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Ensure that patients, family members and
other community stakeholders are
involved across the continuum of clinical
and translational research.

Leshner et al; 2013.
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What is Engagement?

Engagement- A bidirectional relationship/interaction between the
stakeholder and researcher that results in informed decision-making
about the selection, conduct, and use of research.

approaches

Bidirectional l

v

Value and

Mutual benefit preparation

Leshner et al 2013; Michener et al 2012; Frank et al 2014; Krumholz 2012; Wilkins 2015



Community and Stakeholder Engagement

“groups of people affiliated by ~ “an individual or group who is

geographic proximity, special responsible for or affected by health-
interest, or similar situations to and healthcare-related decisions that
address issues affecting the can be informed by research
well-being of those people” evidence”

(Principles of CE, 2" ed.) (Concannon, et al., 2012)

Concerned about health in Includes patients, caregivers,
general; may not have a specific consumers, community orgs, health
health issue of interest. systems, providers, public agencies,

policy makers, industry
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Benefits of Engaging Patients in Research

[ Patients and consumers bring experiential knowledge, which is
only gained by having the daily experience of living with a certain
disease or condition or living in a certain community.

O It is more practical and complements the researchers’ scientific
knowledge.

Leshner et al 2013; Michener et al 2012; Frank et al 2014; Krumholz 2012
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Challenges to Engaging Stakeholders

M A new concept for many researchers

[ Skills typically developed in rigorous research training do not
translate to identifying, recruiting and convening stakeholders

1 Without training and experience, strategies are often ineffective,
burdensome and leave stakeholders feeling disenfranchised

L Becoming proficient requires training and hands-on experience,
which may take years

[ Research infrastructure may be limited

Mallery 2012; Staley 2009; Garces 2012



The Continuum of Community (Stakeholder) Engagement in Research

Patient/Community-Driven Research: Stakeholders serve as Principal
Investigator (PI) or Co-Pl and are leading the research.

Research Team Members: Stakeholders are integral members of
the research team and participate in key activities.

Advisory and Governance: Stakeholders serve on
boards, councils and committees that provide

oversight and/or guidance.

Often have advanced

knowledge, expertise,

leadership experience
Ongoing Involvement

Focus groups, semi-structured interviews, nominal
groups techniques, Community Engagement Studios:

Consultants Stakeholders serve specific, time-limited roles.

\iuweys, online polling, listening sessions:
Broader community of stakeholders

provides brief input.

— Wilkins CHet al, 2015

Short-Term
Involvement

Knowledge Users and Experiencers h
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Approaches to Engagement
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Community Engagement Studios
B

e Structured process

* Project-specific input
* Use in any phase of ah o= [

b 8 R -,
\ Sl
LA R . E

translational research _‘ )
N . "".'.:.‘. = )
* Stakeholders selected based on MNGgREESE __ ,,Ne !
project | “f.
» Experienced team identifies =" - 4

stakeholders
e Reduces burden to researcher

Joosten, et al. (2015). Community Engagement Studios: A Structured Approach to Obtaining
Meaningful Input from Stakeholders to Inform Research. Academic Medicine.



Clinical trial recruitment before and after a
Community Engagement Studio

African American Women
Needed for Research Study

This study will look at how muscles absorb glucose (sugar)
and how the body regulates your blood pressure.

Y ou may qualify if you:
1. Are an African American, and
2. Have high blood pressure or borderline high blood pressure,
3. Are overweight, and
4. Are between the ages of 18-60 years, and
5. Have high triglycerides, high cholesterol, or high blood
sugar, and
6. Do not smoke.

This study will require a screening visit, four clinic visits, two
study days, study medications, and blood and urine collections.

Participants will be compensated for their time.

If you would like to learn more about this study, contact
Ginnie Farley
ginnie.farley @vanderbilt.edu.
Vanderbilt University

Dak of IR8 Approval: SA02010

230 VANDERB]LT UNIVERSITY

InesiH ksl Rewlacy Foca

African American Women
Needed for Research Study

You can help with this important clinical study
that will test if a drug improves blood sugar
levels and blood pressure.

This study is conducted
at Vanderbilt University Medical Center.

You may qualify if you are :

Overweight Requires a screening visit, study medication, 3

Age 18-60 years study days, and blood and urine collection.
Have borderline or high blood

pressure
High cholesterol

High blood sugar levels
And do not smoke

Participants will be compensated.

For more information PLEASE CALL 615-689-1033 (Davalynn Johnson)
Davalynn.a.johnson@vanderbilt.edu

Johnson DA, Joosten YA, Wilkins CH, & Shibao CA. (2015) Case Study: Community Engagement and
Clinical Trial Success: Outreach to African American Women. Clinical and Translational Science.
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Improving Patient Engagement and Understanding Its

Impact on Research (PCORI)
Purpose:

— Assess the impact of the Community Engagement Studio
(CE Studio) on research design, implementation,
translation and dissemination

— Assess stakeholder’s perception of value, relevance &
acceptability of research

*|s the CE Studio an effective method of obtaining patient-
centered input and does the input result in research that is
more patient-centered?

*Team: Consuelo Wilkins (PI), Yvonne Joosten, Tiffany Israel, Yolanda Vaughn, Al
Richmond, Margaret Hargreaves, Velma Murry, Alaina Boyer



Overview of Study Design

Researchers

requesting CES
(n=20)

Randomization

Community
Engagement
Studio (n=10)

Community
Engagement
Studio (n=10)

C

All researchers requesting Community Engagement Studios (CES) will be randomized
to CES or Studio (usual condition).

Aim 1 compares the peer input (group A) to stakeholder input (group B).

Aim 2 compares change in research plans pre- and post-CRB for groups B and C.

Aim 3 examines qualitative changes in research plans pre- and post-CRB (groups B&C).



Proposed domains » |dealtopic generation

and elements of Pre-Research/Proposal . Setting research priorities
stakeholder impact Development « Relevance/Purpose

Post Research/Translation

Formulating next research questions

_ Infrastructure
Impact on community researched » Time/Cost/Compensation for
Participant follow-up

stakeholders
» Structure for shared decision
) making
Ethics

» Sharing of funds

Di ination/Translati Engagement
iIssemination/Translation Quality Improvement
Cultural relevance and

appropriate language of Research Design

message delivery/materials « Define population
Co-authorship « Cultural appropriateness
Appropriate audlences . Research methodologies

Analysus Implementatlon
 Alternative interpretation of results » Best approaches to recruitment and
 Attention to factors not accounted retention of research participants
for in the literature » Best approaches to data collection
« Context for relevance to » Setting and environment for
patients/stakeholders implementation

Boyer et al. A Tool to Assess Stakeholder Engagement in Research. ACTS Meeting April 2015



Mid-South CDRN Overview

Large scale
enrollment

Efficient
biospecimen
banking

Standardized
data

Patient and

stakeholder

engagement
Three De-identified
SPECIfic data sharing
cohorts & regulatory

popu|ated - processes
Capability

to
implement
clinical trials
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Mid-South CDRN Stakeholder Engagement Strategy (phase |)

Planned Activities for Stakeholder Engagement

Method Target

Patient
Investigator

Governance
10

Community
Engagement
Studios

75-90

Clinician

. 100
Interviews

Clinician

500
Surveys

Patient and
Community
Surveys

5,000

— Understand barriers; Priority setting and topic generation

Method Description

Integral part of the research team

Oversight Committee-2, Stakeholder Engagement
Council (Advisory Council)-8

Patients from VUMC, VHAN, Meharry, Matthew
Walker Center and the Greenway PRIME network
Semi-structured interviews with clinicians

Targeting clinicians less engaged with research

Web-based and in-person surveys of patient and
family stakeholders from CDRN hospitals and
practices

Status (6/26/2015)

1

58

In progress

266

4,568

— Provide guidance on patient-centered tools and recruitment

— Innovation in methods of engagement and populations
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Promising Practices: Engagement and PCOR
Principles in Action: Examples from the Field
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Our Engagement Rubric- A Valuable
Resource

PCORI has developed an engagement rubric to provide guidance to
applicants, merit reviewers, awardees, and engagement/program officers
regarding engagement in the conduct of research.

* Planning the Study: How patient and stakeholder partners will participate in
study planning and design

* Conducting the Study: How patient and stakeholder partners will participate
in the conduct of the study

* Disseminating the Study Results: How patient and stakeholder partners will
be involved in plans to disseminate study findings, and ensure that findings
are communicated in understandable, usable ways

* PCOR Engagement Principles: Reciprocal relationships; co-learning;
partnership; trust, transparency, honesty

\
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Adapting the Rubric for Engagement in
Infrastructure Development

Framework for
end to end

/ engagement \

Application
criteria

Monitoring

and evaluation
tools

Proposed Methodology
approaches standards
$_’
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Elements of Patient Engagement-PCOR
Infrastructure Development Framework

Governance

Y Network Recruitment and Retention

Collection and Sharing of Data

Network Collaboration

@ PCOR Engagement Principles

PATIENT-CENTERED OUTCOMES RESEARCH INSTITUTE
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R
Governance

Patients participate in:
* Developing the network governance structure

* Developing roles for patients as active participants
including leadership roles

* Developing bylaws and/or procedures for determining
policies and network decision-making

* Generating and prioritizing research questions

¥
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Patient Engagement in CDRN Policy
Development

Accountability Choice

Information
review and
correction

Information
correction

PATIENT-CENTERED OUTCOMES RESEARCH INSTITUTE
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Patient Engagement in PCORnNet Policy

Development

Policy goes to Steering
Committee and Patient
Council —Council
deliberates

Revised policy
circulated to PCORnet
Steering committee and
Patient Council

Council Chair delivers
comments through
“warm handoff”

Patient Council, PCORI, PCORnet Task force and
and Task force PCORI incorporate
broadens feedback and provide
understanding of issues feedback to Council

¥ a
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R
Governance

S XX CCFA Partners

Homea Research My Haalth Dats Members

IBD Patients and Researchers: A Revolutionary Partnership

Welcome to CCFA Partners - a patient powered research network brought 1o
you by the Crohn's & Coiitis Foundation of Amenica (CCFA) and the University of
North Caroiina School of Medicine. CCFA Parmners is an mtemet-basad study of
patients with Crohn's disease or ulceratve colitis. By Siing out a short survey twice
a year, patents can have an active role in the research process. But CCFA Partners
IS more than 3 survey - you will also have sccess to racking tcols and 3 community
of thousands to help you manage your own health! You can:

« Parscipate in groundbreaking research

« Propose. discuss. and vote on research questons and topics

« Connect your mobide health apps 10 batter manage your disease (Comeng
soonf)

Join

Alreasy 3 Mamter? Sign in
Neyouzrwateﬂ::o: =e
Uncer age 187 Join COFA Partners ¥00s & Teens

S

Azou
Terma = Caw

Senmcy Sy

STHIS W MESeSrTh Mmookl realy s
8 game-cnangér. For e ot
UME, PEUENLS S'E IWOIVES 32
Svery S0 Of the WSy — fom
oversesing e reseaTh orocess
5o Deing parscipants N sSuces. By
Seing Mmoned | am eTpowened
and | ready deveve | am naping 10
Shape mhe e of IED

- Nick, patient

Tecwncs Suppo—

T=nect Uw
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By Faciang my heatn witn CCFA
Farmers, | have deder control
over my Cronn’s Disease than
Sver detore. Flus, 1 f=si grest
SDOUT SUpPOrting Innovative
resesrch that resly Bstens o
PRCRNIS BNT JOOKS TOr PeW Wa)y'S 10
g 3 cure Lor IBD *

- Jessic3, patiant

= QOO

1 T eXCHed 1 D8 IVOVeS wen
CCFA Parmers decause s
compeetsly focused on pavent-
reported outcomes. For the first
aME. We hSve S SOy that Is
SSKing the QUESICNS Ihat patents
Care ADOUT OWL SeepD, TIQUe.
QUENY OF ATe THe 3nSWers 10
MESE QUESIONS WAT SWOW US 3D
orovice betercare T

- Dr. Roben Sander, recaarchar

O | UNC . Sseesecacous
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I
Network Recruitment and Retention

Patients participate in:

* Developing strategies and electronic tools for
recruitment and retention

* Developing and conducting outreach activities

* Defining how patients from underrepresented
populations will participate in the network

¥
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Outcomes

Consent

Secondary Key
Drivers

Cha e
Interventions

Pictograms vs words (needs further testing)

1 page written consent form (see Note 1)
Web-based consent (poss. phase 2 work)
Use iPads, kiosks, etc. (poss. phase 2 work)
Brief process (see Note 2)

Anyone on care team recruit {see Nofe 2)

FAos(mdeanuﬂ

Marketing campaign (? AF working on this)
Public Service Announcement (fufure work)
Bemﬁtstopamupamplndudommasm

-campaign)

Requlatory process owner (nof yet addressed)
Master Reliance agreements (see Note 3)

: R .
example)
Feedback process (see Note 4)

Data to drive changes (run charts)

_

¥ a
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Collection and Sharing of Data

Patients participate in:

* Establishing what patient-centered data elements and
patient reported data will be collected

* Developing data collection strategies and tools

* Developing mechanisms for patients to view and
compare their data

* Developing consent processes and policies for
different levels of data sharing and contribution

\
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Sharing Data Among Participants

@ Aggregate Data Helps Families

What is the patient’s pain tolerance?

' qr-“:“ e _

20 40 60 80 100 120 140 160 180 200 220 240
I Responszes

¥
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I
Network Collaboration

Patients participate in:
* Developing data-linkage plans
* Developing network partnerships

* Developing engagement plans for clinicians,
participants and researchers

* Enhancing patient engagement in PCORnet

¥
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IConquerMS™: Working with Influential

*

CAN
DO

Multiple”
Sclerosis

MS

P

About iConquerMS™ - Your Information Has Power

Coalition,, |

Collaborators

MSAA

MULTIPLE SCLEROSIS
ASSOCIATION OF AMERICA

- PMC

National
Multiple Sclerosis PERSONALIZED
Society MEDICINE COALITION

MULTIPLE SCLEROSIS FOUNDATION

iConquerMS™ is a new way to fight Multiple Sclerosis.

Can Do MS is actively supporting and participating in the governance
of iConquerMS™  encouraging people with MS to get involved. Watch
this video that captures the testimonials of people central to the
initiative.

MSFY: - 5’:'&

EE— sl Monibly lnternet Newsletien et roossrin

PM(: PERSONALIZED
] MEDICINE COALITION

MEMBER UPDA] © 77" S

s Team FearlessMs: Advocates Unite! E il
iConquerMS™ is an initiative by and for individuals living with MS who i 1 = Enter Our MS Superhero Contest! mail your
3 ' February 9, 2015 Edition - 3 comments and
understand the need to contribute their ideas and their health data to s iConquerMs Seeks 20,000 MS Patients for Data i b
fuel research. Itis the onlx M‘S r‘esean:h i'niliat@xelhat is n:\)n-proﬂtL Accelerated Cure Project for Multiple Sclerosis, Feinsteir *  Cell Transplant Therapy shows Improvement in iﬁgges 1ons 1o
patient-governed, and p roacnationudda cocaarsh nafuad Launch Patient-Driven Multiple Sclerosis Research Tool Ms Disability €Ins.p
called PCORnet ﬁ National Multiple Sclerosis Society » Documentation of MS Progression May Lead to o
) Februan3 o The Accelerated Cure Project for Multiple Sclerosis and Feinstein New Treament Options H l"":‘SF Is Here to
Through t_he |Conquer|'v1 You can be a part of MS research by participating in iConquerMIS launched a new toal that enables p&?“ple living with multiple sclerosis (M «  Study Finds Mo Link Between Cognitive Fatigue, elp!
can contribute their data in MS research. Called iConquerMS™, the tool allows people living with Load
exciting new initiative that allows people living with MS to safely arf 1 =5 line datab hich is th d b hers o . o ort —
researchers to ﬂ_ﬂd pattel securely share their health information and ideas about research n?::be vais?blz. :Th(;%f;ee T:':niar:.sieiar‘::sliarllssecegref sub%ﬁl’?;:ch::llhod ® Nurses to Hit High Seas for MS in November or _supp' WL SENVICES or I
patterns and insights ma comfort of their own homes. B P =Y * Case Western Exercise Study Seeks Participants learn 2 &l
MS. determine who will research that are most important to them and influence the research «  The Search for a r Vay o Manase MS available programs, call
- “-:G) Accelerated Cure Project and Feinstein Kean partnered with Arizona The search for a Better \/ay t Manage M5 = -
new improved treatment ¥ 8y e Tareeting Interleukin-18 Mav Lead to New email
g initiative. largeting Inte Ay L ea
iConquertdS™ Treatment -

Read More PR N
/
‘o /\E‘
Jeot'

Participate in Research Studies

studies, MS research would come to a standstill. People with MS, and...

Like - Comment - Share - 783 [ 20 &> 205

Researchers are committed to finding solutions for everyone affected by MS — the
very people who hold the key to the answers. Without participants in research ey Can Do MS @CanDolS - 22h

‘_:j’f NMSS Kentucky/SE IN @NIVSSkentucky - Feb &

~ Your voice can be an important part in
moving MS research forward by
participating in iConquerMS™ Check it out:
iconquerms.org

1 1

~ We're excited to support @iConquerMS in
the fight against #MultipleSclerosis

\

iconquerms.org

3 4

MSAA is excited to share our support for iConquerMs, a patient-driven MS

research initiative. Learn how your data and ideas can accelerate
research to better understand, treat, and ultimately cure MS.
hitp://iconquerms._org

Like - Comment - Share - %11 31 &> 2
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S,
PCOR Engagement Principles

1) Reciprocal relationships: Roles and decision-
making authority

2) Co-learning: Opportunities to enrich both
patient/stakeholder partners and research team

3) Partnership: Compensation and recognition
4) Trust, Transparency, Honesty: Communication

¥
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L T——
Reciprocal Relationships: Challenges and

Opportunities

* Patients and stakeholders noted the usefulness of being
involved early or experienced a desire to be involved earlier

* Researchers noted several challenges: keeping patients
engaged throughout the project, setting expectations for
project funding, and lacking funds for early involvement

“I wish they would have contacted us “It is always hard to go back to
earlier in the grant process so we may stakeholders...when a project has not
have been able to work in more areas been funded. This, in my opinion, is
of the state vs. a small section.” one of the greatest challenges to

engaging with patients in the
conceptualization and planning
“We did not have money to phases.”

reimburse patients/stakeholders
as we prepared the grant.”

\

PATIENT-CENTERED OUTCOMES RESEARCH INSTITUTE



S,
Partnership: Compensation

Many respondents noted the importance of compensating patients and
stakeholders for their time

Some researchers expressed concerns about:
— Setting appropriate level of compensation
— Unintended adverse consequences (e.g., eligibility for social programs)
— Determining appropriate compensation across stakeholder type

In all honesty, the amount | am being paid
(S100/hour) really helps me engage because it
makes me so willing to help in any way possible,
as well as offer ideas on how | can help.

We are concerned about
how compensation affects
eligibility for public

benefits, including
Medicaid, welfare, and

food stamps. ...At what level do you

compensate patients

without it seeming like they

§ are being co-opted?
PATIENT-CENTERED OUTCOMES RESEARCH INSTITUTE
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Trust, Transparency and Honesty:

Communication

* Managing power differentials
* Managing diverse groups

* Using plain language
“Researchers need to understand
patients and how to communicate
with them, especially if they are not in
the same age group or cultural
background.”

“How does one facilitate
conversations across
different stakeholder

groups when there are
strong feelings that can
conflict? ”

“It is sometimes difficult to "speak the
same language" at group meetings. In
other words, the language style tends to
be dominated by researchers or
clinicians.”

\
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Co-Learning: Training Needs and Opportunities

* Training needs

* Topic background

Research methods

How to facilitate multi-stakeholder groups

How to translate research findings

“I have searched for training webinars
and other tools to help...my staff to

Training for researchers on how to engage partners

“There is a steep learning curve to
understanding research and how to

better understand our role.”

conduct research.”

§
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Co-learning: Value of Engagement

* Increased interest in patient/ stakeholder engagement

* Feeling like participation had impact beyond project

“I am more comfortable suggesting
inclusion of patients on research projects.”

“Expanded our interest and
relationships with other
researchers in our community...
We also brought together
several of the researchers in
our community to discuss who
we are and what we do as to try
and coordinate projects geared
towards senior adults.”

“It allowed me to feel like a
more rounded physician
because | am doing research to
help the general community. It
expands my influence on the
community in which | live.”

§
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Thank You!

Jaye Bea Smalley, MPA
Engagement Officer

jsmalley@pcori.org
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Developing An Assessment
for Stakeholder Engagement
In PCORnNet

Sarah Daugherty, PhD, MPH Senior Program Officer

Patient-Centered Outcomes Research Institute
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Engagement as a Tool for Transformation

Vision for PCORnet is that it will enable rapid,
large-scale, patient-centered clinical research In
real-world care delivery systems and communities

PCORI is about PCORnNet is about
Research Research Infrastructure
Done Differently Done Differently

Engaging patients and
stakeholders is the
cornerstone

pcori\?
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Hallmarks for PCORnNet Success

Highly engaged patients, clinicians, health systems,
researchers and other partners

A collaborative community supported by robust
governance

Analysis-ready standardized data with strong privacy
protections

Oversight that engages patients, supports the timely
conduct of research, and builds trust in the research
enterprise

Research that is sustainably integrated into care
settings and with communities of patients

pcori’
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d Patients are Helping Co-design
alth Research Infrastructure

Network Collection
Recruitment g Network
Governance and Sharing :
and of Data Collaboration
Retention

Development of
Development of data collection
the network tools and
governance identification of
structure, roles & patient-reported
responsibilities outcomes (PROs)
for inclusion

Increasing size
and diversity of
the network

Development of Development of
procedures, consent .
bylaws & processes an
policies for the policies and data

sharin
network 8
agreements

Retention of
network
members

pcori§
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Structure and Patient

ngagement

Model 1 Model 2

Model 3
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er Engagement in PCORI
Projects
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1)

2)
3)

4)

NnetENACT Evaluation Objectives

to build a body of evidence about what
components of stakeholder engagement matter
most for robust achievements in network
development

to better understand when and how stakeholder
engagement influences critical decision-points

to better understand barriers and facilitators of
stakeholder engagement in network development

to enhance stakeholder engagement practices in
each phase of network development through
shared experience and lessons learned

pcori\\\
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eloping the Assessment

Develop
dissemination
strategy

Instrument Interpret

Logicivoact development data

Patient and Consumer

Engagement Task Force - Small working group

pcori\§
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netENACT Logic Model

Input

Organizational culture
Previous engagement experience
Perceived value
Pre-existing partnerships
Sensitivity to diversity
Knowledge/skills
Resource Investments

Existing technology

What aspects of network and
network team shaped
stakeholder engagement
approach?

N
Methods Outcomes

ENngagement oy stage :
Engagement by Stage Network achievements

Governance

Recruitment . o
- . Changes in PCOR principles
Data privacy & security g princip

Le/ells |_de_n_t|f|c_at|on e Adequate, Appropriate, Accessible
prioritization
SelliEllE Awareness of data use

Patient selection Level of engagement & influence

R Sustained/new partnerships

Trainina Provided External funders and researchers
raining Frovide Efficient and meaningful PCOR

Mutuality of training Migration of PCOR culture

Frequency & Intensity

How have How did patient engagement influence
stakeholders been 1) PCORnet network development 2)
engaged in research conducted within PCORnet

pcori’
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1ges and Lessons Learned

O Keeping patients engaged over time

O Responding in a manner which meets funder’s
expectations

© Being responsive to respondent burden and timing
of survey implementation

© Optimal way to assess engagement at early stage
of network development

pcori§
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