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African Americans and Latinos are underrepresented in clinical trials. The purpose of this
study was to elicit solutions to participation barriers from African Americans and Latinos.
Fifty-seven adults (32 African Americans, 25 Latinos) ages 50 years and older participated.
The Institute of Medicine’s Unequal Treatment conceptual framework was used. Six racially/
ethnically homogenous focus groups were conducted at five sites in three counties.
Themes within groups and cross-cutting themes were identified. The NVIVO program
was used for data classification. The data were reviewed for final coding and consensus.
Shared solutions included addressing costs, recruiting in community contexts, conducting
community and individualized patient education, and sharing patient safety information.
Participants were unanimously in favor of clinical trials navigation recruitment interven-
tions. Solutions specific to African Americans included diversifying research teams, recog-
nizing past research abuses, and increasing community trust. Solutions specific to Latinos
included providing low-literacy materials, providing Spanish-speaking clinicians and advo-
cates, and clarifying that immigration status would neither be documented nor prevent
participation. Solutions from African Americans and Latinos reflect their cultural back-
grounds and historical experiences. The results suggest the importance of developing a tai-
lored, barriers-focused navigation intervention to improve participation among diverse
racial and ethnic populations.
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Exciting new medical therapies for a num-
ber of diseases that disproportionately affect
African Americans and Latinos are cur-

rently being developed and tested in clinical trials
(Robinson & Trochim, 2007). Despite bearing an
unequal burden of disease, African Americans and
Latinos continue to be underrepresented in clinical
trials research, even though the National Institutes
of Health Revitalization Act of 1993 (P.L. 103-43)
stipulating the participation of women and minor-
ity groups in research was created in 1993 and
updated in 2001 (Pinsky et al., 2008). Insufficient
representation of racially and ethnically diverse
groups and women in clinical trials results in ineq-
uitable distribution of the risks and benefits of
research participation and reduces the generalizabil-
ity of trial results (Pinsky et al., 2008). Health dis-
parities in the United States could be reduced if

targeted therapies were discovered that work equally
well in all populations or work especially well in
members of affected racial and ethnic groups.

The purpose of this study was to use qualitative
data obtained via focus groups with African Ameri-
can and Latino adults ages 50 years and older to
elicit potential solutions to the problem of low rates
of participation of such populations in clinical trials
research. The conceptual framework of the study
was based on the Institute of Medicine (IOM)
report Unequal Treatment: Confronting Racial and
Ethnic Disparities in Healthcare (Smedley & Nelson,
2003), which identified three factors as major
sources of racial and ethnic disparities in health out-
comes: (1) characteristics of health care systems, (2)
perceptions of and actual interactions with health
care providers, and (3) preferences and attitudes of
patients.
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We applied IOM’s conceptual framework to the
arena of disparities in recruitment of diverse popu-
lations to clinical trials research by revising the
wording of the IOM framework to refer to clinical
trials research instead of to health care disparities.
For example, in the framework, we replaced
“health care systems” with “health care systems and
study processes,” “health care providers” with
“researchers,” and “patients” with “potential trial
participants.” The revised framework is depicted
in Figure 1 and is described in the following sec-
tions. The conceptual framework is related to the
systems approach in the field of social work, in
which clients and their needs are related to a mul-
tilevel model of resources, systems, and institutions
(Darnell, 2007;NASW, 2008).

CHARACTERISTICS OF HEALTH CARE SYSTEMS
AND CHARACTERISTICS OF STUDY PROCESSES
Characteristics that influence participant recruit-
ment include the extent to which clinical data col-
lection occurs at times amenable to a working
population, the content of the informed consent
form being presented using language that is under-
standable to lay community members, and the ease
of navigating the complex medical systems within
which trial procedures often take place (Grunfeld,
Zitzelsberger, Coristine, & Aspelund, 2009; Joseph
& Dohan, 2009). Other characteristics of health
care systems and study processes that affect trial par-
ticipation include tight timelines for the amount of
time that clinicians are expected to spend with
each patient. For example, explaining complex trial
procedures can take up to 45 minutes, which may
have a negative impact on busy clinic schedules
(Grunfeld et al., 2009; Joseph & Dohan, 2009).

CHARACTERISTICS OF RESEARCHERS
These characteristics affect participant recruitment. A
study of clinician–researcher roles in the recruitment
of underrepresented populations to clinical trials
revealed that if clinician–researchers had negative
perceptions of patients’ ability to adhere to study
protocols, they were less likely to refer those patients
to clinical trials (Howerton et al., 2007). Doctor–
patient communication barriers may be another rea-
son why some clinician–researchers do not extend
invitations to clinical trial enrollment to their under-
represented patients (Howerton et al., 2007). Physi-
cian recommendation is the primary reason cited by
research participants for their decision to participate

in a trial (Daugherty et al.,1995; Eggly et al., 2008;
Grunfeld et al., 2009; Jenkins & Fallowfield, 2000).
Less educated patients may not feel empowered to
initiate discussions with their doctors about clinical
trials (Ford et al., 2011).

PREFERENCES AND ATTITUDES OF POTENTIAL
TRIAL PARTICIPANTS
An attitude of trust in the health care system
and trust in the physician plays a major role in
potential participants’ decisions to take part in
a clinical trial (Corbie-Smith, Thomas, Williams,
& Moody-Ayers, 1999; Ford, Alford, Britton,
McClary, & Gordon, 2007; Swanson & Ward,
1995). Other preferences and attitudes include a
desire to avoid the burden of extra procedures,
fear of exposure to investigational treatment with
potentially toxic side effects, negative perceptions
of clinical trials, and negative perceptions of physi-
cians’ expertise (Grunfeld et al., 2009).

METHOD

Setting
We chose five sites in three South Carolina coun-
ties (Richland, Florence, and Charleston) to con-
duct focus group sessions with African Americans
and Latinos. Three focus groups were conducted
with African Americans in Columbia, Florence,
and North Charleston (in Richland, Florence,
and Charleston counties, respectively), and three
Spanish-language focus groups with Latinos were
conducted in Charleston, Columbia, and Johns
Island (in Charleston, Richland, and Charleston
counties, respectively) (see Table 1). The rationale
for the selection of sites was to include the per-
spectives of community members representing
different regions of the state.

Participants
Thirty-two African Americans and 25 Latinos parti-
cipated in six racially and ethnically homogenous
focus groups (three focus groups per racial or ethnic
group). Participants were identified by a marketing
firm that used magazine subscription lists, word-
of-mouth referrals, and community advertisements
to advertise the focus groups in each location to
recruit participants. Marketing firm staff conducted
a short eligibility screening interview with people
who responded to the advertisements to ensure that
they were African American or Latino and in the
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50- to 80-year-old age range. Eligible and interested
people were sent a written confirmation of their
focus group date, time, and location. Participants
received a reminder call the night before their
scheduled focus group session.

Focus Group Methods and Guiding
Questions
We developed a two-page focus group interview
guide to assess participants’ perceptions of potential
solutions to commonly cited barriers to clinical trial
participation (see the Appendix). The focus groups
with African Americans were conducted by Mar-
vella Ford, a female African American, and the focus
groups with Latinos were conducted by Vanessa
Diaz, a Latina.

The focus group structure followed Kohler
et al.’s (1993) suggestion to include eight to 10 par-
ticipants per group. Prior to each focus group, par-
ticipants signed a consent form that explained the

purpose of the focus group and encouraged partici-
pants to speak freely. Confidentiality ground rules
were laid. The groups began with an icebreaker in
which each participant was asked to describe his or
her dream vacation. Each two-hour session was
audiotaped (Sim, 1998). Following the completion
of each session, participants signed receipts and
received $50 gift cards as reimbursement for their
time spent in the study.

Analysis
Content analysis centers on categorizing text to
reduce and make sense of it. Our analysis used
“manifest” content analysis, exploring usage of
words or content by counting their frequencies,
and “summative” content analysis, exploring the
usage and underlying meanings of words or con-
tent by examining and interpreting the contexts in
which they appear (Foreman & Damschroder,
2007). The NVIVO software program uses a sys-
tematic coding process to identify themes (Thom
& Campbell, 1997). Statements were open-coded
and grouped into conceptual categories, themes,
or axial codes by authorial consensus (Bulmer,
1998; Nyamathi & Shuler, 1990; Thom & Camp-
bell, 1997). Themes related to survey questions
that were common across both racial and ethnic
groups were identified, as were themes unique to
a particular group. We identified both themes
unique to a particular group and cross-cutting
themes common in both racial and ethnic groups.
NVIVO was used to classify the data. We itera-
tively reviewed the responses to develop the final
codes and consensus. Laura A. Siminoff was the

Figure 1: Model Framework of Multilevel Factors Affecting Decision to Participate
in a Clinical Trial

Table 1: Number of Focus Group
Participants at Each Study Site

Focus Group Meeting
Location

African
American Latino

Charleston, SC (Charleston
County) 9

Columbia, SC (Richland County) 11 10

Florence, SC (Florence County) 10

Johns Island, SC (Charleston
County) 6

North Charleston, SC (Charleston
County) 11

Total 32 25
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primary coder, with ambiguous responses dis-
cussed by all of us. We did not calculate percent
reliability but used a consensus method.

The content analysis was divided into three
phases: (1) immersion, (2) reduction, and (3) inter-
pretation (Foreman & Damschroder, 2007;Weber,
2008). Laura A. Siminof and a graduate assistant
read and coded the transcripts to provide reliabil-
ity. In the first phase, the transcripts of the focus
groups and individual interviews were read, and
notes were taken to capture and record recurring
themes. The reduction phase consisted of selected
word counts and counts of repetitive language use
and reduction of the data into unique themes and
subdomains (consisting of unique codes). A color-
coding scheme was used to organize and track the
data. The interviewer guide was used to help in
searching for study-relevant themes even as we
remained open to discovering new and unantici-
pated themes and subdomains. The extracted and
reduced data were used in the interpretation phase
to answer the study research questions.

RESULTS
The study results were organized as solutions to
barriers related to each component of the revised
IOM framework. The solutions are presented
according to shared themes from both racial and
ethnic groups, themes from the African American
groups only, and themes from the Latino groups
only. Each group was fairly evenly divided in terms
of male and female representation.

Themes Common across All Participants
Characteristics of Health Care Systems and Char-
acteristics of Study Processes: Costs Associated with
Participation in Research. Participants reported
being concerned about costs associated with study
participation, including gas and hotel room costs,
and the risks associated with driving long distances
to the research sites. As a potential solution to the cost
issue, universally, participants believed that these
costs could be alleviated through fair compensation.
One participant suggested that institutions conduct-
ing clinical trials could provide shuttle service for
participants. Overwhelmingly, participants believed
that trial meetings and appointments should be held
at night or on weekends to minimize interference
with participants’ work schedules.

Characteristics of Health Care Systems and
Characteristics of Study Processes: Recruitment in

Community Contexts Instead of in Health Care
Systems, Emphasizing Word-of-Mouth Recruit-
ment and Person-to-Person Contact. As a potential
solution to recruitment challenges in underrepre-
sented populations, members of both racial and eth-
nic groups advocated going outside of the health
care system to recruit participants in community
contexts such as churches, ethnic gathering places,
and support groups. African Americans in the
Columbia group offered a very interesting recom-
mendation. They suggested that medical researchers
conduct surveys in churches to learn which diseases
people had and then target survey respondents (and
their family members) with specific recruitment
messages related to those diseases. Although mass
media might be effective, one African American par-
ticipant stated that participants recruited in churches
might be of a “higher caliber” (and, thus, perhaps
more adherent to study protocols). Along the same
lines, other participants said that word-of-mouth or
person-to-person contact was an invaluable recruit-
ment strategy and one based in trust.

Characteristics of Researchers: Researchers Do
Not Spend Enough Time with Potential Study
Participants to Describe the Risks of a Trial. As a
solution to this problem, participants recom-
mended providing general community education
about adverse effects and participant liability in
clinical trials through mass media campaigns in
addition to one-on-one education by clinicians.
As a Latina from Charleston explained, “Studies
have to be clearer and more specific about what is
going to be researched… If you want to partici-
pate, that’s fine. If you don’t, that’s fine too. But
you are conscious of what you are going to do.”

Overwhelmingly, participants reported desire for
their doctors to provide them with appropriate and
accurate information about clinical trials. Participants
said they wanted clinicians to reassure them that par-
ticipation was in their best interest and not to feel
pressured or have to worry that their doctors were
recruiting them to “make money.” Participants rec-
ommended that physicians receive communication
skills training to learn how to better present clinical
trials information to diverse audiences. Many partic-
ipants further stated that they would be more willing
to participate in clinical trials if their own doctors
administered the drugs or at least stayed involved in
the process.

Preferences and Attitudes of Potential
Participants: Fear of Adverse Effects, Participant
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Liability, and Being Exposed to Unsafe Treat-
ments. Regardless of their race or ethnicity, partic-
ipants often extrapolated from their experiences as
health care consumers to their concepts of clinical
trials. Concerns were most apparent when partici-
pants described their fears about participating in
clinical trials because of possible adverse effects.

As a potential solution to fears related to adverse
effects, participants reported that these fears could
be alleviated if researchers took more responsibility for
their studies. One female African American partic-
ipant explained as follows:

I think what would help take some of the fear
away is to claim some liability for after the
research is done whatever. If there’s major side
effects and for the research people to accept
some of the responsibility to what has hap-
pened to that person. It’s my understanding
that as it is now, once you’ve agreed to do the
research, you’re on your own.

Participants wanted personal guarantees about their
safety. They understood researcher responsibility to
include the following: sharing efficacy statistics for
the drug under study, guaranteeing that free health
care will be provided to victims of adverse effects,
and reassuring participants that a drug will not
cause harm or exacerbate other health conditions.

Preferences and Attitudes of Potential Partici-
pants: Conducting Clinical Trials with Healthy
People. Participants were very resistant to trials
that tested drugs on healthy people (phase I trials).
However, even the focus group participants who
were most unwilling to participate in clinical trials
agreed that they were more likely to participate in
a clinical trial if it would help with a chronic con-
dition, especially one that had the potential to be
life threatening. This theme was often expressed
by participants as “if ain’t broke, then don’t fix it.”
One male African American participant said,

If I’m dying and they got a cure that they’re
not sure but yeah, I’ll try it. But if I’m fine, if
it ain’t broke, don’t fix it. Leave it alone. But
to research, be a part of the research that’s
going to cause illness—like right now, I got
diabetes, I got high blood pressure. If they got
research that is going to help cure, I’m going
to get better, yeah. Something like that. But if
it’s something new, no, I ain’t going to try it.

Preferences and Attitudes of Potential Partici-
pants: Willingness among Potential Participants
to Take Part in Trials. Participants from both racial
and ethnic groups spoke very positively about the
importance of clinical research in advancing science
in general and as a means of alleviating health dis-
parities and improving the next generation’s health
outcomes. Quite poignantly, an African American
man said,

That means that inherently, in all of us, we
possess the ability to care, to want to do the
right thing because of society and things that
may have happened in one’s personal life…
it’s not for an individual purposely. It’s for the
greater good, the larger group.

In a similar manner, a Latina participant said, “Yes,
we Latinos are charitable.…We worry about the
other person.” Although these statements do not
indicate that the participants were high in altruism,
they do indicate that, in general, participants per-
ceived altruism as a positive attribute. Participants
who stated that they trusted their physicians and
had long-standing relationships with them tended
to express more positive perceptions of the health
care system and greater probability that they would
consider clinical trial participation than did other
participants.

Themes Unique to African American
Participants
Characteristics of the Health Care System and
Characteristics of Study Processes: Publicly Recog-
nizing Past Abuses of the Health Care System.
African Americans said that they would be posi-
tively influenced to participate in clinical trials at
hospitals and in health systems that conducted
patient satisfaction surveys, formally apologized
for medical errors, and publically admitted mis-
takes they had made. These actions served to foster
trust among African Americans in health care pro-
viders and medical researchers at these institutions.

Characteristics of Researchers: Lack of Diversity
in Research Teams. Two useful recommendations
for alleviating mistrust were (1) coaching clinicians
in better patient communication and (2) develop-
ing diverse research teams.

Preferences and Attitudes of Potential Partici-
pants: Mistrust of Medical Research. Only one
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participant mentioned the Tuskegee syphilis study
specifically. However, other participants expressed
the historic mistrust of research in African Ameri-
can communities.

Themes Unique to Latino Participants
Characteristics of the Health Care System and Char-
acteristics of Study Processes: Lack of Availability of
Study Materials in Spanish. Latino participants
overwhelmingly argued for the availability of study
materials in Spanish. They also stressed that materi-
als need to be translated so that people with low
literacy or education could understand them. One
Latino advised, “If that message is going to be trans-
lated from English to Spanish, you have to be sure
to choose the right words.”

Characteristics of Researchers: Lack of Spanish-
speaking Clinicians and Patient Advocates Involved
with a Trial. Many participants stressed the impor-
tance of having Spanish-speaking clinicians and
patient advocates to the successful recruitment of
Latinos into clinical trials. In general, Latinos were
much more likely to trust Spanish-speaking physi-
cians and often complained that “American” doc-
tors did not have their best interests at heart and
might be “in it for the money.”

Preferences and Attitudes of Potential Partici-
pants: Fear of Participating because of Concerns
about Immigration Status that Are Not Adequately
Addressed by Researchers. Participants recommended
that researchers take the time to clearly explain
that immigration status will not be documented
and will not prevent participation. They also sug-
gested that study advertisements and informed
consent forms make this point explicitly.

DISCUSSION
The goal of the present study was to use a revised
IOM framework in a qualitative study to obtain
solutions to clinical trials recruitment barriers from
racially and ethnically diverse community members.
The IOM framework was revised by changing its
wording to reflect clinical trials research instead of
health care disparities.

To accomplish the study goal, we conducted
focus groups with African American and Latino
residents of South Carolina. The study is unique in
its inclusion of the perspectives of both of these
racial and ethnic groups and in its focus on solu-
tions rather than barriers to participation.

The revised IOM model was supported by the
study results. The model provided a good fit for
the themes that emerged from each group. It is,
thus, a novel framework with broad translational
applicability to recruitment of diverse populations
to a variety of clinical trial types.

Summary of Findings
In the present study, many themes that emerged
were shared by the African American and the
Latino focus groups. These themes included solu-
tions to characteristics of study processes such as
addressing safety concerns and costs associated with
research participation. Solutions to characteristics of
researchers included increasing the amount of time
they spend with study participants and building on
the preferences and attitudes of potential trial partici-
pants, such as feelings of altruism as a motivator for
trial participation. It was not surprising that many of
the proposed solutions were related to the themes
commonly found in research on racial and ethnic
barriers to research participation (Pinsky et al., 2008).

Although a large amount of information is avail-
able on barriers to clinical trial participation, far
fewer studies have highlighted solutions or facilita-
tors to minority recruitment (Gadegbeku et al.,
2008; Grunfeld et al., 2009). In our study, themes
that were specific to African American or Latino
participants were related to the unique cultural back-
grounds and historical experiences of members of
these groups in the United States, particularly in
relation to health care. Themes that other investiga-
tors have found to be important for both groups—
including increasing levels of trust between the com-
munity and the research team, making participation
available at times that are convenient to participants,
and incorporating meaningful incentives into the
recruitment process (Gonzalez, Gardner, & Mur-
asko, 2007)—were repeated in the solutions pro-
posed by focus group participants.

Themes that were specific to African American
participants focused mainly on solutions to charac-
teristics of study processes, including a request for
public recognition of past abuses. Solutions to charac-
teristics of researchers included increasing the diversity
of research teams and developing better communica-
tion skills among health care professionals.

Among Latino participants, proposed solutions
were related to characteristics of study processes,
including language-congruent care, which has been
defined as a set of congruent behaviors, attitudes,
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and policies that influence awareness of the distinc-
tive (and similar) characteristics of populations that
receive treatment at medical centers and are recruited
into clinical trials at those centers (IQ Solutions, Inc.,
2000; Lindenberg, Solorzano, Vilaro, & Westbrook,
2001;O’Brien et al., 2006). For example, Lindenberg
et al. (2001) conducted a prevention intervention
trial to reduce substance abuse and risky sexual activ-
ities in young Latinas with low income and found
that recruitment outcomes were most successful
when conducted by recruiters who were bicultural
and bilingual and who identified with the potential
participants.

A potential clinical trial navigation approach was
viewed favorably by the study participants. The ulti-
mate goal of the present study was to use the pro-
posed solutions generated by the focus group
participants to create a multifaceted intervention
to increase minority participation in medical
research. Such a recruitment intervention could
serve as a national model.

A Novel, Tailored, Barriers-focused
Navigation Intervention to Enhance
Enrollment into Clinical Trials
When questioned about the potential utility of a
navigation intervention to enhance enrollment
into clinical trials, African American and Latino
participants in all of the focus groups were unani-
mously in favor of such an intervention. The find-
ings, therefore, suggest the importance of the
development of a clinical trials navigation inter-
vention to enhance participation of racially and
ethnically diverse groups in clinical trials.

We previously successfully applied such an ap-
proach in a randomized trial to retain older African
American men in a longitudinal cancer screening
trial (Ford et al., 2004; Ford, Havstad, Demers, &
Cole Johnson, 2005; Ford et al., 2006). Patient navi-
gators contacted trial participants at least once per
month by telephone and provided information and
referral services to community resources to address
needs of the potential participants that, if not
addressed, would have interfered with their trial
enrollment. Referral services included referrals to
food banks, agencies that helped to pay utility
costs, and transportation services. The navigators
also assisted the participants with scheduling their
trial screening appointments and their regular
medical care appointments. Over the three-year
study period, the navigators made 14,978 calls to

study the 351 participants in the intervention
group (Ford et al., 2004). The intensive interven-
tion had the greatest impact among participants
with low income, who are often the most difficult
to retain. Among participants with low income,
those who were in the intervention group demon-
strated significantly higher screening adherence
rates than those in the control group for prostate
cancer screening via prostate-specific antigen test
(p= .001) and digital rectal exam (p= .011) and for
lung cancer screening via chest X-ray (p= .012)
(Ford et al. 2006).

A limitation of prior research is that although
the use of a patient navigation intervention has been
tested in overcoming barriers to retaining diverse study
participants, few studies have used this approach in
overcoming barriers to recruiting diverse participants.
Two published studies described the design and im-
plementation of a navigation-based trial focusing on
recruitment of American Indians to clinical trials
(Guadagnolo et al., 2009; Petereit & Burhansstipanov,
2008). The study results showed that even though
clinical trial participation rates were low overall, they
were three times higher in the navigated group
than in the control group (Guadagnolo et al.,
2009).

Navigation approaches are consistent with the
core social work function of helping clients to
obtain needed services (Darnell, 2007;Davis, Darby,
Likes, & Bell, 2009). Similar to social workers, clini-
cal trial navigators could be trained to understand
the barriers to and facilitators of trial participation.
As navigators begin to mobilize resources on behalf
of the client to overcome barriers and capitalize on
facilitators, their function will extend beyond an
individual-level approach to use a multilevel ap-
proach addressing characteristics of the health care
system and study processes, characteristics of research-
ers, and preferences and attitudes of potential partici-
pants (Darnell, 2007;NASW, 2008).

For example, Darnell (2007) pointed out that
an essential feature of social work practice is the
concurrent consideration of the individual and the
social context in which the individual lives. In the
case of a navigation intervention to improve clini-
cal trial participation, many barriers that inhibit
patients from considering participation in trials are
grounded in the social context of the health care
system and patients’ community and personal his-
tories of experiences within it. This is congruent
with the multilevel approach of the IOM conceptual
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framework of characteristics of the health care system
and study processes, characteristics of researchers, and
preferences and attitudes of patients.

In the case of clinical trial recruitment, navigators
could work with patients to understand multilevel
barriers and to develop strategies to overcome
them. This approach has great potential to lead to
enhanced clinical trial enrollment and increased
diversity of trial participants, making trial results
more widely generalizable.

LIMITATIONS AND STRENGTHS
This article presents qualitative data from only 57
African American and Latino participants ages 55
to 80 years living in a small area of the United
States. However, we made a significant effort to
ensure that the focus group participants were from
different geographic regions of South Carolina.

Although the study has some limitations, it also
has a number of strengths, one of which is the
broad application of the revised IOM model to
clinical trials in many different disease areas. As
such, the information described here has high
translational research potential.

In addition, we deliberately held focus groups
in nonacademic, community settings (for example,
hotels, public libraries, a marketing research firm)
in different areas of South Carolina to increase the
likelihood of recruiting community-based focus
group participants who might not have partici-
pated had the groups been held at an academic
medical center. In future studies, investigators
could conduct surveys with similar populations to
ascertain whether similar results can be obtained.

CONCLUSION
This study provides an application of a conceptual
framework focused on multiple levels of factors
that contribute to disparities in clinical trial partici-
pation. The study results could be used to design
future, culturally tailored clinical trial navigation
recruitment interventions with African American
and Latino potential participants.

Many patients who are eligible to enroll in clinical
trials face a plethora of tangible and psychosocial bar-
riers that could be addressed by navigators, who
could use social work principles to provide naviga-
tion assistance. Such assistance would include identi-
fying the following types of resources: transportation
resources for patients who make return health care
visits related to their trial participation, housing

resources for patients who live a great distance from
the trial site and for whom travel would have a pro-
hibitive effect on their ability to participate, and soci-
ocultural resources to help patients (with input from
clinical trial investigators and staff) work through
issues such as mistrust of the medical system in which
the trial takes place (Ferrante, Cohen, & Crosson,
2010).

Navigators also have the potential to change
systems to enhance trial recruitment. For example,
if the language of consent forms is virtually incom-
prehensible to the average person, navigators could
work with investigators and an institution’s institu-
tional review board to revise the language of the
forms while retaining the needed content. As Par-
ker et al. (2010) noted, whereas navigation is a
barriers-focused approach, navigators also have the
capacity to change the systems in which patients
function to achieve desired outcomes.

Social workers, who are trained in systems-level
approaches to meeting the needs of patients, could
play a key role in conducting navigation recruit-
ment interventions to enhance clinical trial partici-
pation among diverse population groups, leading
to the ultimate goal of making trial results more
broadly generalizable and, therefore, significan-
tly more useful in developing new therapeutic
interventions.
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APPENDIX: INTRODUCTION AND VERBAL
INFORMED CONSENT
“Hello. My name is Dr. [____]. I’m from the
Medical University of South Carolina. Thank you
for attending this session. Our purpose is to get
your thoughts on overcoming barriers that may
keep you from taking part in medical research
studies. Since we want everyone’s opinions and
thoughts, we ask that everyone be given a chance
to speak. We will ask a few questions and may fol-
low up on what is said. Please know that every-
thing we say to each other here is confidential and
that we will not use your name in anything we
report. We would like to tape this session, and we
will erase the audiotapes after they are analyzed.
You are taking part voluntarily. If there is any-
thing you do not want to discuss, just say so. At
the end of the session, you will receive a $50 gro-
cery gift card to reimburse you for your time.

“Are there any questions so far?
“May I have your permission to continue?
“Before we start, it would be helpful to go
around and say who you are just by first name.”
Discussion: Some people may have concerns
about being in medical research studies. These

concerns may be about travel costs, time, fear of
being in an experiment, worries about safety, or
lack of trust in medical researchers or the health
care system in general.
QUESTION 1: “What can be done to over-

come these concerns?”
Probe 1: “What would make you or your family

or friends want to take part in medical research?”
Probe 2: “What could your doctor do to get

you or your family or friends to want to take
part?”

Probe 3: “What could the medical researchers
do to get you or your family or friends to take part
in research?”

Probe 4: “What would prevent you or your
family or friends from taking part in medical
research?”

QUESTION 2: “Imagine that someone was
available to guide people through the process of
taking part in clinical research. What kinds of
things could that person help with?”

Probes: Health information
Transportation
Financial support

“Would you be interested in working with a per-
son in this way?”

QUESTION 3: Participants were provided with
a flyer in either Spanish with Latinos in the photos
or in English with African Americans in the photos.
They were then shown an online video about par-
ticipation in clinical research. They were asked
whether they would be more likely to participate in
research after seeing the flyer and video. (The video
can be viewed at the following address: http://
www.ciscrp.org/downloads/medhero_ad.html.)
[Stop tape. Give out gift cards.]
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