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ABSTRACT

Background: Embedded pragmatic clinical trials (ePCTs) assess interventions in real-world settings. Best practices for recruiting clinical sites for ePCTs are unknown,
especially for sites that aren’t known to the study team or familiar with clinical research. We describe the site recruitment process for AIM-Back, an ePCT of two
nonpharmacologic pathways for low back pain within the Veterans Health Administration (VA).

Methods: During the planning phase of the AIM-Back trial, we aimed to recruit 18-20 sites. Eligible sites required provider capacity, administrative support, and
geographic separation to avoid contamination. Our three-step approach involved: (1) lead (VA personnel) identification through existing VA contacts, data re-
positories of VA clinicians, and promotional outreach at events and listservs; (2) lead engagement via tailored communications emphasizing participation benefits;
and (3) virtual meetings with administrators and clinicians.

Results: We identified 184 leads across 53 VA healthcare systems. Leads from 40 systems responded to outreach, and recruitment meetings were conducted with 23
systems involving primary care, physical therapy, research staff, and leadership. We met our recruitment goal, securing participation agreements from 19 sites, with a
median timeline from outreach to participation agreement of 3.7 months. Common reasons for non-participation included infrastructure and resource constraints,
resistance to new clinical programs, and competing programs.

Conclusion: AIM-Back’s recruitment highlights ePCT site recruitment complexities for trials engaging new clinical research sites. Our innovative three-step
recruitment approach provides an example for similarly designed trials. Future ePCTs should consider comprehensive recruitment strategies to ensure clinician
buy-in, study feasibility, and broaden existing networks for completing ePCTs.

1. Introduction

Pragmatic clinical trials (PCTs) assess the effectiveness of treatments
in usual care settings. Pragmatism in PCTs exists on a continuum, with
benefits and drawbacks for study elements [1]. On the more pragmatic
end of the continuum, embedded PCTs (ePCTs) use existing healthcare
providers to deliver trial interventions and collect outcomes through
real-world data sources, such as electronic health records or insurance
claim data [2]. Benefits of ePCTs include the ability to evaluate inter-
vention effectiveness in the usual care setting, assess implementation,
and optimize the generalizability of findings [3]. Challenges of ePCTs
include recruiting sites with the resources, infrastructure, and

willingness to participate while representing the target patient popula-
tion. Compounding the challenge is that many ePCTs also require the
participation of clinical and administrative staff without the incentive of
trial-related financial compensation [4,5].

In ePCTs, recruiting clinical sites and participants that accurately
reflect real-world conditions is essential for ensuring the trial results’
generalizability and external validity [6]. Recruitment often involves
engaging less experienced clinical sites without dedicated research staff.
Outreach to these potential partners often includes educating clinical
and administrative staff about the nuances of ePCT participation.
Gaining their buy-in and trust as study partners requires different
engagement and communication strategies than investigators use to
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recruit sites with established on-site research staff.

Investigators typically select sites for trial participation based on
their proven recruitment and performance capabilities within their
known network [7]. However, there is limited guidance on effective
methods for recruiting new sites into ePCTs, especially those outside
one’s existing network and with less experience in clinical trial partic-
ipation [8]. In addition, the National Institutes of Health Pragmatic
Trials Collaboratory emphasizes the importance of deliberate site
recruitment to enhance the generalizability and scalability of ePCTs,
underscoring the need for guidance on effective strategies to support
expanded site participation in future trials [9].

In this paper, we describe our experiences recruiting and enrolling
sites for the Improving Veteran Access to Integrated Management of
Back Pain (AIM-Back) Trial, an ePCT evaluating two nonpharmacologic
clinical pathways for low back pain treatment within the Veterans
Health Administration (VHA) [10]. Unlike many trials where sites are
already known to the research team, we planned to recruit 18-20 sites,
many of which were new collaborators, had limited research staff, and
had no prior experience with participating in ePCTs. This paper aims to:
1) describe our three-step recruitment approach, 2) report site recruit-
ment results, and 3) discuss lessons learned.

2. Methods
2.1. Overview of trial design

AIM-Back (NCT04411420) was a cluster-randomized clinical trial
co-led by Duke University and the Durham, North Carolina VA, where
the unit of randomization was the clinical site—either a VA main
medical center (VAMC) or a community-based outpatient clinic (CBOC)
within a Veterans Affairs healthcare system (VA HCS). A VA HCS typi-
cally includes one or more VAMCs and multiple CBOCs reporting to a
single leadership team within a geographic region. A single VA HCS
could contain multiple participating sites in the trial (Fig. 1).

Participating sites were randomly assigned to implement one of two
embedded low back pain care pathways, either the Sequenced Care
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Pathway (SCP) or the Pain Navigator Pathway (PNP), as part of their
regular clinical operations. Both pathways were designed to improve
access to and use of guideline-concordant care for low back pain. To
date, these methods of improving access to LBP care have not been
compared directly. During the site recruitment process and prior to
randomization, sites interested in participating had to be willing to
implement either of the two care pathways.

The initiation of both pathways began with a referral from a VA
primary care provider at a participating site. The SCP started with an
evaluation and treatment by a local VA physical therapist, followed by
six weeks of telehealth sessions promoting physical activity [11]. Vet-
erans followed up at 6 weeks with their physical therapist, at which time
they were administered the STarT Back Screening Tool to assess for
persistent risk of disability [12]. Veterans at medium or high risk of
persistent  disability received an additional six weeks of
psychologically-informed care through telehealth [11]. The PNP
involved a Pain Navigator (via telehealth) who helped Veterans choose
and access non-pharmacologic treatment options like acupuncture,
physical therapy, or chiropractic care, with follow-ups at 6 and 12 weeks
to revise the plan of care as needed [13]. Full pathway details are in the
published protocol [10].

The care pathways in this study did not include experimental treat-
ments but rather tested two different approaches to make existing,
guideline-concordant care more accessible. As confirmed by the VA in a
memorandum, sites would implement a new way to organize care and
collect outcomes data through processes already established as standard
of care. For this reason, participation in AIM-Back did not require
patient-level consent. Staff were trained to integrate the pathways into
standard care without financial incentives for sites, staff, or Veterans.
Veterans could decline participation if offered an AIM-Back referral.
However, research-related surveys were collected on a subset of Veter-
ans in the AIM-Back program. Survey completion did constitute
research, and individual consent was required to collect surveys per
Durham VA and Duke University institutional review board protocols.

The cluster randomized design required a minimum of 16 sites (eight
per pathway), each enrolling 105 Veterans. To account for potential site
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Fig. 1. Illustrates potential site arrangements to fulfill participation requirements. VA Medical Centers (VAMCs) (A) and Community Based Outpatient Clinics
(CBOCs) (B) within a VA Healthcare System (HCS) needed a participating primary care provider (PCP) clinic alongside a local VA physical therapy (PT) clinic to refer
Veterans as part of the pathway. Sites without a local VA PT clinic (C) were deemed ineligible for participation.
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attrition, we aimed to recruit 18-20 clinical sites. Sites were recruited
and launched in two blocks to minimize the time between site agree-
ment and pathway launch. The first block included ten sites (five ran-
domized to each pathway), with the remaining nine sites (4 SCP, 5 PNP)
launching between 9 and 12 months later. Training and launch for each
site took 2-3 months, with our research team training 3-4 sites
concurrently.

2.2. Requirements for site participation

To participate in AIM-Back, sites had to: 1) have an associated VA
physical therapy clinic with both the capacity and willingness to
participate if assigned to the SCP pathway; 2) demonstrate administra-
tive and clinical commitment to implementing either pathway,
confirmed by a signed agreement from the Medical Center Director; and
3) ensure no geographical overlap in referral patterns and no shared
clinical staff with other sites to prevent contamination (Fig. 1). To
ensure sites would have enough volume to meet our enrollment goals,
eligible sites had to have seen at least 800 unique patients with low back
pain in a primary care setting in the previous year. We would consider
sites with lower annual volume on a case-by-case basis, such as those
with a strong clinical champion or those that are part of a larger health
system with other qualifying clinics. We set a 5000-patient limit to avoid
overwhelming navigators or SCP telehealth providers caseload.

2.3. Site recruitment process

To recruit sites, we used a stepwise approach to identify potential
leads and engage key gatekeepers and partners. In this paper, 'leads’
refer to clinicians or administrators within the VA HCS. Given our goal
to recruit at least 16 sites, we needed to expand beyond our existing
network to identify a large number of leads and convert them into
participating sites. Our AIM-Back site recruitment team was led by two
operations personnel with dedicated effort and expertise in imple-
mentation science, supported by the co-principal investigators and a co-
investigator.

We found parallels between our recruitment needs and business sales
lead prospecting, which informed our use of an adapted "business sales
funnel" model [14-16]. This model visualizes the recruitment process as
a funnel, starting with a wide pool of leads that narrows through stages
of engagement and selection, recognizing that many leads will drop out
along the way (Fig. 2). In business sales, this approach helps organiza-
tions systematically identify, qualify, and convert potential customers
into buyers. Similarly, in site recruitment, the funnel framework pro-
vides a structured method to generate initial interest, assess feasibility,
and guide prospective sites through the decision-making process toward
participation.

Step 1. Identifying Recruitment Leads

To identify leads, we used three different strategies concurrently.
A) Warm Market Engagement

In this strategy, we identified leads through the research team’s
personal and professional connections, which could include existing or
prior research partnerships. This "warm market" approach relies on
established relationships to facilitate initial outreach and build trust. In
the second recruitment block, we re-engaged leads from the first block
who had shown interest but had not immediately agreed to participate
in AIM-Back.

B) Leveraging Data
In addition to Warm Market Engagement, the study team expanded its

list of leads by leveraging larger datasets of healthcare provider contact
information. The aim was to use various platforms and data sources to
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Fig. 2. ’Site Recruitment Funnel’ conceptual model depicting the progression
from a pool of leads to participating sites. This model highlights key rate-
limiting stages in the recruitment process, with opportunities at each stage to
optimize speed and conversion rates.

build a roster of potential contacts for our team to contact. Using the VA
Clinical Data Warehouse, a repository storing all clinical data within the
VHA, the team identified primary care providers at potential VA sites,
focusing on those who treated a high volume of Veterans for low back
pain (based on International Classification of Diseases-10 codes) in the
prior year. These high-volume providers were prioritized as leads.
Similarly, LinkedIn was used to generate a list of potential contacts,
identifying primary care providers and outpatient physical therapists
employed at VA HCSs nationwide.

C) Promotional Outreach

The warm market and data-driven strategies involved our team
proactively identifying and contacting individual leads. Unlike those
strategies, the Promotional Outreach strategy aimed to increase the trial’s
visibility and passively generate interest, encouraging interested in-
dividuals to initiate contact with our study team. We presented at con-
ferences, VA webinars, and events such as the VA’s Physical Medicine
and Rehabilitation National Pain Call, the Pain Community of Practice
Call, the VA’s Health Services Research and Development National Call,
the Telehealth Think Tank, and a Veterans Integrated Service Network
(VISN) 6 session, focusing on the trial’s mission and participation
criteria. Additional outreach through social media and email listservs (e.
g., physical therapy school alumni and professional groups) further
promoted the trial.

Step 2. Approaching Recruitment Leads
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After identifying leads, we used diverse communication channels to
engage with them, including personalized emails, phone calls, and direct
messaging via VA Microsoft Teams and LinkedIn. These modes facili-
tated high-volume, tailored, and targeted outreach to encourage
engagement. We created templates for content in the subject line and
message body that were specific to the lead type. For example, when
approaching primary care providers, the subject lines highlighted the
prospect of collaboration with Duke University. This approach aimed to
evoke curiosity and leverage the reputation of a well-known university
to encourage the lead to open the email. For primary care provider leads,
the value proposition in the body of the email focused on the opportu-
nity for an easy and efficient care pathway to address a well-known

clinical challenge—low back pain management. Notably, the

VAHCS with Study Team Contact Email (n= 53 VAHCS)
Block 1 (n=39 VAHCS)
Block 2 (n=44 VAHCS)
Overlap (n=30 VAHCS)
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messaging centered on how we could assist the clinicians with this
challenge instead of focusing on requesting help with research.

Step 3. Engaging and Selecting Clinical Sites

For leads who responded positively to the initial contact, we pro-
vided additional information about the project via email and requested
to schedule a recruitment meeting. Recruitment meetings engaged site
leads and key stakeholders to assess feasibility and secure buy-in.
Leadership from primary care, physical therapy, and upper-level
administration was prioritized to understand site priorities and
approve necessary staffing adjustments, such as reallocating personnel
for navigator roles if the site was randomized to the PNP or adapting PT
workflows for the SCP. Practicing PCPs and PTs were also encouraged to

Site Recruitment
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Fig. 3. AIM-Back site recruitment CONSORT diagram illustrating the recruitment process, starting with contact with individual leads at the VAHCS level, followed by
site selection (VAMCs and/or CBOCs) upon VAHCS agreement. The diagram also depicts the final enrollment of Veterans across participating sites.
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attend to evaluate implementation feasibility, assess workflow fit, and
foster early engagement. All meetings were conducted virtually.

During site recruitment meetings, the study team delivered pre-
sentations tailored to the attendees, highlighting the value proposition
and emphasizing the potential benefits of participation. Our messaging
emphasized a collaborative approach, focusing on "how we can assist in
implementing this program to support your clinicians,” rather than
merely outlining our research objectives, such as enrollment goals.

After calls, we outlined specific next steps to expedite participation
decisions, schedule subsequent meetings, and secure commitment from
administrators in physical therapy and primary care. For any VA HCS
interested in participating, the study team encouraged partners to
identify which of their eligible sites would participate in AIM-Back,
considering levels of staffing, referral overlap, and provider interest. A
signed participation agreement from the VA HCS Medical Director was
required for sites to participate, necessitating navigating through a hi-
erarchical communication structure to ultimately receive the Medical
Director’s approval. Sites were then randomized and trained before
beginning enrollment.

2.4. Data analysis

Throughout this process, we tracked the number and type of leads,
the methods of outreach used, recruitment meeting details, and the roles
of leads and call participants. Here, we report descriptive results of this
process, as well as participating clinical site characteristics, the time
between initial contact and finalization of site participation agreements,
and the time between site launch and minimum Veteran enrollment at
each site (n = 65). Due to the small sample size of participating clinical
sites, we do not report any inferential statistics.

3. Results
3.1. Lead identification and recruitment meetings

Using our three strategies over two recruitment blocks, we identified
184 leads from 53 VA HCS. Warm Market Engagement yielded 34 leads,
Leveraging Data strategies yielded 128 leads, and Promotional Outreach
resulted in 22 leads. Leads from 40 of the 53 health systems responded to
the initial contact (75% response rate) (Fig. 3). Among the most
frequently represented groups, primary care providers were contacted in
33 VA HCS (62.3%), followed by physical therapists in 23 (43.4 %), with
research investigators or staff in 3 (5.7 %) and other professionals, such
as chiropractors, nurses, or administrators, in 2 (3.8 %). Of the 40 HCS
responding to the initial outreach, recruitment meetings were conducted
with 23 out (57.5 %) of these systems. Of these 23 VA HCS, represen-
tation included physical therapists in 18 VA HCS (78.3 %), primary care
providers in 14 (60.9 %), other professionals such as chiropractors,
nurses, or administrators in 8 (34.8 %), research investigators or staff in
6 (26.1 %), and executive leadership in 3 (13.0 %).

3.2. Non-participation reasons

Ten VA HCS ultimately agreed to participate in AIM-Back. Of 43 non-
participating health systems, reasons included no response (n = 13), lost
communication (n = 13), HCS declinations (n = 16), and one additional
site that was interested but did not participate because we had already
reached our recruitment target. Of the 16 VA HCS that outright declined,
reasons included insufficient infrastructure or personnel (n = 2), resource
constraints (n = 4), participation in competing trials (n = 3), reluctance to
alter existing programs (n = 6), and no reason identified (n = 1).

3.3. Site participation

Nineteen sites from 10 VA healthcare systems were randomized to
participate. Two sites from one VA HCS that agreed to participate
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dropped out soon after initiating the program due to reluctance by
participating providers to alter existing care delivery at the sites,
resulting in 17 sites ultimately completing enrollment. The median time
from initial contact to participation was 3.8 months (block 1) and 3.6
months (block 2). Participating sites originated from all three of the lead
generation strategies, with the most generated from the Promotional
Outreach strategy (n = 9) (Table 1).

3.4. Site distribution and characteristics

Participating sites were distributed across the United States, with the
highest concentrations in the South (n = 8 sites) and Midwest (n = 9
sites), and most clinical sites were located in urban settings (n = 17)
[17].

3.5. Participant enrollment and site performance

A total of 1817 Veterans were enrolled across 17 clinics, exceeding
the trial enrollment goal of 1680 veterans. The enrollment numbers
reflect the active sites after two sites dropped out. Sixteen of the 17
participating clinics met the minimum enrollment goal of n = 65 vet-
erans. The median time to meet the minimum veteran enrollment goal
(n = 65) among the 16 clinics was 14.5 months with enrollment pace
varying from 3.5 to 23.5 months.

4. Discussion

This paper presents the results of a novel three-step approach to ePCT
recruitment that involved leveraging existing relationships and
expanding beyond our familiar network using concepts from the busi-
ness sales sector. Recruiting and selecting sites is critical for ePCTs, as it
promotes clinician buy-in, generalizability, and feasibility of interven-
tion integration. [18]. A key finding is the relative success of our three
lead identification strategies. The "warm network" strategy was a valu-
able starting point for initiating site recruitment but resulted in only four
participating sites. In contrast, our strategies of engaging individual
leads identified through repositories of provider information and pro-
moting AIM-Back participation to larger audiences accounted for an
additional 15 participating sites. Exhausting our warm network natu-
rally led us to greater use of other strategies over time. We met our
recruitment goals and had minimal site attrition (n = 2), suggesting the
approach’s effectiveness. This approach may be generalizable to other
investigators, particularly those lacking extensive institutional re-
lationships or the ability to collaborate with large clinical research
organizations.

Table 1
Distribution of clinic characteristics across randomized sites.

Variable Frequency of Randomized Clinics (n)/Percentage (%)

Recruitment Lead Generation Strategy

Warm Market Engagement 4 (21.1 %)
Leveraging Data 6 (31.6 %)
Promotional Efforts 9 (47.4 %)

Site Size by LBP Volume in Referring PCP Clinics

<1000 4 (21.1 %)
1000-1999 5 (26.3 %)
2000-2999 5(26.3 %)
3000-3999 3 (15.8 %)
4000-4999 2 (10.5 %)

Site Location by Centers for Disease Control and Prevention (CDC) Geographic
Region [17]

Northeast 1(5.3%)
South 8 (42.1 %)
Midwest 9 (47.4 %)
West 1 (5.3 %)
Site Geographical Setting

Urban 17 (89.5 %)
Rural 2 (10.5 %)
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4.1. Factors contributing to recruitment success

AIM-Back’s recruitment strategy focused on identifying clinicians
from a broad range of VA Healthcare Systems as leads, regardless of
prior research experience, rather than following traditional methods of
partnering with investigators or research centers with established trial
experience [19]. By focusing recruitment on the clinician rather than the
researcher, we were able to foster a sense of investment and collabora-
tion in the program. This approach may contribute to greater traction
during implementation and higher intervention fidelity.

While common in business, lead generation strategies for clinical
trial recruitment remain underexplored [14,20,21]. In applying the site
recruitment funnel conceptual model (Fig. 2), we generated many
leads—regardless of their familiarity with our team—to establish a
"wide top-of-funnel." The funnel model provided a structured approach
for systematically engaging these leads and ultimately narrowing our
extensive list to more interested and qualified potential sites. As leads
move through the funnel, various bottlenecks and rate-limiting factors
may arise, such as the failure of leads to open and respond to emails, the
inability to convert meetings to actionable next steps, and the failure to
secure participation commitment. Thus, proactively identifying and
addressing bottlenecks may optimize the approach’s yield.

We approached email outreach as a critical rate-limiting factor in the
recruitment process. We assumed that successfully converting an email
lead into a recruitment meeting and ultimately into a participating site
would hinge on whether recipients opened the initial emails and found
the content compelling enough to respond. In line with this strategy, we
prioritized strategies that we believed would optimize both open rates
and response rates. By drawing on email marketing best practices, we
personalized subject lines in an effort to promote interest and influence
the lead to open the email [22]. Email marketing research suggests that
to maximize engagement and response, email content should be brief,
build trust, remain relevant, appeal emotionally to the recipient, and
conclude with a clear, informative call to action [23,24]. Our approach
to message content involved continuously refining these elements,
focusing on clear value propositions that addressed the challenges of
managing low back pain in primary care, providing concise explanations
of the trial’s benefits, and including a clear next step to schedule a
recruitment meeting. Thirteen of the 43 non-participating HCS did not
respond to our emails (30.2%). Unfortunately, due to lacking email
tracking software, we were unable to determine if non-responses were
due to leads not opening emails or if leads opened emails and decided
not to respond. Given the importance of email open rates, future site
recruitment efforts for similar studies should consider using email
engagement tracking tools to improve outreach effectiveness.

During site recruitment meetings, which often involved a mix of
administrators and clinicians, we focused on conveying the value of the
clinical pathways to the site. A benefit of ePCTs is that sites may
continue the care pathway post-trial. This was a strong selling point for
many sites looking for ways to better implement the VA stepped care
model for back pain. Because our research team provided minimal
support for clinical delivery, many potential sites saw the value in our
team helping to initiate a new clinical pathway and allowing them to
continue it independently. As part of the sell, we highlighted how the
new clinical pathway could seamlessly fit into their existing care setting,
reduce wait times, and offer an "easy button" for referring to evidence-
informed treatments for low back pain, all aligning with VA priorities
for more personalized pain care [4,6,18,25].

4.2. Recruitment challenges

The recruitment process demanded more planning and time invest-
ment than simply relying on and limiting to sites with existing re-
lationships. A dedicated operational team member led the trial’s site
recruitment efforts in collaboration with the trial’s statistician team.
Coordinating meetings with clinical providers while meeting site
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selection deadlines was a significant challenge. Future trials aiming to
recruit many sites without pre-existing connections must account for the
time required for recruitment, as inefficiencies can substantially impact
trial costs.

A major recruitment challenge in ePCTs is garnering support and
enthusiasm for participation at all levels, from administrators to clinical
staff. Each needed to be willing to support modifications to workflows,
even if only minimal. In addition to practical challenges, like getting all
decision-makers on the same call, we often found that each decision-
maker was motivated by a different value proposition. In some loca-
tions, administrators and leadership drove participation because they
saw the program as beneficial to the institution’s priorities, even when
there was limited clinician buy-in. While this "top-down’ approach has
benefits, it can be unsuccessful if frontline providers are not similarly
bought in. Notably, two sites with high-level approval struggled to
engage the clinicians tasked with delivering the intervention, leading to
their withdrawal and unmet enrollment targets. Pathway champions
that emerged at each site helped get all parties aligned and secure buy-in
from ’gatekeepers,” but not every site had a clear champion. Champions
are important for any clinical study but were particularly important in
AIM-Back because most sites lacked research staff with whom we could
engage about site-specific project needs [26-28].

Sites that declined participation offer several anecdotal insights.
First, infrastructure and staffing limitations, such as the inability to
repurpose a staff member as a Pain Navigator or the lack of a physical
therapy clinic, highlighted the need for early assessments of site capacity
to meet intervention requirements. However, efficiencies were gained
by identifying common reasons for non-participation early in the
recruitment process. Sites that did not respond to initial contact, lost
communication, or declined participation were quickly identified,
allowing for prioritization toward more promising recruitment leads.
Second, the COVID-19 pandemic further constrained resources, under-
scoring the importance of budgeting for flexible recruitment timelines to
face unforeseen obstacles. Additionally, resistance to changing estab-
lished practices at some sites pointed to the value of targeting locations
with a culture of innovation and adaptability. Finally, some sites were
engaged in similar initiatives, highlighting the value of assessing the
landscape of ongoing trials to identify potential conflicts or competing
priorities.

4.3. Considerations

Sites were recruited to deliver AIM-Back pathways without knowing
which pathway they would implement, as participation required
acceptance of random assignment. Furthermore, we employed various
recruitment strategies, but the extent to which these specific strategies
or type of recruitment lead directly contributed to a site’s recruitment
performance remains unclear. Numerous site and participant-specific
characteristics contribute to recruitment success, and all but one site
achieved our minimum recruitment target. Consequently, it is not
possible to determine whether one recruitment strategy was more
effective than another in producing better trial recruitment results, and
it would likely require much larger samples across various trials to more
definitively establish best practices for site recruitment in ePCTs.

It is also important to note that our recruitment efforts primarily
focused on acquiring sufficient participating clinics rather than ensuring
the final group of participating sites would be representative of the
broader VA health system. If representativeness was a primary goal,
investigators would likely need to plan for a longer site recruitment
phase and may have a more targeted pool of initial leads.

Finally, while the VA’s centralized provider data access simplifies
lead identification, this may not always translate seamlessly to non-VA
settings, though the site recruitment funnel model remains widely
adaptable. Success outside the VA, particularly in larger healthcare
systems, may require leveraging electronic health record data or internal
provider repositories to build a robust pool of clinicians to approach for
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participation. Accessing these networks often involves cultivating re-
lationships with key decision-makers, aligning with institutional prior-
ities, and navigating complex administrative structures to secure buy-in.

4.4. Recommendations for future recruitment efforts

The business sales funnel model informed our recruitment strategy,
but executing that strategy was an iterative process. Our experiences
underscore the necessity for pre-planned and systematic site recruitment
approaches and offer a few suggestions for investigators in future trials.
First, investigators should identify comprehensive provider information
sources to generate leads beyond a warm network, including profes-
sional directories, specialty group lists, hospital directories, commercial
databases, electronic healthcare systems, and professional networking
platforms [29]. Utilizing these resources ensures a broad pool of leads.
Second, investigators should optimize their recruitment funnel by
planning to address potential bottlenecks and rate-limiting factors, such
as low email open and response rates. This involves more granular
tracking and testing subject lines, something we were unable to do in
this trial, and refining message content to enhance engagement. Third,
investigators should present a value proposition that aligns with site
priorities and minimizes workflow disruptions. Emphasizing benefits to
stakeholders, such as enhancing daily practice or supporting organiza-
tional goals, rather than focusing on what the organization can provide
for the study team, may increase clinician and administrative buy-in
Ref. [30].

Conversely, investigators should avoid several common pitfalls. In-
vestigators should not underestimate the number of leads required, as
our study found that 184 leads yielded 10 participating VA healthcare
systems—an average of 18 leads per system, with varying numbers of
selected sites from those systems. As such, even with a compelling
intervention, natural barriers, and attrition rates necessitate a substan-
tial pool of potential sites to achieve enrollment targets and maintain
recruitment timelines. Second, avoid bypassing direct engagement with
implementing clinicians and relying solely on higher-level administra-
tive approval, as this may lead to false assumptions about clinicians’
willingness and capacity to effectively carry out the intervention [31].
Without clinician commitment, particularly for interventions relying on
their consistent adoption, enrollment may stagnate, fidelity may suffer,
and program implementation may falter [6]. Third, do not conclude
recruitment meetings with stakeholders without a clear call to action
and defined next steps. Without specific action items, momentum can be
lost, leading to prolonged negotiations and delays in securing partici-
pation agreements.

5. Conclusion

The AIM-Back trial’s site recruitment illustrates the complexities of
recruiting clinical sites for ePCTs when these sites include partners that
are not already known to the investigators or affiliated with academic
medical centers. By expanding beyond existing connections, using
innovative lead generation, and adapting outreach, we recruited and
randomized 19 sites for participation. Our three-step approach empha-
sized involving clinicians, demonstrating value to clinical partners, and
ensuring site readiness. Future ePCTs should prioritize well-planned
recruitment methods that foster clinician buy-in and ensure study
feasibility.
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