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Abstract

Objective: To evaluate research retention of older minority women with urinary incontinence
(UI) using a community-based participatory research (CBPR) versus a traditional research
approach.

Methods: An ancillary prospective study was conducted within an ongoing pilot randomized
clinical trial (RCT) to treat Ul. Participants were recruited using CBPR in collaboration with a
local community versus a traditional research approach at an academic center. Inclusion criteria
were women =65 years and symptomatic Ul. The primary outcome was the randomization rate
defined as the proportion of women randomized into the RCT out of screened participants.
Screening and consent rates were also evaluated. Pearson Chi- square, Fisher’s Exact, and T-tests
were utilized. The effect of CBPR on research retention rates was expressed as odds ratio (OR)
with 95% Confidence Intervals (CI).

Results: There were 10 and 88 women screened in CBPR and traditional research groups,
respectively. CBPR participants were Hispanic (n=10, 100%) and older (78.4 + 8.3 years, p<0.01).
Majority of traditional research participants were non-Hispanic Black (n=55, 62.5%) and younger
(71.0 + 4.9 years). The CBPR group had higher rates of screening (76.9% versus 40.6%,

p=0.01), consent (80% versus 44.3%, p=0.045), and randomization (50.0% versus 14.8%, p<0.01)
compared to the traditional research group. CBPR increased the odds of research retention during
screening (OR=4.9, 95% CI 1.3-18.2), consent (OR= 5.0, 95% CI1=1.0-25.0), and randomization
(OR=5.8, 95% CI 1.5-22.7).

Conclusion: Compared to traditional research, CBPR yielded higher research retention among
older minority women with Ul in a clinical study.
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Introduction

Methods

Research on racial and ethnic disparities in healthcare has grown significantly in the
previous two decades.! However, racial and ethnic minority participation in clinical

research remains low. The pervasive under-representation of minorities in clinical

research is concerning given the United States (U.S.) national mandate that requires all
National Institutes of Health (NIH) funded clinical trials to include women and minority
participants.2:3 Published reports reveal the most common barriers to clinical research
participation among African Americans and Hispanics including issues concerning trust,
experimentation, communication, and logistics.*® These barriers result in the paucity of
scientific data, recommendations, and health policies specific to racial and ethnic minorities,
thus, further perpetuating health disparities and inequities in these populations.

Community-based participatory research (CBPR) may provide an ideal recruitment strategy
to enroll racial and ethnic minority women. 6-8 CBPR is defined as research focusing on
active involvement of community members, organizational leaders, and researchers in all
research aspects. CBPR increases research participation through its main principles such as
building on the strengths and resources of the community, promoting co-learning among
research partners, and achieving a balance that mutually benefits both science and the
community. 8-

Urinary incontinence (Ul) is the most common pelvic floor disorder with some reports
suggesting higher Ul rates in Hispanic compared to White and Black women,10-14
Nonetheless, older racial and ethnic minority women are particularly underrepresented in

Ul research.15-18 The American College of Obstetrics and Gynecology recently emphasized
the need to address racial and ethnic disparities in women’s health and urged physician-
scientists to identify and evaluate factors that contribute to these disparities in gynecologic
care.19 Therefore, the overarching aim of this study was to assess the effectiveness of a
CBPR approach to increase research retention among older minority women in a Ul clinical
trial. Accordingly, it was hypothesized that a CBPR approach would yield higher rates of
randomized participants compared to a traditional research approach at an academic medical
center. A secondary objective was to examine barriers to research participation among racial
and ethnic minority women in both groups.

This ancillary prospective pilot study was conducted within an ongoing pilot randomized
clinical trial (RCT) to treat Ul: Functional Assessment and Muscle Evaluation through
Exercise (FAME) Trial (NCT03166150, clinicaltrials.gov).20 The protocol for the current
study was approved by the Institutional Review Board (IRB) at Howard University Hospital
(HUH) IRB (#18-MED-21). Eligible participants were enrolled from February 2019 through
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March 2020, when recruitment was suspended due to COVID-19. Inclusion criteria included
women 65 years or older and reported symptomatic Ul within 3 months with confirmed Ul
episodes on three-day bladder diary.

Participants were screened during 30-45-minute telephone interviews, and once preliminary
inclusion criteria were confirmed at an in-person study visit, participants signed the

consent form with research staff. After consenting, eligible participants completed FAME
questionnaires, a bladder diary, and a physical examination. Exclusion criteria to participate
in FAME were inability to follow up or complete a bladder diary, cognitive impairment
(mini-mental state evaluation score <25), uncontrolled medical comorbidities, and Ul
associated with hematuria, urinary tract infection, fistula, pelvic organ prolapse > stage

2, and fecal impaction.

Compared to traditional research approach, the experimental CBPR intended to partner with
community members to overcome most common barriers to clinical research participation
among African Americans and Hispanics by establishing trust, acceptance, and research
engagement of community members.#> More specifically, the experimental approach
consisted of working in partnership with a community-based organization, the National
Hispanic Council on Aging (NHCOA), and its local community, Casa Iris, to increase
research awareness and to culturally adapt research protocol and recruitment efforts so

that they were tailored to the local population. NHCOA and Casa Iris staff underwent
necessary clinical research training to participate in CBPR. NHCOA is the leading national
organization working to improve the lives of older Hispanic adults and headquartered near
Howard University.2! Casa Iris is a non-profit senior, housing, non-nursing home facility
with 46 tenants (75% women) managed by NHCOA and located near Howard University.21
All CBPR participants were recruited at Casa Iris, mainly a Hispanic community, therefore,
it was anticipated that CBPR group would predominately consist of older Hispanic women.
Casa Iris and NHCOA staff were essential in the study design, recruitment, and study-related
activities implementation, providing information directly to potential participants, and
establishing trusting relationships with potential participants. Study documents (consents,
instructions, bladder diary, and questionnaires) were translated into Spanish with the
assistance of NHCOA staff and Department of World Languages and Cultures at Howard
University. Moreover, participants had access to Spanish-speaking research staff. Adapted
study advertisements were distributed by NHCOA staff at various health fairs, and personal
referrals were made to potential participants. The principal investigator conducted several
educational sessions about Ul, its negative impact on quality of life, and treatment options
including the ongoing Ul RCT. Lastly, the RCT multimodal rehabilitation intervention was
adapted to be performed at the Casa Iris community center under research staff supervision.

As opposed to CBPR, the traditional research approach implemented all study-related
activities at an academic center, HUH, that primarily provided medical care for non-
Hispanic black population. Therefore, it was anticipated that the traditional research

group would predominately consist of older non-Hispanic Black women. The Georgetown-
Howard Universities Center for Clinical and Translational Science (GHUCCTS) Community
Engagement Core assisted with recruitment in this group. Traditional recruitment

strategies were similar to recruitment and retention strategies advocated by the Urinary
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Incontinence Treatment Network (UITN) such as advertisements, the study website (https://
wpdr.trialstoday.org/trial/NCT03166150),22 fliers, University announcements, letters to
community physicians, payments for parking, some transportation assistance, and phone
reminders.23 Research staff approached potential participants at community events, where
women received information about Ul and the FAME RCT. Traditional recruitment

also included physician-based referrals at the HUH Urogynecology Clinic. Additionally,
social media platforms (e.g. Facebook, Craigslist, etc.) were used to disseminate study
advertisements. Potential participants were referred to the GHUCCTS website to enter their
information or had the option to directly contact the study coordinator. The RCT multimodal
rehabilitation intervention was administered at the HUH Clinical Research Unit. Pelvic floor
physical therapy was performed at the HUH Urogynecology clinic by a pelvic floor physical
therapist for both CBPR and traditional research groups.

Outcome variables included research retention rates among older minority women
participating in the Ul RCT. Participants who expressed interest in participating in Ul
clinical research were contacted, screened, assessed for eligibility criteria, and considered
either eligible and randomized, or excluded if met exclusion criteria. The primary outcome
was the randomization rate defined as the proportion of older racial and ethnic minority
women randomized into the RCT out of screened participants using the CBPR versus
traditional research approach. Recruitment rates were further compared at telephone
screening assessments (proportion of screened participants out of those women who
expressed an interest to participate in Ul research) and in-person informed consents
(proportion of consented participants out of those who were screened) between the

groups. Reasons for exclusion from the enrollment process during the telephone screening,
administration of informed consent, and randomization were recorded to assess barriers to
research participation. Data were collected on demographic characteristics (age, body mass
index (BMI), race and ethnicity) and medical history (hypertension, stroke, diabetes, hearing
or vision impairments, and previous Ul surgery).

All women who expressed an interest to participate in Ul clinical research were included
in the analytic sample. The Research Electronic Data Capture (REDCap) software was
used for data collection and management. Continuous variables were estimated as means
with standard deviations (SD), and categorical variables were calculated as frequencies
and percentages to summarize participants’ data. For inferential analyses, T-tests were
used to examine mean differences of continuous variables between the CBPR and
traditional research groups. Similarly, Chi-square or Fisher-exact tests were used to evaluate
between-group differences in proportions for categorical variables. The effect of CBPR on
recruitment rates was expressed as odds ratio (OR) with 95% Confidence Intervals (ClI).
Statistical significance was set to an a priori alpha value set of 0.05, and all analyses were
performed using SPSS software (\ersion 26).

Results

Among 13 women in the CBPR group who expressed an interest, 10 successfully completed
telephone screening and among the 217 in traditional research group, 88 successfully
completed telephone screening (Fig. 1). The mean age among all participants were 72.0
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+ 6.0 years and mean BMI was 31.0 + 8.8 kg/m? (Table 1). Participants recruited with the
CBPR approach were significantly older than individuals enrolled in the traditional research
group (78.4 = 8.3 versus 71.0 + 4.9 years, P<0.01). Among participants who successfully
completed telephone screenings, most were non-Hispanic Black (n=55; 56.1%), followed
by Hispanic (n=11; 11.2%), and non-Hispanic White (n=5; 5.1%). As expected, all women
recruited using the CBPR approach were Hispanic (n=10; 100.0%), and most participants
in the traditional recruitment group were non-Hispanic Black (n=55; 62.5%). There was no
significant difference in the prevalence of medical comorbidities between groups, but prior
Ul surgery was more common among participants recruited using the CBPR approach.

Table 2 reveals that CBPR group had higher rates of screening (76.9% versus 40.6%,
p=0.01), consent (80% versus 44.3%, p=0.045), and randomization (50.0% versus 14.8%,
p<0.01) compared to the traditional research group. CBPR increased the odds of research
retention among older minority women with Ul, including during screening (OR=4.9, 95%
Cl 1.3-18.2), consent (OR= 5.0, 95% CI 1.0-25.0), and randomization (OR=5.8, 95% ClI
1.5-22.7).

The inability to contact women who expressed an interest to participate in Ul research was a
major barrier during the early stages of recruitment. For example, 129 (59.4%) participants
in the traditional research group could not be contacted for screening compared to only

3 (23.1%) women in the CBPR group (P=0.01) (Fig. 1). Figure 2 depicts the reasons

that prevented participants from consenting after completing the telephone screens. More
specifically, in the CBPR group, 2 participants did not consent due to failure to follow up.

In the traditional research group, 49 participants did not consent due declining to participate
during screening (n=13), not meeting RCT eligibility criteria (n=15), failing to follow up
after screening (n=14), and refusing to participate in RCT after screening (n=7). Figure 3
reveals that among 24 women who were not randomized, the majority (n=13, 54.1%) met
RCT exclusion criteria, including uncontrolled medical conditions (n=5), no Ul episodes on
bladder diary (n=4), prolapse > stage 2 (n=3), and functional disability (n=1). Other barriers
to randomization were participants changing their mind regarding participation or not being
able to follow up (n=8), lacking transportation (n=2), and being advised against enrolling by
a primary care physician (n=1).

Discussion

This ancillary prospective pilot study indicates that compared to traditional research, CBPR
yielded higher research retention among older racial and ethnic minority women with Ul. A
major barrier to enrollment during the initial stage of recruitment was the inability to contact
interested participants, particularly when using a traditional research approach not tailored
to the local communities. Other barriers to screening and randomization included declining
to participate, not meeting study criteria, failing to follow up, changing their mind regarding
participation, being advised against participation by a primary care physician, and lacking
transportation.

The results from the present study are congruent with recent systematic review conclusions
that CBPR is effective in recruiting minority participants and could improve the under-
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representation of disadvantaged populations.?# The current study reveals high consent (80%)
and randomization (50%) rates among screened older Hispanic women with Ul in CBPR
group that is comparable to reported high recruitment rates in other CBPR studies.2> 26
Although promising, the CBPR group only included 13 Hispanic women participants; and
therefore, further confirmatory research using larger and more diverse samples is necessary.

This pilot study contributes scientific data on the challenges facing clinical research
highlighted by the UITN including difficulties in recruitment, community involvement, and
diversity of participants.?® Prior research has estimated that less than 25% of patients who
respond to research recruitment advertisements showed up for initial screening, of which
5% subsequently completed clinical trials.2” In this study, traditional research group had
similar trends, while CBPR approach resulted in significantly higher randomization rates.
These results suggest that using a CBPR approach may be the optimal strategy to recruit and
retain older racial and ethnic minority women with Ul while traditional research recruitment
models may be poorly suited to achieve their inclusion in Ul clinical trials.

While UITN recognized the challenges of recruitment, there is a lack of data on specific
barriers that prevent older minority women with Ul from participating in clinical research.23
Most common facilitators to increase participants’ retention are desire to help others,
perceived need and benefits of research, positive healthcare experiences with a researcher/
provider, personal suffering from a condition, familiarity with staff, compensation, and a
provider encouragement.28 Most helpful in retaining participants in the CBPR group in this
study was establishing the positive, trusting relationships between potential participants,
community-based organization, and researchers. Given secondary outcomes indicated that a
major barrier to participation was the inability to follow-up after a participant expressed
interest, especially in the traditional recruitment group, this study demonstrates that a
tailored recruitment is needed to increase research retention among older ethnic and
minority women. Finally, we advocate to work closely with primary care providers and
educate them about Ul and clinical research benefits, as one potential participant in the
CBPR group was advised against enrolling and primary care providers’ perception towards
Ul has been cited as a barrier to receiving Ul care,2%-31

There are several limitations to this pilot study. Foremost, the majority (62.5%) of

women in the traditional recruitment group were non-Hispanic Black while the CBPR
participants were all Hispanic. Therefore, it was not possible to determine whether research
methods performed differently by race and/or ethnicity. CBPR group had fewer participants
compared to traditional research group, as CBPR was conducted within a small community
of 46 residents. The Hispanic women in the CBPR group were older and more likely

to have prior Ul surgery. A higher rate of previous bladder surgery for Ul among these
participants might be indicative of greater severity and more bothersome Ul symptoms, and
resultantly, led to better retention because of greater perceived benefit. We did not evaluate
whether traditional research approach in a living community would perform similarly to
CBPR. Lastly, in-depth qualitative interviews and/or focus group discussions were not
conducted to evaluate research barriers or factors promoting research retention in CBPR.
The noted limitations are mitigated by the strengths of the study, which include a large
sample of screened older minority women suffering from Ul with detailed data collected
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prospectively. Enrollment procedures were culturally adapted through collaborative efforts
while maintaining a rigorous scientific approach with strict inclusion/exclusion criteria and
validated Ul evaluation.

To summarize, findings from this study imply that utilizing CBPR rather than a traditional
research approach may be a useful modality to increase research retention among racially
and ethnically diverse communities, including older minority women with Ul. While CBPR
requires additional efforts, training, and resources, it is effective in research retention of
underrepresented populations. CBPR could be one of the strategies to decrease the gap in Ul
care health disparities and improve outcomes among these patients.
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Traditional research group | | CBPR group

Expressed interest, n=217 | | Expressed interest, n=13

4-' Unable to contact, Traditional n=129; CBPR.n=3 |-—

Completed telephone screening, n=88 |

| Completed telephone screening, n=10 ‘

| Invited to in-person screening | | Invited to in-person screening |
—'l Not consented, Traditional n=49; CBPR n=2 |-'—

‘ Consented, n=39 | I Consented, n=8 ‘
: I

| UI assessment and confirmation | | UI assessment and confirmation |

Not randomized, Traditional n=22; CBPR n=2
Not randomized, still in study/in progress, Traditional= 4; CBPR=1

Randomized, n=13 | | Randomized, n=5

Figure 1.
Study flowchart for the traditional and CBPR groups. Shows trajectory of recruitment as

participants progress through each step of recruitment process. CBPR, Community-Based
Participatory Research; Ul, Urinary Incontinence.
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m Traditional (n=49) = CBPR (n=2)

Declined to participate during
screening

Failed to follow up after screening
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Figure 2.
Barriers to consent for CBPR and Traditional Research groups. CBPR, Community-Based

Participatory Research; RCT, Randomized Control Trial.
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m Traditional (n=22) = CBPR (n=2)
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Figure 3.
Barriers to randomization for CBPR and Traditional Research groups. CBPR, Community-

Based Participatory Research.
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