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on content analysis of program data and interviews with P2P awardees and partners. Results: Awardees
developed partnership infrastructure by recruiting patients and stakeholders, establishing clear roles, and
providing training. Building trust was key to engaging patients and stakeholders in preresearch. Awardees
reported partners were more likely to engage in PCOR in the future. Conclusion: P2P awardees increased
capacity of patient and stakeholder partnerships to conduct PCOR.
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Research operates in a paradigm where clinical and translational research is initiated and conducted by researchers.
Recently, research funders have moved toward requiring patient and stakeholder engagement in the research process,
despite the inexperience of many researchers in conducting engagement activities [1–4]. There is a need for a new
paradigm where researchers work directly with patients and other stakeholders through a process of capacity
building that begins prior to receiving research funding. This early research phase, referred to herein as preresearch,
but also called initiation in other literature [5], is a distinct phase of the research cycle that includes idea and topic
generation, topic selection, prioritization and framing the research question [6]. Studies focusing on patient and
stakeholder engagement have acknowledged important activities during preresearch [1,7,8] although, more recently,
studies have explored the preresearch phase independently [5].

Evidence suggests that patient or community contributions increase research question relevance, study recruit-
ment and retention, and face and construct validity of measures [9–12]. There have been multiple strategies identified
to engage patients and stakeholders in research, generally, such as providing clear information about stakeholder roles
and expectations (e.g., time commitment and responsibilities) [12–14]; valuing nonresearch perspectives and encour-
aging the participation of nonresearch trained stakeholders and patients [5,15,16]; and developing and maintaining
ongoing relationships [12,15].

The strategies and tools for promoting successful engagement in preresearch, specifically, are only beginning
to emerge in the literature. For example, a study by Natafgi and colleagues identified different levels of patient
engagement in preresearch activities [17]. The authors note that ‘authentic early engagement’ is characterized by
multiple opportunities for patient involvement in all activities, high investment in all engagement activities, high
willingness of patients to participate, and high satisfaction of researchers and patients. On the other end of the
spectrum is ‘passive early engagement,’ in which there are limited opportunities for patient involvement in all
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activities, moderate investment, moderate willingness and low satisfaction of researchers and patients. In another
study, Zych et al. found that, in order to build researcher–patient or researcher–stakeholder partnerships, the
preresearch phase may last between 6 months and 2 years for pre-existing partnerships or 6 years for newly formed
partnerships [5]. Other key findings from their study included that the formation of new partnerships requires
funding and multiple points of contact between the researcher and the patient or stakeholder, and it be challenging
for partnerships to maintain continuity and enthusiasm during the preresearch phase.

There is a need to develop, implement and evaluate patient and stakeholder engagement approaches that
encourage preresearch activities [5]. However, there is a lack of tools to assist researchers in engaging patients and
stakeholders in preresearch, such as partner matching tools and preresearch engagement toolkits, and also a lack of
funding for nonresearch activities (such as partnership building) that are critical for preresearch [1].

Among the existing literature on collaborative research, there are numerous known barriers to establishing and
sustaining researcher–patient–stakeholder partnerships to research. Common barriers include insufficient time
to develop partnerships [10]; concerns regarding power imbalances and distrust between different stakeholder
communities [10,18,19]; and insufficient transparency on roles and responsibilities regarding decision making [12,13].
Transparency and accountability are two of the most important factors in fostering strong partnerships with
stakeholders [20].

Funders are investing in programs that facilitate the development of partnerships of researchers, patients and
other stakeholders to build capacity for preresearch. In the USA, the Patient-Centered Outcomes Research Institute
(PCORI), a nonprofit organization created through the 2010 Patient Protection and Affordable Care Act, funds
PCOR, which is ‘the evaluation of questions and outcomes meaningful and important to patients and caregivers’ [11].
PCORI is at the forefront of PCOR and, through its initiatives, is advancing the science of patient and stakeholder
engagement in the research process. Other funders that have supported partnerships for preresearch include the
Canadian Institutes of Health, which has brought together researchers, patients, and other stakeholders to build
capacity for research through its Research Strategy for patient-oriented research [4]. In the UK, the National Institute
for Health Research established the INVOLVE program to support public involvement in public health and social
care research [3]. These efforts are paving the way to a better understanding of the optimal strategies for engaging
patients and other stakeholders as equitable partners in preresearch.

The purpose of this study was to learn from the experiences of a PCORI program called the Pipeline to Proposal
(P2P) Awards Initiative, which funded partnerships of patients and other stakeholders to conduct preresearch
activities and build capacity for comparative effectiveness research (CER) studies. CER compares the effectiveness
of two or more interventions or approaches to healthcare, examining their risks and benefits. Based on the
experiences of P2P awardees and their partnerships, this paper describes strategies for engaging patients and other
stakeholders in partnerships for preresearch, the outcomes of those strategies, and facilitators and challenges to
inform funders of preresearch and stakeholders participating in preresearch.

Materials & methods
P2P program context
In 2013, PCORI launched P2P, which provided funding and technical assistance to build partnerships of patients
and other stakeholders to conduct preresearch activities. We define partnership as collaboration between partners
as part of P2P. Partners are members of the research team involved in preresearch activities. In P2P, partners
included individuals with lived experience with a particular health condition (patients, caregivers, family members)
and members of constituencies whose perspectives are based on professional rather than personal experience
(policymakers, clinicians, researchers, hospital staff and others). These categories are not mutually exclusive. In
this program, when describing P2P partnerships, the terms partner and stakeholder are used interchangeably. The
goals of P2P were fourfold: strengthen researcher–patient–stakeholder relationships; build partnership capacity for
PCOR funding; engage partnerships in the research process; and successfully establish infrastructure for patients,
caregivers and other stakeholders to increase knowledge about PCOR and engagement in research, dissemination
and implementation. The P2P logic model is provided in Supplementary Material 1.

P2P was a multitier, multicycle program where distinct P2P teams (referred to as awardees) were funded between
2013 and 2018 over one, two or three periods of time, each called a tier. Awardees applied for PCORI’s approval
to advance to subsequent tiers. Throughout P2P, PCORI made changes to the program structure, including
streamlining P2P tiers into one tier comprising 50 awardees as well as offering an independent, one-time funding
for four awardees to develop scientifically rigorous PCOR proposals. In total, 177 awardees were awarded US$10
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Box 1. Interview topics.

• Awardee and partner roles on the project
• Stakeholder engagement strategies (most and least successful)
• Experiences with technical assistance (most and least valuable aspects)
• Experiences pursuing funding for Patient-Centered Outcomes Research project
• Challenges and facilitators
• Sustainability of the partnership
• Outcomes, including unexpected positive or negative outcomes
• Suggested improvements to the program

million to conduct 353 projects, a project being composed of a leadership structure and activities within a single
tier.

P2P awardees worked with five technical assistance organizations, which helped with partnership and infras-
tructure development, strategic planning, reporting progress and sharing lessons learned. P2P awardees aligned
their projects with PCORI’s Engagement Rubric, a ‘blueprint’ for implementing engagement strategies in the
research process. The Rubric describes six principles important for engagement: transparency, honesty and trust;
reciprocal relationships; valued partnerships; and co-learning [21]. The Engagement Rubric was developed based on
the promising practices identified in studies from the PCORI portfolio.

Research design
This study used a grounded theory approach [22] based on program data collected by PCORI from P2P awardees
and qualitative interviews with P2P awardees and partners. This research was conducted between June 2018 and
June 2019 as part of an independent evaluation of P2P funded by PCORI. We conducted content analysis of
program data from PCORI, and concurrently collected and analyzed qualitative interview data. Data were analyzed
separately and then coded and discussed. Interview data were used to confirm, validate and expand upon the
findings in the program data. Findings were integrated into a final report for PCORI, of which findings in this
paper are based upon. Our reporting of the qualitative research findings is consistent with the Consolidated Criteria
for Reporting Qualitative research. The NORC Institutional Review Board determined this project was not human
subjects research and granted a certificate of exemption.

Data sources
Interviews

Sample & recruitment
We used purposive sampling [23] to identify and recruit P2P awardees (specifically, P2P project leads, i.e., the
principal investigator [PI] or co-PI of the P2P project) and partners for interviews. Criteria for sampling were
tier, project geography (city and region), target population, project health topic, type of awardee organization and
technical assistance organization. This helped us to select information-rich cases and learn about the experiences of
different P2P partnerships. The awardees selected for interviews from each tier roughly matched the proportion of
awardees in each tier in the P2P portfolio. We applied this sampling strategy to identify P2P project leads. Upon
recruiting project leads, we asked project leads to identify one partner associated with their projects for interviews.
In cases where project leads provided multiple recommendations for project partners, we prioritized patient partners
to ensure we gathered perspectives of nontraditional research partners. Individuals received an email invitation to
participate that stated the reason for this research (i.e., PCORI contracted with an independent organization to
conduct this study). Participants were scheduled for interviews by the research team. The research team did not
have a prior relationship with participants.

Data collection
AI Bayne, P Dullabh, M Skillman, S Zainulbhai, and KJ Devers, with prior training and experience conducting
qualitative research and other credentials (MPA, MD, MPA, MPP, PhD), led interviews. Interviewers’ occupation
was social science research at the time of the study. A semistructured interview protocol was developed from a
literature review on patient and stakeholder in engagement in research, and in consultation with PCORI, and
focused on engagement strategies, challenges and outcomes. Interview topics are listed in Box 1. In addition to
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these topics, participants were prompted to elaborate upon their responses.
Interviews were conducted between 29 October 2018 and 9 January 2019. Interviews were 1 h in length,

conducted by telephone and audio recorded with permission from all participants. To prepare for interviews, we
reviewed the program data (described below) available for each awardee in advance. A total of 66 participants
completed 64 interviews: 38 project leads and 28 project partners representing 35 awardees. A total of 15 people
declined the invitation to participate. We set out to complete interviews with leads of a 20% sample of the 177
awardees and achieved this aim. We aimed to conduct a similar number of partner interviews, but concluded early
because we reached thematic saturation, as determined by AI Bayne, P Dullabh, M Skillman and KJ Devers, upon
review and discussion of the partner transcripts. Interviews were approximately 60 min in length and audio recorded
with participant consent. A research analyst took notes during the interviews and prepared nonverbatim transcripts,
referencing the recording afterward as needed.

Program data

Program data were from three different sources: P2P awardee applications, final reports and PCORI administrative
data. These data were extracted by PCORI into a database, and provided to the research team for analysis. Final
reports were used to determine the types of stakeholders participating in each P2P project and to understand
awardee engagement strategies, challenges, facilitators and outcomes in P2P. We reviewed 348 awardee final reports
submitted to PCORI. Four awardees did not submit final reports for their last tier due to early project termination;
instead, we reviewed their last submitted report. One awardee’s final report was missing. Thirty awardees were
restricted by the number of partners they could list in their final report.

To generate descriptive information about awardees, we reviewed data from 177 awardee applications. We report
awardee region, defined as the Census region corresponding with each awardee lead organization’s mailing address
state; awardee lead organization, which is the organization that the P2P PI was affiliated with; and health topic
for projects (with the exception of 27 awardees where we drew information from final reports because it was not
available in applications).

PCORI also provided administrative data including projects that did not advance to subsequent tiers, location
of awardee partnerships, technical assistance offices assigned to awardees, and awardees that were funded by other
PCORI programs post-P2P.

Data analysis
Data were analyzed and tabulated using MS Word, MS Excel and NVivo software (QSR International Pty Ltd,
Melbourne, Australia). NVivo was used to inductively and deductively code and analyze data from both program
data and qualitative interviews [24]. We deductively developed a codebook for final reports comprised of 36 codes
based on salient analytic dimensions (e.g., contextual features, PCORI Engagement Rubric principles, outcomes
and impacts).

Initial codes were developed based on the PCORI Engagement Rubric principles, an existing taxonomy provided
by PCORI, literature on patient and stakeholder engagement, and topics in the interview protocol. We then
inductively refined the code list based on a coding pilot during coder training, described below. As a result,
we developed additional codes for implementation, engagement and outcomes. For example, during the inductive
period, we incorporated new codes related to engagement strategies including ‘time and contribution of partnerships
valued,’ ‘roles and decision making authority of partners,’ and ‘transparency, honest, and trust.’ Building off of
the final report codebook, we added additional codes exclusively for interviews and used them to explore patient
and stakeholder engagement and sustainability in depth, adding new codes such as training, effective engagement
strategies, sustainability and measurement of engagement strategies. The final codebook contained 55 codes and
19 interview-specific codes. Box 2 presents topics in the codebook.

To train coders, MS used well-established techniques (e.g., Kappa scores of 0.61–0.80) to assess interrater
reliability and monitored outputs over time to ensure coding consistency [25]. Four coders piloted the codebook and
practiced on a 5% sample (15 reports) of the final report dataset and a 6% sample of interviews (four transcripts),
revising codes as needed. Using NVivo’s Compare query tool, MS calculated interrater reliability between the first
and second coder on coded text segments until coders reached at least 0.7 kappa for final report data and 0.6 kappa
for interview data with at least two other coders on the team. We followed a quality assurance protocol wherein
coders flagged coding ambiguities and sent questions to a central coding manager (MS) who acted as an arbiter
and communicated codebook changes to coders.
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Box 2. Codebook topics.

• Pipeline to Proposal (P2P) awardee characteristics (e.g., location and health issue of focus)
• Project context (e.g., organizational features and local environment)
• P2P implementation and engagement (e.g., convening meetings, creating advisory boards and developing

research questions)
• Engagement principles (e.g., reciprocal relationships; honesty, transparency and trust)
• Outcomes and impacts (e.g., sustainability, increasing awareness and strengthened capacity to engage in

research)

Data were analyzed by AI Bayne, M Skillman, P Ubri, C Rotondo, and S Zainulbhai using code query, key
word searches, or a combination within NVivo. For instance, when reviewing data about ways in which awardees
established partnerships, we conducted key word searches of data containing phrases such as “word of mouth,”
“phone calls,” or “website” within the “establishing partnerships” code. We also extracted data corresponding with
certain final report questions to compare awardee responses. We met to discuss findings. All study findings were
derived from the data. We present exemplar quotes and participant identifiers (‘L’ for awardee project leads and ‘P’
for project partners) to demonstrate the diversity of experiences reflected in this paper.

Strengths & limitations
A key strength of this study is that we created a new dataset that is novel, systematically collected, and rich in
information. The dataset combines primary and secondary data, which captures experiences of P2P awardees and
partners participating in P2P. We used this dataset to triangulate primary data from the qualitative interviews) and
secondary program data. The analyses in this report have several limitations:

• Data collection and analysis activities were conducted simultaneously. The study design precluded an iterative
approach where information gained from reviewing the program data determined the primary data collection
and analysis approach. Also, data were not available from participants at baseline.

• Questions asked of awardees in the final reports significantly evolved over the course of P2P, making consistently
aggregating some data points across P2P difficult or, in some cases, impossible. There was variation in the
structure, level of detail and content of the awardee final reports, which limited our ability to study certain
topics across awardees. Some questions were not asked of all awardees. Some awardees used general language and
few examples, whereas other awardees reported specific information. Twenty-one final reports were minimally
completed by awardees.

• The final reports primarily asked awardees about accomplishments, experiences with technical assistance and
project activities. Therefore, it is possible that awardees did not articulate all challenges associated with imple-
menting P2P.

Results
Participant characteristics
P2P awardee characteristics

Geographic region
The 177 P2P awardees represented geographic regions across the USA and Puerto Rico, with most located in
the West or South – 37 and 25%, respectively; 20% were located in the Midwest and 18% were located in the
Northeast.

Organizational affiliation
Most P2P project leads and co-leads reported affiliations with some type of entity. A total of 42% were affiliated
with a university, followed by healthcare providers or organizations (19%), and community-based or advocacy
organizations (18%). 5% of awardees did not report an organizational affiliation.

Health topic
P2P awardees focused on different health issues with the aim of increasing and advancing PCOR in their commu-
nities. The four most common health issues of focus reported by awardees were chronic conditions (66 awardees,
37% of 177 awardees), mental and/or behavioral health conditions (48 awardees, 27%), diabetes (26 awardees,
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Figure 1. Types of stakeholders in Pipeline to Proposal partnerships. Source: Awardee final reports. Notes: Thirty
awardees in one tier could not report more than ten partners in final reports. Percentages are rounded, >0.5
percentage point rounded up to the nearest whole percentage point. Out of 177 total awardees, 127 (72 percent)
described their P2P partnership size (1906 partners reported).
P2P: Pipeline to Proposal.

15%) and cancer (23 awardees, 13%). Twenty awardees (12%) focused P2P projects on health issues related to rare
diseases (classified based on the National Organization for Rare Disorders’ rare disease list). A majority of awardees
focused their projects on the adult population (97 awardees, 55%) or older adults, specifically (82 awardees, 46%).

Types of partners
A total of 127 P2P awardees representing 214 projects found that the vast majority of P2P partnerships included
researchers (88%, 112 awardees) and patients and consumers (85%, 108 awardees) (Figure 1). P2P awardees also
reported engaging caregivers or patient family members; clinicians; clinics, hospitals or health systems; and advocacy
organizations acting on behalf of patients, consumers or caregivers. The 127 awardees collectively reported engaging
1906 stakeholders, ranging from seven to ten stakeholders per project.

Interview participant characteristics

A total of 81 individuals were invited to participate in interviews. Two people declined to participate, one person
agreed to participate but did not attend the interview, and twelve people did not respond to our request for an
interview. Sixty-six individuals were interviewed – 38 leads and 28 partners. Leads and partners had projects covered
a diverse range of health topics and were based in 23 US states in the Midwest, Northeast, South, West, the District
of Columbia and noncontinental USA .Table 1 describes the type of stakeholder groups represented by partners
and leads. To prevent identification, we have not presented further information on participant characteristics.

Strategies to engage patients & other stakeholders in partnerships for preresearch
P2P awardees used three key strategies to engage patients and other stakeholders in partnerships for preresearch.
They built infrastructure for partnerships by recruiting patients and other stakeholders to participate in their
projects, established clear roles for patients and stakeholders, and trained patients and stakeholders.

Building infrastructure for partnerships

Partnership development is a critical step in building capacity for preresearch. P2P provided funding to build
infrastructure for partnerships of patients and other stakeholders. We first explored how awardees connected with
and recruited patients and other stakeholders to participate in the P2P partnerships. Establishing partnerships was
not a static activity but continued throughout the course of an awardee’s project to fill gaps in expertise and add
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Table 1. Interview participant characteristics.
Stakeholder type Leads (n = 38) Partners (n = 28) All (n = 66)

Researcher 27 8 35

Patient/caregiver 2 11 13

Patient advocate 7 0 7

Patient, consumer or caregiver advocacy organization/community-based
organization

2 3 5

Clinic/hospital/health system/provider 0 5 5

Government stakeholder 0 1 1

Region

District of Columbia, noncontinental USA 3 3 6

Midwest 3 4 7

Northeast 9 6 15

South 9 5 14

West 14 10 24

new perspectives. In final reports and interviews, P2P awardees noted the importance of personalizing outreach
to patients and other stakeholders. Awardees tailored recruitment to prospective partners by phone, email and/or
in-person meetings. In-person communications were reported as the most effective approach to recruiting patients
and caregivers and was also useful for recruiting clinicians and researchers.

Recruitment approaches
According to final reports and reinforced in interviews, P2P awardees leveraged their personal and professional
networks to identify and recruit partners to participate in the project. Awardees identified three methods for
recruiting stakeholders, which were not mutually exclusive: leveraging existing relationships, conducting peer-
to-peer outreach and recruiting via intermediary organizations. Existing relationships lent awardees credibility,
especially when engaging hard-to-reach and underserved patient populations like veterans, survivors of intimate
partner violence and populations with low health literacy. Awardees with community trust – often formed through
existing connections to the project’s target population, disease of focus and/or geographic community – reported
being better equipped to form partnerships than awardees who were not as well connected.

In both final reports and interviews, awardees noted that peer-to-peer recruitment was another important
strategy for recruiting patients and caregivers as it helped remove power differentials, particularly when reaching
out to underserved or hard-to-reach populations. As awardees noted in final reports, using peer outreach such as
community health workers, cultural brokers and leveraging social capital from existing relationships (e.g., word-
of-mouth referrals) resulted in greater community trust. During an interview, one awardee described the success of
peer-to-peer recruitment:

“We had mostly parent partners because there are a lot of parents with infants born withdrawn from opi-
oids. . . .[we] asked them to help us recruit. Next, we went door-to-door and hung flyers for our community
conversations and we were able to get a lot more parent involvement by having them do the recruiting.” (L1)

In interviews, awardees noted that it was easier to engage with patients when outreach occurred through a
trusted organization with existing connections to the patient or stakeholder community or a specific disease or
health condition (e.g., hospital networks, community-based nonprofits, faith-based organizations, patient advocacy
organizations and national associations). An added benefit of this strategy is that intermediary organizations were
often in a position to identify patients and stakeholders who were likely to be highly engaged in P2P projects.

Establishing roles for patients & stakeholders on the project

Once partnerships were established, P2P awardees focused on establishing clear roles for patients and other
stakeholders. According to final reports, most awardees (83%, 147 awardees) used advisory boards to organize their
partnerships. Advisory boards were composed of researchers, patients and other stakeholders such as caregivers,
representatives from advocacy organizations, clinicians and policymakers, among others. Advisory boards were
local, statewide or national in scope, typically reflecting the project’s scope and target population. Stakeholders on
the advisory board convened in-person as well as by phone on a regular basis. P2P awardees also described the
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importance of using culturally appropriate strategies to engage partners in projects (e.g., holding advisory board
meetings in the community’s first language).

A key first task of the advisory board was to identify roles for all stakeholders on the project. During advisory
board meetings, and through informal communications, awardees asked patients and stakeholders how they were
interested in participating in the project. Patients and other stakeholders played different roles, such as facilitating
meetings and leading recruitment activities to engage new partners. Some awardees formed smaller committees and
work groups for patients and other stakeholders to take on responsibilities that aligned with their interests. During
an interview, one awardee explained this process:

“Once we had our core team. . . the focus was more internal to our partnership team. We wanted everyone
to remain engaged. . . We did that through regularly scheduled meetings. I communicated with the group very
frequently, even if it’s just sharing an article. We wanted to keep in touch so people felt like they had membership
on a team. And once we had actual work, we then formed smaller committees where we asked people to take on
additional responsibility. . . they were able to allow them to pick and choose things they were interested in and
get involved.” (L2)

In another example, a P2P awardee laid out all of the tasks that needed to be accomplished on the project – outreach
and recruitment, communication, a literature review, and data collection – and asked partners, “Where do you see
yourself in this?” In a third example, a P2P awardee with a geographically dispersed partnership requested volunteers
through a project-specific newsletter. Even if partners were not interested in leading an activity, they could express
their preference for how they wanted to be involved. These approaches created an environment in which all partners
could use their skills in ways that were meaningful to them and would advance the project.

One P2P patient partner described the role that they played on the project:

“My expertise and presence were both always respected. . . I went to a number of community meetings and
interfaced with [community stakeholders]. One of the gifts I have, and I call it a gift because I don’t know
too many other people who could do it, but because I grew up poverty-stricken as a Black man and because
I had been in leadership positions. . . I am comfortable regardless of whether people are poor, wealthy, black,
white. . . It doesn’t matter to me who is in the room. I appreciate different cultures. . . And so [the project lead]
would always have me in the community meetings.” (P1)

P2P awardees expressed in final reports and interviews the importance of having patient representatives on the
advisory board, and some awardees created patient membership thresholds on advisory boards to ensure adequate
patient representation. To ensure that patient and caregiver experiences were represented – and that they and other
stakeholders were comfortable sharing perspectives – P2P awardees established voting rules (e.g., weighted patient
votes or equal vote values among stakeholders); used first names rather than titles during meetings; convened in a
neutral setting (i.e., outside of a medical setting); and used breakout groups during meetings to foster more intimate
conversations. These practices helped partnerships to establish a flat partnership structure in which patients and
other stakeholders were placed on equal footing with researchers and clinicians. One P2P partner explained this
during an interview:

“I began to understand my role. . . that I would be a contributor and all perspectives were going to be equally
respected and recorded. We wouldn’t worry about who is in charge and who we would have to pass the opinions
through. My involvement from early on was you are as important as the physicians, please raise your voice and
contribute.” (P2)

P2P awardees also engaged other patients and stakeholders who were not on their advisory boards. Approximately
66% of awardees (117) reported in final reports that they also sought the perspectives of patients and other
stakeholders outside of those directly involved in their advisory boards. Many awardees used surveys (e.g., via
Facebook, in-person) to reach patients, providers and other stakeholders (e.g., hospitals, policymakers) to gather
feedback on potential research questions. Some awardees convened and facilitated forums and town halls designed
to gather input. These were different from advisory groups in that they were open to patients and stakeholders
beyond the project’s core partnership.
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Training for patients & stakeholders

P2P awardees received training and technical assistance from PCORI and technical assistance offices to build
partnership capacity. In interviews, both P2P awardees and partners described training topics including, but not
limited to, education on the target health issue, disease or target community; project orientations to introduce new
partners to P2P, share project goals and provide education on topics such as cultural competency, unconscious bias,
community-based participatory research and partnership evaluation; and research methods and CER to answer
questions, such as, ‘What is CER?’ and ‘How do you participate in research?’ In particular, awardees shared in
interviews that it was important that all partners had a strong understanding of the health issue or disease so that
they were able to engage in preresearch activities. For example, one project lead noted:

“One of the things we discovered. . . [patients] have extremely low knowledge about diabetes. So, in order for
them to actively engage in the research, it’s necessary for them to understand their disease better.” (L3)

As described in interviews, P2P awardees, partners and representatives of external organizations also led trainings.
Awardees leveraged their connections with institutions or community groups and invited knowledgeable individuals
to provide culturally competent trainings or present information about CER and research methods. Additionally,
some awardees created their own trainings, using resources from PCORI’s website (e.g., webinars). One P2P
awardee explained the training process they used:

“Once we started our programing the very first thing we did was we created some slides based on PCORI
information. We used that to educate the patients and caregivers about PCORI and also about the PCOR and
CER.” (L4)

It was important to recognize that the goal of education and training was to build a common understanding and
respect for each stakeholder’s unique expertise – not to bring all partners to the same level of knowledge on all
issues. As one awardee said:

“[We’re] not trying to turn people into research[ers], but to give them the basics of quantitative and qualitative
research . . . to tell us what [they think], and give us input.” (L5)

Awardees also noted that training should align with community values and abilities (e.g., by providing training
in Spanish if applicable to the target community). One awardee also recommended that future programs compile
training resources for partnerships, noting that there was variability in the level of training that partnerships received
and the comfort of partnerships with PCOR and CER:

“We created a lot of materials internally of what is research, and typical research processes, and what it means to
seek funding, and everything. And so, if there were more resources that we could have pulled from. . . a library
would have been nice that explained these basic concepts.” (L6)

Facilitators & challenges
Facilitators

Funding
P2P awardees described the P2P funding as a key facilitator for building partnerships of patients and other
stakeholders for preresearch. One P2P awardee shared in their final report that funding was critical to building the
type of trust that facilitates capacity building in PCOR:

“The funding allowed us to have face-to-face stakeholder meetings that enhanced co-learning, building trust and
sharing of information and experiences that benefitted the capacity building. This [led] to continued interest
and excitement for future engagement to purse CER questions. Funding also allowed us to provide incentives,
engage a facilitator and hire two consultants (experts) to serve on the leadership team.” (L7)

Understanding of research
Another facilitator of awardees’ success was an understanding of CER and PCOR. One awardee noted in a final
report:
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“The project lead and co-lead have experience conducting community-based participatory research.. . . Their
prior experience designing and implementing patient-centered research projects provided an environment con-
ducive to supporting [technical assistance] efforts focused on infrastructure building.” (L8)

Social media
In final reports, awardees reported that social media (e.g., Facebook and Twitter) helped facilitate engagement.
Convenient and easy to scale up, outreach via social media was appropriate when in-person outreach was not a
practical recruitment strategy (e.g., for partnerships spread across a large geographic area) or, as mentioned above,
when awardees sought to elicit research ideas from population subgroups impacted by a specific health issue. For
instance, a project focused on reducing death from lung cancer developed a project hashtag and conducted a Twitter
chat and Google Hangout on treatment. The project’s lead said during an interview:

“We have developed a social media group. . . [on lung cancer]. . . . The founders were myself and other community
stakeholders including a family member of a lung cancer patient, medical oncologist, a patient with stage 4 lung
cancer, and another family member of an individual who died of lung cancer. That group was loosely affiliated.
We would hold tweet chats twice a month.” (L9)

In addition, when convening advisory boards, awardees made efforts to ensure stakeholders could actively and
regularly participate in virtual meetings using video chats or teleconferencing:

“To help the caregiver feel more involved in the group, a space was set for her at the table, and a name card was
made to display in front of the iPad to replicate name cards used for all other participants who were physically
present. We encouraged her participation the same as all of the in-person participants by speaking directly with
and to her, acknowledging her contributions, and even responding to her emotions during discussions.” (L10)

Challenges

Convening stakeholders & sustaining engagement
In final reports, P2P awardees reported challenges convening patients and other stakeholders due to competing
priorities; transportation barriers; and health issues that affected participation. For example, one awardee expressed
during an interview that their greatest challenge was engaging patients:

“I think the biggest challenge was that we didn’t anticipate how much manpower was going to go into it because
we needed so much personalization. And because the patient required so much one-on-one attention, it was
important for the researchers to have folks that would be responsible for attention to the patients. By the end of
the partnership, we had one person who was designated just to work with patients to make sure their needs were
met – including babysitting and transportation. Patient stipends. We made sure the patients could come, which
meant we had to pay attention to which barriers they had to attending.” (L11)

Similarly, during an interview, another awardee described challenges maintaining patient involvement in their
project due to health issues that prevented patients from participating:

“Our patient involvement was really challenging. We did have a patient come to one or two meetings, but then
they had health issues and had to pull out. Because of our population, many are elderly and home bound - also
getting people interested - that was a big issue for us. . . We wish we had more patient participation.” (L2)

Another key challenge was engaging stakeholders who had very busy schedules and sustaining their engagement
over time. Awardees described challenges finding times for meetings that were convenient for clinical stakeholders,
in particular. One partner shared their experience during an interview:

“Another big challenge was getting our clinical partners there. We did some teleconferences, sometimes we held
separate meetings with clinical people. We got input however we could if everyone couldn’t be at the meeting
at the same time. With a clinical partner’s schedule we set the meetings up to accommodate that but it didn’t
always work. We used technology through the video conference to try and get around that.” (P3)

Additionally, P2P awardees noted that maintaining engagement over multiple years is challenging, particularly
when working with healthcare providers. One awardee explained this during an interview:
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“Something we struggled with was that the P2P awards are stretched out over the course of 3 years - different
yearly awards. Keeping someone engaged over a 3 year period is challenging. I get why they did this: initially
to build capacity and relationships and trust, it takes time. However, I think providers aren’t used to that time
frame. There were surgeons and people who normally have a much more narrow project time span.” (L12)

P2P awardees addressed these challenges by expecting and preparing for stakeholder turnover in their partnership.
One awardee noted in a final report that it was important to “learn to accept that change is normal; people will enter
and leave your partnership for a number of different reasons. Don’t take it personally.” (L13) P2P awardees prepared
for turnover by recruiting multiple people from one organization to ensure that ties remained if one person left
the partnership. One awardee also noted that it was helpful to periodically recruit new members and revisit the
composition of the partnership as project needs evolved.

Familiarity with PCOR & CER
A final key challenge was a lack of familiarity with PCOR and CER. During interviews, we asked P2P partners
if they were familiar with PCOR and CER prior to this study and many explained that they were unfamiliar
with these concepts at the outset of the project. In response to this question, one P2P stakeholder said, during an
interview:

“No. [P2P project lead] knew we were supposed to submit a grant–[that] was the goal – to apply for a three
year grant about CER, so we started exploring it and doing our self-study so in the end we were familiar with
it. But, I still don’t know if everyone fully understood it. I still don’t fully understand it.” (P4)

Given that PCOR and CER were new concepts, awardees described in their final reports that there was a learning
curve. One specific challenge that some awardees faced was that patients and other stakeholders were interested
in pursuing topics and research questions that were not appropriate for CER, for example, because they lacked
comparators (i.e., different interventions that patients can consider in the real world) or a robust evidence base
– both which are needed to conduct CER. Finally, while funding was a facilitator of building partnership capacity,
P2P awardees also noted that increased funds were needed; some awardees shared during interviews that they had
to carry out project activities on their own time.

Outcomes
Development of trusted partnerships

Awardees shared in final reports and interviews that an important outcome of P2P was that they were successful in
building trust in their partnerships. Awardees expressed that trust was essential to engaging patients and stakeholders
in partnerships, and also foundational for conducting preresearch activities. The P2P funding gave partnerships
the resources to conduct face-to-face meetings, which was critical for building trust among patients and other
stakeholders. In a final report, one P2P awardee described trust as an important outcome of their project:

“We continued to develop a greater understanding of research and the process for developing a research question
among the parent/caregivers who participate in the partnership. This project provided the resources needed to
convene regularly and spend the time it takes to not only build shared understanding around the complexities of
research, but also to translate the content into Spanish. Over the twelve month period we had open discussions
across partners about this topic, each bringing their own expertise, which gave everyone a chance to have their
voice heard and to hear varying perspectives. Through continued ongoing meetings, we had the opportunity to
build trust and appreciation among members, which will be a critical foundation as we move into the next
phase, including more intensive work and more resources at stake.” (L14)

Trust within the P2P partnerships helped to facilitate co-learning and sharing of information and experiences, and
build respect among stakeholders.

Increased capacity of partnerships to engage in PCOR

In final reports, 70% of all awardees (124 awardees) reported increased capacity for their partnership to engage in and
conduct research. Research capacity included strengthening and/or expanding partnerships; creating partnerships
that did not previously exist; and establishing reputations as credible researchers and experts on their community’s
needs. As stated by an awardee in a final report:
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“We did not anticipate. . . that our key project ethnic partners would become sought-after speakers and consultants
both re[garding] using the method and re[garding] participatory patient engagement generally.” (L15)

Looking forward, 96% (152 of 158 awardees) indicated in final reports that their partners were more likely to
engage in PCOR in the future as a result of P2P participation.

In final reports, some awardees reported building collective knowledge on how to conduct PCOR in the future;
applying learnings from P2P to other patient-centered projects; and increasing both partners’ knowledge about
the health issue of focus. Patient partners who had participated in clinical research studies in the past noted in
interviews that they had never before helped define problems and identify potential solutions in a study. During
interviews, some awardees and partners, particularly those who did not have a research background, reported
initially lacking an understanding of CER and PCOR and developing new skills and knowledge through P2P.
While it was not possible to systematically identify awardees and partners who were new to research, we learned
through the interviews that P2P helped young researchers develop new skills. One awardee shared:

“The program is meeting [PCORI’s] mission of having the community and stakeholders determine what the
research should be – especially for new researchers. I was less than 10 years out from getting my PhD and the
funding I received and the training I got was very helpful in getting my feet on the ground [and] helping me
feel confident in the work I was doing.” (L16)

Funded proposals to conduct PCOR

Based on a review of 170 awardee final reports to PCORI as well as administrative information from PCORI
following the end of the P2P, 20% of all awardees (36) received funding from PCORI or non-PCORI funders.
These included one awardee funded for CER and 27 awardees who received a PCORI Engagement Award (a
program which supports patient and stakeholder engagement in research), and 12 awardees funded by non-PCORI
sources – four of which had also received a PCORI Engagement Award for capacity building among other awards.
70% of these awardees (19 awardees) were universities or community-based or advocacy organizations.

Awardees also pursued opportunities related to stakeholder engagement, research and advocacy or policy work.
At the time of their final report to PCORI, 16% (28 of 170 reporting awardees) reported submitting a proposal
to non-PCORI funders, including foundations (e.g., Robert Wood Johnson Foundation), government entities
(e.g., NIH) and universities or university-affiliated hospitals. Of these, 12 awardees knew at the time of final reports
that their project had been awarded by non-PCORI sources (e.g., hospital or university, foundation, government
and private donor).

Plans to sustain partnerships

Regardless of whether awardees were funded, they reported a desire to sustain their partnerships and pursue PCOR
after P2P. Of 108 awardees reporting information about sustainability in final reports, most had a positive outlook
about the relationships and partnerships created through P2P and reported plans to sustain partnerships. Some
awardees planned to continue convening their advisory boards with interested partners. Others described plans to
work on preresearch projects; seek input from patients during preresearch; and share findings from P2P.

Discussion
There is growing effort to integrate patients and other stakeholders as partners in clinical research from con-
ceptualization and design to implementation and dissemination. As demonstrated through its investment in P2P,
PCORI is at the helm of efforts to build partnership capacity for PCOR. In December 2019, Congress reauthorized
PCORI’s funding for 10 years and the legislation was signed into law. PCORI’s reauthorization is a critical step in
the advancement of PCOR, including the engagement of patients and stakeholders in preresearch. The purpose
of this study was to describe strategies used by 177 awardees funded by P2P to engage patients and stakeholder
in preresearch, identify facilitators and challenges and describe outcomes. To our knowledge, P2P is the largest
program in the USA that has funded patient and stakeholder engagement in preresearch.

A key finding from our study was that P2P awardees reported that they achieved true patient and stakeholder
engagement in their projects – moving beyond ‘passive engagement,’ where patients are human subjects in clinical
research trials and the engagement is researcher-driven and ‘tokenistic engagement’ where patients and stakeholders
provide input but are not true partners in the research [17]. P2P partnerships achieved what Natafgi and colleagues
refer to as ‘authentic engagement,’ characterized by ‘long-term partnerships with patients and their communities,
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including capacity building and enabling and facilitating shared leadership.’ Awardees accomplished this by building
infrastructure for partnerships – recruiting patients and other stakeholders to participate in P2P projects; establishing
defined roles for patients and stakeholders; and training patients and other stakeholders in how to conduct PCOR
and CER.

Based on the authors’ analysis of the findings, we gleaned three key learnings, which offer guidance for funders of
patient and stakeholder partnerships for preresearch as well as researchers interested in engaging patients and other
stakeholders in preresearch. First, consistent with other studies, we found that foundational elements of patient and
stakeholder engagement in preresearch are mutual respect, equitable power and trust [9,10,15,16]. The P2P awardees
implemented strategies to achieve these aims, according to awardee accounts in reports and interviews.

The second lesson learned is that there is an opportunity to strengthen the voice of patients and stakeholders
in partnerships for preresearch through education and training. Studies have noted the need for practice guidance,
resources, tools and training to ensure effective patient and stakeholder engagement in research [26]. Recognizing
this need, a key aspect of the P2P program was to provide education and training to awardees and partnerships
about PCOR and engagement best practices through technical assistance. The technical assistance offices provided
training and education to awardees who, in turn, then provided training to stakeholders involved in the partnership
to increase their understanding of PCOR and CER. While the partnerships benefited from this training and
technical assistance, our findings suggest a need for additional training on PCOR and/or research methods and a
need for ongoing technical assistance.

First, in order for patients and other stakeholders to contribute as ‘fully fledged members of research teams,’ they
must have – as noted by Carroll and colleagues – “the appropriate ‘readiness’ [27].” In the future, funders should
continue to invest in the development of resources and tools to help partnerships to build capacity for PCOR,
including tools tailored to support teaching the concepts of PCOR and CER to nonscientific audiences. Resources
and trainings must be easy to understand, accessible and free of jargon. One P2P awardee suggested that a library
of materials would be helpful to support patient and other stakeholder engagement in preresearch, an idea that was
also suggested in Zych et al.’s study which identified a need for tool kits that could offer guidance and templates to
support researcher and research user partnerships [5].

Second, there is a need for education for researchers about how to best engage with patients and other stakeholders
in preresearch. There is awareness of the need for patient and stakeholder engagement in research. What is missing
is an understanding of how to best accomplish and implement this [28]. Based on P2P, we learned there is an
important role for ongoing technical assistance, in addition to training, throughout the preresearch process to help
partnerships build capacity to conduct PCOR.

A third lesson learned is that patient and stakeholder engagement in preresearch takes time, and requires funding.
Engagement activities are not often accounted for in project budgets and timelines. It takes time to build trust.
Based on the P2P awardees’ experiences, it is clear that it can take years for partnerships to advance from a place
of convening and building trust among a group of diverse stakeholders to coalescing around a research topic and
submitting a PCOR or CER proposal for funding.

Finally, as has been noted in other studies, it is critical for funders to use consistent measures of patient
and stakeholder engagement to capture input, ideally over time to allow for comparison with assess growth or
changes in partnerships. There is not consensus in the literature on optimal measures of patient and stakeholder
engagement [15,29,30]. While observational engagement measures are easy to obtain (e.g., counts of attendance at
an event) they do not capture attitudes directly, yet self-reported measures – while reflecting attitudes of patients
and stakeholders – lack universally agreed upon constructs of engagement and responses may not be comparable
across communities [15,31]. Further, measuring engagement entails considering its complexity, such as the types of
stakeholders involved, areas of expertise, involvement in research activities (e.g., choosing research questions) and
intensity of engagement (e.g., symbolic engagement and truly engaged participation) [15,20,21,31]. There is a need for
future research to create engagement measures that clearly and consistently define the components being measured
and how they map to engagement, particularly for preresearch activities.

Conclusion
P2P was a landmark program that provided partnerships composed of patients and other stakeholders with funding
and technical assistance to build capacity for preresearch. The strategies used by P2P awardees offer valuable
information for research funders and stakeholders engaging in PCOR. The outcomes of P2P highlight the need
for continued investments in programs that focus on preresearch and patient and stakeholder engagement to build
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upon what was learned in this study. Developing capacity to conduct preresearch requires dedicated funding and
time. Currently, there are no other PCORI awards programs to fund projects focused exclusively on engagement
for preresearch. In the future, funders should consider how to support preresearch programs like P2P, which
have potential to promote the development of rigorous, high-quality research proposals that reflect the unique
insights, experiences, and priorities of patients and other individuals impacted by treatments for specific diseases or
conditions. Overall, P2P enabled patients and other stakeholders to engage in PCOR – a shift that will undoubtedly
improve health and healthcare.

Executive summary

Background
• Preresearch is an early phase of the research cycle that includes idea and topic generation, topic selection,

prioritization and framing the research question.
• There is a need to develop, implement and evaluate patient and stakeholder engagement approaches that

encourage preresearch activities.
Materials & methods
• This grounded theory study used program data collected by Patient Centered Outcomes Research Institute from

Pipeline to Proposal (P2P) awardees, and qualitative interviews with P2P awardees and partners.
Results
• P2P awardees used three key strategies to engage patients and other stakeholders in partnerships for

preresearch.
• Facilitators were funding, understanding of research, and technology and social media.
• Challenges were convening stakeholders and sustaining stakeholder engagement and a lack of familiarity with

PCOR.
• P2P awardees achieved important outcomes including the development of trusted partnerships, increased the

capacity of partnerships to participate in PCOR, funded proposals and planned to sustain partnerships.
Discussion
• P2P awardees achieved authentic patient and stakeholder engagement in their preresearch projects.
• Foundational elements of P2P awardees’ patient and stakeholder engagement strategies were to build mutual

respect and trust.
• There is a need for education for researchers about how to best engage with patients and other stakeholders in

preresearch.
• Patient and stakeholder engagement in preresearch takes time and requires funding.
• There is a need for future research to create engagement measures that clearly and consistently define the

components being measured and how they map to engagement, particularly for preresearch activities.
Conclusion
• P2P was a landmark program that provided partnerships composed of patients and other stakeholders with

funding and technical assistance to build capacity for preresearch. The strategies used by P2P awardees offer
valuable information for researchers and other stakeholders engaging in PCOR.
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