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Abstract

Despite the large burden of chronic kidney disease (CKD) in Hispanics, this population has been
underrepresented in research studies. We describe the recruitment strategies employed by the
Hispanic Chronic Renal Insufficiency Cohort Study, which led to the successful enrollment of a
large population of Hispanic adults with CKD into a prospective observational cohort study.
Recruitment efforts by bilingual staff focused on community clinics with Hispanic providers in
high-density Hispanic neighborhoods in Chicago, academic medical centers, and private
nephrology practices. Methods of publicizing the study included church meetings, local Hispanic
print media, Spanish television and radio stations, and local health fairs. From October 2005 to
July 2008, we recruited 327 Hispanics aged 21-74 years with mild-to-moderate CKD as
determined by age-specific estimated glomerular filtration rate (eGFR). Of 716 individuals
completing a screening visit, 49% did not meet eGFR inclusion criteria and 46% completed a
baseline visit. The mean age at enrollment was 57.1 and 67.1% of participants were male.
Approximately 75% of enrolled individuals were Mexican American, 15% Puerto Rican, and 10%
had other Latin American ancestry. Eighty two percent of participants were Spanish-speakers.
Community-based and academic primary care clinics yielded the highest percentage of
participants screened (45.9% and 22.4%) and enrolled (38.2% and 24.5%). However, academic
and community-based specialty clinics achieved the highest enrollment yield from individuals
screened (61.9% to 71.4%). A strategy focused on primary care and nephrology clinics and the use
of bilingual recruiters allowed us to overcome barriers to the recruitment of Hispanics with CKD.
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Introduction

Methods

Hispanics are the largest and fastest growing ethnic minority group in the United States.
Given the health care needs associated with the growth and disease burden of this
population, the inclusion of Hispanics in health-related research studies is necessary to
identify specific risk factors and health care challenges that may be specific to this
population. Hispanics with chronic kidney disease (CKD) are more likely to progress to end
stage renal disease than non-Hispanics.? Yet, limited data are available regarding the risk
factors for progression of CKD in Hispanics because historically they have been
underrepresented in CKD studies.3# Several barriers have been identified in the recruitment
of Hispanics into clinical studies including costs of participation, lack of transportation,
limited English language proficiency, low health literacy, and decreased trust.>~’ However,
successful strategies to circumvent these barriers are poorly described.8

To better understand the natural history and risk factors associated with CKD in Hispanics,
the Hispanic Chronic Renal Insufficiency (CRIC) Study® was established at the University
of Illinois at Chicago (UIC) as an ancillary study to a multi-center observational study of
CKD, the Chronic Renal Insufficiency Cohort (CRIC) Study.1%:11 In this manuscript, we
characterize our approach to the successful recruitment of a large cohort of adult Hispanics
with mild-to-moderate CKD into the Hispanic CRIC Study.

Study Setting and Eligibility Criteria

Recruitment for the Hispanic CRIC Study was conducted in the greater Chicago area
between October 2005 and July 2008. Details regarding the design, methods, and baseline
characteristics of the cohort have been previously described.?-11 Briefly, eligible
participants were self-reported Hispanics aged 21-74 years with mild to moderate CKD as
defined by age-based estimated glomerular filtration rate (eGFR) entry criteria (eGFR of
20-70 ml/1.73m? for ages 21-44; 20-60 ml/1.73m? for ages 45 to 54; and 20-50 ml/1.73m?
for ages 65-74). The primary exclusion criteria were: inability to provide consent, New
York Heart Association (NYHA) Class 111 or IV heart failure, cirrhosis/chronic active
hepatitis, known HIV infection, prior dialysis, organ/bone marrow transplant, use of
immunosuppressives for renal disease within 6 months, chemotherapy for malignancy
within 2 years, and polycystic kidney disease. Participants attend annual visits at the UIC
Clinical Research Center and are contacted by phone every six months. The study was
approved by the UIC institutional review board (IRB) and the research was conducted in
accordance with the ethical principles of the Declaration of Helsinki. Written informed
consent was obtained from all participants.

Recruitment Team

The Hispanic CRIC Study recruitment team was comprised of two full-time bilingual
Hispanic individuals of Mexican and Puerto Rican background who grew up in Hispanic
neighborhoods in Chicago. During the 33 months of recruitment, these two recruitment team
members, a medical assistant and a recent college graduate, each devoted 50% of their effort
to recruitment activities and 50% to study visits, including screening visits and subsequent
follow-up. In addition, an office manager devoted 75% effort to recruitment activities
(mailings, speaking to potential participants, tracking physician referrals, and scheduling
visits). Lastly, local internal medicine residents and nephrology fellows volunteered on an
ad-hoc basis to discuss the need for referral of patients to the study with primary care
providers in the community
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Recruitment Strategies at Academic Medical Centers

Two academic centers participated in the recruitment of the cohort: UIC Medical Center and
John Stroger Hospital of Cook Country (JSH). At UIC, we obtained an IRB waiver of the
Health Insurance Portability and Accountability Act of 1996 to allow retrospective review of
the electronic medical records (EMR) of individuals with scheduled appointments in the
general medicine, family practice, nephrology and cardiology clinics. Study staff reviewed
the EMR to identify eligible individuals based on the last available creatinine-based eGFR.
Potentially eligible participants were approached directly at their scheduled clinic
appointment. Those who did come in for the appointment were mailed a letter by their
physicians stating that they had been identified as potentially eligible for the study and
would be receiving a phone call by study staff. This letter also contained the goals of the
studies and a return postcard for requesting additional information. The postcard did not
provide an opt-out option. At JSH, eligible participants were identified directly by health
care providers at the time of their regular general medicine, family practice or nephrology
clinic visit, and referred to the study staff for further discussion. A study staff member was
present during most clinic sessions.

Recruitment from Primary Care and Nephrology Physicians in High-Density Hispanic
Communities

We selected zip codes for communities with greater than 40% Hispanic population using
data from the 2000 United States Census.12 Using internet search engines and based on a list
of common Hispanic surnames,3 we identified and contacted primary care and nephrology
providers with Hispanic surnames within these zip codes. Study staff met in person with the
providers and clinic staff to discuss the study goals and procedures. Clinics interested in
facilitating study recruitment were asked to generate a list of eligible patients through their
own internal chart review. A standard letter with information regarding the study and the
study’s contact number was mailed by the provider to potentially eligible participants.
Potential participants who contacted the study staff were screened via telephone for
exclusion criteria. Those not meeting exclusion criteria were scheduled for a screening visit.

Other Community Outreach

The study investigators worked with community organizations including the Chicago
Hispanic Health Coalition, the Midwest Latino Health and Policy Training Center, and the
National Kidney Foundation of Illinois (NKFI). These organizations served to introduce the
study to key members of the Hispanic community. The study was also publicized in local
Hispanic printed media. An article regarding CKD in Hispanics and the goals of the
Hispanic CRIC study was published in the newspaper La Raza which is the leading Spanish
newspaper in the Chicago area. A similar article was also published in the free monthly
health magazine Un Buen Doctor which is delivered to primary care clinics for display in
the waiting area and is also available online. Lastly, a study investigator was interviewed on
the leading Spanish radio station in Chicago, WOJO 105.1 FM.

Other sites of recruitment included free health fairs in the Chicago area and a local church.
Study staff volunteered in three free health screening fairs in Hispanic neighborhoods and
one health fair in the Mexican Consulate sponsored by the NKFI. Health fair attendees who
had self-reported kidney disease or proteinuria by urine dipstick were informed about the
study and, if interested, were scheduled for a screening visit. Study recruiters also spoke
about the study at a Catholic church located in a Hispanic neighborhood on two separate
Sundays. In addition, we actively sought referrals of family and friends of participants
already enrolled in the study using word of mouth and an IRB approved letter addressed to
participants.
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Discussion with Potential Participants

Potentially eligible individuals who expressed interest in the study were approached by
recruitment staff, in person or by phone, to discuss the study goals in their language of
preference (English or Spanish). Special emphasis was placed on describing the study design
as strictly observational. The recruitment script also included a brief explanation of the
burden of kidney disease in the Hispanic community and the benefits of participation,
including reimbursement for time and transportation, and mailing of test results to primary
care physicians. At the end of an in-person encounter, individuals were given written
bilingual recruitment material with a description of the study and a telephone number to
contact if interested. Potential participants who demonstrated immediate interest in the study
were scheduled for a screening visit. Individuals who did not show immediate interest were
encouraged to discuss the study with their family.

RESULTS

Participant Characteristics

Over a period of 34 months, 716 individuals agreed to a screening visit at the UIC Clinical
Research Center. Of those, 352 were ineligible based on level of kidney function (322 above
the upper eGFR limit and 30 below the lower limit), one had polycystic kidney disease,
(Figure 1). A total of 363 individuals met inclusion criteria (50.7% of persons screened) and
were scheduled for a baseline visit. Thirty-six eligible individuals were no longer interested
in participating and did not complete a baseline visit. Out of 327 individuals who enrolled in
the study and completed a baseline visit, 82% were primary Spanish speakers. Most
participants were Mexican American (75%), while the remainder were either were Puerto
Rican (15%), or of other Latin American ancestry (10%). The mean age of the cohort at
baseline was 57.1 years and 67.1% of participants were male. Nearly 80% of the cohort
reported an annual household income of $20,000 or less; almost half (47%) had an
educational attainment of sixth grade or less, and 38% were uninsured.

Screening and Enrollment by Recruitment Strategy

The majority of individuals not meeting eGFR inclusion criteria had an eGFR which was too
high for inclusion. All individuals screened from non-clinic sources (e.g., health fairs,
advertisements) had an eGFR which was too high for inclusion. However, among
individuals from nephrology clinics who failed screening due to eGFR inclusion criteria,
73.1% had an eGFR above the inclusion criteria and 26.9% had an eGFR which was too
low.

Community- and academic-based primary care clinics were the largest sources of
participants screened (45.9% and 22.4%) and had the highest yield of persons screened
(38.2% and 24.5%) (Table 1). However, nephrology clinics (academic- and community-
based) and cardiology clinics achieved the highest enrollment yield from individuals
screened (68.1%, 61.9% and 71.4%, respectively). Health fairs, church, and media
advertisement were the source of the smallest number of participants screened, as well as the
lowest enrollment yield.

DISCUSSION

We successfully recruited a cohort of 327 Hispanics with mild-to-moderate CKD using
bilingual study staff and a strategy focused on academic medical centers and community-
based primary care practices serving a large Hispanic population. Whereas primary care
clinics yielded the largest numbers of participants screened and enrolled, academic specialty
clinics had the highest enrollment yield from individuals screened. As a result of these
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efforts, the study assembled the first cohort of Hispanics with mildto-moderate CKD to be
followed prospectively in the United States (U.S.).

Hispanics in the U.S. face multiple system-level barriers to participation in clinical research.
The costs associated with research study participation, including transportation, child care
and loss of wages, may be more significant for Hispanic individuals® who have a poverty
rate almost double that of non-Hispanic Whites.1# In addition, almost 60% of Hispanic
adults living in the U.S. have inadequate or no health insurancel® which has been found to
be a barrier to participation in cancer clinical trials.16 Moreover, lack of health insurance is
associated with decreased use of health services which may limit exposure to research
enrollment opportunities.1” As expected, Hispanic CRIC Study participants are burdened by
low income, low educational attainment, and lack of health insurance.® Reimbursement for
time and transportation likely played an important role in reducing barriers to participation
related to low socioeconomic status. Similar strategies have been successful in overcoming
economic barriers to the recruitment of minorities into other clinical research studies.18:19
Additionally, free health testing and reporting offered by the study likely appealed to
underinsured and uninsured participants.

Hispanics also face individual-level barriers to enrollment in clinical research studies related
to English language proficiency, health literacy, and disease-related knowledge.”+20 In the
Hispanic CRIC Study, greater than 80% of participants reported Spanish language
preference, and close to 60% percent had marginal or inadequate health literacy.2! We
believe that the use of culturally competent, bilingual recruitment staff was an essential
component to overcome challenges related to language and literacy and successfully engage
this underprivileged population in a research study. Others have reported similar success
with using culturally competent bilingual staff to successfully recruit Hispanics.22

Mistrust is a known barrier to the recruitment of Hispanics into clinical studies.>23 Securing
the endorsement of primary care providers was essential to the success of recruitment.
Hispanics view health care providers as authority figures and trust that their advice is caring
because of their strong belief in respect and paternalism.24:25 Furthermore, it is well
established that Hispanic patients prefer providers of Hispanic origin.28 Identifying and
engaging the support of Hispanic providers was an important component of our recruitment
strategy. Although we were not able to capture the impact of provider ethnicity on study
recruitment, it is reasonable to hypothesize that recruitment involving Hispanic providers
was more successful because of greater enthusiasm about clinical research involving
Hispanics and more effective patient-provider communication and trust. We found
community-based providers to be highly committed to improving health outcomes in the
Hispanic community and that they embraced the study’s aims. In addition, the presence of
our clinic staff during clinic visits further augmented potential participant’s trust in the
study. While this strategy required more effort from the study team, it emphasized to the
potential participant that their provider endorsed the study. Lastly, by encouraging the
discussion of the study with family members, our study staff acknowledged Hispanics’
strong attachment to the family unit.2”

In the Hispanic CRIC Study, recruitment from nephrology and cardiology clinics yielded the
highest percentages of participants enrolled from screened because these clinics are enriched
with CKD patients. This suggests that it may be cost-effective to focus on specialty clinics
when recruiting Hispanics with CKD. However, limiting recruitment to these types of
clinics may introduce selection bias and result in the recruitment of a cohort that is not
representative of the Hispanic CKD population. Other recruitment strategies that were non-
clinical were not as successful. This was likely due to the low prevalence of moderate CKD
in the general population?® and is consistent with the recruitment experience of other CKD
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studies.2® Nonetheless, our efforts involving churches, health fairs and the media were well
received by the Hispanic community. While these efforts may not have been successful in
terms of recruitment, we believed that they provided an educational opportunity to increase
awareness of kidney disease among Hispanics and to raise the visibility of the study in the
community. Additionally, lack of awareness of clinical research is a known barrier to
minority participation in research,® and this may be more pronounced among Spanish
speaking or low acculturation Hispanics. We believe that our recruitment efforts had a
positive impact upon community awareness of clinical research.

This report has a few limitations. We did not track the total number of informational letters
mailed, consequently, we are unable to determine the response rate for this approach.
Additionally, we did not track the response rate for the return postcards which were utilized
at the academic center. Because we did not completely capture data prior to the screening
visit, we were not able to evaluate the characteristics of non-participants and reasons for
non-participation. Similarly, we were also not able to quantify the efficacy and costs of
different recruitment approaches (e.g., on site recruitment, letters, phone calls). In addition,
we did not comprehensively evaluate provider characteristics associated with willingness to
endorse study recruitment. Furthermore, we have described a single center’s experience in
an urban setting and our methods may not be successful in a rural setting. Similarly, because
of potential selection bias introduced by the predominate methods used for cohort
recruitment, our findings may not be generalizable to the entire Hispanic CKD population.
However, the composition of the cohort by country of origin is generally reflective of the
heterogeneity of U.S. Hispanics and the socioeconomic disparities observed in the cohort are
of a similar magnitude to those found in Hispanics in NHANES l11, a well recognized
nationally representative sample of U.S. adults.39:31 For these reasons, we believe that the
study sample is adequately representative of the population of U.S. Hispanics with CKD.

In conclusion, a strategy focused on clinical practices with large Hispanic populations and
the use of bilingual recruiters led to successful recruitment of Hispanics into clinical
research. It is our hope that implementation of similar strategies will insure that Hispanics
will be more adequately represented in future CKD research studies.
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Figurel.
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Table 1

Screening and Enrollment Results by Recruitment Strategy

Enrolled
Screened  Enrolled from

Sour ce of Recruitment N (%) N (%) Screened (%)
Overall 716 (100) 327 (100) 455
Academic Medical Center Clinics

Primary Care 161 (22.4) 80 (24.5) 49.6

Nephrology 69 (9.7) 47 (14.4) 68.1

Cardiology 7(<1) 5(1.5) 71.4
Community-Based Clinics

Primary Care 328 (45.9) 125(38.2) 38.1

Nephrology 110 (15.4) 69 (21.1) 61.9

Cardiology 0 (0) 0(0) 0
Other Sources

Health Fairs 7(<1) 0 0

Church 12 (1.7) 0 0

Family 16 (2.2) 0 0

Referrals

Media 4(<1) 0 0

Other 2 (<1) 1(<1) 50
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