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1  | INTRODUC TION

Residing within the umbrella of community-based participatory re-
search, patient engagement has created a paradigm shift for many 

traditional, medical research methods. Beginning as an effort to 
expedite the availability of new drugs to the public, the Food and 
Drug Administration (FDA) first recognized patient involvement in 
the late 1980s with the creation of HIV patient advocacy groups.1 
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Abstract
The wide application of patient engagement and its associated benefits has increased 
across government, academic and pharmaceutical research. However, neither an 
identified standard practice for the process of engagement, nor utilization of com-
mon metrics to assess associated outcomes, exists. Parkinson's Foundation devel-
oped a patient engagement framework and metrics to assess engagement within 
the academic research and drug development sectors. This approach was developed 
over the course of several years through assessing the literature, acquiring feedback 
from researchers and people with Parkinson's disease and adapting practices to be 
relevant and generalizable across patient engagement projects. This framework in-
cludes the: 1) creation of a scope of work, 2) establishment of guiding principles, 3) 
selection and training of participants, 4) co-determination of project metrics, 5) exe-
cution of the project and 6) dissemination of project findings. Parkinson's Foundation 
has also worked with academic, government and pharmaceutical stakeholders to 
identify metrics that assess both the quality of patient engagement and outcomes 
associated with patient engagement on projects. By improving patient engagement 
project methodologies and metrics, global clinical trials can have access to evidence-
based patient engagement practices to more efficiently capture the needs of, and 
potentially benefit, the patient community.
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In the last four decades, patient involvement in research, commonly 
known as patient engagement, has transitioned from advocacy to 
active engagement throughout each stage of the research process, 
with patients owning a critical role in determining the direction and 
outcomes of research.

Patient engagement in research gained further attention in 2010, 
with the passing of the Affordable Care Act (ACA), in which Congress 
authorized the creation of the Patient-Centered Outcomes Research 
Institute (PCORI), an independent, non-profit, non-governmental 
organization.2 PCORI’s mission requires the active involvement of 
patients, caregivers and the broader health-care community in stud-
ies that can help patients make informed health-care decisions and 
improve health-care delivery outcomes.2 An analysis of the projects 
funded through PCORI have suggested that patient engagement 
results in research that is better aligned with patient and physician 
needs, including research question relevance, recruitment and re-
tention of study participants, data collection processes, interpreta-
tion of results and dissemination.3

In 2012, with the authorization of the fifth Prescription Drug 
User Fee Act (PDUFA V), the FDA created the Patient-Focused 
Drug Development Initiative (PFDD) to expand engagement 
beyond academic research. PFDD hosted a series of meetings 
between 2012 and 2017 to systematically acquire patient per-
spectives, needs and priorities on specific diseases (including 
Parkinson's disease) and their affiliated treatments, for the pur-
pose of integrating these findings into drug development and 
evaluation.4-6 In addition to collecting patient insights and pref-
erences, PFDD meetings were also held to identify and facilitate 
the use of robust methods and best practices to collect the infor-
mation most important to patients.5 PFDD Draft Guidance 1 was 
released in 2018, and Guidance 2-4 are scheduled to be released 
in the next several years.1

The wide application of patient engagement and its associated 
benefits has increased the practice across government, academic 
and pharmaceutical research. However, even with its increasing ap-
plication,7 neither an identified standard practice for the process of 
engagement, nor utilization of common metrics to assess the out-
comes, exists.8 Currently, engagement and input can range from 
minimal activity to complex involvement.7,9,10 In examples of min-
imal engagement, organization agendas are often set and defined 
prior to involvement, and patients have limited abilities to influence 
research and drug development.9 In contrast, more active and pur-
poseful engagement in research considers patients to have equal de-
cision-making authority. In this higher end of the spectrum, patients 
work with researchers to identify priorities, set agendas and design 
trials.9

Several interdisciplinary health organizations have worked in 
partnership to develop generalizable recommendations to fos-
ter positive patient engagement practices. Many of the delivera-
bles developed through these partnerships are publicly available 
for use. The affiliated groups include Patient-Focused Medicines 
Development, the Clinical Trials Transformation Initiative, the afore-
mentioned PCORI, Drug Information Association and European 

Patients’ Academy. These organizations along with patient advocacy 
organizations, including Parkinson's Foundation, have led the charge 
in identifying, practicing and refining the foundations of patient 
engagement.

The Parkinson's Foundation determined that there was an ur-
gent need for patient engagement in Parkinson's research follow-
ing the work of the HIV/AIDS and breast cancer community. Patient 
engagement was critical in those disease communities, not only 
because survival rates were poor, but also because heterogeneity 
of disease and complex symptoms meant that a wide range of pa-
tient experience needed to be accounted for to design optimal tri-
als. Similarly, Parkinson's disease (PD) has a wide heterogeneity of 
disease and complex symptom set. PD is a progressive neurological 
disorder affecting nearly ten million people worldwide.11 It is char-
acterized by motor symptoms, including slowed movement, balance 
and gait difficulties, rigidity and tremors. In addition, people with PD 
experience non-motor symptoms such as cognitive impairment, gas-
trointestinal issues, anxiety and depression.11 No two people with 
PD experience the same set of symptoms in the same order, or with 
the same rate of progression.

While heterogeneity of disease and complex symptoms high-
light the critical need for patient engagement, they can also make 
patient engagement more challenging by introducing multiple vari-
ables. A consistent approach to patient engagement that encom-
passes potential variables becomes crucial to ensuring patients can 
meaningfully engage in the research process. This, in addition to the 
increasing expectation of the incorporation of patient engagement 
in the research and drug development process by both the FDA12,13 
and patient advocacy groups, highlights the need to standardize pa-
tient engagement frameworks and methodologies and assess the 
affiliated outcomes through metrics. Parkinson's Foundation sup-
ports the standardization of methods and metrics that promote a 
high level of engagement and defines patient engagement as the 
inclusion of patients as equal partners in research decision making 
at each step of the research or drug development process. This ar-
ticle presents a Parkinson's Foundation-developed patient engage-
ment framework and metrics to assess such engagement within the 
academic research and drug development sectors. The Foundation 
has a long history of sharing tools, resources and best practices with 
different disease communities, and the Foundation's models have 
proven adaptable and replicable in other disease areas. By standard-
izing patient engagement methods, patient engagement activities 
can be validated, refined and reproduced. With the identification of 
evidence-based practices, the value of effective patient engagement 
practices can be justified and widely replicated.

2  | A PROPOSED FR AME WORK FOR 
PATIENT ENGAGEMENT

Parkinson's Foundation developed its patient engagement model in 
2008 with the Parkinson's Advocates in Research (PAIR) programme. 
Since then, more than 350 people with PD and care partners have 
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been trained in the academic research and drug development pro-
cess. The PAIR programme trains Research Advocates to prioritize 
research (eg serve on advisory boards, provide input on therapeu-
tic targets), improve studies (eg enhance study protocols, ensure 
impactful outcomes) and influence stakeholders (eg educate com-
munities about research, collaborate for increased funding, guide 
government and sponsors). To date, research advocates have collab-
orated on 444 jobs across 237 unique academic research and drug 
development projects.

Through practice-based observation, the Foundation identified 
gaps and critical issues in patient engagement, such as representa-
tiveness of patient populations, a need for harmonized metrics, proj-
ect management assistance from patient advocacy organizations 
with expertise in patient engagement and the need to disseminate 
results. As the Foundation networked with other organizations 
doing patient engagement, through conference presentations, 
FDA Patient-Focused Drug Development meetings or warm intro-
ductions, themes in conversations in patient engagement emerged 
that aligned with Foundation findings. Ultimately, coalitions were 
formed, or projects were developed within existing coalitions, to 
further explore and address these themes. The Foundation worked 
with these organizations (Patient-Focused Medicines Development, 
Clinical Trials Transformation Initiative) to survey industry sponsors 
and patient organizations about perceived gaps in patient engage-
ment and desired tools and resources.

Parkinson's Foundation also conducted a survey among both 
United States and United Kingdom Parkinson's researchers in 2017 
and found that researchers were unsure of how to conduct patient 
engagement, unsure of what their roles should be and looked to pa-
tient advocacy organizations to assist them with patient engagement 
projects. In recognition and reinforcement of the need to develop 
a resource that could clearly define steps and party involvement, 
Parkinson's Foundation has developed a framework for practicing 
patient engagement when partnering with organizations within the 
academic research and drug development sectors. As discussed, this 
approach was developed over the course of several years through 
assessing the literature, adapting disease-specific practices to be rel-
evant and generalizable across patient engagement projects and ac-
quiring feedback from researchers, patient advocacy coalitions and 
people with Parkinson's. Through work on 237 projects, Parkinson's 
Foundation identified several domains that encompass the scope of 
the patient engagement process and key project execution compo-
nents. The six features presented here were found to be the most 
critical among them for framing and sustaining positive, impactful 
patient engagement. These identified components can and should 
be used in conjunction with other identified best practices and mea-
sures available to guide the patient engagement process.

This framework includes methods for engagement and metrics 
that assess both the quality and associated outcomes of patient en-
gagement on the project. These methods include the following:

1.	 Creation of a scope of work.
2.	 Establishment of guiding principles.

3.	 Selection and training of participants.
4.	 Co-determination of project metrics.
5.	 Execution of the project.
6.	 Dissemination of project findings.

*A detailed case example detailing each step of the framework 
can be found in Table 1.

1. Creation of a scope of work. Parkinson's Foundation works with 
research organizations and pharmaceutical companies to build a 
scope of work which incorporates patient engagement across sev-
eral stages of research. Drafting a scope of work at the beginning of 
any project allows for project expectations, feedback, communica-
tion and timelines to be determined early and acts as a guide to hold 
all involved parties accountable to the identified benchmarks.14-20 
Parkinson's Foundation communicates with several parties within a 
research organization or pharmaceutical company (legal and compli-
ance, research and development, coordinators, principle investiga-
tors, etc) to ensure clarity in roles and expectations.

Depending on the depth of the project and anticipated timeline, 
a scope of work can include patient engagement at one particu-
lar phase of research, or it can identify several points and stages 
of engagement over the course of several years. Working with an 
experienced patient advocacy organization allows researchers, 
academic institutions and pharmaceutical companies to explore 
a variety of patient engagement practices and determine which 
practices ensure that research is relevant and correctly captures 
community needs.21

2. Establishment of guiding principles. Patient-Focused Medicines 
Development, an organization that works to integrate patient 
input throughout the lifecycle of medical research has developed 
the Patient Engagement Quality Guidance.22 This guidance, which 
Parkinson's Foundation contributed to, includes seven quality 
standards to identify and apply for purposeful engagement. These 
seven criteria include the following: shared purpose, respect and 
accessibility, representativeness of stakeholders, roles and respon-
sibilities, capacity for engagement, transparency in communication 
and documentation, and continuity and sustainability.23 Several of 
these principles are further elaborated in other steps of the process 
described in this article. Adopting patient engagement guidelines 
within research organizations and pharmaceutical companies at the 
start of the project allows for an expectation to be set that all par-
ties, including patient advocates, will have equal decision making 
throughout the period of project collaboration.14-16,21,23,24 Creating 
transparency about the starting point and finish line for the patient 
engagement project, fosters a shared vision for all parties, including 
researchers and pharmaceutical staff, Parkinson's Foundation staff, 
and patient advocates.

Setting guidelines most often involves Parkinson's Foundation 
staff, researchers and pharmaceutical staff. It entails discussions 
about patient engagement project expectations and teasing out 
capacity for receiving and revising research plans as a result of pa-
tient feedback. Patient advocates should be brought in to confer and 
elaborate on the guiding principles at this stage, which is a model 
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Parkinson's Foundation is working towards as our patient engage-
ment methods evolve and partners become more comfortable with 
this idea.

3. Selection and training of participants. Selecting representative 
patient advocates is a critical step to ensure positive patient engage-
ment practices.9,24 Parkinson's Foundation works with researchers 
and pharmaceutical staff to identify qualities, including demographic 
and disease characteristics, that influence and benefit input relative 
to the patient engagement project. This selection process ensures 
that a variety of experiences and opinions are shared throughout 
the project.

For patient engagement to be effective and beneficial to 
both patient advocates and researchers or pharmaceutical staff, 
additional time to train both parties in the execution of patient 

engagement is often required and should not be overlooked when 
designing a patient engagement plan.17,18,24-26 It is important that 
all parties have access to resources and terminology that will pro-
mote informative bi-directional conversations.17,24 Parkinson's 
Foundation works with researchers and pharmaceutical staff to 
address their organization's level of preparedness to collaborate 
with patient advocates, and identifies the training and resources 
needed to foster positive engagement practices. This includes 
training researchers and pharmaceutical staff in maximizing com-
munication with research advocates by providing guidance on ap-
propriate terminology and applying methods to develop and ask 
patient advocates the right questions.

During this step, Parkinson's Foundation also works to identify 
the necessary training for patient advocates. Although all Parkinson's 

TA B L E  1   A case example for fostering positive patient engagement practices utilizing framework steps one through six

A Case Example for Fostering Positive Patient Engagement Practices Utilizing Framework Steps One Through Six

Two stakeholder groups, Parkinson's Foundation and an unnamed pharmaceutical company (Company X), utilized a structured collaborative 
approach to patient engagement in research.

Step 1: Over the course of six months, Parkinson's Foundation and Company X worked to create a scope of work. Company X was looking to get 
feedback on a study protocol for a drug in Phase II clinical trials prior to issuing a protocol amendment. Parkinson's Foundation communicated 
with the legal, research and accounting teams to determine project expectations. Together, Parkinson's Foundation and Company X decided that 
a one-day audio-recorded focus group with six patient advocates, three Parkinson's Foundation staff and three Company X researchers would 
be most conducive to eliciting the type of feedback requested. Parkinson's Foundation and Company X together agreed that the project would 
be completed within three months.

Step 2: Of the several principles discussed in Step 2, Parkinson's Foundation worked with Company X to focus on creating a capacity for positive 
accessible engagement, respect and transparency in communication. To create a capacity for positive accessible engagement, it was agreed 
upon that the focus group would be hosted at Parkinson's Foundation (a location many advocates were already comfortable and familiar with), 
all focus group questions would be co-created over the course of several virtual meetings between Parkinson's Foundation staff and Company 
X researchers, any materials pertinent to the focus group would be provided to patient advocates in advance, and the focus group would be 
facilitated by Parkinson's Foundation staff. To promote respect, it was agreed upon that all focus group attendees would be addressed by first 
name only (no titles or degrees), patient advocates could ask questions to researchers about the study, and at the end of the focus group, all 
three researchers would share something they had learned throughout the course of the day. Lastly, to promote transparency in communication, 
it was agreed upon that all materials would be presented at an appropriate health literacy level, Company X would provide as much detail as 
possible about the study and investigational drug, and any protocol amendments attributed to the focus group would be shared back with the 
patient advocates within six months after the project execution stage.

Step 3: Parkinson's Foundation identified ten patient advocates that met the criteria Company X had requested and shared anonymized patient 
advocate profiles with Company X. Company X then selected the six patient advocates they preferred to collaborate with. Through a virtual 
group call, Parkinson's Foundation staff then worked with the patient advocates to review research content that would be relevant to the focus 
group. Background information and materials were also provided to patient advocates in advance of the focus group. Parkinson's Foundation 
also worked with Company X researchers to generate questions at an appropriate health literacy level that could capture patient sentiments and 
feelings while informing the clinical trial protocol. Company X then adjusted their presentations accordingly.

Step 4: Parkinson's Foundation worked with Company X to determine a plan to assess how feedback influenced protocol decisions for both study 
drugs. It was decided that quality metrics would be assessed through follow-up phone calls and surveys assessing satisfaction and perceived 
quality of contribution to the project. Due to limitations in timing, it was decided that outcomes would be measured through whether protocol 
amendments were made as a result of feedback provided at the focus group.

Step 5: Six patient advocates, three Parkinson's Foundation staff and three Company X researchers attended a one-day, audio-recorded, in-person 
focus group. The day was broken into six separate sessions: five of which were facilitated by Parkinson's Foundation staff and one of which was 
a presentation facilitated by a Company X researcher. All questions and talking points were scripted. Patient advocates participated in a variety 
of activities to share feedback including speaking, flip chart activities, diagrams and patient demonstrations. Breakfast and lunch were provided. 
At the end of the focus group, Company X researchers shared what they had learned from patient advocates that day.

Step 6: Parkinson's Foundation analysed all audio and drafted a report detailing topics discussed throughout the day. Parkinson's Foundation 
also identified eight recommendations for clinical trial improvement based upon themes from focus group discussions. Company X then 
followed up with patient advocates within six months of project execution to share three protocol changes that occurred as a result of patient 
advocate feedback. Results of this project were shared in two co-authored poster publications at the International Conference on Alzheimer's 
and Parkinson's Diseases and the International Congress of Parkinson's Disease and Movement Disorders. Two additional patient engagement 
speaking opportunities with Company X later occurred as a result of the positive project experiences between patient advocates, Company X 
researchers and Parkinson's Foundation.
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Foundation patient advocates have been trained in the research pro-
cess, advocates are also briefed on project-specific terminology and 
communication styles. Patient advocates are trained on scientific 
background material relevant to the project, how to prepare for proj-
ect communications, and how to feel comfortable speaking up in a 

group setting whether in-person or on a call. People with Parkinson's 
disease may experience anxiety or cognitive decline, including exec-
utive function, multitasking and decision-making challenges, so it is 
important to prepare advocates in advance and with as much clarity 
as possible.

F I G U R E  1    Patient engagement 
opportunities in drug development
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By identifying training needs and expectations at the beginning 
of the project, all materials can be adequately prepared to help man-
age the engagement process. Successful patient engagement is the 
result of equally informed parties contributing to the creation, de-
sign, implementation, analysis and dissemination of a study. Training 
for all parties is a necessary component to making this happen.

4. Co-determination of project metrics. In conjunction with steps 
two and three, metrics to capture both the quality and associated 
outcomes of patient engagement on the project should be identi-
fied prior to the execution of patient engagement (Step 5). Patient 
engagement encompasses a broad spectrum of activities, so it is 
important that metrics match the project. Parkinson's Foundation 
staff work with researchers and pharmaceutical staff to identify 
metrics that can be captured throughout the course of the project 
and that can help inform future projects. The identified metrics are 
then shared with patient advocates not involved in the project for 
feedback about readability of collection tools, community relevance 
and perceived impact. Assessments are administered at project-ap-
propriate times (these can include formative, interim and summative 
metrics). These times may vary project to project, but at minimum, 
a summative assessment is administered to all involved parties (re-
searchers and pharmaceutical staff and patient advocates).

5. Execution of patient engagement. Execution of the patient en-
gagement activity encompasses the scope of the interaction process 
between patient advocates and researchers or pharmaceutical staff 
(see Figure 1). The length of execution varies by project type and 
phase, which are determined in the scope of work. Execution can 
include in-person meetings, virtual meetings and questionnaires. 
Parkinson's Foundation works with researchers and pharmaceu-
tical staff to mediate patient engagement activities to create bal-
anced interactions and transparent environments that support the 
collection of information from patient advocates. With experience, 
researchers and pharmaceutical staff can communicate with patient 
advocates independently, but Parkinson's Foundation encourages 
the use of a third-party patient engagement expert until a routine 
for engagement has been established.

6. Dissemination of project findings. All parties have something 
to gain from successful patient engagement, and by practicing the 
guiding principles of mutual respect, trust and reciprocity (estab-
lished in Step 2), a culture of patient engagement can be promoted 
and sustained at an organization.16,18,19,21,24,26 To adhere to these 
principles and align with positive patient engagement practices, all 
project findings should be reported back to involved parties, in-
cluding patient advocates. Parkinson's Foundation ensures that pa-
tient advocates are included in dissemination by requiring this step 
to be agreed upon in the scope of work. Parkinson's Foundation 
also encourages that both researchers and pharmaceutical staff 
and patient advocates share feedback about engagement satisfac-
tion. This feedback should be considered for and incorporated into 
future patient engagement projects. Project findings can also be 
disseminated through conferences, presentations and publications 
to reinforce identified patient engagement best practices and les-
sons learned.

3  | ME A SURING THE SUCCESS OF 
PATIENT ENGAGEMENT

Within this identified patient engagement framework, several 
metrics can be captured to assess the quality and associated out-
comes of patient engagement. Although not exhaustive, Parkinson's 
Foundation identified a set of metrics to assess patient engagement 
projects. These metrics were identified over the course of several 
years through suggestions from FDA, published best practices, col-
laborations with other patient advocacy organizations and internal 
piloting across several types of patient engagement projects. After 
attending and speaking at various meetings including Biotechnology 
Industry Organization International Convention, Drug Information 
Association Metrics in Patient-Centered Drug Development, 
Patients as Partners and the Clinical Trials Transformation Initiative 
workshop in collaboration with FDA, 'Enhancing the Incorporation 
of Patient Perspectives in Clinical Trials', Parkinson's Foundation 
worked with patient advocates, researchers and pharmaceutical 
staff to identify metrics that would be realistic to capture within the 
scope of a patient engagement project. The purpose of these met-
rics is to identify relevant measures that can communicate the sig-
nificance of positive patient engagement practices to the research 
community. After refinement, Parkinson's Foundation identified 
foundational metrics that can be used to measure the success of a 
patient engagement project (see Table 2).

3.1 | Quality of patient engagement

Within a patient engagement project, the quality of patient engage-
ment should be captured through metrics that assess project per-
formance. These metrics inform whether all parties executed the 
framework steps and planned patient engagement practices suc-
cessfully. Each party receives questions specific to their attitudes, 
assigned roles and project expectations. Parkinson's Foundation 
leads the collection and analysis of quality metrics; however, the 
party assigned to this role (most often assigned in the scope of work) 
will depend on that party's capacity to design, administer and ana-
lyse metrics for each of the involved parties in an unbiased manner.

Areas of quality to assess include the following: form of patient 
engagement and perceived satisfaction by all involved parties, rep-
resentativeness of patients (as defined by researchers, pharmaceu-
tical staff or patient advocacy organizations in the selection and 
training of participants), perceived quality of contribution by all in-
volved parties during the execution of patient engagement, quality 
of training (often provided by patient advocacy organizations) and 
perceived project transparency by all involved parties. Parkinson's 
Foundation often assesses patients and stakeholders involved in 
these areas in the form of online questionnaires and frequency sta-
tistics (See Table 3 for sample survey questions). These findings are 
then reported back to all involved parties for the purpose of inform-
ing future patient engagement projects. Quality findings are also 
shared publicly through publications and conferences.
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3.2 | Outcomes of patient engagement

Within a project, metrics should be captured to identify changes made 
as a result of patient engagement. This can be more difficult to assess 

as it may take years for research to be completed and, as a result, the 
outcomes of the related engagement to be determined. Desired change 
should be discussed at the beginning of a new project, and realistic 
methods to measure change should be agreed upon by several par-
ties within a research organization (legal and compliance, research and 
development, health economics and outcomes research, etc). A plan 
should be developed to capture these metrics within a realistic time-
line because they are critical when communicating the value of patient 
engagement and contributions to research. Parkinson's Foundation 
works with stakeholder parties to identify which measures of change 
they intend to capture and the timeline with which to do so. These out-
comes expectations are, at minimum, discussed but often included in 
the scope of work, and metrics are drafted by Parkinson's Foundation. 
After the allotted time, Parkinson's Foundation follows up with the re-
searchers, academic institution or pharmaceutical company to enquire 
about the identified outcomes. Outcomes are typically collected inter-
nally by the academic institutions or pharmaceutical company. Internal 
collection reduces barriers around company confidentiality policies 
or access to staff. The research teams report outcomes back to the 
Parkinson's Foundation, and the Parkinson's Foundation then works 
with stakeholders to communicate these findings to patient advocates 
involved in the project.

Outcomes metrics can vary widely depending on the project. A 
few outcomes areas to assess could include the following: research 
relevance to a disease-specific topic, alignment with patient prefer-
ences (mode of administration, frequency of visits, perceived impact 
of improvement on quality of life, etc), clarity of trial communications, 
patient comprehension of trial expectations or patient-reported out-
comes tools, recruitment and retention, representativeness of study 
participants, and organizational application and sustainability of pa-
tient engagement. Parkinson's Foundation captures these metrics 
through follow-up conversations and questionnaires with stakehold-
ers, as determined in the scope of work. These findings are reported 
back to patient advocates and are further shared publicly through 
publications and conferences.

4  | FUTURE OPPORTUNITIES

The practice of patient engagement has increased in the past decade 
and has slowly been utilized to support the success of global clinical 
trials. Patient engagement has the potential to positively impact re-
search; however, it is not currently standard practice to include and 
report on patient engagement.8 Several researchers have incorpo-
rated patient engagement practices into their work, but many have 
only identified metrics that assess reach and count.7 The limited 
evidence that exists about the impact of patient engagement is not 
yet compelling enough to shift the norm. This framework was cre-
ated, both to provide a route to ensure that all parties are provided 
a space to contribute meaningful input and to capture the quality 
and outcomes of patient engagement in academic research and 
drug development. In the last several years, Parkinson's Foundation 
has worked with researchers, academia, industry and the patient 

TA B L E  2   Metrics to capture the quality and outcomes of patient 
engagement

Quality metrics include

Assessment intended for all involved parties—

General engagement descriptive statistics
•	 Level and form of patient engagement
•	 Frequency of patient engagement
•	 Satisfaction with patient engagement

Contribution to engagement
•	 Perceived quality of contribution compared with project 

expectations

Training for engagement
•	 Preparation and comfort with terminology, communication or 

interactions
•	 Level of support provided compared with support required in the 

project

Transparency of engagement
•	 Perceived maintenance of trust, transparency and bi-directional 

communication

Assessment intended for patient advocates only—

Representativeness of engagement
•	 Representativeness of patients involved in the project

Outcomes metrics include:

Outcomes most often captured and reported by stakeholders—

Research relevance to disease-specific topic
•	 Research priority or focus shift
•	 Reported change in quality of life
•	 Selection of relevant patient-reported outcomes (PRO) tools
•	 Clinical trial cost (secondary outcome if met)
•	 Time to complete clinical trial (secondary outcome if met)

Alignment to patient preferences
•	 Changes made to mode of administration/delivery
•	 Frequency of trial visits
•	 Number of protocol amendments
•	 Length of clinical trial appointment

Patient comprehension of trial expectations and resources
•	 Reliable reporting of PRO tools
•	 Time to availability of plain language summaries
•	 Perceived clarity of trial communications
•	 Clinical trial participant satisfaction (secondary outcome if met)
•	 Screen fail rates (secondary outcome if met)

Recruitment and retention
•	 Barriers to participation in research
•	 Clinical trial retention
•	 Incomplete data points
•	 Length of trial recruitment
•	 Clinical trial inquiries

Representativeness of study participants
•	 Representation of diverse groups in clinical trial

Application of patient engagement
•	 Creation of organizational standards for patient engagement
•	 Occurrence of patient engagement practices within the 

organization
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community, to develop and refine this framework. This framework 
should be used in conjunction with other identified best practices 
and measures available (previously mentioned) to guide the patient 
engagement process. By creating a common process for capturing 
outcomes metrics, patient engagement practices can be assessed for 
effectiveness and refined when necessary. Impactful methods can 
then be identified and publicly shared. With the support of identified 
evidence-based practices, the inclusion of patient engagement in re-
search can become a common practice. Positive and evidence-based 
practices can enhance transparency and validate patient engage-
ment in research, which can better address community needs and 
priorities, utilize stronger patient-reported outcomes and meaning-
ful endpoints, reduce study burden, and enhance recruitment and 
retention.27 By improving patient engagement project metrics, trials 
can be more efficiently designed to capture the needs of and ulti-
mately benefit the patient community.
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