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   Introduction 
 Past medical experimentation and poor medical treatment have 
served to fortify African Americans’ and other racial and ethnic 
minorities mistrust in the medical system thus, they are oft en 
hesitant to participate in research activities. 1–6  Major barriers to 
African Americans’ participation in clinical trials include a lack 
of awareness about trials, low socioeconomic status, mistrust, 
poor communication skills, and a lack of disease education. 1,6–8  
We believe that most of these barriers can be overcome by using 
appropriate and culturally sensitive strategies with regard to 
recruitment. In addition, adequate minority representation in 
clinical trials is important if diff erential eff ects among diverse 
groups are to be assessed and for the results to be generalized. 9,10  

 A review of the literature revealed that many researchers have 
examined minority participation in clinical research; however, the 
primary focus of these studies has been on the lack of minority 
participation and the challenge of recruiting minorities into 
clinical trials. 1,11  Th e literature also suggested the need to explore 
more culturally competent strategies to enhance recruitment 
successes with African Americans and other minorities from 
diverse cultural backgrounds. 

  Signifi cance of the study  
 Th us, there is a need to conduct research on culturally competent 
recruitment strategies for African Americans in order to better 
understand ways that can help researchers improve current 
strategies to increase minority participation in clinical trials. A 
research design and consent process that educates participants 
and includes a high level of commitment by study staff  must be 
integral part of this process. It is an ethical obligation to ensure 
that potential participants fully understand the purpose of the 
study, procedures and associated risks for participating in a study 

as well as perceived benefi ts of the study to them, their community 
and/or the scientifi c community at large. 

 This retrospective study examined (1) both successful 
recruitment strategies and challenges in working with African 
American populations in general, and (2) successful recruitment 
strategies utilized at an inner-city medical campus of a historical 
black university. Th e successful strategies discussed can also be 
applied in the recruitment of other minorities from diverse 
cultural backgrounds.  

  Underrepresentation of minorities in clinical trials 
 Historically, African Americans and other minority groups were 
largely excluded from clinical trials until the National Institutes 
of Health (NIH) mandated the inclusion women and minorities 
in studies 9,12  yet African Americans and other minority groups 
continue to be underrepresented in trials. 13  Some of the major 
reasons cited for excluding minorities, as noted by 12  include, 
“the diffi  culty of recruitment and retention, a general belief that 
racial populations are essentially monolithic, without signifi cant 
diff erences, and the desire and need to focus on optimizing 
internal validity” (p. 1345). 12  

 It is also well documented that minority populations do not 
trust researchers and the research establishment, many expressing 
fear of being used as guinea pigs. 2–4,8,14  Some researchers 8,9,15  found 
that not only do African Americans have distrust of the medical 
and scientifi c community, but this distrust is compounded by a 
lack of knowledge about clinical trials, the language of research 
and cultural barriers. Coakley et al. 1  noted similar fi ndings. A 
related issue is fear that information will not be kept confi dential. 16  

 In a study of perception of participation in cancer trials among 
African Americans, Brown et al. 11  reported that most participants’ 
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refusal to participate was due to fear of additional burdens and 
that many patients and family members did not understand the 
trial well. Th is fear seems to be compounded by the assumption 
that they may be harmed and/or exploited. 2,3,12,17  Similarly, Corbie-
Smith et al. 4  analyzed data from a national telephone survey on 
participation in clinical research, using a 7-item index of distrust, 
and reported that African Americans had a signifi cantly higher 
mean distrust index score than whites. African Americans were 
also found to be more likely than whites not to trust that their 
physicians would fully explain the nature of research. In support 
of the fi ndings above, Herring et al. 17  conducted 15 key-informant 
interviews and 6 focus groups and reported that blacks had a 
general mistrust of the medical/scientifi c community and a 
perceived lack of cultural sensitivity in the recruitment and with 
the conduct of study. 

 Since there continues to be an underlying element of mistrust 
between minorities and majority research establishments, 
researches argues that African Americans and other minorities 
need more of their own physicians practicing and in their 
communities. 3  Kennedy further stresses that patients and 
physicians who belong to the same race or ethnic group are more 
likely to share cultural beliefs, values, and experiences in society 
which makes them more comfortable with each other. In support 
of the above argument, Chalela et al. 9  reported that 86% of patients 
participating in their study responded that their own physician 
told them about the study. Chalela et al. 9  thus suggested that a 
trusting relationship between the clinician and the patients would 
aide participation in clinical trials. 

 While there are many social and cultural factors that infl uence 
participation of minority populations in clinical trials, 14,18  it has 
been argued that a lack of cultural competence by health-care 
providers and researchers is one of the most dynamic factors 
relative to mistrust of the health care system by African Americans 
and other minority populations. 9,19  Th e Offi  ce of Minority Health 20  
defi nes culture as an “integrated pattern of human behavior evident 
in shared values, beliefs, norms and perceptions of individuals, 
to social groups, and institutions”; further, cultural competence 
is defi ned as “having the capacity to function eff ectively as an 
individual or an organization within the context of the cultural 
beliefs, behaviors, and needs presented by consumers and their 
communities.” Cultural competence, therefore, by defi nition, is 
seen as an important part of building trust between those in the 
health system and minority community of interest, thus cultural 
competence is an important part of research process.  

  Recruitment issues with African American and other 
minority populations 
 Th e success of a clinical trial and the achievement of desired 
outcomes depend on the ability to eff ectively recruit and retain 
minority populations in clinical research. 12  Th e use of mainstream 
media has not been very eff ective in the recruitment of this 
population. 21,22  It is clear that use of nontraditional strategies are 
warranted. In support of this argument 23,24  maintain that use of 
culturally sensitive recruitment approaches are important when 
conducting research with African Americans. Th ey state that 
research information should be clear, simple, and the format 
should be appealing. Adderley-Kelly and Green 19  stress that to 
be successful in conducting research with African Americans, 
researchers need to work with communities with a spirit of 
openness and collaboration. Based on their fi ndings, the authors 
concluded that cultural competency, establishing trust and 

building relationships are important factors that should be taken 
into consideration when working with minority populations. 

 Similarly, Calamaro 23  notes that when researchers respect and 
understand the cultural norms of their target ethnic group, they can 
develop strategies that can increase study participation. Furthermore, 
some research from the University of Maryland 25  have indicated 
that having a team member with similar cultural background, an 
extensive understanding and/or experience in working with the 
target ethnic group can provide the opportunity to establish greater 
trust with the community. Relatively, Coakley et al. 1  found that 
minority patients seek physicians of their own race or those of similar 
culturally backgrounds. Since physicians are the gateway to patients 
(in many cases), training and having enough minority physicians 
involved with conducting clinical trials would be benefi cial. 

 In addition, health literacy and minority populations is an 
ongoing area of concerned and debate. 26,27  In agreement with this 
debate, Taylor 12  argues that participant literacy level is a critical 
problem that can impact on recruiting, retention, and study 
instrument completion. Th us, he recommends assessing literacy 
before clinical trial implementation and suggest the Woodcock-
McGrew Mini-Battery of Achievement to this end. 28  Relatively, Ejiogu 
et al. 29  argue that researchers should be able to concisely articulate 
purposes of research, provide clear explanation of direct benefi ts 
(if any) with the understanding that many studies may have none.  

  Study objectives 
 Given the paucity of research identifying culturally component 
strategies for successful recruiting and maintaining African 
American populations into clinical trials, a study was undertaken. 
Th e primary purpose of this study was to examine recruitment 
practices utilized to recruit African American populations in 
clinical trials at an inner-city medical institution located on the 
campus of a historically black university. Th e study sought to 
answer two primary questions:

(a)    Over time, what have been the specifi c strategies used to 
successfully recruitment African American participants in 
clinical trials? 

(b)   What have been the major barriers to successful recruitment 
and retention of African American participants in clinical 
trials?   

 Th e fi ndings from this study can yield important insights 
and best practices for recruiting and engaging in research with 
African American populations.   

  Methods and Procedures 
 Th is study was conducted in two phases. Phase I consisted of a 
review of all studies conducted at the Howard University Clinical 
Research Unit from 2001 to 2012 and entered in the WebCAMP, 
a data management soft ware tool for clinical research. At total of 
50 studies met the criteria. Th ese studies were examined in terms 
of their foci, duration, target versus actual enrollment, participant 
demographics, and eligibility criteria. Phase II of the present 
investigation included primary data collection from current study 
coordinators at the Howard University CRU. In particular, a survey 
(see  Table   1 ) was forwarded to current study coordinators ( N  = 25) 
to inquire about recruitment and retention strategies, challenges 
faced while conducting the studies, the number of dropouts in 
studies, reasons participants provided for dropping out of studies, 
and overcoming barriers. In addition to the survey, face-to-face 
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interviews were conducted with all 25 study coordinators in order 
to further probe and clarify information collected on the surveys 
relating to challenges occurring during the recruitment stage and 
strategies used to retain participants in studies.   

  Data Analysis 
 Data were entered in a Microsoft  Excel (Microsoft , Redmond, 
WA, USA) spreadsheet for screening and analysis. Quantitative 
and qualitative data analysis methods were used for the analysis 
of survey and interview data. 

  Quantitative data analysis 
 Quantitative and semiquantitative measures were analyzed using 
appropriate summary statistics such as mean, median, counts, and 
percentages while dispersion was measured using range.  

  Qualitative data analysis 

  A thematic content analysis to analyze qualitative 
survey responses 
 Qualitative responses from the interviews were transcribed in 
Microsoft  Word. Th e fi les were then given to two researchers for 
data analysis. Th e researchers organized the fi les by renaming 
them according to the interviewee and name of study. Th e fi les 
were then merged into one fi le in Microsoft  Excel to create a 
master fi le. Separate worksheets were created for each interview 
question and each participant was given an identifi cation number 
to identify their response on each worksheet. Two separate 
Microsoft  Excel spreadsheets, one per coder, were then created 
for each researcher to individually code data. Th e researchers fi rst 
performed an initial read through of the data to become familiar 
with the data and to develop  a priori  codes. Th e researchers then 
met to discuss codes that each research developed and generated 
a preliminary list of codes. Next, the researchers proceeded to 
code all participants’ responses. Aft er all responses were coded, 
the researchers met to review their codes and to resolve any 
discrepancies. A codebook was created with the fi nal list of codes, 
code defi nitions, and the frequency of each code.    

  Results 

  Quantitative results 
  Table   2  below provides a summary of the characteristics of the 50 
studies reviewed. As indicated in the table, the study coordinators 
were from diverse cultural backgrounds, with a majority being 
African American ( n  = 19, 79.2%). Between 2001 and 2012, there 

were total 12 unique Principal Investigators (PIs), of which 9 
were African American, who brought their studies to the CRU. 
On average, the study coordinators had been working in their 
related areas with the same PI for about 4 years.  

 In terms of study type, 8 (16%) were in Aging and/or 
Alzheimer’s disease, 10 (20%) in sickle cell disease, 4 (8%) in 
HIV, 4 (8%) in posttraumatic stress disorder (PTSD), and 4 
(8%) in genetic-epidemiology studies. Others involve: diabetes, 
hypertension, cancer, stress, substance use, and alcohol. Th irty-
eight (76%) studies were cross-sectional and 12 (24%) were 
prospective. Th irty-six (72%) studies were government funded 
and 14 (28%) received industry funding. 

 Th e anticipated enrollment of these studies ranged from 2 
to 900, and actual enrollment ranged from 2 to 908. Th e small 
enrollment numbers are due to the subject matter being studies, 
such as rare diseases including sickle cell diseases. Th e prospective 
studies had follow-up periods from 3 months to 5 years. Th e 
median follow-up period was 34 months (range: 6 months to 
5 years). Twenty-four of the 50 studies were completed, and 
achieved median recruitment rates of 88% (range: 50–110), which 
is quite good for this population. 

 Eight of the 12 prospective studies had dropped out, with an 
average rate of 23.3%. One study involving PTSD patients had 
7% drop-out rate. Th e length of study for these prospective trials 
ranged from 6 to 60 months. Th ree (12.5%) of the 8 studies with 
dropouts involved elderly participants in an Alzheimer’s study 
which ranged from 10% to 33%. Seven (14%) of the 50 studies 
involved children. Eighteen (36%) of the total number of studies 
involved the use of study related medication and were considered 
to have more than minimum risk, with median recruitment rate 
of 72% (range: 27%–82%). Th ere were 10 (22%) studies that were 
still enrolling participants at the time of this study.  

  Qualitative results 
 Study coordinators were asked six open-ended questions (see 
 Table   1 ) about recruitment strategies they utilize, barriers to 

1.    What recruitment strategies were used to enroll participants 
in the study?   

2.  What recruitment strategies were the most effective? 

3.  What were some of the barriers you encountered during the 
recruitment process? 

4.  What strategies were used to reduce these barriers? 

5.  What were some of the reasons participants dropped out of 
the study? 

6.  What retention strategies were used to keep participants 
enrolled in the study?  

 Table 1.   Qualitative items on study coordinators’ survey .

Number of studies (percent) 

Funding source 

 Industry  14 (28%) 

 Federal  36 (72%) 

Types of study  

 Nonmedication  32 (64% 

 Medication use  18 (36%) 

Type of design  

 Cross-sectional  38 (76%) 

 Prospective  12 (24%) 

Study coordinators  

 Black/African American  19 (79.2%) 

 Others  5 (20.8%) 

Race/Ethnicity of PI   

 Black/African American  9 (75%) 

 Others  3(25%) 

 Table 2.   Results from review of 50 clinical trials at Howard University CRU: 
2001–2012 .
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recruitment, barrier reduction strategies, reasons for participant 
dropouts, and retention strategies they employed with the studies. 
Th e top codes for each open-ended question are presented in 
 Figures    1  –   6  .        

  Commonly used recruitment strategies 
 Recruitment strategies are presented in 
 Figure    1   below. Th e most commonly used 
recruitment strategies respectively were: (1) 
distribution of fl yers at diff erent locations, 
such as; university bulletin boards, outpatient 
clinics, communities with low-income 
residential housing, fl yers on local buses, 
shopping centers, community recreational 
centers, metro buses stops, and metro trains 
stops; (2) advertisements in local newspapers 
that their target populations were likely to 
read; (3) targeting patients on their regular 
clinics visits; (4) field-based recruitment 
strategies involving; community outreach, 
talking to individuals in target communities, 
talking to individuals associated with 
community based organizations to create 
relationships and establish trust with the 
target population through individuals acting 
as liaisons; and (5) a snowball approach 
in which current participants would tell 
potential participants about the study.  

  Most eff ective recruitment strategies 
 Th e most eff ective recruitment strategies are 
presented on  Figure    2  . Study coordinators 
reported that a field-based approach 
was found to be the single most eff ective 
recruitment strategy when working 
with African American populations. 
This approach involves going out into 
communities, working with people in 
communities, and establishing relationships 
with hopes to build trust among those who 
might be potential study participants. Results 
from our analysis showed that going into the 
community to engage potential participants 
and educating and explaining the study in 
person to potential participants are the most 
eff ective ways to recruit African American 
participants into studies. Also, placing 
study advertisements in the newspapers 
(i.e., advertising the study in newspapers 
that circulate in the specifi c study target 
population) and snowball samplings were 
the next successful strategies.  

  Barriers to recruitment 
 The top five barriers to recruitment of 
African American participants into clinical 
trials, according to the study coordinators in 
this study included: (1) African American’s 
distrust or uneasiness and feelings of 
discomfort with participation in the trial. 
(2) Low compensation: It is not clear why 
African Americans oft en feel they are not 

adequately compensated for the time put into participating in 
clinical trials than Caucasians. Th e perceived low compensation 
could be refl ected in the long-term potential return of the 
time investment. (3) Participants’ inability to have a study 

     Figure 1.  Recruitment strategies data indicate number of response. 

     Figure 2.  Most effective recruitment strategies data indicate number of responses. 

     Figure 3.  Barriers data indicate number of responses. 
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partner, especially in the elderly African American population. 
For example, for most of Alzheimer’s disease related studies, 
involvement of a partner is a requirement; (4) participants’ with 
low level of education; (5) participants not having adequate 
means of transportation to get to the clinical trial site; and 
(6) participants’ lack of interest in the study. Descriptors of 
the common barriers encountered during the recruitment 
process are presented in  Figure    3  . Other reported barriers were 
confi dentiality and privacy concerns.  

  Barrier reduction strategies 
 Study coordinators reported a variety of strategies used to reduce 
barriers to African Americans’ participation in clinical trials. 
Th e most cited strategies were: (1) treating persons with respect 

(dignity); (2) creating and disseminating 
newsletters that share information about 
the studies (awareness); (3) allowing time 
for question and answer sessions after 
information sessions and during the informed 
consent process to address participants’ 
concerns and concerns for family members 
(engagement); (4) prestudy information 
sessions given to the general public in various 
community settings and target participant 
groups (education); and (5) demonstrating 
to participants that they care (compassion). 
Thus, the study coordinators report that 
educating the African American community 
about research in general and clinical trial, in 
particular, along with engagement activities, 
awareness sessions and treating potential 
participants with dignity and concern for 
their welfare were the most eff ective strategies 
they found to participant recruitment. Other 
culturally competent strategies used to reduce 
barriers included addressing the issue of 
compensation. To address the issues with low 
compensation, many of these studies provide 
in addition to the monetary compensation, 
parking validation tickets, transportation 
fare and lunch coupons. In addition, issues 
related with privacy and confi dentiality were 
addressed. A complete list of strategies used 
is provided in  Figure    4  .  

  Reasons for dropout 
 The most common reported reason for 
dropping out of the study was participants 
relocating out of the study area (moving). For 
example, two of the eight studies involved 
exclusively college students and several of 
the participants moved out upon graduation; 
this may further explain the high number 
of dropouts. Other reasons for participants 
dropping out of studies were: (1) personal 
obligations; (2) loss to follow-up; (3) 
noncompliance with study requirements (i.e., 
study doctor’s decision); and (4) monetary or 
other incentives for the study being too low 
(see  Figure    5  ).  

  Retention strategies 
 Study coordinators reported a number of strategies employed in 
an eff ort to retain participants.  Figure    6   below present the most 
cited retention strategies used as indicated by the coordinators. 
Th ese include (1) principal investigators and study coordinators 
cultivating rapport with participants; (2) postvisit telephone calls 
to inquire about participants’ well-being, how they feel about the 
studies and their concerns; (3) providing a additional incentives 
to participants per follow-up visits (particularly with regard to 
follow-up studies) such as parking validation tickets and lunch 
coupons; (4) being fl exible about accommodating participants’ 
schedules, including aft er-hours appointments and weekends; 
(5) sending reminders to participants about their upcoming 
appointments via telephone or sending post cards; (6) listening 

     Figure 4.  Barriers reduction strategies data are number of responses. 

     Figure 5.  Participant dropout reasons data indicate number of responses. 
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to participants concerns about the study or any other personal 
issues; (7) study staff  being sensitive to participants’ needs; and 
(8) the study team being respectful. Th ese are not only culturally 
competent strategies for retaining African American participants, 
but also good strategies for retaining study participants in other 
ethnicity.   

  Discussion 
 It can be stated that it is of paramount importance to demonstrate 
cultural competence when it comes to recruiting and retaining 
minorities in clinical trials. Our study fi ndings indicate that, 
in order for a clinical trial to be successful in recruitment and 
retention, establishing a personal contact with minority or ethnic 
populations seem to be extremely important. Th is fi nding is 
consistent with those of other studies. 9,19  While issues pertaining 
to trust or participants’ feelings of uneasiness about participating 
in clinical trials are associated with the historical experiences of 
many racial and ethnic groups relative to medical research and 
treatment, strategies to reduce barriers to recruitment and retain 
participants need to be culturally sensitive. Findings from this 
study indicate that use of direct contact or community-based 
outreach approaches (i.e., field-based strategy) is the most 
eff ective strategy for recruiting and retaining African American 
participants in clinical trials. 

 Our observation revealed that studies were successful (whether 
the principal investigator was the clinician of care or not) when the 
recruitment strategies applied a fi eld-based recruitment strategy 
(i.e., reaching out to the target population in their communities, 
use of recruiters in the eff ort to build trust in the community, and 
having contact persons in the target population community). It 
was also noted that a majority of the research teams had members 
who understood the culture of the target population. Some of 
these team members had worked with the target communities 
over an extended period time. Hence, having an opportunity to 
establish ongoing relationship with these communities also played 
a key role in recruitment and retention successes. 

 Barriers cited with regard to African Americans participation 
in clinical trials include the lack of awareness about trials and 
communication issues. It can be argued that one way to build 

trust with minority population is through 
informational sessions to include a question 
and answer session. Our fi ndings show that 
this is a powerful strategy for engaging 
this population. Th is fi nding is supported 
by existing literature. Coakley et al. 1  found 
that information empowers individuals and 
family members and allow for informed 
decision makings. Brown et al. 30  reported 
that ethnic-specific information about 
health risk associated with recipients’ health 
condition increased recruitment of minority 
women into a clinical trial. Further, Brown 
et al. 11  reported that many patients and family 
members misunderstood trial information 
and that many felt that a question prompt 
lists and decision aids would assist in 
decision making. 

 In addition, our study results show that 
the best strategies to reduce related barriers 
and retain participants are associated with 
the ability to keep constant contact with 

participants. Further, being respectful and showing a caring 
attitude are the important factors in this population. Th is is a 
demonstration to the participants that the researchers value and 
appreciate them. Th is fi nding may not be specifi c to African 
America population but can apply to other racial populations 
regardless but may be more so in the African American 
population because of their past historical experiences with 
medical experimentation. Privacy and confidential of data 
seem to be associated with the issue of trust. It is, therefore, 
important to inform potential participants how these issues will 
be handled. Th us, privacy and confi dential of data needs to be part 
of recruitment eff orts. 16  Moreover, it can be argued that success in 
engaging African Americans in clinical trials in this study may be 
due, in large part, to the fact that most of the investigators were 
of the same ethnic background as participants. Th e conclusion 
is in agreement with existing fi ndings. Hence, training more 
minority investigators to be engaged in clinical trials can increase 
the participation of minorities in clinical trials. 1  A limitation of 
our report is that the study was conducted in African Americans 
with minimal profi ciency of the English language as an eligibility 
criteria. Further studies can be conducted to generalize the 
fi ndings to include other black immigrants with no or limited 
English profi ciency. 

 In conclusion, it is recommended that successful recruitment 
and retention of African American participants in clinical trials 
would be aided by clinical and translational research teams who 
are culturally competent. Th is can be done by utilizing multiethnic 
investigators and coordinators who actively engage with target 
minority communities, demonstrating trust and respect to 
participants and potential participants, and delivering culturally 
relevant education of the research endeavor.  
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     Figure 6.  Retention strategies data are number of responses. 
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