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Abstract

Background Successful recruitment of study participants is a challenging component of research, and recruitment
barriers are amplified in safety-net hospital (SNH) settings. However, engaging historically underrepresented

groups in research is critically important to improve health disparities and outcomes. We summarize challenges we
encountered while recruiting patients with COVID-19 from the emergency department (ED), actions to improve
inclusivity, and implementation hurdles in an SNH setting.

Methods We conducted an observational study at the largest safety-net hospital in New England, recruiting patients
in the ED with confirmed COVID-19. Investigators prioritized recruitment inclusivity through language translations of
study materials, compensation (including transport and travel reimbursement), flexible sample delivery options, and
clinical staff engagement. We identified and categorized major impediments to recruitment success.

Results Recruitment and retention efforts were largely unsuccessful (n=4 enrolled of n=113 eligible by electronic
medical record (EMR) review). Barriers to recruitment success included clinical teams’ perception of good candidacy,
persistent language barriers, limited consent capacity, burden of participation, and ED discharge logistics.

Conclusions Despite efforts to improve opportunities to participate in research, SNH EDs present unique challenges
for recruitment. Study teams should prioritize clinical staff engagement and work with institutions to promote
inclusivity and community engagement efforts to improve research engagement in these settings.
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Background

Successful recruitment of participants is widely acknowl-
edged as one of the most challenging components of clin-
ical research studies [1, 2]. Recruitment and enrollment
issues are often the primary reason for project termina-
tions, and nearly 80% of global trials require extensions
due to insufficient enrollments [3]. There are a number
of factors that affect recruitment success, including insti-
tutional barriers, the nature of the research being con-
ducted, and the characteristics of the research setting
[4]. Barriers to recruitment success are further ampli-
fied when recruiting individuals who are hospitalized,
specifically in the emergency department (ED) [5], and
safety-net hospital (SNH) settings may present additional
challenges.

In the United States, SNHs and hospital systems pro-
vide health services to millions of under or uninsured
patients, including those on Medicaid, regardless of the
patients’ ability to pay [6, 7]. Due to this, SNHs serve as
a vital resource for low socioeconomic status (SES) areas
and underserved communities. This is especially true of
SNH EDs. The majority of those receiving care in SNH
ED settings are often deemed “hard-to-reach” as a result
of social vulnerabilities, stigma, mistrust of research pro-
cesses, language, and cultural barriers [8, 9]. As such,
engagement of SNH ED patients in research will be a
potentially critical bridge to improving understanding
of health disparities and outcomes for those historically
underrepresented in research [10, 11].

However, despite widespread acknowledgment of and
interest in closing the research gap that exists for under-
represented groups, there is a general lack of prioriti-
zation among funders, institutions, and researchers to
increase research access and recruitment inclusivity [12].
This is likely due to the additional resources and efforts
needed to establish successful research studies in SNH
settings. To successfully recruit SNH patients, research-
ers must account for language diversity, variable levels of
health literacy, potential mistrust, perceived and actual
discrimination, time and schedule constraints, trans-
portation logistics, lack of access to technology, and
other factors when designing study protocols [8, 9, 12].
Addressing each of these barriers requires additional
funding support to create and provide supplemental
recruitment resources. Given these barriers, sponsors are
more likely to conduct research at medical centers that
serve privately insured, and therefore higher SES, patient
populations, limiting research generalizability [13].

SNH ED settings were also particularly susceptible
to the clinical and research challenges presented by the
COVID-19 pandemic, with a significant intensification
of hospital staffing shortages and drastically reduced
health system capacity [14]. Given the disproportionate
impact of the pandemic on people of color (POC) and
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low-SES populations [15], we were interested in recruit-
ing patients with COVID-19 from an SNH ED setting to
improve disease surveillance among those historically
underrepresented in research. This paper aims to sum-
marize the persistent barriers and challenges we faced
recruiting this cohort from the ED, along with actions
taken to improve inclusivity, and implementation hurdles
in an SNH setting.

Methods

Setting

Boston Medical Center (BMC) is the largest SNH in New
England, and the hospital ED serves over 130,000 patients
each year [16, 17]. Urban SNHs, like BMC, provide care
for a higher proportion of racial and ethnic minorities
than other urban hospitals [6]. More than 70% of BMC
patients identify as minorities [18] and more than 30% of
patients speak a primary language other than English [16,
19]. Additionally, a high proportion of BMC patients are
vulnerable, with 25% of the patient population reporting
unstable housing and 57% living in underserved areas
[20].

BMC also sits at the epicenter of the opioid and home-
lessness crises in Boston [21]. The hospital cares for a
large proportion of patients with substance use disorders
(SUDs) [22], with over 2,500 addiction-related patient
visits per month [23]. Additionally, approximately 25%
of patients admitted to BMC are unstably housed/expe-
riencing homelessness [24], and these populations fre-
quently utilize the BMC ED for care.

Study design and justification

The Boston Medical Center Dynamics of SARS CoV-2
Study (BMC DySCo) was an observational cohort study
that launched in October 2022 and aimed to enroll
patients with COVID-19 from the BMC ED. Patients
were eligible if they were 18 years of age or older, had a
positive polymerase chain reaction (PCR) test for SARS
CoV-2 within the past 96 h, experienced symptom onset
within the past 96 h (if symptomatic), were living within
10 miles of BMC, and spoke a language accommodated
by either study material translations or institutional
review board (IRB) short form consents (see the “Lan-
guage inclusivity” section below). Participants were iden-
tified through Epic, BMC’s electronic medical record
(EMR) system, and were enrolled via in-person electronic
consent (e-consent). Participants completed an initial
1-hour study visit and were then instructed to complete
symptom questionnaires daily and collect anterior nasal
swabs for fourteen days. Daily questionnaires and sam-
ple collections were designed to take about 10 min per
day. Participants had the option to self-complete symp-
tom questionnaires via emailed Research Electronic
Data Capture (REDCap) links, or complete with a study
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staff member via phone each morning. Participants also
underwent three, 10-minute study blood draws over the
three-month study period and completed a follow-up
questionnaire at the 90-day mark.

The design and procedures were largely based on a suc-
cessful observational cohort study previously conducted
by the research team on the Boston University (BU)
undergraduate and medical campuses. The SARS-CoV-2
Viral Dynamics Post-vaccination Study (CoViD Post-vax)
enrolled BU students, faculty and staff who tested posi-
tive for COVID-19 by PCR and were identified as part of
the BU SARS-CoV-2 screening program, which included
routine COVID-19 testing one to two times per week
[25]. While CoViD Post-vax was successful in rapidly
recruiting its target sample size, the study’s generalizabil-
ity is limited; most participants were white, young, and
vaccinated [26]. Students testing positive for COVID-19
were also required to isolate in a specific set of dormito-
ries, streamlining research sample collection and pick-up.
The BMC DySCo study was designed to evaluate similar
outcomes, including within-host viral dynamics, immune
response, and viral genomic diversity among the more
heterogeneous and historically underrepresented popula-
tions cared for by BMC.

Inclusivity efforts

To mitigate potential recruitment challenges in this
SNH ED setting, we attempted to be proactive and
intentional, and held meetings to brainstorm methods
for study inclusivity and engagement. These steps were
implemented prior to study launch and were amended
throughout the enrollment period based on feedback
from team members.

Language inclusivity

Given that over 30% of BMC patients speak a primary
language other than English [19], we provided consent
forms and surveys in four additional languages: Spanish,
Portuguese, Vietnamese and Haitian-Creole. These lan-
guages were selected because the IRB provided feedback
that these are the most common languages encountered
in BMC hospital research and previous BMC COVID-
19 trials. Additionally, we made use of all available IRB-
approved short-form language consents (Albanian,
Arabic, Burmese, Cambodian, Cape Verdean, Chinese,
French, Greek, Hindi, Igbo) and secured hospital inter-
preter services to accommodate the breadth of linguistic
diversity in our patient population and allow for more
inclusive enrollment and retention of non-English speak-
ers and those with limited English proficiency. Enrolled
participants that preferred a language other than the five
main study languages were able to participate via live
telephone interpretation of study procedures.
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Consent form flexibility and teach back

Consent form flexibility was necessary to ensure success
of this project. As the study team was interacting with
participants who had SARS-CoV-2, we aimed to limit
paper utilization for infection control purposes. While
fully remote consent without in-person engagement may
deter patients from research [27, 28], the literature sug-
gests that in-person e-consent is generally regarded by
participants as accessible and engaging [29]. Therefore,
we opted for an in-person e-consent process. E-consent
would allow for legally authorized representatives (LARs)
to remotely consent on behalf of intubated patients with
COVID-19 as necessary. To promote accessibility, the
consents were drafted at an eighth-grade reading level
per institutional policies [30].

Additionally, we implemented teach-back methods
during our consent process to improve understanding
and information retention. Teach-back encourages par-
ticipants to verbally demonstrate their understanding
of the relayed consent information in their own words.
Clinical settings that implement teach-back report better
comprehension and recruitment success [31].

Transportation and sample pick up

Provision of transportation resources, vouchers, travel
reimbursements, and/or parking validation improves
participant retention and reduces perceived travel bur-
dens [32-35]. To reduce the travel burden associated
with the follow-up blood draw visits, we offered free
transportation through a local taxi service and travel
reimbursements to participants who transported them-
selves to these visits.

Additionally, we collaborated with a local courier ser-
vice with the intention to coordinate biological sample
pick-up from participant homes upon hospital discharge.
The courier offered flexible pick-up times to accommo-
date participant schedules, and reduce transportation
burdens and time commitment concerns. The courier
service was able to communicate with participants via
text message in their preferred language. We also pro-
vided an on-site freezer for participants who opted to
drop off their samples or for those who were unstably
housed and close to the hospital. Study staff were also
available to pick up study samples at the hospital for
inpatient participants prior to discharge.

Compensation

Incentives are one of the most commonly cited driv-
ers of research participation [35]. Financial incentives
are the most common, and monetary compensation
acknowledges time contributed to the research activi-
ties, motivates participation, and improves participant
retention [32, 34]. Study compensation was prorated,
and participants were eligible to receive compensation
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upon completing initial enrollment in the study at the
ED visit. Participants would receive compensation up to
$250 if they completed all study procedures. This amount
reflects what is considered to support the contributed
time without being coercive, which would make it more
difficult for a participant to refuse inclusion. Participant
compensation was issued in the form of reloadable debit
cards as required by the hospital.

Daily communications

Consistent communication from research staff helps pro-
mote participant engagement and can aid in retention by
sustaining commitment to study procedures, specifically
in underserved populations [34, 36]. Automatic emails
were sent to participants daily with instructions to com-
plete daily symptom surveys online, and we provided a
phone number and email address should participants
have questions or require assistance with daily proce-
dures. Participants also had the option to complete their
daily symptom surveys with a study staff member via
phone, and by retaining the same staff over time, we were
able to build rapport with participants, which has been
shown to encourage further participation [36].

Engaging hospital staff

Clinical teams are valuable partners in hospital research,
and warm hand-offs from clinical staff to research staff
have an immediate positive impact on a patient’s per-
ception of research [37]. When clinical staff engage in a
warm hand-off, they explain the research team’s goals to
their patient and provide a justification for research par-
ticipation before the study staff’s initial patient contact.
This transfers patient trust in their clinical care team to
the research team and guides the patient to view their
clinical and research teams as a cohesive group [38].

We engaged clinical staff in the BMC ED and educated
them on our research goals and procedures. We collabo-
rated with the hospital’s ED Research Director who pro-
vided input on study procedures prior to study launch
and during study enrollment, and informed ED providers
about the study at regular intervals and in various formats
during study enrollment. We hung staff-oriented flyers in
the ED to raise awareness for our research, attended ED
staff huddles prior to study launch to explain the study,
displayed promotional materials with headshots of team
members to improve recognition, and made contact with
clinical teams prior to approaching patients to prevent
encroachment by research staff on clinical care duties.

Pre-screening procedures and patient approach

Each morning, the study research assistant (RA) identi-
fied all new ED patients with COVID-19 via the hospital’s
EMR system. The RA pre-screened all identified patients
for study eligibility by assessing age, language preference,
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ZIP code, and timing of PCR and symptom onset (both
needed to be within 96 h), as applicable. All eligibility
information was maintained in a locked spreadsheet. If
the RA identified an eligible patient, they would review
the patient’s EMR to rule out individuals that were not
‘good candidates’ for research (incapacitated, intoxicated,
blood disorder, etc.). To prevent undue interference with
ED patient discharge, the study team did not approach
individuals who were to be discharged within the next
hour.

Additionally, patients and their clinical teams were not
approached if they had been marked as unapproachable
for research in their EMR or by hospital research opera-
tions. Patients were not approached if the patient did not
have the capacity to consent, if translated materials were
not yet available for early non-English speaking recruits,
if the patient’s clinical team could not be successfully
contacted by study staff, if the patient was located outside
the main hospital ED (e.g., in the pediatric ED (PED)),
or if the patient did not have access to a phone or email
address for consistent study follow-up.

If a patient was deemed eligible based on EMR review,
the RA would go to the ED, locate the eligible patients’
clinical care team, request permission to approach the
patient for research, and confirm study eligibility. The
clinical care team included the attending or resident phy-
sician, physician’s assistant, and nurse(s). No patients
were approached without permission from at least two
members of the clinical care team. The RA kept a spread-
sheet of reasons why they were not given permission to
approach the patient by clinical staff, if applicable. Rea-
sons included patient ineligibility for the research proj-
ect, planned patient discharge within the next hour, the
patient being deemed not a ‘good candidate’ for research
(due to psychosis, altered mental status, dementia, aggra-
vation, or other unspecified reason), the patient not hav-
ing the capacity to consent, and patient refusal of blood
draws. If the clinical team gave permission and confirmed
eligibility, the RA donned the appropriate personal pro-
tective equipment (PPE) and approached the patient for
research using an IRB-approved contact script to intro-
duce the study’s purpose and procedures. The RA noted
where uninterested participants stopped them in the
contact script and recorded reasons not enrolled, if appli-
cable. The RA also recorded all languages encountered in
the ED setting that were not accommodated by the IRB
short-form language list.

Eligibility amendments

The original study design required participants to have
a positive PCR test and symptom onset both within 48 h
to be eligible; these criteria were amended within the
first two months of study initiation to allow for symp-
tom onset and positive PCR test within 96 h in an effort
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to expand the pool of eligible ED patients. Additionally,
the original study design precluded staft from approach-
ing patients that were set for discharge within two hours,
but this window was reduced to one hour after consult-
ing with the ED Research Director to allow for a greater
number of patient approaches by study staff.

Results

Recruitment success

The study team identified and pre-screened 416 BMC ED
patients with COVID-19 through the hospital's EMR sys-
tem, of whom 4 (0.96%) were successfully enrolled into
the study. Study pre-screening and recruitment outcomes
are detailed in Fig. 1.

We approached approximately 70% (N=79/113) of
clinical care teams for patients deemed eligible based on
EMR review and pre-screening. Once in the ED, clini-
cal teams denied study staff permission to approach 40
patients (50.6%). The most common reasons for clinical
teams refusing permission to approach a chart-review
eligible potential participant (N=40) was lack of con-
sent capacity (40%, N=16), imminent hospital discharge
(27.5%, N=11), and determination that the potential par-
ticipant was not a ‘good candidate’ for research (22.5%,
N=9). Study staff approached 28 patients, with an enroll-
ment success rate among those approached of 14.3%
(N'=4; Fig. 1).

An overview of contact script progress and patient
interest/eligibility attrition during the recruitment pro-
cedures using the contact script is detailed in Fig. 2. The
RA approached 21 eligible patients; a large proportion

Pre-screened for eligibility (N=416)
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of eligible and approached participants refused partici-
pation after the RA’s general introduction to research
(15.8%, N=3/19) and after the overview of study proce-
dures (43.8%, N="7/16; Fig. 2).

Persistent barriers to success

Our recruitment efforts were largely unsuccessful in this
SNH setting. During the recruitment process, we identi-
fied four major barriers to research success in the ED.

Clinical team engagement and perception of good candidacy
Clinical ED teams caring for potential participants did
not give the study team permission to approach a large
proportion of patients (50.6%, N=40) that were eligible
for the study based on EMR review. 22.5% of these deni-
als were on the basis of the patient not being a ‘good
candidate’ for research despite eligibility and consent
capacity.

Language barriers

The institution’s IRB offered short-form consents in 15
different languages, four of which were the main lan-
guages used in our study. However, we encountered an
additional five languages (Ethiopian, Japanese, Nepali,
Toinese, Yoruba) that were not accommodated by
short-form, resulting in seven patients that could not
be approached. Both non-English speaking patients we
approached had issues with our telephone interpreter
services, including frustration with interpretation pace
and refusing to work with an interpreter.

Chart review ineligible (N=303)
PCR test too old (N=87)**

Eligible, no care team approach (N=34)
Discharged too soon (N=8)*
Do not approach list (N=8)

Chart-review e

ligible (N=113)

Study team decided not a good candidate (N=6)
Translated materials not yet available (N=3)
Could not reach doctor (N=2)

Patient in PED (N=2)

No contact information (N=1)

Missing (N=4)

Symptoms began too long ago (N=86)**
ZIP code >10 miles from BMC (N=44)
Age < 18 (N=8)

Language ineligible (N=4)

2+ ineligibility criteria (N=74)

Approached clinical care team (N=79)

|— Clinical team determined patient to be ineligible (N=11)

Approached, not enrolled (N=24)
Not interested, no reason provided (N=6)
Deemed ineligible (N=3)

Deemed no capacity to consent (N=3

Approached patient (N=28)

)
3)

Too much of a time commitment (N
Too tired (N=3)

Frustration with interpreter services (N=2) A
COVID skeptic (N=1)

Fear of needles (N=1)
Declined to respond (N=1)
Missing (N=1)

I_ Eligible, no patient approach (N=40)
No capacity to consent (N=16)
Discharged too soon (N=11)*
Clinical team deemed not a good candidate (N=9)
No reason provided (N=2)
Patient refuses all blood draws (N=1)
Missing (N=1)

Enrolled (N=4)

*Participants who were “discharged too soon” may have been set for discharge within 1 hour or 2 hours depending on whether they arrived in the ED before or after amending inclusion criteria.
**Participants who whose PCR test was too old, or whose symptoms began too long ago may have tested positive or reported symptom onset beyond 48 hours prior, or beyond 96 hours prior

depending on whether they arrived in the ED before or after amending inclusion criteria.

Fig. 1 Pre-screening and study recruitment summary

Created with BioRender.com
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Patients approached, started contact script (N=21)

Stopped after greeting (N=2)

!

Introduction to research study (N=19)

No capacity to consent (N=1)
Declined to respond (N=1)

Stopped after introduction (N=3)

Not interested, no reason provided (N=1)

!

Overview of study procedures (N=16)

COVID skeptic (N=1)
Refused interpreter (N=1)

Stopped during procedural overview (N=7)
e Too much of a commitment (N=3)

!

Completed contact script (N=9)

o Too tired (N=1)
o Fear of needles (N=1)
* Not interested, no reason provided (N=2)

pped after script (N=1)

!

Initiated consent procedures (N=8)

o Too tired (N=1)

Staff stopped during consent review (N=4)

!

Enrolled (N=4)

« Deemed ineligible (N=2)
¢ Deemed no capacity to consent (N=2)

Note: An additional 7 patients were approached by study staff and contact script was initiated. However, the study staff was not yet
collecting data on where these patients stopped during the initial approach. Reasons these patients were not enrolled: not interested, no
reason provided (N=3), frustration with interpreter (N=1), too tired (N=1), deemed ineligible (N=1). Reason not enrolled is missing for one

patient.

Created with BioRender.com

Fig. 2 Patient interest attrition during contact script. Note: An additional 7 patients were approached by study staff and contact script was initiated. How-
ever, the study staff was not yet collecting data on where these patients stopped during the initial approach. Reasons these patients were not enrolled:
not interested, no reason provided (N=3), frustration with interpreter (N=1), too tired (N=1), deemed ineligible (N=1). Reason not enrolled is missing

for one patient

Limited consent capacity

Capacity to consent was a consistent barrier in the ED,
and clinical teams expressed to the research staff that 40%
(N=16) of eligible patients should not be approached
for this reason. Some clinical teams provided additional
detail as to why their patient lacked capacity, including
psychosis (N=3), dementia (N=2), and altered mental
status (N=5), which was largely due to psychiatric dis-
tress or acute intoxication.

ED discharge logistics

Discharge time from the ED was another consistent bar-
rier throughout the recruitment process. BMC is the
largest and busiest provider of emergency services in
New England [17] where ED overcrowding is common.
Overcrowding was especially problematic throughout the
COVID-19 pandemic. As such, ED operations staff work
to discharge patients as swiftly as possible. To avoid inter-
ference with discharge procedures, we did not approach
patients that were going to be discharged within the next
hour and were therefore unable to offer study participa-
tion to many otherwise eligible patients.

Discussion

Here we describe barriers to ED recruitment of patients
with COVID-19 in an SNH ED setting. The goal of this
review is to ensure future projects anticipate some of
these challenges and consider how to build improved sys-
tems to overcome them. We encountered institutional,
clinical staff, and patient-level barriers during the recruit-
ment process (Fig. 1).

While 113 screened patients were chart-review eli-
gible, approximately 30% of these patients were deemed
unapproachable due to discharge time, intoxication,
behavioral and consent capacity issues, comorbidities,
and other logistical factors. Once in the ED, clinical
care teams did not give permission to approach a sub-
set of chart-review eligible patients, most often due to
discharge time, lacking consent capacity, or the deter-
mination that the patient was not a ‘good candidate’ for
research.

Most approached patients were also reluctant to par-
ticipate; a majority were not interested, too tired, con-
cerned about study time commitment, or lacking consent
capacity. Additionally, about 25% of approached patients
stopped us after or during a general introduction to
research, and another 30% stopped us after an overview
of the study procedures, possibly indicating hesitancy
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surrounding research in general, as well as our proposed
project (Fig. 2). EDs generally aim to expedite patient dis-
charge [32], and this setting was no exception. Some of
the most consistent barriers to research success in this
setting included lacking clinical staff engagement, lan-
guage and cultural barriers, widespread issues with con-
sent capacity, and ED discharge logistics.

Clinical staff engagement remains one of the most
important, and challenging, components of a successful
recruitment strategy in an SNH ED setting. Our study
team recognized the importance of engaging clinical staff
to ensure recruitment success in this setting and we had
hoped to implement warm handoffs between clinical staff
and the study team to facilitate patient trust in recruit-
ing staff. However, engaging and building rapport with
clinical staff in the BMC ED proved consistently diffi-
cult. It is well documented that the ED is a difficult place
to build rapport with and maintain buy-in from clinical
staff as a result of competing clinical responsibilities,
staffing shortages, skepticism surrounding research, and
the shift-based nature of ED work [39, 40]. Clinical staff
in certain settings may perceive research recruitment as
burdensome [40—42], or feel that they have to identify the
“perfect patient” when referring individuals to research
teams for study participation [43]. There is also evidence
in the literature of bias among clinical staff as well, who
may perceive minority patients as less likely to adhere to
requirements of more complex studies, and therefore are
less likely to identify these patients as ‘good candidates’
for research [44].

While our team was unable to achieve our recruitment
goals in this setting, there are several facilitators to clini-
cal staff engagement in research that may aid research
teams in future recruitment success. Our team made
active efforts to educate clinical teams and ensure staff
buy-in prior to study launch, but we were unable to main-
tain consistent, in-person engagement efforts and com-
munications with clinical staff during the study course
due to limited project staffing and clinical staff respon-
sibilities. Other studies have highlighted the importance
of actively engaging clinical staft throughout the study
course to ensure recruitment success and protocol adher-
ence [40, 45]. While properly executed warm hand-offs
between clinical staff and patients promotes recruit-
ment success, specifically among historically underrepre-
sented groups [37, 46], staff in our SNH ED did not have
the capacity to provide these hand-offs for patients in
COVID-19 isolation. Other studies also stress the impor-
tance of incentives for clinical staff to maintain engage-
ment and improve perceptions of research among clinical
staff [40, 41, 45], which we were unable to provide due to
budget constraints.

Recruitment of non-English speakers was also a con-
sistent challenge due to institutional and research team
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barriers. While the hospital serves a linguistically diverse
patient population, we identified several patient lan-
guages in the ED that were not accommodated by the IRB
short-form consents, which prevented us from approach-
ing eligible, non-English speaking patients. Language
inclusivity is key when promoting equity in research
proposals and recruitment strategies, and should be an
institutional priority, especially in SNH settings [47].
Additionally, non-English speaking patients expressed
frustration with interpreter services, which were only
made available via phone given that eligible patients had
COVID-19. The pushback we observed from patients
when recommending interpreters highlights the need for
multi-lingual and linguistically diverse research staff in
this setting, which our study lacked. Given the language
diversity in this clinical setting, full linguistic representa-
tion would have been challenging, but increased cultural
competency and representation would have been benefi-
cial. The literature supports this, as cultural and linguis-
tic congruence are key to ensuring recruitment success
among and meaningful engagement with minority com-
munities [36, 37, 48]. Future studies should consider
potential language barriers and solutions carefully when
establishing recruitment methods in similar settings.

As an SNH ED with a high prevalence of patients with
substance use and mental health disorders [22] capac-
ity to consent was a persistent barrier and something
for future studies to consider in ED settings. Some of
those approached exhibited acute intoxication, altered
mental status, and psychosis, and while research staff
made efforts to re-approach patients with acute issues
later in the day, approach was still deemed inappropri-
ate by clinical staff as capacity issues persisted. While
research is limited on consent capacity in SNH ED set-
tings, the ED environment generally makes for a more
complex informed consent process. Patients should have
adequate time to review the consent and consent proce-
dures should take place in private, distraction-free spaces
whenever possible [49]. However, this is difficult to
achieve in an ED setting, in which private space is often
not available, and clinical conditions such as acute intoxi-
cation or other comorbidities impact capacity and create
additional barriers to eligibility [44, 50]. When a patients’
capacity to consent is questionable, other studies have
made use of cognitive scales to make capacity determi-
nations [49] but there are mixed results regarding scale
accuracy when implemented among those with SUD [50,
51]. Our study also aimed to make use of LARs to con-
sent on patients’ behalf if they did not have capacity, but
due to COVID-19 policies in the ED, visitors were limited
and it was often difficult to determine next of kin. While
capacity to consent issues can be expected in the ED, val-
idated cognitive capacity scales may be a promising tool
for standardized consent capacity determination.
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Additionally, we would be remiss not to address these
findings in the context of the COVID-19 pandemic and
associated infection control procedures in the ED. We
followed infection control guidelines set forth by the
hospital when entering participant rooms for recruit-
ment, which required donning of masks, face shields,
gowns, and gloves. PPE was essential to prevent disease
transmission during participant interactions; however,
research suggests that seeing providers in head-to-toe
PPE induces heightened anxiety and fear surrounding
COVID-19 among patients [52], and the stress sur-
rounding recent COVID-19 diagnosis may have been
aggravated by PPE requirements. Establishing meaning-
ful and trusting relationships with potential participants
is crucial to ensuring recruitment success, however, our
ability to achieve this may have been hindered by PPE
requirements.

Analysis limitations include this research context of
the COVID-19 pandemic, and the lack of resources
needed to conduct in-depth qualitative interviews with
(1) approached patients to understand their hesitancy, (2)
approached clinical staff to understand why they deemed
certain patients “not good candidates” for research par-
ticipation, and (3) members of the communities served
by BMC to inform protocol planning and implementa-
tion considerations in this setting prior to study launch.

A common theme across the identified barriers to
recruitment in the SNH ED is the importance of funder
and institutional support of clinical research. COVID-
19 highlighted the need for improved access to research
opportunities for all, without which there is no access to
the newest therapeutics and vaccines for underserved
communities. A research-supportive culture is one of
the most important facilitators of research success [45]
and cannot be established by clinical and research teams
alone. Institutional commitment is key, and while we
identified recruitment barriers in the ED setting, BMC
has demonstrated a commitment to research by advo-
cating for inclusion of underrepresented populations
in COVID-19 clinical trials and hiring its first chief sci-
entific officer during the pandemic. Upstream support
by funding organizations is also crucial, as there are
increased costs and resources associated with engaging
those historically underrepresented in research, such as
those incurred for transportation, language translations
and reimbursements. Funders’ acknowledgment of the
increased participation burden for these communities,
as well as the value of investing in engagement efforts to
promote trust, is essential to research success.

Conclusion

The SNH ED is a particularly challenging setting to
recruit patients for clinical research. More qualitative
work is needed to understand at the patient, provider,
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and community level how to create a successful research
environment. However, continued clinical staff engage-
ment, linguistic accommodations, standardized consent
capacity tools, and a research-supportive culture at the
institutional level may promote recruitment success.
Recruitment success in this setting is an upstream issue,
and requires action by funders, institutional leadership,
and investigators to expand research inclusivity efforts
and engage communities.
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