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ABSTRACT

Clinical research is meant to serve all communities. For this reason, the National Cancer Institute expects each
cancer center to recruit participants in numbers that reflect the cancer prevalence in their service regions. However,
many centers do not achieve this balance. The individual who obtains consent for participation often interacts
most closely with potential subjects. We proposed that the ethnic, racial, and linguistic background of the
consenter could meaningfully influence a person’s willingness to enroll. To test this, we conducted a mixed-
methods study exploring how the cultural identity of the person obtaining consent might shape patients’ decisions
about joining a clinical trial. Between January 2018 and February 2020, 205 women attending our breast clinic
were approached in sequence; 181 completed the survey. Of these, 94 (52%) identified as Northern European,
non-Hispanic White (NE White), and 87 (48%) as Women of Color (WOC) — including Asian, Black,
Hispanic/Latina, and Native American participants. Clear statistical differences emerged regarding how important
the consenter’s identity was in the decision to enroll. No NE White participant (0%, n = 0) considered the
consenter’s race relevant, compared with 11% (n = 9) of WOC respondents (p = 0.0009). Similarly, none of the
NE White group valued having a consenter “who looked like people in my community, ” while 12% (n = 10) of
WOC respondents did (p =0.0004). These outcomes indicate that the racial and ethnic background of the consenter
can influence representation in clinical trials. Broader investigations are needed to determine whether this pattern
applies elsewhere.
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Introduction

When participant recruitment lacks demographic breadth, trial findings cannot be reliably applied to wider
populations [1-3]. At City of Hope, recruitment for our non-interventional and non-therapeutic studies closely
paralleled the racial and ethnic composition of both our Duarte Breast Oncology Clinic and the Comprehensive
Cancer Center’s catchment zone. No population group was either under- or over-represented. This parity occurred
even though we (1) offered no participant incentives, (2) did not oversample any racial or ethnic segment, and (3)
provided no diversity training for our consent staff. The only plausible explanation was that the individuals
obtaining consent reflected the same cultural variety as the Southern Los Angeles communities they served. This
led us to speculate that the demographic mix among consenters might be directly tied to our success in enrolling
diverse participants.

Typically, the Clinical Research Assistant (CRA)—the staff member responsible for consent—has the most
frequent and personal contact with research subjects [4]. Building a sense of trust between the CRA and potential
enrollees is essential for fair and inclusive recruitment. We reasoned that CRAs who can relate to participants
from multiple backgrounds might encourage broader participation across ethnic lines.
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Although many high-impact studies have examined the lack of diversity in clinical trial recruitment and have
proposed potential remedies [5-7], almost none have explored how the identity of the person obtaining consent
affects this issue.

To evaluate our hypothesis, we created a prospective population-based mixed-methods project assessing whether
consent characteristics influence who joins clinical studies. The work focused on three non-interventional breast
cancer trials at the City of Hope Comprehensive Cancer Center (COHCCC) and involved both a survey and
personal interviews. We anticipated that individuals might be more open to participation when approached by
someone who shared their appearance, language, or cultural understanding. This paper presents our findings on
how a consenter’s socio-cultural profile relates to decisions about research participation.

Materials and Methods

Study framework and ethics approval

The project consisted of two components: a survey questionnaire (IRB#18205) and in-depth interviews
(IRB#18395). Eligible participants had previously been invited to one of three COHCCC non-therapeutic breast
cancer studies that collected blood and tissue samples only (IRB#15418, 17009, 17185). All work was approved
by the COH Institutional Review Board, following institutional, state, and federal standards.

Summaries of the three breast cancer trials appear in Table 1. Participants were invited sequentially during clinic
visits by CRA consenters, and demographic information is shown in Table 2.

Table 1. Overview of included clinical studies and data elements collected.

Face-to- Signed . .
Protocol . g Materials & Information
Study Name & Aim Face Consent
ID Gathered
Consent Form

Breast tissue, blood,
DNA/RNA, demographic
details, screening or cancer

Name: Breast cancer initiation events in the
high-risk population. Aim: Gather breast
15418 tissue and blood from persons with >20% Y Y

n . . records (treatment, imaging,
elevated lifetime risk or with a breast cancer ( ging

outcomes, genetic results,

diagnosis. medical history).
Name: Combined breast MRI/biomarker
strategies to identify aggressive biology. Aim:
17009 Obtain 3 additional core biopsy samples from Y Y
high-risk or diagnosed women undergoing
MRI screening who need a core biopsy.
Name: Breast microenvironment signaling
during cancer initiation. Aim: Secure breast
17185 tissue and blood from individuals at >20% Y Y
increased lifetime risk or diagnosed with
breast cancer.
Table 2. Demographic characteristics of interview participants.
Demographic Characteristic n (%)
Race
Asian 8 (18%)
Black 8 (18%)
White 28 (63%)
Ethnicity
Hispanic 21 (48%)
Non-Hispanic 23 (52%)
Age Group (years)
25-35 8 (18%)
36-45 6 (14%)
46-55 14 (32%)
56-65 11 (25%)
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66-75 5(11%)
Breast Cancer Diagnosis in Past 5 Years
Yes 41 (93%)
No 3 (7%)
Born in the United States
Yes 25 (57%)
No 15 (34%)
Unknown 4 (9%)
Marital Status
Single 15 (34%)
Married 26 (59%)
Divorced 3 (7%)
Religious Affiliation
Yes 35 (80%)
No/Unknown 9 (20%)
Highest Education Level
Graduate or professional school 7 (16%)
College degree 13 (29.5%)
Some college or associate’s degree 8 (18%)
Vocational or technical school 4 (9%)
High school 7 (16%)
Some high school 2 (4.5%)
Unknown 3 (7%)

Survey questionnaire

Regardless of whether individuals had previously accepted or declined participation in any of the three non-
interventional breast cancer trials, each was later contacted by another Clinical Research Assistant (CRA) who
explained the details of this survey project (IRB#18205). The survey consisted of an anonymous, approximately
5-minute questionnaire designed to assess participants’ perspectives on joining clinical trials. The instrument
contained 39 items, evaluating:

(1) reasons for agreeing to or refusing the earlier study, and

(2) general perceptions toward medical and clinical research overall.

The objective was to explore how much the CRA consenter may have shaped the patient’s decision either to enroll
or to opt out, not only in the prior non-therapeutic trials but also in clinical research participation more broadly.
The questionnaire items were drawn from previous publications, focus group findings, and interview-based
studies focused on attitudes toward the consent process. Before completing the survey, each participant reviewed
and signed an information sheet approved by the COH Human Research Protections Office.

The first group of questions (Q1-Q9) asked respondents to rate their level of agreement with nine statements
related to their most recent interaction with the CRA consenter. Responses were measured on a 7-point Likert
scale ranging from “strongly disagree” to “strongly agree.” These statements—adapted from Jenkins et al. 2009
and 2013 [8, 9], Overholser et al. 2007 [10], and Heiney ef al. 2010 [11]—assessed perceptions of voluntariness,
trust, empathy, emotional support, and empowerment during the consent discussion.

The second section (Q10-Q14) gathered information about participants’ previous and current experiences with
clinical research [12-14]. It included questions about whether respondents had taken part in the non-therapeutic
BCT, prior invitations to research, and the influence of community or acquaintances who had engaged in similar
studies.

Questions Q15-Q22 examined which characteristics of the consenter mattered most when a patient was invited to
participate in a study. Respondents selected from “not important at all, ” “somewhat important, ” “important, ”” or
“very important.” This part, based on Myles, Heller, and Heiney [11, 15, 16], evaluated the significance of the
consenter’s race, language, gender, and demeanor.

The fourth block (Q23-Q34) explored motivators for participation in any type of clinical research, using the same
four-point importance scale. Influencing factors included altruistic intent, religious beliefs, financial reward, and
time commitment [17].
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Finally, Q35-Q39 gathered demographic data such as race, ethnicity, spoken language, and education level.

Statistical analysis

Qualitative variables were summarized as frequencies and percentages. Associations were assessed using Chi-
squared and Fisher’s Exact tests. In analyses of the importance scale, responses marked “important” or “very
important” were grouped together as important, whereas all remaining options were labeled not important.
For items rated on the 7-point Likert scale, responses of “agree” and “strongly agree” were pooled under agree,
and all others were classified as disagree.

In-person interviews

In arelated qualitative study, CRAs and collaborating clinicians identified eligible participants during their routine
outpatient appointments. The CRA invited each patient to join the interview study and obtained informed consent
(IRB#18395). If the participant’s schedule allowed, the interview was carried out on the same day in a private
setting; otherwise, it was arranged for a later date coinciding with a follow-up visit at City of Hope.

Structured one-on-one interviews were conducted by trained CRAs (Table 3). All CRA interviewers received
instruction in effective communication, establishing rapport, and avoiding biased or leading questions, ensuring
that discussions remained focused. Participants and interviewers were matched by gender and race to foster trust,
cultural sensitivity, and open dialogue. No targeted recruitment by ethnicity or specialized diversity training was
implemented.

The interview guide was designed to probe patient understanding of clinical research, motivations for
participation, reasons for refusal, and perceived barriers or facilitators. For consistency, the same CRA who had
obtained the participant’s consent for IRB#18395 also conducted the interview session. With consent, all
interviews were audio-recorded on digital devices to preserve accuracy. No monetary incentive was provided.
Participants were reminded that they could decline or skip any question without penalty.
After completion, CRAs documented field notes and reflections about each interview.

Table 3. Example Interview Questions.

Question # Main Question Follow-up Probes (if applicable)
1 Have you ever taken part in clinical research a. Yes: Could you describe what the study focused
studies before? on? b. No: What has kept you from participating?
i. Please explain in your own words what clinical
2 In your view, what is clinical research? research means to you. ii. What images or ideas
come to mind when you hear “clinical research”?
.. Do you have any particularly strong emotions—
3 How do you personally feel about clinical research? Y . yP . Y & .
positive or negative—about it?
. C . a. Are there any risks that stand out to you? b.
Do you have any worries or concerns about joining . .
4 .. What obstacles might make it hard for you to take
a clinical research study?
part?
Do you believe it is difficult for members of your . C o
Y . . .. Y . a. If yes, in what ways is it difficult? b. If no, why
5 community or cultural/ethnic group to participate in . .
.. do you think it is not difficult?
clinical research?
6 From your perspective, what motivates people to Among the reasons you listed, which ones do you
join clinical research studies? consider most important?
. . . - a. Who were these individuals? b. What exactl
Did anyone at City of Hope discuss clinical . . L Y
7 L . did they say? c. Did their input affect your decision
research participation with you? . .
to join or decline?
A consenter is the staff member who explains the
3 study and invites you to enroll. What qualities or What specific actions should consenters take to
traits do you think are essential for an effective help patients decide whether to participate?
consenter?
What steps should institutions like City of Hope .. .
P . Y .. P What additional measures could they implement to
9 take to better educate patients about clinical

research?

encourage greater patient involvement in research?
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Is there any other information, opinion, or
10 experience related to clinical research that we —
haven’t covered and that you’d like us to know?

The audio recordings were transcribed verbatim and checked for precision. A three-member CRA team
independently reviewed all transcripts to identify broad themes and subthemes. Each transcript was coded by two
separate coders, who extracted representative quotes and reached consensus on thematic assignments. Once a
minimum 95% inter-coder reliability was achieved, the finalized codebook with corresponding quotations was
established. To preserve confidentiality, participant names were replaced with pseudonyms in all transcripts.

Results and Discussion

Survey questionnaire participation

Women eligible for IRB #18205 had earlier been invited to join one of three non-therapeutic, observational breast
cancer studies (Table 1) designed to collect breast tissue, blood, and background data. Every woman approached
for those trials qualified for inclusion in this follow-up survey assessing influences on research participation.

A total of 205 women were sequentially contacted as they presented to the Duarte Breast Oncology Clinic at City
of Hope. Recruitment was consecutive with no attempt to favor or limit any racial or ethnic subgroup. Of these,
24 (11.7%) declined participation. The self-identified racial/ethnic composition among decliners was 13 Non-
Hispanic White, 2 Asian, and 9 Hispanic/Latina.

The remaining 181 respondents completed the survey: 94 (52%) Northern European non-Hispanic White (NE
White) and 87 (48%) Women of Color (WOC). Within the full cohort, 26% were Hispanic/Latina White, 17.1%
Asian, 4.4% Black, and 1.7% Indigenous.

205 eligible

patients

24 women
declined survey |
questionnaire 181 women

enrolled in survey
questionnaire

|
[ |
94 NE White 87 WOC

91 consented to 82 consented to
BCT BCT

3 declined 5 declined
consent to BCT consent to BCT

Figure 1. summarizes participant flow: among NE White respondents, 91 consented to the prior BCT while 3
declined; among WOC, 82 consented and 5 declined.

Participant demographics in these three background studies closely paralleled both (1) the racial distribution of
patients in the City of Hope Duarte Clinic—52% Non-Hispanic White, 26% Latino/Latina, 8% Black, 14% Asian
or Pacific Islander, <1% Indigenous—and (2) those within the broader City of Hope Comprehensive Cancer
Center Catchment Area—57% Non-Hispanic White, 24% Latina, 11% Asian or Pacific Islander, 8% Black, <1%
Indigenous.
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Figure 2. displays this distribution. In overall survey responses, WOC affirmed a higher proportion of “yes”
answers than NE White participants, who exceeded WOC on only 1 of 29 items (*n = 181, *p <0.05).

Northern European non-Hispanic white participants (NE white)

Among the NE White cohort, 91 completed the written survey (91 enrolled; 3 declined). Summary findings appear
in Figure 2. There were no statistical differences between enrollers and decliners regarding recognition that the
study was voluntary (p = 1) or that they could withdraw freely (p = 1).

However, a significant distinction appeared in perceived trust and support generated by the consenter: 93% (n =
85) of those who enrolled felt supported versus 67% (n = 2) of those who declined (p = 0.05).

A second significant variance concerned feelings of empowerment—none of the decliners reported feeling
empowered compared with 5% of enrollers (p = 0.02).

No other survey domains differed between enrolling and declining NE White participants.

Women of color (WOC)

Within the 87 WOC participants (82 enrolled; 5 declined), the group consisted of 26% Latina/Hispanic White,
17.1% Asian, 4.4% Black, and 1.7% Indigenous, with roughly half speaking a language other than English.
Both enrollers and decliners acknowledged that joining the study was voluntary and that they were free to
withdraw at any time.

Consistent with findings among NE White respondents, there was a notable gap regarding the sense of
trust/support offered by the consenter: 94% (n = 77) of enrollers versus 60% (n = 3) of decliners agreed with that
statement (p = 0.05).

Similarly, significant differences appeared in responses to feeling empowered to decide independently: 4% (n =
3) of enrollers and 40% (n = 2) of decliners disagreed that the consenter encouraged autonomy (p = 0.02).

Comparison between NE white and woc

Distinct contrasts were observed between NE White and WOC participants in their views about the consenter’s
characteristics and their influence on enrollment (Figure 3). No NE White respondent (0%, n = 0) felt the race of
the consenter affected their decision, whereas 11% (n = 9) of WOC participants did (p = 0.0009).
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Figure 3. outlines group differences: (a) Comparison of perceived trust/support created by the consenter
among NE White enrollers (n = 85) vs decliners (n = 2)** and WOC enrollers (n = 77) vs decliners (n = 3)**
(p = 0.05). (b) Responses to not feeling empowered: NE White enrollers (n = 5) vs decliners (n = 0)** and
WOC enrollers (n = 3) vs decliners (n = 2)** (p = 0.02). (c) Significance of consenter attributes: race (p =
0.0009), appearance (p = 0.0004), language (p = 0.07), gender (p = 0.08). (d) Significance of non-consenter
factors: anticipated research benefit (p = 0.04), religious motivation (p = 0.0001), and feeling overwhelmed
by diagnosis (p = 0.007).

None of the NE White respondents identified “looking like people from my community” as a relevant factor,
whereas 12% (n = 10) of WOC participants considered it meaningful when deciding to take part in clinical
research (p = 0.0004).

Although consent language and gender did not reach statistical significance between racial groups, they trended
toward relevance. Consenter language was noted as important by 69% of NE White and 56% of WOC participants
(p =0.07), an unexpected observation likely reflecting the linguistic diversity within Los Angeles. The gender of
the consenter was largely rated “not important, ” with 93% of NE White and 85% of WOC enrollees selecting this
response (p = 0.08). A follow-up breakdown showed that 68% of NE White and 51% of WOC regarded the
consenter’s language as a meaningful factor. The elevated proportion among NE Whites likely reflects the
presence of immigrant subgroups from regions such as Eastern Europe, the Middle East, and Armenia.
Regarding non-consenter influences, significant group differences emerged. The perceived ability to help others
in the future was considered important by 89% of NE White enrollees and 98% of WOC enrollees (p = 0.04).
Religious beliefs were influential for 15% of NE White and 41% of WOC participants (p = 0.0001). Furthermore,
feeling overwhelmed by a diagnosis or treatment affected 51% of NE White and 71% of WOC enrollees (p =
0.007). Across 8 of 24 survey items, statistically significant differences appeared between the two groups (Figure
3). These items were concentrated within three major dimensions: (1) past or current research participation, (2)
importance of consenter attributes, and (3) motivators for joining clinical studies.

Themes from in-person interviews

To gain deeper insight into women’s perceptions, motivations, and reservations regarding clinical trials, in-person
interviews were held to complement the earlier quantitative survey (IRB#18205). Between August 2019 and
February 2020, 61 women were contacted who either (1) had previously consented to one of three observational
studies (IRBs 15418, 17009, 17185), (2) were within five years of their breast cancer diagnosis, or (3) were at
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elevated risk for the disease. Recruitment was sequential, following the order of patient clinic visits. Of those
approached, 44 agreed to be interviewed.

The ethnic distribution among interviewees included 20 Latinas ([White/Hispanic]—1 Salvadoran, 1 Mexican-
Armenian, 18 Mexican), 8 Asian (1 Chinese-Japanese, 1 Indian, 3 Chinese, 2 Vietnamese, 1 Thai), 8 African
American/non-Hispanic, and 8 White/non-Hispanic (2 Iranian, 6 European). Participants ranged in age from 27
to 71 years. Seventeen women declined participation: 8 Asian, 4 Latina, 4 African American/non-Hispanic, and
1 White/non-Hispanic. Demographic details appear in Table 2, and interview prompts are listed in Table 3.

The interviews were conducted by three CRAs and one postdoctoral fellow, with interviewer-interviewee pairings
matched by ethnicity: (1) Asian CRAs with Asian participants (East and West Asian), (2) a White Latina CRA
with both Latina and Non-Hispanic participants, and (3) an African American postdoctoral fellow with African
American participants. All sessions were held in English, lasting 4 to 49 minutes.

Key themes derived from transcripts included: scientific contribution, altruism, attitudes toward clinical research,
incentives, research literacy, barriers and enablers, patient-centeredness, cultural responsiveness, and qualities of
the consenter. These concepts emerged consistently across all ethnic backgrounds.

Positive themes

Participants frequently emphasized a desire to advance medical science and help others. For example, one African
American woman expressed:

“If I knew my participation could help find better treatments—and that everyone could access them—it would be
worth it.” Similarly, an Asian participant noted: “Each research study serves a different purpose. Ultimately, it’s
about improving care, making treatments more effective, and hopefully discovering cures.” The notion of
scientific progress appeared as the most dominant positive driver across all groups.

Negative Themes: Distrust toward the medical system surfaced across all demographics, though it was more
individualized among NE White women and more community-rooted among WOC. One NE White participant
remarked:

“If you’re given a placebo and no one knows what it is, there’s risk in that. Even without a placebo, things can
sometimes make you worse.” For WOC, cultural mistrust emerged as a distinct subtheme. An Asian respondent
shared: “I think a lot of Asian people struggle with trusting doctors. My relatives hesitate, especially with
research—it feels experimental.” An African American woman stated: “In my culture, we’re taught that what
happens at home stays at home.” A Hispanic participant added: “In our culture, when they say ‘clinical research,
> it sounds like being experimented on—Ilike we’re test subjects.” African American participants also voiced the
greatest concern about confidentiality.

Systemic Barriers and Facilitators: Across all racial/ethnic groups, barriers such as time, distance, and scheduling
conflicts were frequently mentioned. One Asian participant commented:

“If the research visit could be on the same day as my appointment, that would help. It’s hard to drive an hour just
for the study.” Other barriers included limited research literacy and language accessibility, the latter being most
often cited by Asian participants. One remarked: “Sometimes patients can’t consent because there’s no form in
their language. That’s a real problem.”

Consenter Qualities: All groups emphasized the importance of consent, professionalism, clarity, and emotional
sensitivity. Participants noted that lengthy, legalistic consent forms and excessive signatures created barriers.
Women expressed a preference for consenters who could explain studies thoroughly but succinctly, balancing
professionalism with empathy.

Ensuring diverse representation in clinical trials is critical for the generalizability and safety of study findings and
therapies across populations [18]. As a result, the National Cancer Institute (NCI) includes diversity in participant
recruitment as one of the parameters used when accrediting cancer centers. Despite this emphasis, individuals
identifying as Latina/Hispanic, Asian, or Black/African-American/African continue to be substantially
underrepresented in both therapeutic and non-therapeutic clinical research [19-21].

In the present work, participants were enrolled in three trials focused on collecting demographic data, tissue, and
blood samples. Our 90% participation rate aligns with those of similar biobanking or tissue-based studies but
differs from many such efforts that have historically failed to include adequate numbers of Hispanic/Latino,
Black/African American/African, Asian, and Indigenous populations [22, 23]. To illustrate, among the 5729
biospecimens in The Cancer Genome Atlas (TCGA) and the 2022 U.S. Census data, Non-Hispanic Whites were
notably over-enrolled (58.9% vs. 77%; a 29% overrepresentation), while under-enrollment occurred among Black

e
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(12.6% vs. 12%; —5%), Asian (6.1% vs. 3%; —51%), and Hispanic/Latino (19.1% vs. 3%; —84%) individuals [24].
Such disparities, especially in non-therapeutic databases like TCGA, limit the broader applicability of research
conclusions.

Multiple factors contribute to the ongoing lack of diversity in both treatment-based and observational trials,
making it a multifaceted challenge with no singular solution [25-30].

Unlike most previous reports, the composition of our participant cohort reflected the demographics of the City of
Hope Duarte Clinic and its Comprehensive Cancer Center Catchment Area, avoiding both over- and under-
representation of any racial or ethnic subgroup. No financial incentives were provided, and there were no
directives emphasizing the recruitment of any particular community. Likewise, staff members responsible for
obtaining informed consent received no specific diversity-related training. Given these neutral recruitment
conditions, we hypothesized that the diversity among the consent administrators (CRAs) themselves may have
positively influenced the inclusivity of trial participation.

Using a mixed-methods approach—combining quantitative survey data and qualitative interviews—this study
examined the obstacles and facilitators impacting minority inclusion in research. Survey findings emphasized that,
for Women of Color (WOC), shared racial or ethnic background with the individual obtaining consent
significantly affected their willingness to participate. These results reinforce previously identified barriers. For
example, Regnante et al. reported that achieving 10-50% minority enrollment required deliberate practices such
as accurate race reporting, identifying participation barriers, developing targeted outreach strategies, and
involving practitioners directly in trial promotion [31].

Distinct motivational and inhibiting factors emerged between non-Hispanic White (NE White) and WOC
respondents. Qualitative interviews revealed a stronger sense of cultural mistrust among WOC participants—a
theme absent among NE Whites—which also appeared in survey responses emphasizing the importance of
cultural congruence with the consenter. Together, these findings suggest that mistrust in medical institutions
remains a barrier and that diverse research staff can play a vital role in mitigating it. Moreover, given the
heterogeneity within WOC populations, strategies to enhance participation must be community-specific,
acknowledging each group’s unique historical and social relationship with the healthcare system.

For WOC participants, altruism—the desire to help others—emerged as a stronger motivation compared to NE
Whites. Similarly, religious beliefs had a greater influence on the decision to participate among WOC respondents.
Religion often plays a central role in many minority communities, shaping their understanding of health, morality,
life, and death, and consequently influencing their clinical trial decisions.

Additionally, WOC participants reported feeling more emotionally overwhelmed by their diagnoses and
treatments, which may highlight their need for stronger emotional and psychosocial support throughout their
medical journey. These insights underscore the importance of future research into the roles of faith, emotional
resilience, and mental health support in improving trust, engagement, and retention of racial and ethnic minorities
in clinical research.

Study limitations

Although this research captures participants’ immediate reflections on their decision to either join or decline a
clinical research study, several limitations restrict how broadly the findings can be applied. First, because our non-
therapeutic trials already achieved high participation rates, opportunities to explore reasons for refusal were
limited. Second, the sample sizes for both the survey and the interview components were relatively small, which
may constrain statistical strength. Third, as the study was confined to non-therapeutic designs, factors relevant to
therapeutic clinical trials were not evaluated. Fourth, the research design did not include a control group, which
limits internal comparison.

An additional uncontrolled variable involved the age difference between those obtaining consent and the
participants themselves. Since the consenters/interviewers were younger, this generational gap might have either
positively or negatively influenced enrollment outcomes or responses. Future investigations will consider this
potential confounding factor more explicitly.

Other notable limitations include the study’s restriction to a single institution, its small cohort size, the exclusive
inclusion of women, and its confinement to a specific geographic area—Los Angeles, California. Broader, multi-
site studies are warranted to determine whether these results hold true across different populations and regions.
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Conclusion

Despite the above constraints, the study offers evidence that characteristics of the clinical research team can
meaningfully enhance diversity in clinical trial participation. The findings suggest that racial, ethnic, and socio-
cultural alignment between participants and research staff may play a role in a patient’s choice to engage in a
study.

Further research involving larger, more diverse populations—including men and different age groups—is
essential to substantiate these insights. In our non-therapeutic/non-interventional settings, participants were
enrolled sequentially as they arrived at the clinic, reflecting the demographics of our catchment area without
intentional over- or under-representation of any group.

Importantly, the research team did not receive specialized recruitment training or instructions to target specific
racial or ethnic groups, ensuring equitable accrual.

Future work will aim to extend this investigation across multiple institutions and distinct community contexts,
including those serving primarily Black/African-American women, to examine whether these findings persist in
diverse clinical environments.

Ultimately, representative inclusion is essential for the validity, quality, and effectiveness of all healthcare
research. In subsequent phases, we intend to assess whether diversity among consenters directly contributes to
greater participant diversity in therapeutic multi-center clinical trials involving both men and women.
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