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Objective: This study describes strategies for the recruitment of socially isolated older old Black individuals to participate in the
“Internet-based conversational engagement clinical trial (I-CONECT)” (Clinical Trial.gov: NCT02871921) and lessons learned in this
critical population segment.

Methods: Best practice strategies to recruit the target population included mass mailings, advertisements, and direct community
outreach, including the collaboration with a community group created to reach Black individuals interested in research participation.
We also made protocol changes to measure recruitment criteria for older old Black adults more accurately and to increase their
participation.

Results: Descriptive data related to the challenges and successes in recruiting Black participants compared to the White participants is
presented. The primary site contacted 17,523 primarily White potential participants and enrolled/randomized 145 White and 2 Asian/
mixed race participants (0.8%). The Midwest site contacted 12,141 Black potential participants and enrolled/randomized 39 (0.3%)
participants.

Discussion: While best practices were employed, several factors complicated recruitment, including the need to adjust recruitment
criteria, navigate regional regulations, and respect diverse community preferences.

Conclusion: Older old African Americans are reachable and willing to participate in research when considering their beliefs and
practices, influenced by their community and experience.
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Introduction
In the United States, the intersection of social determinants of health, underscores the heightened susceptibility of
individuals racialized as Black to Alzheimer’s disease (AD), with projections indicating a two to four times higher risk
compared to their racialized White counterparts.' Black individuals are also more likely to develop mild cognitive
impairment, which often progresses to a diagnosis of Alzheimer’s disease.”> Additionally, Black individuals frequently
receive a diagnosis of dementia at more advanced disease stages.® Previous studies emphasize the notable lack of
representation of Black adults in clinical trials for dementia.”®* The increased prevalence of dementia within the Black
community accentuates the pressing need to rectify the inadequacy in recruiting this demographic in clinical trials.
Several factors contribute to the greater participation of White individuals enrolled in clinical trials compared to their
Black counterparts. These factors find their roots in historical, socio-economic, and systemic disparities that persist today.
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Notably, the infamous Tuskegee Syphilis study, stands as a poignant example of unethical practices, with the deliberate
withholding of syphilis treatment from Black men, leading to severe harm and fostering mistrust among Black
individuals.” Contemporary influences on this ongoing disparity encompass a range of dimensions, including negative
attitudes, limited awareness of clinical trials, religious beliefs, and enduring systemic and structural challenges, such as
restricted access to transportation, insurance coverage, and high-quality healthcare.'®

Underrepresentation of Black participants is evident in various clinical trial scenarios. Notable instances, include
breast cancer trials where Black women are underrepresented despite experiencing higher mortality rates.'' Additionally,
cardiovascular trials, specifically heart failure trials, often exhibit limitation in evaluating the efficacy and safety of new
medications and treatments within the Black population.'?

The purpose of this paper is to present information on the challenges and successes in recruiting Black individuals
into the I-CONECT clinical trial which is a behavioral intervention for older old (age 80 and above) adults with and
without mild cognitive impairment (MCI).'*> The objectives include: 1) Describe the lessons learned while recruiting
socially isolated and lonely Black participants aged 80 and older into a behavioral intervention trial where information
and communication technology was used as a tool to enhance cognitive reserve, 2) Compare participation rates between
Black and White individuals, and 3) Discuss factors that lead to higher enrollment rates among Black participants for use
in future trials.

Materials and Methods
Background

The I-CONECT study is a multi-site randomized controlled behavioral intervention trial (ClinicalTrial.gov:
NCT02871921). The study protocol and its rationale are described elsewhere.'*'* The -CONECT study was developed
to provide easy-to-start behavioral interventions that could be delivered to older old, socially isolated individuals with
low motivation or who are homebound. The initial target population encompassed individuals aged 80 and over, both
Black and White, who exhibited social isolation or reported subjective loneliness. Box 1 provides detailed inclusion and
exclusion criteria for the study.

A consensus meeting was convened with the study’s team of neurologists and neuropsychologists to assess the
cognitive status grouping (Normal Cognition, MCI or Dementia) of each prospective participant, utilizing a standardized
methodology consistent with that employed in the National Institute of Health(NIH)-funded Alzheimer’s Disease Centers
across the United States.'®?° Individuals diagnosed with dementia were subsequently excluded from the study.
Participants were randomized into either control or intervention groups within each diagnostic group.

Participants in the intervention group were provided with computer and internet access video chat with trained staff,
initially engaging for 30 minutes per day, four days per week for six months, followed by twice a week for another six
months. A device that is easy for older adults was designed to streamline the process. Both control and experimental
groups had a 10-minute weekly telephone check-in to monitor social activities and enhance retention. Monetary
incentives included $50 to $100 for testing throughout the study, carefully set to avoid undue inducement while allowing
participants to maintain income assistance. The Institutional Review Board approved the study at the primary Pacific
Coast site (IRB Study 0015937). All participants were required to provide written informed consent and were included in
the analysis (experimental and control groups). The study was conducted in compliance with the ethical principles of the
Declaration of Helsinki.

Population

We aimed to recruit 160 Black and 160 White participants, including an equal number of those with normal cognition and
MCI. The primary study site situated on the US Pacific coast, had limited Black representation. To address this and meet
our recruitment targets, we established a secondary study site in a US Midwest region recognized for its significant Black
population. It is important to note that no Black potential subjects were recruited from the US Pacific coast, and there was
no attempt to recruit White individuals from the Midwest site.
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Box | Overall Recruitment Statistics for the Two Study Sites

Inclusion Criteria:
1) Age 80 or older (later changed to 75 years and older).
2) Consent to participate in the study and to receive MRI (if safely and comfortably able to receive MRI).
3) Socially isolated defined by at least one of the following:
a. Score <12 on the 6-item Lubben Social Network Scale.'
b. Answers “Often” to at least one question on the Hughes et al. Three-ltem UCLA Loneliness Scale.'®
c. Engages in conversations lasting 30 minutes or longer no more than twice per week, per subject self-report (added later as an option).
4) Adequate vision to use study technology and complete all neuropsychological tests throughout the study, defined by the following:
a. Able to see well enough to read a newspaper, wearing glasses if needed but not using a magnifying glass.
5) Adequate hearing to use study technology and complete all neuropsychological tests throughout the study, defined as:
a. Able to hear well enough to meet the telephone screening.
6) Sufficient ability to understand English to complete protocol-required testing.
7) Normal cognition or mild cognitive impairment (MCI), as assessed by the trial neuropsychologist.
8) Sufficiently able to comply with protocol assessments and procedures, in the opinion of the assessor.
Exclusion Criteria:
1) Identified as having dementia based on either of the following criteria:
a. Self-reported diseases associated with dementia, such as Alzheimer’s disease, vascular dementia, Lewy body dementia, frontotemporal
dementia, normal pressure hydrocephalus, or Parkinson’s disease,
b. Diagnosis of dementia by a trial neuropsychologist.
2) Anticipating significant change in the living arrangement within the upcoming year.
3) Severely depressed, operationally defined as a 15-item GDS score > 7.7
4) The significant disease of the central nervous system, such as brain tumor, seizure disorder, subdural hematoma, or effective stroke, per subject
report.
5) Current (within two years of screening) alcohol or substance abuse.
6) Unstable or significantly symptomatic psychiatric disorder, such as major depression, schizophrenia, posttraumatic stress disorder, or bipolar
disorder.
7) Dangerous or especially symptomatic cardiovascular disease, such as coronary artery disease with frequent angina or congestive heart failure with
shortness of breath at rest.
8) Unstable insulin-dependent diabetes mellitus is defined as meeting any of the following criteria:
a. Received a diagnosis of Type | Diabetes,
b. Started taking insulin within three months of the screening visit,
c. Hospitalization for hypoglycemia within one year of screening.
9) Active systemic cancer within five years of the screening visit (Gleason Grade < 3 prostate cancer and non-metastatic skin cancers are
acceptable).
10) Surgery that required full sedation with intubation within six months of screening (sedation for minor procedures is acceptable).
1) More than one overnight hospital-stay within three months of the screening visit.

12) Any other condition that, in the investigator’s opinion, is severe enough to cause study participation to impact participant or study team rights

or wellbeing negatively.

Initial Recruitment Strategies

The Minority Recruitment Model enhanced recruitment.?'"** It was created by social scientists for older ethnic minority
individuals requiring a balance between the research team’s needs and the community’s perspectives on research. The
premise of the model is that the decision-making process leading individuals to participate or refuse participation in
research is influenced by the social context of research participants and their community agencies, as well as that of the
researchers and their institutions.

1222 and best practices for reaching Black individuals were planned to recruit

The above Minority Recruitment Mode
and retain participants in this study.”* 2® We hired a Black study coordinator who was culturally sensitive to the older old
Black population and who knew the urban areas where the recruitment efforts would occur. Research staff was trained to
work with older adults with the expectation that they may need to make multiple phone calls and repeat information
several times due to age-related changes, especially for those with MCI. Every effort was made for the same research

staff member to conduct all the home visits and follow-up phone calls for each participant.
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Recruitment materials were developed explicitly for the Black potential participants with input from the study
coordinator and older Black adult volunteers. The booklet was designed to show pictures of Black older adults
participating in computer-related activities. Content used large print and bullet points with clear short statements
explaining the study to offset any biases and age-related physiological changes.

In our study, we had initially planned to employ a recruitment strategy involving collaboration with Meals on Wheels,
a non-profit organization dedicated to delivering meals to economically disadvantaged or home-bound older individuals,
as well as the Area Agency on Aging (AAA), which offers a range of services. While this recruitment approach was
successfully implemented at our Pacific coast site, where study personnel actively participated in meal delivery, it faced
challenges at our Midwest site. Despite multiple meetings and discussion, we encountered limitations that restricted our
engagement to a brief period of flyer distribution.

In the pursuit of building trust and garnering valuable insights from the community for our research endeavors, the
Healthy Black Elders (HBE) community-based program, a well-established and reputable research partnership, was one
of the primary recruitment sources.?’ This initiative adheres to the fundamental principles of community-based partici-
patory research (CBPR), a collaborative approach between academic researchers and community members. The approval
process for this research study, which sought access to the research list of potential participants, was both comprehensive
and collaborative in nature. It encompassed several key stages, starting with a community board meeting to deliberate the
research proposal, an ethical review with particular focus on safeguarding informed consent and respecting the rights of
participants. Furthermore, careful scrutiny was given to the alignment of the study with distinctive health concerns and
priorities of the community it aimed to serve.

An additional key recruitment source employed in our study was the election list, which supplied us with names and
addresses of individuals residing in our designated urban areas with the Midwest region. To leverage this resource, we
distributed study material via mail, with the sole option for potential participants being to send back a prepaid op-in-card,
indicating their consent to be contacted by our research staff. It is noteworthy that, in contrast, the Pacific site had the
opportunity to send prepaid opt-out materials, allowing potential subjects to return an opt-out card. Pacific research staff
would then call the potential participant one week after mailing the materials, if they did not receive the op-out-card.

Other recruitment strategies used and widely suggested in the literature as essential for older Black participants
included attendance at health fairs and contacts through networks of friends, family, and churches.”**® Additionally,
recruitment efforts were bolstered through the utilization of the www.I-CONECT.org study website, write-ups in

community newsletters, social media postings, and online advertisements (Twitter and Facebook). It is worth noting
that due to the variances in state regulations and agency requirements to allow access to older Black individuals, a second
full-time Black recruitment coordinator was hired to engage with community groups.

Recruitment Data Collection

Recruitment data was collected using Research Electronic Data Capture (REDCap), a web-based application that captures
clinical research data, is HIPAA compliant, and is highly secure. The descriptive data collected in the study included the
number of contacts needed to recruit participants (including mass mailing), the number who agreed to the phone screening, the
number of home visits completed before randomization, and the number of participants who dropped out between randomiza-
tion and the start of the intervention. Data was also collected on the number and reasons for screening failures after the first
home visit, which included the assessment of neuropsychological tests, social isolation scores, or other measurements used to
determine eligibility for inclusion and exclusion criteria. We compared screening failures and their reasons between the two
sites and overall participation and eligibility rates between Black and White participants. Descriptive data on the best strategies
to recruit Black participants for screening and enrolling participants in the study were tabulated.

Revised Recruitment Procedures

Changes in Eligibility Criteria

Once the study was underway, our initial inclusion criteria created challenges in recruiting older Black individuals. We
found that potential participants over 80 were difficult to find. The initial age criterion was set from the literature defining
“older old”, which drew from studies containing White participants.”*° Given the reduced life expectancy of the US
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Black population compared to the White population now estimated at 4.7 years,”® we lowered the age criterion to 75
years and older to provide a cohort with similar life phases.

Also, we found that older urban Black individuals were less likely than White individuals to live alone, which was an initial
inclusion criterion of social isolation.*! The criterion was changed so that all participants who lived with someone could
participate if they met at least one other social isolation criterion. The defining criteria of social isolation were amended to include
an additional option of engaging in conversations lasting 30 minutes or longer, no more than twice per week, per subject self-
report, which was more aligned with the social communication patterns of the target population of older old Black. We also found
that family member participation in the consenting process was beneficial because of the proximity to family members. The
family members’ understanding of the participant allowed better communication of the study protocol before consent.

Additional Protocol Changes

During the consenting process, several potential Black potential participants were concerned about giving a saliva sample
for genotype (for information on APOE 4) due to the fear and mistrust that their DNA would be used in different ways
without their consent. The protocol was then changed to allow participants to opt out of giving saliva samples if the
participant chose to do so. Also, the initial protocol requiring some participants to have two magnetic resonance imaging
(MRI) studies were changed from required to voluntary participation. The travel, participation time, and the claustro-
phobia of the MRI procedure caused several Black participants to decline the procedure.

Results

Comparing Recruitment Numbers Between the Two Study Sites

Significant effort was made to contact potential participants via mass mailings, advertisements, and direct community
outreach. While both study sites had approximately the same recruitment budget, the Midwestern site, recruiting Black
individuals, enrolled fewer participants. Table 1 describes the proportion of participants remaining in the participant pool
through each phase of determining eligibility for study enrollment. The primary Pacific Coast site contacted 17,523
potential participants and enrolled/randomized 145 White and 2 Asian/mixed race participants (0.8%). The Midwestern
site contacted 12,141 Black potential participants and enrolled/randomized 39 (0.3%) participants.

Recruitment Sources for Black/African American Participants

Table 2 describes the recruitment sources and their respective participant yield and success rate for the Midwest study
site. The recruitment source that provided the highest number of telephone screening contacts was the Healthier Black
Elders Registry (HBE) mailings (N=208, 49% of telephone screened), where potential participants could call back and
ask about the study. The second telephone screening recruitment source was the election voting list mailings in targeted
areas (N=121, 28.3% of telephone screened). Various other sources yielded smaller recruitment numbers including word
of mouth, fliers, public outreach (N=47, 11% of telephone screened), and finally, community outreach senior housing
(N=19, 4.4% of telephone screened).

Table |1 Overall Recruitment Statistics for the Two Study Sites

Recruiting Potential Subjects Midwest Recruitment Site (Blacks) Pacific Coast Recruitment Site (Whites)
Number % of Previous Row % of Total Number % of Previous Row % of Total

Contact Attempted 12,141 17,523

Phone Screened 428 3.5% 3.5% 711 4.1% 4.1%

Eligible 80 18.7% 0.7% 314 44.2% 1.8%
Consented/Screened 55 68.8% 0.5% 210 66.9% 1.2%
Enrolled 39 70.9% 0.3% 147 70.0% 0.8%

Screen Fail 16 29.1% of Eligible 0.1% 63 30.0% of Eligible 0.4%
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Table 2 Recruitment Sources for Black Participants at Midwest Site

Recruitment Sources at the Midwest All Phone Screen Enrolled Participants N (%) Enrollment Rate
Site Participants N (%) (Enrolled/Phone
Screened)
Healthier Black Elders (HBE) 208 (49%) Il (28%) 5.2%
Election List Letter (ELL) 121 (28.3%) 9 (23%) 7.4%
Calls Responding to Advertisement 47 (11%) 7 (18%) 14.8%
Outreach-Senior Housing 19 (4.4%) 4 (10%) 21.0%
Other (eg, Conference, Medicare Programs) 12 (3%) I (3%) 8.3%
University Health Research list 9 (2.1%) 2 (5%) 22.2%
Area Agency on Aging |1-B 5 (1.2%) 0
Outreach- Churches 2 (0.5%) 0
Website 2 (0.5%) 0
Unknown 3 (0.7%) 5 (13%) (2 phone screen unknown
+ 3 missing data on source
information)
Total 428 39

The top sources that successfully enrolled Black participants in the study were the HBE (N=11, 28%), election list
(N=9, 23%), advertisement calls (N=7, 18%), and senior outreach housing (N=4,10%). However, in terms of the rate of
enrolment from the total number of telephone screenings, the election voting list mailings in targeted areas had the
highest rate. The sources that did not yield enough participants included the Area Agency on Aging, churches, and

websites.

Retention of Participants Through All Study Phases

Figure 1 illustrates the many process steps from telephone screen to enrolment/randomization, at which point the study
started for each participant. Out of the 428 Black/African American potential participants who were telephone screened,
274 (63%) met the revised age criteria (Z75). Among 274 potential participants who met the age criteria, 120 (42.8%)
completed at least one revised social isolation criterion. Among these 120 potential participants, 65 (54.2%) were
excluded due to health conditions. Please refer to the Box for details on inclusion and exclusion criteria. The remaining
55 (12.8%) out of the 428 potential participants who telephone screened consented to a home screen in-person visit.
Among the White participants who were telephone screened (N=711), 702 (98.7%) potential participants met the age
criteria, and 378 potential participants 53 (8%), completed at least one of the social isolation criteria. Among 378
potential participants, 169 (44.4%) were excluded due to health conditions, and the remaining 210 (29.5%) consented to
a home screen.

Table 3 describes reasons for screening failures during the in-home assessments, including health indicators and
neuropsychiatric screenings. The primary cause of screen failures during the baseline home visit at both sites was
participants no longer meeting the updated isolation criteria (27.6% for Blacks and 35.9% for Whites), despite having
initially met the criteria during telephone screening. Various factors may have played a role in this, including elapsed
time between telephone screening and the baseline visits, incorporation of revised isolation criteria, which encompassed
three distinct criteria and the potential shifts in participants’ levels of social isolation. Furthermore, Black participants
had a higher rate (27.6%) of difficulty in continuing protocol assessments due to anticipated changes in living
arrangements, time commitments, and recent medical issues than White participants (9.4%). Another reason for home
visit screen failures was participants were diagnosed with dementia by consensus with the Neuropsychologist and
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Midwest Site Targeting

Black Participants
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-

Agreed to Telephone Screen N = 711 |

Screen Failures
N =63

Subjects Control

| Agreed to Telephone Screen N =428 |
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N =16
Randomized/Enrolled N =39 |
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Home Visit-Consent and Screen N=55 | Home Visit-Consent and Screen, N=210
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”
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Experimental N = 74 N=73

¥

Started Trial
Experimental N=67

Started Trial
Control N= 59

Started Trial
Control N=19

Started Trial

Experimental N=10

Figure | Recruitment Flow Comparison. This figure illustrates the recruitment process, comparing potential participants from the Midwest site (Black older adults) and the
Pacific Coast (White older adults). The flow chart outlines the following stages: |. Initial Contact: The initial contact was made with potential participants. 2. Telephone
Screen Agreement: Basic eligibility is assessed and if criteria are met, a home visit is scheduled. 3. Home Visit with Consent and Screen: Eligible participants undergo a home
visit for obtaining consent and further screening. 4. Number of Screen Failures: This indicates the count of participants who did not meet the screening process. 5.
Randomization: Participants are randomly assigned to experimental and control groups. 6. Withdrawal Before the Trial: The number of participants who withdrew before
the trial commences is shown. 7. Trial Start: The figure compares the participants who started the trial for the experimental and control groups for each site.

Neurologist (Blacks 13.8% and Whites 9.4%). None of the participants had vision difficulties, and only one Black
participant had significant hearing loss that precluded participation despite the use of hearing aids. Interestingly, during
the screening/baseline visit, when the participant met study staff in their home, all the Black participants agreed to
continue, but 6 (9.4%) White participants declined to continue when the study was explained.

Table 3 Reasons for Screen Failures During in-Home Screening for the Two Study Sites

Screen Failures Blacks % By Race % Of Total Mainly Whites % By Race % Of Total Total
Inability to Continue® 9 31.0% 9.7% 8 12.5% 8.6% 17
Not isolated 8 27.6% 8.6% 23 36.0% 24.7% 31
Dementia 4 13.8% 4.3% 6 9.4% 6.5% 10
Unstable/Major Disease 3 10.4% 3.2% 13 20.3% 14.0% 16
Hospital/Sedation 2 7.0% 2.2% 2 3.0% 2.2% 4
Depression | 3.4% 1.1% 6 9.4% 6.5% 7
Hearing Loss | 3.4% 1.1% 0 0% 0% |
Rights and Safety | 3.4% 1.1% 0 0% 0% |
Did not consent 0 0.0% 0.0% 6 9.4% 6.5% 6
Total Screen Item Failures 29 100.0% 31.3% 64 100.0% 8.8% 93
Total Subject Failures 16 63

Notes: *Since telephone contact, unexpected life changes occurred as follows: moving, time commitments, falls, recent medical issues, and being unable to contact the
subject or the emergency contact after the telephone screen.
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Once the study began, dropout rates differed between the two study sites. Half of the Black participants, who
consented and then randomized into the experimental group dropped out before the initiation of the trial. The reasons
given were time commitment (N=3), internet connection issues (N =2), surgery (N =1), work/ family commitments
(N=2), and not being interested after COVID delayed the study for three months (N=3). None of the Black participants in
the control group dropped out. For White participants, 15 (20%) dropped out of the intervention group, and 6 (8%)
dropped out of the control group after randomization but before the initiation of the trial.

Discussion

The Minority Recruitment Model Recruitment Model*'** identified barriers based on factors at the individual, commu-
nity, and research community levels. Our initial recruitment efforts used best practices for recruiting Black/ participants
into research studies, including health fairs, friend and family networks, and churches.>>2¢ Despite these efforts, we
encountered challenges in reaching a specific demographic; socially isolated, older Black individuals residing in urban
areas. Our recruitment rates for this population were impacted by multiple factors, including recruitment criterion
measurement that required amendment for both sites, distinct regional regulations, variations in institutional policies,
diverse community preferences, and varying ethical considerations, particularly in relation to participants in the Meals on
Wheels and Area Agency on Aging initiatives at the two study sites, along with the utilization of opt-in and opt-out
methodologies. Furthermore, the study population were older who may have MCI, the complexity of the study, lack of
family involvement and underestimation of the magnitude of effort and cost required to recruit a large sample using
multiple methods, each with small yields. Additionally, the COVID-19 pandemic reduced the recruitment and retention
of Black/African American participants.

Lowering the age criterion to 75 years and over, enhanced our recruitment efforts especially for Black participants.
Isolation and loneliness inclusion criteria may have incorrectly assumed that older Black individuals have a similar way
of living in social isolation as Whites. Yet, a recent study found that Whites are more likely to live alone, be childless,
and have limited contact with religious congregation members than Blacks.>' Another study characterized personal and
neighborhood contextual influences on social isolation and loneliness and found that Blacks were less likely to report
social isolation or loneliness and did not live alone.*® Older Black individuals are more likely to be involved with family
and play a significant role in helping grandchildren or have an adult child or other family members living with them.*'
This lower prevalence of what is traditionally thought of as social isolation posed more challenges in our recruitment of
older old Black individuals.

Research on social isolation and loneliness has historically focused on White populations. The scientific community
needs to better understand social isolation within diverse cultural communities. Since the experience of loneliness and
social isolation are culturally influenced, measurement must be relative to the social norms influencing that experience.*?
Removing the requirement that participants live alone to be “socially isolated” and the amendment of the defining criteria
of social isolation to include engaging in conversations lasting 30 minutes or longer, no more than twice per week, per
subject self-report, was more aligned with the social communication patterns of the older old Black individuals and
enhanced recruitment. Cultural norms, values, and family dynamics can be shaped by experiences of loneliness and
isolation. Older Black individuals often have strong family and community connections. The nature of these relationships
and the role of family support can influence feelings of loneliness and isolation requires further study.

The Healthy Black Elders community-based program yielded the most significant percentage of screened participants
(28.3%), which was far lower than the anticipated number. Healthy Black Elders is a research collaborative registry of older
Black adults.”” Yet those who responded through the HBE with interest in participating in the study had high social
engagement and interactions. Thus, many were not eligible for our research. Our second most significant yield (49% of
screened contacts) was a novel approach of mass mailings to targeted zip codes with a high proportion of Black residents. This
required sending thousands of mailings to yield 121 potential subjects who then called us and were screened for the study.

Incorporating a more formalized family involvement approach into the decision-making process for study consent has
the potential to significantly enhance recruitment efforts. Frequently, potential older Black participants, upon being
apprised of the study details, expressed a desire to consult with their family first before giving consent. This inclination
aligns with the deep-rooted cultural values of strong family bonds, interdependence, and support networks prevalent in
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many communities. Notably, while a dementia diagnosis is an exclusion criterion, the study encompasses older adults
both with and without MCI, who may find solace in the presence of a trusted family member when deciding to engage in
research.

To optimize recruitment, it is imperative to design advertisements, outreach strategies, and study materials aimed at
educating and informing potential participants as well as those who wield influence in the life of the potential participant.
Implementing protocols that facilitate the active involvement of family/trusted friend, offering frequent opportunities to pose
clarifying questions and delivering crucial trial information in a staggered reiterated manner, holds promise for increasing
participant recruitment. This approach can also alleviate concerns among family members who might otherwise dissuade the
person from study participation due to lack of understanding about the research or unanswered questions.**

Furthermore, it is essential to consider the influence of cultural beliefs on the willingness of older Black individuals to
engage in a clinical trial related to cognitive health. In some instance, these participants may perceive memory loss or
cognitive issues as natural consequences of aging and exhibit reluctance to participate in research aimed at delaying the onset
of dementia.>> Additionally, the prospect of labelling individuals specifically with MCI may potentially hinder recruitment
efforts by introducing negative social and emotional implications. To address these issues, it is recommended to provide
culturally relevant education and information about cognitive health and engage in discussion that acknowledge the cultural
beliefs surrounding memory loss and cognition in aging. While recognizing the importance of family involvement, it is crucial
to uphold the principle of individual autonomy in the decision-making process for research participation.

The I-CONECT study was a year-long protocol with multiple assessments and requirements, and many potential
participants commented that it was too long or would take too much time. This was especially true since 50% of the
Black/African American participants were no longer interested when assigned to the experimental group requiring 30-
minute conversation sessions four days per week. The initial requirement of obtaining saliva samples proved unaccep-
table for some who feared how DNA information might be used. Finally, during our recruitment period, the COVID-19
pandemic mandated a research hiatus. The Midwest metropolitan area of the study was particularly hard hit by the
pandemic resulting in significant delays in re-starting enrolled participants, and some participants were lost to follow-up.

Recruitment strategies that worked for White participants at the Pacific Coast site did not work at the Midwestern site.
The enrolled Black participants came from multiple recruitment strategies with tiny yields compared to those from those
efforts in the Pacific Coast site. Future studies should consider the significantly greater personnel time and cost of
recruitment to yield results in the older old Black population.

Conclusions

Several conclusions can be drawn from our experience in the [-CONECT study. The definition of older old, mainly
derived from studies of White participants, needs to consider the Black community wherein the life expectancy is
reduced from that of Whites, limiting the comparisons between them using traditional age ranges. Recognizing the
cultural and communication patterns of the Black older old population in defining social isolation is essential. While the
study provided a rich opportunity to gather new information from an older old cohort, the many steps of the protocol
proved onerous for the Black participants. While other studies have had significant success in church and health fairs/

conferences recruitment activities,B*26

these methods were ineffective in finding the socially isolated Black older old
adults.>® The sample demanded an underestimated proportion of study resources. Providing opportunities to engage
family members in discussing the benefits and risks of a study for their older old relative is essential to the screening and
consenting process. This may also decrease the time between contact and enrolment.*”*° It is hoped that lessons learned

from this study will enhance future recruitment efforts for older old Black participants.

Clinical Implications
e Recognize there is diversity within the older old Black population and understanding cultural patterns as well as
individuality is necessary when developing inclusion and exclusion criteria and study protocols.
e Multiple recruitment strategies, increased study personnel time, and an increased recruitment budget, is necessary
for successful recruitment study participation. This includes in person visits with the potential subject and family
member to explain the research and consenting process.
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