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Abstract:

The success of clinical research studies depends on effective recruitment and retention of
study participants, yet only a small fraction of patients engage in research studies, even in
academic health systems. Increasing awareness of research opportunities and facilitating
connections with clinical research study teams would help to improve the success of research
programs. In this Special Communications, we describe the creation and evolution of and tools
used for the My Research Partners concierge service (MRPcs) of an academic health system. The
MRPcs provides a centralized point of contact or hub for patients and community members, as
well as clinical research organizations and academic partners, who have research-related
questions or interests. The MRPcs helps to connect the users of the service with relevant research
study teams, personnel, or resources to facilitate their engagement in a clinical research program.
Our experience with the MRPcs informs our recommendation that peer institutions organize
similar research service hubs for their clinical research programs to help increase awareness of
and participation in clinical research by the public and to help increase the success of research

programs at fulfilling their ultimate goal of improving the health of their population.
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Introduction

Prospective clinical studies, particularly randomized controlled trials, are critical to
advance public health. The success of clinical research studies depends on successful recruitment
of participants; unfortunately, however, many studies fail to meet enrollment goals.(1, 2) Less
than 5% of patients participate in clinical research despite a sizable majority of U.S. adults who
express willingness.(3-5) The disparity between willingness to participate and actual
participation is primarily due to patients not being approached about and poor awareness of
research opportunities.(5, 6)

Before 2018, clinical research information at our institution was disseminated by
individual study teams using advertisements in clinical or public settings. The Duke Health
website had a page to list research studies, but it was manually and inefficiently updated and
information could easily become outdated, so individuals interested in research opportunities
typically needed to be highly motivated and make extensive efforts to find the information they
needed. Most Duke Health employees are not involved in research, and the primary consultation
and referral number for the health system is staffed by non-research employees. At best, callers
were referred to the relevant clinical departments, but they still often faced challenges to get
accurate research information due to health system employees’ knowledge gap related to
research-related information.

To address this, the My Research Partners concierge service (MRPcs) was established in
July 2017 within the Duke University Clinical and Translational Science Institute (CTSI).
MRPcs utilizes a dedicated phone number and email inbox to field queries about clinical
research at Duke. It serves as a fixed point of contact for anyone interested in research
opportunities and connects them with the appropriate research staff. MRPcs staff are part of
CTSI and serve the broader institution, which helps bridge the gap in our decentralized research
governance model (Duke clinical research comprises more than two dozen research management
teams, called Clinical Research Units [CRUSs], who oversee the conduct and execution of clinical
research).

Additionally, our institution revamped its online research listings. With the
implementation of our clinical trials management system (CTMS), OnCore, we now offer current

and accurate information about clinical research. The research directory uses OnCore as its
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primary data source, which ensures up-to-date information (like enrollment status) through daily
communication with the CTMS.

In this article, we review similar services at peer institutions and describe the MRPcs--its
services, utility, challenges, and future directions to facilitate participation in clinical research.

Literature Search

We performed a literature search (Table 1) to identify publications discussing
comparable services at other institutions. Our search strategy included terms to identify patients
engaged in research with direct institutional support in navigating available clinical trials. Our
search was not intended to be an exhaustive or systematic review, but we did include terms that
we felt would yield descriptions of similar types of research-related services as MRPcs.
However, this search yielded no papers describing similar services to the MRPcs. The literature
did reveal papers written about experiences and best practices with patient navigation with
regards to clinical care. One study did describe a research concierge service, but this service was
intended for researchers and not potential research participants.(7) The literature that discusses
patient navigation services at peer institutions deals with navigation teams that serve a particular
demographic of patients (e.g., low health literacy patients or patients with HIV) rather than
adopting a more universal focus.(8-10) We did find references regarding ResearchMatch, a
national online platform that electronically matches potential study participants with research
studies, which is similar to the goal of MRPcs.(11, 12) The key difference lies in
ResearchMatch’s electronic, self-service model versus the MRPcs’ human-centered,

personalized approach.

Landscape Review

In addition to the literature search, we searched for public directories and/or websites of
63 US peer institutions within the larger framework of the Clinical and Translational Science
Awards (CTSA) Program (Table 2). At the time of our search, all institutions maintained an
online public-facing clinical research study directory. Fifty-six institutions listed their studies
directly on their websites (including two sites dedicated solely to cancer trials), while five
provided links redirecting to their study listings on ClinicalTrials.gov. Among these institutions,

twenty-five sites offered general research contact information for prospective participants.
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Specifically, ten provided both email and phone contact details, three offered email contact only,

nine provided phone contact only, and three utilized a webform exclusively.

Scope of MRPcs Service
The MRPcs serves as a dedicated point of contact that both the general public and
established or potential academic/industry partners can utilize for research information at Duke.
The service is designed to handle any and all queries related to clinical research. The most
common users of and types of questions for the MRPcs are as follows:
e research candidates asking about a particular clinical trial or research study;
e research candidates asking about general clinical trials opportunities relevant to their
circumstances (e.g., someone with a new diagnosis of muscular dystrophy);
e research candidates asking about how clinical trials or research studies work and what
their rights are should they choose to participate;
e current or past Duke research participants needing to reach out to their study team;
e research sponsors, contract research organizations (CROs), or peer institutions asking
about Duke’s research capabilities or interest in joining a research program;
e non-Duke medical providers asking about how to refer a patient to a clinical trial or for

assessment to join a clinical trial.

The workflows for most scenarios handled by the MRPcs are depicted in Figure 1 and are
described as follows. When a phone call or email comes into the MRPcs, the attendant staff
member will discern the nature of the contact (e.g., perhaps it is a nurse from a non-Duke facility
who wants to know if any clinical trials are available for their patient) and proceed accordingly.
Following the framework of the bullet points in the preceding paragraph, most calls or emails to
the MRPcs fall within six general schema and can be resolved following a structured strategy to
manage each one. These strategies are described in detail in Table 3.

Briefly, for someone interested in a particular clinical study, they can be quickly referred to
the appropriate study team by locating the study in our CTMS and browsing the personnel list.
Potential candidates who are not seeking a particular study but are interested in a specific
therapeutic area are referred to the lead of the relevant CRU. Anyone who is curious about

research regulations and their conduct can be informed by MRPcs staff members or referred to
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the Duke University Health System Institutional Review Board. MRPcs can search consent
forms or study enrollment logs saved in our CTMS to refer current research participants who
have lost a study team’s contact information back to the study team. Academic or industry
partners, or referring providers outside of Duke, can be easily referred to the lead of the

appropriate CRU that is relevant to their clinical research interest.

General Usage Pattern

The MRPcs started in 2017. The service was introduced to the leads of Duke CRUs in
their regular meetings. The service was launched over time with the inclusion of the MRPcs
email address and phone number on different Duke Health platforms described below. The
service was also introduced to the Duke University Health System service access staff who
receive most phone calls from Duke and non-Duke patients to make them aware of the MRPcs,
and they are now trained to refer patients who ask about clinical research to the service.

The MRPcs phone line and inbox were staffed at inception by the Duke CTSI employees
who comprise the Recruitment Innovation Center (RIC). The MRPcs phone number and inbox

are shared resources; the phone number was routed as a distinct line to the phones of each CTSI
RIC team member, and each team member was able to read and reply to emails sent to the
MRPcs inbox through their personal Duke Microsoft Outlook accounts. A single RIC team
member was designated as the primary person to manage calls and emails made to MRPcs, and
the other team members answered calls and messages when the primary person was indisposed
for any number of reasons (e.g., illness, time away from the office, or a short-term need to focus
more closely on other duties). All RIC team members who managed the MRPcs, either as the
primary person responsible or a stand-in for the primary, had a minimum of 5 years of
experience working in research at Duke.

To capture metrics and data about utilization of the service, a Research Electronic Data
Capture (REDCap®) database was created that allows for the capture of basic data, including the
date of contact, the nature of the query, and either the specific study staff or CRU to which the
person was referred (whichever is applicable).

Utilization of the MRPcs was relatively low for the first couple of years following its
inception. Staff who managed the service resolved 229 queries in 2018, which was its first full

calendar year of operation. The number of queries managed by MRPcs staff more than doubled
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the following year, and the total number of interactions for 2019 was 590. Much of this increase

between 2018 and 2019 can be attributed to specific actions initiated that year and which
continue to this day:

e Duke University Health System staff who manage patient scheduling are instructed to

refer or transfer people to MRPcs if anyone calls about research rather than standard care.

e The MRPcs phone number and email address are hard coded as a universal contact

information on the online Duke Clinical Trials Directory (each listed study has its own

contact information within its description, but the MRPcs is highlighted for people as a
point of contact if they cannot find something applicable to them on the directory). The
studies on the directory are listed at the discretion of each individual study team, and,
until the late summer of 2024, there was no mandate that study teams must list their
studies online, so the listed studies typically comprise only about 30% of all research
protocols that are actively enrolling participants. For this reason, listing the contact
information for MRPcs is a helpful service for studies that are enrolling but not listed on
the directory.

e The MRPcs contact information is included in the research section of the patient-facing
platform (Duke’s “MyChart”) of the electronic health record (EHR) “Maestro Care”
(Epic Systems Corporation). The Duke University School of Medicine is a national
leader in its use of leveraging patient portal recruitment messaging to introduce research
opportunities to Duke University Health System patients.(13) The MRPcs contact
information is included in the footer of every research message sent to individual
patients, and it is also hard-coded onto the home page of the research section of the

platform.

Utilization of the MRPcs spiked in 2020 with a total of 1,747 documented interactions. Of
these interactions, 261 were specific to phone calls triaged from people who tested positive for
COVID-19 and were seeking a clinical trial. The CTSI staff who manage the MRPcs were tasked
by the Duke School of Medicine with prescreening people who called Duke following a positive
COVID-19 test during the first year of the COVID-19 pandemic (2020). Until post-infection
treatments (e.g., ©Paxlovid) for COVID-19 were approved or authorized for emergency use by

the US Food and Drug Administration (FDA), Duke patients who tested positive were given care
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instructions by health system staff that included contacting MRPcs for clinical trials information.
These instructions, including the suggestion to call MRPcs, stopped when trials ended early due
to the rollout of COVID vaccines in early 2021. Since 2020, queries that utilize the MRPcs have
normalized to a frequency of about 25 per week, with 1459 interactions in 2021, 1048
interactions in 2022, 977 in 2023, and 760 mid-way through 2024.

The therapeutic divisions to which people are most often referred by MRPcs are, in order:
oncology (more than 20% of all referrals), internal medicine (includes endocrinology,
rheumatology, immunology, and infectious diseases), pediatrics (includes the Duke Center for

Autism and Brain Development), neurology, orthopedics, and psychiatry.

Necessary Competencies and Challenges

As noted previously, the MRPcs was developed and staffed by the RIC within Duke’s
CTSI. Currently, the two main individuals who manage the MRPcs are Duke employees who
have both worked in various research positions at the University for more than a decade, and
their job titles have included clinical research coordinator, research project planner, and research
project leader. Their experience, including experience in using the clinical research systems and
established relationships with the CRUs and their leaders, has been vital to the success of the
MRPcs.

Proficiency in using the clinical research systems, which include the primary clinical
trials management applications (©OnCore by Advarra for research management and ©lris by
iMedRIS for regulatory management) at Duke, is a critical skill to resolve any questions posed to
the MRPcs. Staff members are given full read-only access to every research protocol in both
applications. This allows them to answer queries related to whether a study is open to enrollment
or not, who is the point of contact for any study, or if a particular study or type of study is
available at Duke. We have established standard operating procedures that outline the most
common questions asked and scenarios presented by people who reach out to the MRPcs, and
these guidelines instruct staff on what steps should be taken to adequately resolve these queries.

In situations when someone calls to find research at Duke and there are no readily
identifiable studies here, the staff member’s experience can allow them to provide other research
opportunities or resources. For example, knowledge of using the ClinicalTrials.gov online

database can find alternative locations for people to consider. Even if no current research
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opportunity is available, people can still be referred to a relevant CRU to establish a rapport for
future opportunities. For example, if a person with a diagnosis of myasthenia gravis calls about a
study that is now closed at Duke and all other participating sites, they can still be referred to the
Neurology CRU to share their name and contact information for future studies.

The most common challenge for staff who respond to MRPcs queries is time
management between MRPcs and their other job duties. The staff are committed to responding to
all queries in a timely manner (immediately or within 1 business day). None of the Duke staff
who interact with people on behalf of the MRPcs do so exclusively; there is simply not enough
utilization of MRPcs to warrant having an employee singularly focused on this service.
However, the nature of the queries, particularly when made by phone, is unpredictable, and a
single interaction can take up to 30 minutes of employee time. This can interrupt an employee’s
planned workflow, and repeated interruptions on particularly busy days can make it difficult to
retain focus on the employee’s other tasks.

To mitigate the impact of the MRPcs on employees’ other responsibilities, the service is
identified as a general information resource that is not to be used for emergent concerns. This
designation gives staff the flexibility to step away from resolving queries in real time to focus on
more immediate tasks and then returning later to respond to queries in the MRPcs voicemail
system or inbox. Additionally, the staff who manage the MRPcs are part of the RIC within CTSI
and work in close coordination with study teams across Duke to get more studies listed on Duke
Health Clinical Trials Directory and provide direct contact information. These efforts increase

the amount of actionable information available to the public regarding research at Duke and
reduce the need to leverage MRPcs for information.

The service at Duke is currently staffed by two individuals who manage the service
alongside their other tasks, requiring flexibility to handle about 25 contacts per week. A third
staff member fluent in Spanish was available on demand to provide support as needed.
Approximately ten percent effort for each of the two primary individuals managing the service
for this volume has allowed them to meet current demand and provide coverage for each other.
Weekend coverage was not provided, but voicemail and emails were followed up on Mondays.
For institutions of similar size and scope, staffing may need to be scaled proportionately based
on call volume. If call volume increases significantly (e.g., due to expanded outreach or new

campaigns), a higher percentage of staff effort or additional personnel would be necessary.
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Diversity among MRPcs staff can positively influence the service, as it might make
community members from underrepresented backgrounds feel more comfortable reaching out. It
could also enhance cultural competence in addressing queries. Moreover, linguistic diversity in

MRPcs staff would likely increase engagement from non-English speaking communities.

Maintaining the Service as a Permanent Resource

The MRPcs has proven itself to be a valuable commodity for Duke’s research program,
but it does require consistent networking with staff across our broader research enterprise.
Governance of clinical research at Duke is not centralized, it is divided amongst twenty-four
CRUs with different therapeutic foci. Since this is the case, when there is a change in
management personnel for any individual CRU, MRPcs staff members must communicate to the
new manager(s) how general research referrals will be made to their particular CRU. In some
cases, a CRU will have a shared email inbox or phone number that is used to field research
inquiries, and in others, the referral is simply made directly to the research manager for a CRU.
The key to successful referrals is directing community members interested in research to a point
of contact that is responsive. For the most part, the MRPcs has maintained an appropriate list of
internal and responsive points of contact for each CRU by periodically attending research
management meetings for individual units, or enterprise meetings that require attendance of all

CRU managers.

Limitations of the Service

While we have found that the service provided by the MRPcs has been valuable with
regards to the volume of users and the ‘qualitative’ satisfaction of the users, as evidenced by the
high quality and positive interactions that are experienced from the perspective of the MRPcs
staff, we recognize that there may be limitations of the service that we are currently not
identifying. We have tracked metrics for numbers of users as well as the types of research-related
queries of the users. However, we have not tracked other impact measures, including the number
of users that actually reached a research study team member; the number of users that ended up

enrolling in a research study; and the satisfaction of the users with the MRPcs service.
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Future directions

We hope to improve the service in different ways. Currently, we promote the service only
on selected Duke University research-related forums, including the Duke Clinical Trials
Directory and the EHR patient portal for research messages. We plan to develop a
communications strategy to heighten the service’s profile within the Duke University community
as well as more publicly in order to increase awareness of and interest in research opportunities.

Since MRPcs-related duties are insufficient to fill any employee’s day, there are no
current plans to task anyone to manage the MRPcs exclusively. However, having more
employees trained to manage the MRPcs will allow staff to take time off from the service to
focus on other job duties and to handle the potential increase in volume of users of the MRPcs
that may result with increased promotion of the service. Having more language diversity among
staff might help to encourage an increase in diversity of MRPcs users and ultimately research
participants.

Additionally, to lessen labor burden in the future, we anticipate deploying artificial

intelligence (Al) chatbots to our public-facing clinical research page. The proposed interface

would be simple — community members would answer a short series of questions to be matched
to clinical trials for which they might be eligible to join that are listed on the public directory
(e.g., what is their age, gender, or medical diagnosis). If a match to an individual study or trial
cannot be made, then people will receive the contact information for the CRU relevant to their
medical diagnosis of relevance. Recent literature from 2024 provides evidence that Al interfaces
can bolster recruitment from the participant user end.(14) The “patient-to-trial” matching scheme
that utilizes open-source Al tools was found to be more than 90% accurate in matching patients
to relevant clinical trials based on patient eligibility criteria inputs. We are confident that we can
fully inform a language model with eligibility criteria for studies here in such a way that it can
reliably function as a first-line referral source for patients seeking clinical trial or research study
opportunities. The more nuanced and granular aspects of eligibility (e.g., medical laboratory
values, comorbidities, or family medical history) that are inherent in most research protocols can
be subsequently addressed and evaluated by research staff members after Al tools have been
used to refer a study candidate to them. Of course, people will always have the option to abandon
the Al interface in favor of calling or emailing the MRPcs staff members if they find dealing

with Al confusing and/or they just prefer human-to-human interactions.
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Finally, we are currently developing methods to collect and track additional metrics
including satisfaction of users of the MRPcs, ‘success rates’ in establishing contacts between
users of the service with study teams, and impact on overall enrollment in clinical research

studies.

Conclusions

The MRPcs serves as a centralized resource for potentially interested research
participants and clinical research peers to use to facilitate connections with clinical research
programs that are most relevant to them. Since there are a vast number of individual study teams
reporting to a broad array of CRUs, a centralized public-facing resource is more logistically
feasible and effective than a decentralized strategy for research engagement across the entire
health enterprise. In addition, the presence of the MRPcs has proven to be a safety net to prevent
the following:

e missed connections between Duke and peer institutions, CROs, and research
sponsors who desire Duke’s partnership;

e loss to follow-up for study participants who have lost a study team’s contact
information and/or had their contact information change;

e lost potential research candidates for study teams/research studies who either do
not have their research openings publicly listed or have advertising material with
outdated contact information (typically, this is due to staff turnover).

Our experience with the MRPcs informs our recommendation that peer institutions
organize a similar public research service hub for clinical research. Hopefully, a greater diversity
of institutions with a similar service will begin to inform best practices and improve efficacy for

all in order to achieve the goal of increasing participation in clinical research.
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Table 1. Literature Search Terms for services similar to the My Research Partners

concierge service (MRPcs)

Results from 04 Oct

# uer
Query 2024

Ovid MEDLINE(R) ALL <1946 to October 4, 2024>

((patient or patients or research or researcher or subject or subjects
1 lor participant or participants) adjl” (navigator or navigation or|1,675

concierge or "high touch" or "call center" or hotline)).ti,ab.*

((patient or patients or research or researcher or subject or subjects
2 |or participant or participants) adjl (navigator or concierge or "high(510

touch™ or "call center” or hotline)).ti,ab.

((patient or patients or research or researcher or subject or subjects
or participant or participants) adjl (navigator or navigators or
3 |ambassador* or "touch point™ or liaison* or "go between™ or go-|1027
between or concierge or "high touch” or "call center*" or hotline*
or "help desk*")).ti,ab.

4 |13 not2 517

\Web of Science: Science Conference Proceedings

(patient or patients or research or researcher or subject or subjects|2700
or participant or participants) AND (nhavigator or navigators or
ambassador™* or "touch point™ or liaison* or "go between™ or go-

between or concierge or "high touch™ or hotline*)

*adj= adjective

&ti.ab= title, abstract
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Table 2. Landscape review of institutes with public-facing listing of current clinical

research studies (N=63).

Institutes

Institution

general

research contact

Institution  general

contact information type

research

All 63 institutes had a public-facing

listing of current clinical research studies

« 56: all studies were listed on their
institutional webpages

» 2: cancer trials only listed on their
institutional webpage

5. linked out to clinicaltrials.gov
listing
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25 had general research

contact
listed

information

Email only: 3
Phone only: 9

Webform only: 3
Both email/phone: 10
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Table 3. My Research Partners concierge service (MRPcs) Processes for Different

Categories of Queries to the MRPcs

1. Someone is interested in joining a specific

clinical trial or research study.

Locate the trial/study in Duke’s institutional
clinical trials management system (CTMS) and
refer the interested party to the primary study

coordinator.

2. Someone wants to know if there is any
ongoing research that might be pertinent to

them.

Seek the minimum amount of information
necessary to determine the relevant medical
condition(s) for research participation and refer
the interested party to a known point of contact
for whatever research division is appropriate

for their circumstances.

3. Someone has heard about research at

Duke and wants details about what
participation entails and what might be
available (e.g., is participation billable to
their insurance, is compensation offered,
how long must they participate, can they
participate at their local clinic and just have
drug shipped to them, does the institution
have clinical trials exploring cannabis or

psychedelic drugs, etc).

Answer the interested party’s questions in an
objective manner according to knowledge of
good clinical practice, institutional policy, and
If a

question can only be answered subjectively,

local, state, and federal regulations.

defer answering the question and provide the
known point of contact for the research
division that is appropriate to field subjective
questions about research.

4. Someone who is enrolled in a research
study or previously participated in a
research study needs to contact the research
lost the

team but has relevant team

member(s) contact information.

Seek the minimum amount of information
necessary to find this person’s consent date in
Duke’s clinical trials management system.
Generally, asking for a first and last name is all
that’s necessary. If someone shares a name

with another research candidate, MRPcs staff
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can ask for the name or nature of the relevant
study to find out which consented research
participant is the correct option since study
titles are attached to participants’ names and
consent dates. MRPcs staff never ask for the
following information: date of birth, social
security number, medical records number, or

home address.

5. Someone from a research sponsor, CRO,
or peer institution reaches out to see if
anyone at Duke might be interested in
joining a research network, or if Duke is
interested in granting them entry to a
research network in which Duke is the
central coordinating authority.

Find out the type and scope of research work
relevant to the interested party and make a
referral to a known point of contact for
whatever research division is appropriate for

their circumstances.

6. Someone from a healthcare facility
outside of Duke wants to refer a patient for
a clinical trial or wants to know if a clinical
trial relevant to their patient’s diagnosis is

available.

Seek the minimum amount of information
necessary to determine the relevant medical
condition(s) for research participation and refer
the interested party to a known point of contact
for whatever research division is appropriate

for their circumstances.
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Duke MRPcs Workflow Diagram

Community Member Contacts MRPcs Regarding a Specific Research Study

_M M M M

Community Member Contacts MRPcs with No Specific Study in Mind

Figure 1. Workflows for common My Research Partners concierge service (MRPcs) scenarios
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