance minority inclusion.

Forming connections with community organizations, churches, and local
leadership. Study personnel should devote substantial time and effort into
developing and maintaining personal relationships with leaders and key
organizations in the minority communities of interest (Gallagher-Thompson et al.,
2003; Meinert et al., 2003; Sweeney, Robins, Ruberu, & Jones, 2005).

J Anxiety Disord. Author manuscript; available in PMC 2012 August 31.
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Endorsements and referrals from pastors, doctors, and others esteemed people in
the community facilitate trust and interest among potential participants.

Broad advertising strategies. Information about the study should be disseminated
widely, beyond existing patient pools or affiliated clinics. Ads should be placed in
newspapers with high minority readership, public transportation, and Internet
venues. Fliers about the study should be placed which are frequented by minorities.
Print advertisements should feature photos of minorities to facilitate a positive
impression about the study among these groups (Avery, Hernandez, & Hebl, 2004).
Ads should clearly state the purpose of the study, participant involvement,
incentives, and sponsoring organization (Clay et al., 2003; Hatchett, Holmes, &
Ryan, 2002). Interviews on local TV news and talk shows, on radio shows, and in
community newspapers have also been effective in promoting awareness of studies
among minorities (Jackson et al., 2004).

Minority staff, faculty, and consultants. Several studies reported that having
adequate staff members of diverse groups is key to successful efforts at minority
recruitment (i.e., Gallagher-Thompson et al., 2003). Multicultural project teams
increases cultural awareness among the study personnel. Furthermore, minority
research participants may feel more at ease discussing psychological problems with
someone of the same ethnic background (Jackson et al., 2004; Malgady &
Costantino, 1998; Williams & Turkheimer, 2008).

Participant compensation. Offering no-cost treatment to an existing patient pool is
often an adequate incentive for someone already considering specialized OCD
treatment, but may not be effective for groups that are not seeking specialized
treatment. Adequate compensation communicates to the participant that study
personnel appreciate their time and effort, and also generates additional interest in a
program that might not have been considered otherwise (Clay et al., 2003; Hatchett
et al., 2000). Compensation helps to offset practical barriers, such as wages lost
from missing work, the cost of extra child care, and the cost of transportation
(Gallagher-Thompson et al., 2003).

4.5. Future directions

Randomized treatment outcome studies with adequate numbers of minorities are desperately
needed to determine how effective evidence-based treatments are among these groups.
Implementing the recruitment strategies described herein should help to increase the
participation of ethnic minorities in North American OCD trials. However, research
examining the effectiveness of different strategies on recruitment and retention of minorities
into OCD trials is essential in order to overcome the barriers of including these groups in
future studies.

It is also worth noting that there are many published OCD studies that are not randomized,
and these have not been included in this review. Additional examination of the problem with
a wider range of studies and for other anxiety disorders is needed to ensure that all groups
are equal partners on in the scientific process of treatment outcome research.

Most randomized trials of OCD patients have been conducted in North America and Europe
(Williams, Powers, & Foa, 2012), with scattered reports from a handful of other areas, most
notably Japan (Nakatani et al., 2005), India (Mehta, 1990), and Brazil (Cordioli et al., 2003).
When treatments are conducted with non-Western patients, cultural adaptations may be
necessary. For example, Mehta (1990) found that outcomes for East Indian patients were
improved when CBT was administered according to a family-based model, taking into
consideration the centrality of the patients’ family in this particular cultural group. More
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work in this area would be a valuable contribution to the understanding of OCD treatment in
the US and globally.
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Table 1

Total number of studies used in U.S. and Canada.

Study period

1989-1994 1995-2008 1989-2008

With ethnic data 1 21 22
Without ethnic data 11 7 18
Total NV of studies 12 28 40
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