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The ethics principle of Justice calls for research to contribute
social value across populations that have equivalent moral claims
to the benefits of science [1]. Despite this imperative, patients
residing in communities designated as rural have historically
been underrepresented in clinical research [2]. To improve repre-
sentation, the Veterans Health Administration (VHA) has made
substantial investments aimed at engaging healthcare facilities
that serve large proportions of rural-residing patients in clinical
research and quality improvement. The VHA Office of Rural
Health funds more than 100 research and quality improvement
projects annually through its five Veterans Rural Health Resource
Centers (VRHRCs) [3]. Each VRHRC maintains a portfolio of
projects that broadly aim to improve rural veteran access to
high-quality, evidence-based care.

The VHA Cooperative Studies Program (CSP), funded by the
VHA Office of Research and Development, provides infrastruc-
ture to conduct large-scale, multisite trials that rigorously test
clinical therapeutics [4]. The CSP has increased involvement of
rural-serving healthcare facilities through its Advancing Capac-
ity for Clinical Research through Engagement with Strategic
Sites (ACCESY) initiative [5]. ACCESS, launched in 2020, was
piloted as a policy and practice-driven approach that incorporated
site mentorship and training through pairing lower-resourced
and/or rural-serving VHA facilities (“strategic sites”) with VHA
“mentor” facilities that possessed robust research infrastructure
and multisite clinical trials experience. Additionally, this ini-
tiative led to the creation of a new CSP policy that required
study teams to assess the feasibility of these strategic sites to
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participate in CSP studies during site selection efforts. Some
of the barriers that have historically led to low involvement
of rural-serving sites in clinical trial research within the VHA
were also addressed in this pilot program, including: insufficient
support of research from hospital administration; challenges
identifying, hiring, and retaining experienced staff to execute
research locally; and general unfamiliarity with related policies,
processes, and operational requirements to conduct research. The
initiative positioned rural-serving facilities to be competitive for
site selection in CSP-sponsored research, and VA research more
broadly.

These activities led by the VHA Office of Rural Health and the
CSP ACCESS initiative are complementary, and a representative
from the Office of Rural Health serves on the ACCESS workgroup.
The CSP ACCESS pilot program is in nascent stages, with 3
confirmed rural-serving VHA pilot sites and 10 additional sites
planned for onboarding in fiscal year 2027. While their experi-
ences, once fully implemented, will inform future involvement
of rural Veterans and rural-serving VHA facilities in clinical
research, there exist opportunities to further expand involvement
using specific study designs.

1 | The Promise of Pragmatic Clinical Trials to
Further Expand Rural Health Research

Pragmatic clinical trials (PCTs) test the effectiveness of inter-
ventions in real-world settings, while efficacy or explanatory
trials evaluate the effect of a treatment on outcomes in ideal,
highly controlled environments, isolating the effect of treat-
ment from the influence of other nontreatment factors [6,
7]. Gordon et al. [8] describe characteristics of PCTs using
9 domains of the Pragmatic-Explanatory Continuum Indica-
tor Summary (PRECIS-2) framework [9]. These characteristics
include:

1. Heterogeneous patient samples

2. Recruitmentin the context of care delivery or through patient
registries

3. Diverse sites representing both urban and rural geography

4. Leveraging existing clinic staff and resources

5. Flexibility in delivery of interventions

6. Minimal monitoring and enforcement of intervention adher-
ence

7. Follow-up assessments that occur during usual clinical care
and ideally include data obtained from the electronic health
record (EHR)

8. Outcomes that are important to patients

9. Analyses employing intent-to-treat approaches

PCTs characterized as more pragmatic on the explanatory-
pragmatic continuum [8] may be ideally suited for lower-
resourced rural facilities because they (1) rely on existing clinical
resources, (2) minimize requirements of adherence monitor-
ing, and (3) obviate the need for extensive clinical research
infrastructure and staff at the facility.

2 | Pragmatic Clinical Trials Within the Pain
Management Collaboratory

The Pain Management Collaboratory (PMC) is a joint effort of
the U.S. National Institutes of Health and the Departments of
Defense and Veterans Affairs, separate from the VHA Office of
Rural Health and the CSP ACCESS initiative. It comprises a
coordinating center at Yale University and 17 multi-site PCTs that
test the effectiveness and implementation of nonpharmacologic
approaches for the management of pain and common co-
occurring conditions in military and veteran healthcare systems.
The PMC provides an opportunity to learn from a suite of
PCTs, some of which employ study design features that facilitate
recruitment of rural patients and/or involvement of rural-serving
healthcare facilities. We provide recommendations for expanding
rural patient and rural-serving facility participation in pragmatic
clinical trials, with examples from PMC trials that employed these
approaches.

3 | Recommendation 1: Include Key Rural
Patients in Research Planning

Participatory research involves collaboration between researchers
and individuals with lived experience to both identify and create
solutions to critical problems [10]. It emphasizes the importance
of conducting research with the individuals it aims to benefit, not
on them. Within the VHA, these approaches are often termed
veteran-engaged research [11] and are believed to increase the
likelihood that interventions shown to be effective in clinical
trials will be well-received by end-users, increasing the likelihood
of future implementation across a healthcare system [12].

The Tele-Collaborative Outreach to Rural Patients with Chronic
Pain (CORPs) trial tests the effectiveness of a collaborative care
intervention, relative to usual care, to improve pain and func-
tional outcomes in 608 rural patients with high-impact chronic
pain [13]. Before initiating enrollment for the CORPs trial, the
study team engaged with several patient engagement groups,
including two national VHA patient groups comprising veterans
living with chronic pain [14, 15] and two veteran engagement
groups comprising rural patients through the Growing Rural
Outreach through Veteran Engagement (GROVE) center [16].
GROVE is a resource available to all VHA researchers seeking
veteran perspectives and input on their rural health research.
The CORPs team met with these groups on several occasions to
obtain input on all aspects of the study, including patient-facing
recruitment materials and patient education curricula, before
launching the trial.

Key findings from these engagements led to several trial execution
features. For example, patients stressed the importance of clinical
continuity in building trust, emphasizing the need to identify
clinicians who would work with a veteran for the duration of
their 12-month study participation. This resulted in the selection
of clinicians willing to commit to the project for 3 years (ie.,
the length of time over which clinical activities would occur).
Patients also emphasized the importance of educating clinicians
about key aspects of military and rural culture. This resulted
in the development of comprehensive training modules for
clinicians delivering the intervention that included self-study,
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group conversations, and facilitation by veterans with lived
experience.

4 | Recommendation 2: Involve Rural-Serving
Clinics in Research

The VHA comprises 170 VA Medical Centers (VAMCs) and more
than 1100 Community Based Outpatient Clinics (CBOCs), the
latter of which provide primary care and mental health services.
Some CBOCs also provide specialty care services. Whereas most
VAMC:s are in urban areas, CBOCs are often located in and serve
patients residing in rural areas of a healthcare system’s catchment
area. Studies testing interventions for which a primary care
sample is the recruitment target may be particularly well-suited
for rural CBOC inclusion. However, regulatory infrastructure
can be a barrier. When a VHA healthcare system lacks its own
Institutional Review Board (IRB), a reliance agreement allows
the rural-serving facility to defer oversight to an established
IRB at a partnering site. Multi-site trials may alternatively use
the VHA Central IRB, which serves as a single IRB for multi-
site studies, though individual site regulatory bodies such as
local VHA Research & Development Committees will still need
to review and approve study protocols. Using a single IRB,
with support from study coordinating sites—typically based
at a VAMC—can help to support and streamline approval
processes for rural-serving sites that may have fewer research
resources.

Within the PMC, the Improving Veteran Access to Integrated
Management of Low Back Pain (AIM-Back) trial tests two
care pathways linking 1817 patients to guideline-based non-
pharmacologic treatment options for low back pain [17]. Each
of the 17 participating sites was randomized to deliver one
of the pathways. During site recruitment, the study team
purposefully sought VAMCs and CBOCs representing rural
veterans by lowering patient-volume thresholds required for
inclusion. This approach resulted in participation from rural-
serving CBOCs, such as the Winchester CBOC that serves
rural veterans in Stephens City, Virginia (population ~2000).
In total, 6 of 17 study sites had patient populations compris-
ing between 39% and 96% rural patients. On average, rural
patients comprised 61% of all patients at these rural-serving
sites.

Another PMC trial, The Emotional Awareness and Expression
Therapy (EAET) Trial, evaluates EAET—an evidence-based treat-
ment targeting trauma and related mental health symptoms—
with the goal of ameliorating pain severity [18]. Seven VHA
healthcare systems will enroll 672 patients with chronic pain to
compare EAET with Cognitive Behavioral Therapy for Chronic
Pain (CBT-CP). In this study, all research activities are central-
ized and overseen by a single IRB, while participating systems
provide clinical care only and do not require local regula-
tory approvals. This structure creates a practical pathway for
including rural-serving and lower-resourced VAMCs and CBOCs
that might otherwise be excluded due to limited regulatory
capacity.

5 | Recommendation 3: Directly Recruit Rural
Patients

PCTs often use registries or other databases to identify potentially
eligible patients for recruitment. The Co-Operative Pain Educa-
tion and Self-management: Expanding Treatment for Real-world
Access (COPES EXTRA) trial tested the effectiveness of an inter-
active voice response-delivered CBT-CP intervention, relative to
clinician-delivered CBT-CP, to reduce pain interference in 764
patients with chronic musculoskeletal pain [19]. COPES ExTRA
utilized the VHA EHR to identify patients with musculoskeletal
pain diagnoses living in the catchment areas of nine predom-
inantly urban-serving VHA healthcare systems. In addition to
employing a clinician referral pathway, a random sample of
patients from the target population was sent recruitment letters
inviting study participation. This process allowed the study team
to stratify future waves of recruitment and oversample women
and rural veterans. In total, COPES EXTRA’s sample included 39%
women (299/764) and 24% rural-residing veterans (186/764).

6 | Recommendation 4: Provide Telehealth
Options for Interventions and Outcome
Assessments

A known barrier to trial participation for rural patients is the
burden of travelling for in-person appointments that take place
at urban hospitals [20]. Some patients may need to take a day or
more off work and incur costs associated with transportation (e.g.,
vehicle fuel, public transportation costs, parking) and overnight
lodging. Interventions delivered via telehealth can obviate the
need for patient travel to receive interventions and are best-
suited for patients with access to internet-enabled devices and
sufficient internet bandwidth to engage in video telehealth.
In addition, outcomes could be captured from the EHR or
assessed virtually through online patient self- or research staff-
administered surveys. This not only increases the likelihood that
rural patients will be willing to participate in longitudinal studies
but can also enhance study retention by reducing the burden on
patients of completing in-person study assessments. The VHA
now offers internet-enabled tablets to veterans without access to
these devices who would benefit from video telehealth [21]. Cou-
pled with the expansion of low-earth-orbit satellite technologies,
internet-capable devices capable of facilitating video telehealth
visits and virtual assessments are becoming more common [22].

The Learning to Apply Mindfulness to Pain (LAMP) trial tested
the effectiveness of two mindfulness-based interventions, com-
pared with usual care, to improve pain-related function in 811
veterans with chronic pain [23]. Both mindfulness interven-
tions were delivered via telehealth, and technical assistance
was provided to patients to troubleshoot connectivity and other
technological issues that arose. All outcomes were assessed via
self-administered online surveys or, in some instances, paper sur-
veys that were mailed to participants. Full intervention adherence
among patients randomized to either mindfulness intervention
was 73% (394/541), and 89% (480/541) of patients engaged in at
least 1 intervention session. Notably, 79% of patients (425/541)
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reported weekly engagement in mindfulness home practice.
Study retention at 12-month follow-up across all patients was 86%
(694/811).

7 | Generalizability Beyond the Veterans Health
Administration

Some recommendations presented in this commentary could be
directly applied to other non-VHA healthcare systems, such as
involving rural patients in research planning (Recommendation
1). Other recommendations may require additional support. For
example, directly recruiting rural patients (Recommendation 3)
requires applying a geography-based rural coding scheme to
the home addresses of patients served by a healthcare system.
Recommendations 2 (involving rural clinics) and 4 (leveraging
telehealth) may be more challenging to execute outside of the
VHA, as the VHA has important infrastructure advantages,
including an integrated electronic health record, centralized
research support, single-IRB mechanisms, and established tele-
health capacity. These resources may not be available in other
non-VHA healthcare systems that serve rural persons, and aca-
demic partnerships may be needed to execute PCTs in these
systems.

8 | Conclusion

Pragmatic clinical trials offer several features that can facili-
tate inclusion of rural-serving healthcare facilities and rural-
residing patients. Though not exhaustive, the four provided
recommendations demonstrate the potential of PCTs to improve
inclusion of historically underrepresented rural populations in
clinical research. To realize this objective, rural inclusion should
be prospectively designed, operationally supported, explicitly
measured, and reported transparently across PCTs.
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