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A B S T R A C T   

Background: Equitable representation of racially and ethnically diverse subpopulations in clinical trials continues to be a problem, and trial participants do not always 
reflect the demographics of the population that the investigational product will be used to treat. The imperativeness of equitable representation of clinically relevant 
populations in clinical trials has implications for improving health outcomes, increasing knowledge about the safety and efficacy of new treatments across a wider 
population, and broadening access to innovative treatment options offered in clinical trials. 
Methods: The purpose of this study was to understand organizational elements that are involved in the active implementation of racially and ethnically diverse 
inclusive recruitment practices for biopharmaceutical-funded trials in the United States. Semi-structured, in-depth interviews were used in this qualitative study. The 
interview guide was designed to explore the perceptions, practices and experiences of 15 clinical research site professionals related to recruiting diverse trial 
participants. Data analysis utilized an inductive coding process. 
Results: Five themes were identified pertaining to the actual implementation of inclusive recruitment practices that provided explanations for organizational com-
ponents: 1) provision of culturally appropriate, general disease and clinical trial education 2) organizational structure tailored for diverse recruitment 3) strong sense 
of mission related to improving healthcare through clinical research 4) culture of inclusion 5) inclusive recruitment practices evolving based on learning. 
Conclusion: The findings from this study offer insight into improving access to clinical trials by focusing on organizational change initiatives.   

1. Introduction 

While the United States population is growing more diverse, people 
of color and other underserved populations face health disparities and 
issues with healthcare access driven by underlying social and economic 
inequities [1]. Rates of chronic disease disproportionately impact 
racially and ethnically diverse populations [2]. The disproportionate 
rates of COVID-19 illness and death affecting communities of color 
further highlighted longstanding health disparities and healthcare ac-
cess inequities that continue in the United States [1,3]. Individuals from 
racially and ethnically diverse backgrounds have less access to and are 
provided with less opportunity to participate in a clinical trial and are 
consistently underrepresented as participants in clinical research 

[4–11]. Improving diversity in clinical research can promote equality in 
health and healthcare. Additionally, it is important to identify any 
variability in drug treatment response across subgroups as subpopula-
tion variation has informed discrete prescribing recommendations for 
several approved drug products [12–17]. 

The National Institutes of Health (NIH) mandated the inclusion of 
women and members of diverse groups and their subpopulations 
(distinguished by racial, ethnic, and/or cultural heritage) as participants 
in NIH-funded clinical research since 1993 [18]. Although not 
mandated, the Food and Drug Administration (FDA) set forth expecta-
tions that clinical trial populations should reflect the characteristics of 
clinically relevant populations (with regard to age, gender, race and 
ethnicity) for which the investigational product would ultimately be 
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treating [11,19]. Despite these expectations, persistence of systemic 
barriers contribute to the lack of progress in achieving clinically relevant 
trial populations. Emphasis is often placed on patient level barriers, 
including lack of trust in the healthcare system and in clinical research 
[20–22]. Factors impacting participation rates expand beyond an indi-
vidual patient level as individuals from diverse communities are inter-
ested in learning about clinical trials and tend to enroll when given the 
opportunity [23–25]. 

The COVID-19 pandemic sparked a renewed focus on addressing 
disparities in clinical trial diversity with representation in COVID-19 
vaccine studies publicly scrutinized [26–28]. Research manufacturing 
companies have demonstrated an accelerated commitment to design 
more inclusive trials that expand access and opportunity for clinical 
research to historically underrepresented and underserved populations 
even beyond COVID-19 [29,30]. Pfizer announced their commitment to 
achieving diverse participation in all trials they sponsor [31]. Although 
not representative of the disparate impact of COVID-19 in the United 
States, the intent and efforts taken to ensure representation in COVID-19 
vaccine and treatment trials resulted in expanding access to these trials 
[3,29,32–34]. 

Findings in the literature suggest that the successful enrollment of 
historically underrepresented populations in NIH-funded research may 
have been partially due to research site characteristics [9,35]. Many 
research sites either lack the experience or do not have ample resources 
to support diversity, equity, and inclusion recruitment efforts, such as 
community outreach activities [20,22,36]. Joseph and Dohan (2009) 
explored organizational barriers to enrolling diverse participants in 
cancer clinical trials and found organizational climate and research 
infrastructure negatively impacted recruitment [36]. Regarding 
recruitment of diverse clinical trial participants, organizational elements 
are not widely cited in the literature outside of perceptions of barriers 
elicited from Principal Investigators (PIs) reported in NIH-funded 
research (that wasn’t specifically exploring organizational compo-
nents) [4,22]. More research is needed to understand how organiza-
tional characteristics may play a role in overcoming institutional 
barriers and improving access for historically underrepresented and 
underserved populations. 

This study is focused on the significant public health problem of 
underrepresentation of racially and ethnically diverse populations in 
clinical trials by exploring organizational elements involved in the 
active implementation of inclusive recruitment practices for 
biopharmaceutical-funded trials in the United States as experienced by 
clinical research site stakeholders involved in recruitment. 

2. Methods 

2.1. Study design 

A qualitative design utilizing in-depth, semi-structured telephone 
interviews was used to gain insight from individuals who work at a 
clinical research site regarding trial recruitment. Questions were con-
structed to be broad to allow interviewees to freely share their percep-
tions and experiences with additional questions designed to prompt 
comprehensive responses. For example, one question asked was, “What 
do you see playing a role in your recruitment efforts,” with a follow-up 
prompt, “How about with inclusive recruitment?” 

While the terms ‘inclusive’ and ‘diverse’ are very broad, for purposes 
of this research, these terms were defined to describe racially and 
ethnically diverse populations. The overarching research question was: 

What organizational elements are involved in the active imple-
mentation of racially and ethnically diverse recruitment practices for 
biopharmaceutical-funded trials in the United States? 

This article includes partial findings from a broad study that applied 
the socio-ecological model as the conceptual framework. The socio- 
ecological model focuses on interrelationships between individuals 
and their social and physical environment under the premise that 

behavior is both affected by and affects the environmental system that it 
is part of. The ecological environment is a nested arrangement of 
structures that can affect and be affected by individual and organiza-
tional behavior at multiple levels that include intrapersonal, interper-
sonal, organizational, community, and public policy levels of influence 
[37,38]. 

2.2. Sample selection 

Purposeful sampling was used to identify interviewees based on the 
eligibility criteria to learn about issues of central importance to the study 
purpose [39–41]. Snowball sampling where interviewees were asked to 
identify additional qualified clinical research site stakeholders was also 
utilized. The PI used publicly available data from CenterWatch.com to 
create a recruitment list inclusive of clinical trial research staff located in 
geographic areas of the United States with a large ethnically diverse 
population, such as Miami and New York City, as well as those involved 
with clinical trials in disease areas that disproportionately affect diverse 
populations. Upon Seton Hall University Institutional Review Board 
approval in October 2018, the PI emailed the Study Solicitation to in-
dividuals on the recruitment list. Individuals confirmed their interest by 
clicking on a hyperlink directing interested individuals to a registration 
form where they answered an eligibility screening question. Individuals 
that met the online eligibility criteria were contacted by the PI to further 
confirm eligibility. Respondents were selected to participate in in-
terviews on a first come, first served basis provided they met the eligi-
bility criteria. 

In this study, interviewees were involved with actively recruiting 
racially or ethnically diverse participants for biopharmaceutical- 
sponsored clinical trials in the United States. Other inclusion criteria 
included being 18 years of age or above and having the ability to un-
derstand and speak English. 

The recruitment period was 5 months in duration and 165 in-
dividuals were invited for study participation, of which 15 individuals 
participated who provided their insights on and experiences with 
recruiting diverse participants into clinical trials across 15 research 
sites. There are no sample size limitations in qualitative inquiry. Instead, 
respondents are selected to provide information-richness to the study 
findings [40]. Inclusion of 15 interviewees is in accordance with 
established guidance by qualitative experts to be sufficient for providing 
in-depth coverage of the phenomenon [42–44]. Rigorous methods were 
used to maintain trustworthiness in the findings and to ensure findings 
relay the interviewees’ voices. 

2.3. Data collection 

Interviews were conducted November 2018 through March 2019. 
Prior to conducting each interview, the PI assigned interviewees a 
number to be used to identify for transcription and data analysis to 
maintain confidentiality. A signed informed consent was also obtained. 
Each interview was approximately 1 hour in duration and audio recor-
ded with verbal consent. At the end of the interview, questions related to 
characteristics of the interviewees and the organizations in which in-
terviewees worked at the time of the interview were asked verbally. 

2.4. Data analysis 

Each recorded interview was transcribed verbatim using Express 
Scribe Transcription Software. A transcription key was used to capture 
voice inflection and emphasis participants placed on their words. The 
transcripts were checked by playing the audio recording back and 
ensuring that the recording matched the transcription. ATLAS.ti data 
analysis software version 8 was utilized for organizing interview tran-
scripts and facilitating data analysis. The PI utilized methods described 
by Creswell (2013) and Saldana (2009) to guide the analysis process 
[42,45]. Prior to coding and categorizing, the PI read transcripts in their 
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entirety to get a general sense of the information collected and reflect on 
the overall meaning. Holistic codes were applied to chunk data into 
broad topic areas. The PI formed first level descriptive codes inductively 
based on meaningful, recurrent segments of data. Attribute codes were 
assigned for demographic data. The PI reviewed the first cycle codes, 
identified commonalities and created second level pattern codes to 
organize by similar themes. Simultaneous coding was used, in which 
more than one code may be applied to the same chunk of data [45]. 
Deductive coding was then used whereby the codes were categorized by 
each level of the socio-ecological model (structure code book). After all 
data were coded, major categories were developed based on the PI’s 
analytic interpretation of patterns that were identified. Overarching 
themes were developed by the further classification of several categories 
that formed a common idea. As with the codes, the categories and 
themes were classified by the socio-ecological model levels. 

All data for three interview transcripts were coded initially in order 
to develop a preliminary codebook that included definitions and ex-
amples to guide data analysis and maintain consistency. An independent 
reviewer with expertise in qualitative data analysis audited the codes by 
coding data from a portion of a transcript independently, using the 
preliminary codebook developed. The independent reviewer and PI met 
to compare their analyses, discuss discrepancies, and come to a 
consensus. The codebook was refined based on the code review process 
and used as a guide for assigning codes to the data for the remaining 
transcripts. The codes were continuously reviewed and defined 
throughout the coding process. 

Many techniques were taken to enhance trustworthiness and 
demonstrate rigorous methods were used to maintain the accuracy of 
findings as best described by the researcher and interviewees [40,42]. 
Efforts included maintaining an audit trail that demonstrated how data 
were collected, how categories were derived and how decisions were 
made in deriving study findings [44,46]; using a codebook to maintain 
consistency when coding [39,47]; using an independent reviewer to 
analyze and code transcripts, as well as to audit the creation of cate-
gories [42]; and sharing direct quotations from the interview data to 
make transferability judgments possible for the reader [42,44]. 

3. Results 

3.1. Interviewee and organizational demographics 

Table 1 provides a summary of the characteristics of the interviewees 
as well as the respective organizational characteristics in which in-
terviewees worked during the time of the interview, as perceived and 
reported by the interviewees. 

Of the interviewees, 8 were male and 7 were female. Interviewees 
were also asked if they considered themselves to be of Hispanic 
ethnicity, as well as which racial designation best describes them. In-
terviewees were asked to respond to both the race and ethnicity ques-
tions. Eight of the fifteen interviewees self-identified as racially or 
ethnically diverse. 

Over half of the interviewees (eight) worked for dedicated research 
institutions, three worked for a community physician/medical practice, 
two worked for an academic medical center and two worked for a public 
hospital. The majority of interviewees (10 out of 15) were responsible 
for overseeing recruitment activities within their organizations. Three 
interviewees owned and opened the organization specifically to improve 
access to clinical trials to diverse patients, and two also served as PIs. 
Three interviewees reported receiving NIH funding in addition to bio-
pharmaceutical funding for the trials they conduct. Interviewees were 
asked about five study staff roles and whether or not individuals in those 
roles in their respective study teams were racially or ethnically diverse. 
The majority (14) reported having diverse staff as part of their research 
teams. Ten interviewees reported having diverse PIs and sub- 
Investigators and 14 reported having diverse recruiters on their 
research teams. Unlike most of the interviewees, one interviewee 

responded that diverse staff were not part of the research team but were 
part of their regular practice. 

Seven interviewees reported that the percentage of diverse partici-
pants in trials conducted by their organizations was 40% or above. 
While six interviewees reported that the diversity of their clinical trial 
participants reflected the demographics of the surrounding community, 
four interviewees reported recruiting more diverse trial participants 
than their surrounding community demographics. 

3.2. Themes: organizational elements involved with active inclusive 
recruitment practices 

Five overarching themes explaining organizational elements 
involved with active inclusive recruitment practices were constructed. 
Organizational elements include characteristics such as policies, culture, 
processes, structure, and mission. In this study, organizational elements 

Table 1 
Interviewee and organizational demographics.  

Interviewee and Organizational Demographics n 

Gender 
Male 8 
Female 7 

Race 
White 9 
Black or African American 3 
Asian 2 
Native Hawaiian or Other Pacific Islander 0 
American Indian or Alaska Native 0 
Mixed 1 

Ethnicity 
Hispanic, Latino or Spanish origin 2 
Not Hispanic, Latino or Spanish origin 13 

Type of Organization Where Interviewee Worked 
Dedicated research institution 8 
Academic medical center 2 
Community physician/medical practice 3 
Public hospital 2 

Current Role Within Organization 
Ownera 3 
Principal Investigatora 3 
Research/Recruitment Lead 10 
Executive Director 1 

Funding Source for Trials Interviewees Were Involved Withb 

Biopharmaceutical Sponsors 15 
NIH 3 

Racially/Ethnically Diverse Staff Roles on Interviewee’s Research Teamb,c,d 

Principal Investigator 10 
Sub-Investigator 10 
Recruiter 14 
Study Coordinator 11 
Study Nurse 9 
Diverse Staff not a part of the research team 1 

Demographics of Clinical Trial Participants Recruited – Reported by 
Interviewees 
10% or less racially or ethnically diversed 3 
11–39% racially or ethnically diversed 4 
40–69% racially or ethnically diversed 3 
70–100% racially or ethnically diversed 4 

Extent to Which the Diversity of Clinical Trial Participants Reported by 
Interviewees Reflect Demographics in Surrounding Communityd 

Less diverse participation than surrounding community demographics 4 
Same diverse participation as surrounding community demographics 6 
More diverse participation than surrounding community demographics 4 

Note. Due to missing responses, n values may not sum to 15. 
a Some interviewees indicated they are both an owner and Principal Investi-

gator, thus n values exceed 15. 
b Due to multiple responses per participant, n values may exceed 15. 
c Recruiter, Study Coordinator and Study Nurse are the same role in some 

organizations. 
d Individuals from racial or ethnic groups including Black or African Amer-

ican, Asian, Native Hawaiian or Other Pacific Islander, American Indian or 
Alaska Native, Hispanic or Latino. 
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were bound by the research sites where interviewees worked. 

3.2.1. Organizational commitment to inclusive recruitment related to 
providing community education 

A prominent theme that emerged is organizational commitment to 
inclusive recruitment related to providing community education. In-
terviewees discussed the critical importance of providing disease and 
general clinical trial education to diverse communities prior to pre-
senting a specific trial opportunity (quote 1, Table 2). Education was 
discussed primarily in the form of community events like health fairs or 
partnering with community organizations such as churches and local 
advocacy chapters. Interviewees discussed having research staff educate 

communities about specific diseases and options for managing those 
diseases, including clinical trials as a potential option. Education was 
also provided on clinical trials in general to familiarize the community 
with clinical research. Interviewees discussed the need for providing 
culturally appropriate community education (quote 2). For example, 
educational content needs to be delivered in the local language and 
tailored to cultural preferences. 

Many interviewees emphasized the importance of having a 
continued presence in the community, which requires a long-term in-
vestment (quote 3). One recruitment lead mentioned that they have 
been giving talks in the Black community for several years and it sill 
hasn’t translated to participation. While it was recognized that 

Table 2 
Interviewee quotes.  

Theme Example quotes 

Organizational commitment to inclusive recruitment related to 
providing community education 

1. “So it’s educating first. That then is built on, once we have that established, then we build on discussing 
recruitment into trials for specific … trials.” (Female, Mixed Race, Principal Investigator)  
2. “… it’s not a one hit wonder what we’ve started with … certain communities … it’s integrated now in our regular 
outreach to the community. We have to catch up with the minority groups so our education in regards of clinical 
research is mainly focused on the minority groups and this shows for example even in our media activities so we 
created uh um programs in Spanish in our social media … for example and all of this is in Spanish simply to … 
communicate and engage with the minority.” (Female, non-Hispanic White, Research/Recruitment Lead)  
3. “You recruit patients for a trial, this … particular demographic by first educating them. By offering them 
something valuable that they can use without the pressure … or … the need to even have to discuss a study … when 
you do this in in an effective manner, it means that you have to put up a lot of resources and quite honestly, many 
businesses are not willing to invest over the long term and this is where they go wrong … when you’re dealing with a 
certain demographic you cannot be there for that trial for just that study, your investment has to go beyond that, 
beyond the study number one and then before the study even starts … so you can’t look at numbers on a spreadsheet 
to determine … that piece of advertisement worked – it doesn’t work that way.” (Male, Hispanic, Owner)  

Organizational commitment to inclusive recruitment related to 
organizational structure 

4. “… we do make an effort to have people um who … have comfort and knowledge uh of the communities we’re 
trying to … recruit from … you want to have people in your organization who look like the people you’re trying to 
recruit right and who sound like the people you’re trying to recruit and who grew up in the neighborhoods …” 
(Male, non-Hispanic White, Research/Recruitment Lead)  
5. “… the full infrastructure that’s needed it’s not just recruitment I’ve gotta have … a doctor to do physical exams 
who um can speak Spanish … a Study Coordinator who uh can explain all of the procedures and … who speak 
Spanish if that’s the only language … I’ve gotta have a full-time person who can … do that, multiple full-time people 
who can serve that whenever we need it. And that’s … hard.” (Male, non-Hispanic White, Research/Recruitment 
Lead)  
6. “… we made the investment of opening up our clinic on Saturday, which was a hard thing for us to do because you 
know from a business perspective it’s an expensive thing to do Saturdays. You know additional staffing, physician 
time, you know you have limitations in terms of how … late you can see patients because of courier issues, I mean 
there’s just a multitude of things and so it requires an up-front investment and a continued sustained approach …” 
(Male, Hispanic, Owner)  

Strong sense of mission related to improving healthcare 
through clinical research 

7. “… today’s research studies are tomorrow’s standard of care procedures.” (Female, non-Hispanic White, 
Research/Recruitment Lead) 
8. “… excellence in clinical research accelerating access to treatments that change lives …” (Female, non-Hispanic 
White, Research/Recruitment Lead)  
9. "… the actual mission of trying to get clinical research to the community … over the last 15 years we’ve that’s 
what we’ve been doing. We’ve been enrolling people from the community setting, I’ve been training up uh 
individuals who are often medical assistants uh to become coordinators and they go on to become certified 
coordinators and learn the industry. And we’ve been involving our community-based physicians in research …" 
(Female, non-Hispanic White, Owner and Principal Investigator)  

Instilling a culture of inclusion 10. “… of course like all my staff they would love to um encourage … a minority um group to participate in a trial … 
we always like I said sit together to figure out … what’s the best way to uh reach out to them.” (Male, Asian, 
Research/Recruitment Lead)  
11. “… this was the reason why the founder … of our site 12 years ago um even founded the clinical research part 
he’s still an active endocrinologist and realized back then already that the healthcare system itself is not enough to 
help everybody because coverage is not always a given … this could be um a good benefit that clinical research has 
to offer …” (Female, non-Hispanic White, Research/Recruitment Lead)  

Inclusive recruitment practices evolving based on learning 12. “… we’re continually evolving and uh trying to get understanding of what would help more …” (Male, Black, 
Owner and Principal Investigator)  
13. “[We] do not advertise for specific trials because we have found that when we do that uh our population or the 
patients that are coming to us don’t um buy the name of the trial … they show up and say “I’m not in the study, I’m 
not doing this, I’m not doing that” … that’s why we … try to keep our recruitment efforts mainly from our doctors’ 
database and doctor to doctor referral.” (Male, Hispanic, Research/Recruitment Lead)  
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awareness needs to be generated in diverse communities prior to 
engaging with community members about a specific study opportunity, 
this requires a financial investment. Some interviewees shared addi-
tional community educational initiatives they wished they could 
implement, but funding was a barrier. 

3.2.2. Organizational commitment to inclusive recruitment related to 
organizational structure 

The second theme is organizational commitment to inclusive 
recruitment related to organizational structure, which needs to be 
conducive and tailored for recruiting diverse participants. This includes 
hiring diverse staff from the local community, ensuring staff members 
speak the same language of the patients that are being recruited and 
adjusting hours of operation (quote 4). 

While interviewees discussed their organization’s commitment to 
creating an organizational structure in order to be better at recruiting 
diverse participants, they also recognized room for improvement. Some 
interviewees discussed funding constraints for hiring staff members that 
speak additional languages in order to explain study procedures or 
perform cognitive testing in their patient’s native language. One 
recruitment lead discussed the need for a full research infrastructure in 
order to offer a trial in another language, which includes hiring several 
full-time people such as a physician, recruiter and Study Coordinator 
who can all speak that particular language (quote 5). Interviewees dis-
cussed their organization’s commitment towards overcoming barriers to 
making structural changes just as often as discussing barriers that pre-
vent structural enhancements (quote 6). 

3.2.3. Strong sense of mission related to improving healthcare through 
clinical research 

Interviewees reported working for organizations with missions 
related to improving healthcare through clinical research. Approxi-
mately half of the interviewees spoke about their organization’s mission 
of conducting research in relation to improving healthcare for overall 
society by developing medications that will be the future of care and 
prevention (quotes 7 and 8). Other interviewees discussed their orga-
nization’s mission of conducting research in relation to improving 
health outcomes for patients by facilitating access to treatment options 
available in clinical trials to those who are underrepresented in the 
healthcare system. Interviewees described a strong sense of mission in 
that their organizations’ missions influenced work across the organiza-
tion and guide recruitment efforts. For example, one Owner/Principal 
Investigator discussed efforts to fulfill their organizational mission of 
bringing research to the community such as onboarding community- 
based staff and training community-based physicians to be In-
vestigators (quote 9). 

3.2.4. Instilling a culture of inclusion 
Interviewees discussed instilling a culture of inclusion with regard to 

inclusivity in clinical research. Interviewees mentioned different aspects 
of their organizational cultures, including working among a diverse 
study team and understanding each other’s cultural backgrounds, as 
well as efforts to ensure trial information reaches and resonates with 
diverse populations (quote 10). Some interviewees discussed having a 
culture of inclusion derived from leadership support or directive. This 
included imperatives for promoting equitable access to clinical research 
(quote 11). 

3.2.5. Inclusive recruitment practices evolving based on learning 
Interviewees discussed how their organization’s approach to inclu-

sive recruitment practices evolves, sharing changes initiated based on 
past experiences and lessons learned (quote 12). One recruitment lead 
discussed reprioritizing their efforts after having failed attempts to re-
cruit diverse participants into a trial - later learning that community 
engagement was required in order for them to be successful. A Principal 
Investigator also shared learnings related to needing a wider net for 

recruitment and that meant going out into the community. Another 
recruitment lead mentioned that general advertising did not work for 
the diverse population his organization recruited so they stopped 
advertising for specific trials (quote 13). 

The voice of the interviewees is incorporated in Table 2 and delin-
eated by each theme. 

4. Discussion 

4.1. Organizational commitment to inclusive recruitment related to 
providing community education 

One of the key elements to successfully recruiting diverse partici-
pants is providing disease and general clinical trial education prior to 
presenting a specific trial opportunity [48–50]. Despite being recog-
nized as important, such action is not being taken nor is providing 
community education a common practice at the site level [50,51]. The 
literature suggests that research sites engaged with educating their local 
communities are providing education at the same time as trial recruit-
ment, even when receiving NIH funding or resources [51–56]. With 
exception are federally designated specialty centers that provide 
ongoing community education in partial fulfillment for maintaining 
designation status [48,49,57,58]. The success and sustainability of 
long-term community engagement is yet to be documented among 
industry-funded studies, although industry stakeholders acknowledged 
that community education prior to focusing on study recruitment is not 
occurring [50]. 

The NIH oftentimes provides funding for research infrastructure at 
sites including providing strategic guidance or funding for hiring and 
training diverse staff to support recruitment activities [9,52,53]. Phar-
maceutical sponsors provide recruitment support to sites on a 
study-by-study basis, leaving it up to research sites to establish a 
long-term commitment to community education, should they wish. In-
dividuals in this study discussed how their organizations made the 
commitment to invest in providing general education prior to discussing 
a study. This concept is not widely practiced and is one area in which the 
interviewees displayed an exceptional practice unique to many research 
sites. 

4.2. Organizational commitment to inclusive recruitment related to 
organizational structure 

Individuals in this study also discussed how their organization 
demonstrated its commitment to inclusive recruitment by investing in 
structural enhancements. Research center infrastructure has been 
identified as a barrier to diverse recruitment [36]. Even with infra-
structure investments and leadership supportive of research initiatives 
within their organizations, interviewees discussed continuing barriers. 
Many expressed the need for additional research staff members and 
language capabilities, which are known limiting factors for inclusive 
recruitment [5,36]. Interviewees also shared examples of how their or-
ganizations overcame barriers to improving their research in-
frastructures and enhanced their capabilities to better meet the needs of 
diverse patients. The majority of organizations represented by in-
terviewees in this study have diverse staff on their research teams. 
Ensuring research staff are the same race or ethnicity and speak the same 
language as patients being recruited has contributed to achieving 
diverse representation in past studies [21,53,55,59]. In fact, site 
personnel race and ethnicity was found to be correlated with the di-
versity of patients enrolled in clinical trials [60]. 

4.3. Strong sense of mission related to improving healthcare through 
clinical research 

Findings from this study suggest that incorporating clinical research 
components and promoting access to clinical research within a research 
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site’s mission statement help facilitate active inclusive recruitment ef-
forts. While not widely described in the literature, Joseph and Dohan 
(2009) found research activities at a safety-net hospital were insuffi-
ciently supported due in part to the organization’s primary mission not 
encompassing clinical research [36]. Individuals in this study discussed 
recruitment activities driven by their mission. Believing in the mission 
was an important aspect leading to principles of working. 

4.4. Instilling a culture of inclusion 

Regnante et al. (2019) reported that cancer research centers 
recruiting a high percentage of diverse trial participants demonstrated 
an inclusive organizational culture by dedicating leadership roles to 
diversity and hiring diverse staff [49]. In addition to leadership support 
deriving a culture of inclusion, co-workers of interviewees in this study 
helped create an inclusive culture prevalent across their organizations. 

4.5. Inclusive recruitment practices evolving based on learning 

The participating organizations also had flexible processes. 
Recruitment approaches changed based on past experiences, as a better 
understanding of how to adapt to patients’ cultural preferences and 
needs was gained. Crosson et al. (1999) discussed how organizational 
learning provides a competitive advantage [61]. Individuals who 
participated in this study discussed enhancements made based on 
organizational learning that improved their organizations’ compe-
tencies and allowed them to improve recruitment practices. 

5. Conclusions 

In this study, broad ranges of perspectives were obtained from 
research stakeholders who provided their first-hand experiences of 
organizational elements involved with inclusive recruitment practices. 
The peer-reviewed literature on inclusive recruitment practices in clin-
ical trials is in the context of NIH-funded trials and these findings offer a 
new contribution related to industry-funded trials. 

The reported enrollment of 40% or more diverse participants in trials 
conducted by seven organizations was unique among industry-funded 
research sites in that recruitment was on par with diverse representa-
tion in the US population, which was 39% at the time of data collection 
[62]. At these organizations, recruitment was more equitable than many 
organizations conducting industry-funded trials as overall, 17% of par-
ticipants in industry-sponsored studies are racially or ethnically diverse 
[8]. Four individuals reported recruiting more diverse trial participants 
on average than nearby community demographics, another indicator 
that organizational characteristics may play a role in achieving clinical 
trial diversity. 

Due to the qualitative nature of this study, there are inherent limi-
tations. The qualitative method selected for this study was designed to 
be exploratory and therefore limiting transferability of findings. Thick 
description was provided through interviewee voice for readers to make 
transferability judgments to their own unique settings. The convenience 
sample created potential for self-selection bias. It is important to note 
that data were collected prior to the COVID-19 pandemic. The authors 
also want to note that while they purposefully attempted to use inclusive 
language in this article, at times the word ‘minority’ was used to portray 
interviewee voices. From a social justice perspective, culturally sensitive 
language related to equity, power, and identity, among others, is rec-
ommended [63]. The use of the word ‘minority’ is commonly accepted 
in scientific fields [64,65]. 

The findings from this study provide a foundation for exploring 
environmental elements that may be involved with inclusive recruit-
ment. Understanding research site characteristics facilitated an under-
standing of what elements are involved in the active recruitment of 
diverse participants into industry-funded clinical trials at an organiza-
tional level. The interview findings may help to inform the application of 

practices that promote clinical trial diversity. Findings suggest the 
following organizational characteristics be exhibited:  

1. Committing to a long-term community engagement plan by 
providing culturally tailored education  

2. Establishing an organizational structure to eliminate barriers to 
success through practices such as hiring community-based research 
staff and tailoring language capabilities to community needs  

3. Defining a strong sense of mission that incorporates diversity in 
clinical research and establishing principles of working that support 
the mission  

4. Instilling a culture of inclusion across all hierarchal levels of the 
organization  

5. Flexibility to continually refine inclusive recruitment practices based 
on learning 

By applying similar inclusive recruitment practices, industry stake-
holders involved with clinical research can better support organizational 
initiatives focused on improving access to biopharmaceutical-sponsored 
clinical trials for racially and ethnically diverse participants. Improving 
clinical trial diversity requires a multi-stakeholder effort across the 
broader clinical trial ecosystem, of which research sites represent one 
component. Applying the initiatives discussed at a research site level are 
among many required across a multitude of stakeholders in order to 
achieve sustainable progress with improving access and inclusivity in 
clinical research. 
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