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Meet the Panelists

Moderator

Jessica Roydhouse, PhD, Menzies Institute for Medical Research, University
of Tasmania, Australia

Panelists

Patient Advocate Perspective: Omar Escontrias, DrPH, National Health
Council, USA

Academic Perspective: Jill Carlton, PhD, University of Sheffield, UK



ISPOR

A SIG is an organized member group initiated by ISPOR
members and intended to:
Focus on a specific topic area to advance the health
economic and outcomes research (HEOR) science and
the use of HEOR in healthcare decisions
Monitor trends and disseminate information to SIG
members or the larger ISPOR community
Develop scientific and educational work products
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Structure of an ISPOR SIG

SIG Leadership

Member Engagement Chairs

Provide overall direction and leadership

Identify topics for the SIG to address and platforms
for delivery

Work with the co-chairs to ensure the project
timelines are met

Provide updates to the SIG
Submit yearly reports to ISPOR

SIG Leadership

SIG Chairs (Chair, Chair-
Elect, Past Chair)

SIG
members

Operational |
Recruit new SIG members Lead | |
| (supports all Memb )
leadership ember Key Project
Engagement Co-Chairs

as needed) Chairs

Key Project
Working Group

Develop and implement projects that encourage
member participation

Facilitate topic content dissemination
Monitor and support the SIG community
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Patient-Centered SIG Mission

To facilitate the involvement of patient representatives in all
stages of research and decision making to improve
healthcare, its delivery, and outcomes.
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Patient-Centered SIG Leadership
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Merck, USA University of Tasmania, AUS y Yy ’
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Member Eggr];?rement Co- Member Engagement Co-

Operational Lead Angie Botto-van Bemden Chair
Sam Llewellyn, BSc 9 Prajakta Masurkar, PhD

: Musculoskeletal Research
Vitaccess, UK iemeitanes] VS Amgen, USA
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Patient-Centered SIG Projects: Defining Patient Engagement
(2020)

Definition of Patient _ _ _
Engagement in Research Webinars, VOS publication

From the Patients

ScienceDirect Defining Patient Engagement in
Research

ELSEVIER
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Patient-Centered SIG Projects — Some Current Efforts

Webinars on FDA PFDD
Guidance: 2023 2023: Survey

Measuring and

evaluating 2023 :- Key

FOA Paﬁant-f_msc; Drug lln;lopugent (an;)) quallty of .
Guidance Webinar - Part patlent PrOJeCt
engagement Proposal

activities



What is patient
engagement?
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ISPOR Definition, from VIH paper

“The active, meaningful, and collaborative interaction between patients and researchers across all
stages of the research process, where research decision making is guided by patients’
contributions as partners, recognizing their specific experiences, values, and expertise.”
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ISPOR Definition, from VIH paper

Patients: patients, families, caregivers, advocates

Researchers: people undertaking research; payors; regulators; funders

All stages: planning; conduct; dissemination

Patient contributions: provide input as experts based on the experience living with their disease

Patient engagement: active interactions; substantial and not tokenistic
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Poll: Your biggest challenges in patient engagement

Compensation for patients

Time

Skills

Other
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Sign up to join our Special Interest Group

Scan the code and select:
Select a Special Interest
Group to Join

Login with your email and
ISPOR password

It will bring you to a page where
you can select the Patient-
Centered SIG

You must be an ISPOR
member to join a SIG.

Questions? Email

20

www.ispor.org
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Meaningful Patient
Engagement

CHARACTERISTICS OF DIRECT, MEANINGFUL PATIENT
ENGAGEMENT IN UNDERSERVED COMMUNITIES
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Patient-Centricity

Patient Centric

The NHC defines patient centered as any
process, program, or decision focused on w

patients that play an active role as
meaningfully engaged participants, and //Ef
the central focus is on optimizing use of

patient-provided information. Patient

centered means doing things WITH — not
FOR or TO — patients."2

1. Glossary of Patient Enga
What is PFCC? http://w
i Ith C il

Copyright® 2023 National Health Council, All rights reserved. ;: National




Stakeholder-
Directed

Collaboration

Consultation Study participant
in a RCT

Stakeholder-Directed
« Patient/Patient group led

Partnership
* Investigator/Co-
investigator

Collaboration

* Advisory committee

member

Consultation

« Consultant

* Interviews

 Focus groups

* Surveys
Informal

» Unstructured discussions
Study participant

Appropriateness of engagement method selection is context specific. S

NATIONAL
HEAITH COUNCIL
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Diversity in Patient Engagement

Valuing All Voices Framework

Emerges when people feel
safe, valued, respected and
supported

Characterized by

d iVE I’Sity an d Seeks to understand diverse

standpoints, reflects on self ;
inclusion, and acknowledges personal I Generatg an understanding of needs,

bias expectations and results necessary to
Strengthens ) support and sustain the work
connections and ¢ J

leads to better results

Comes from deep listening
and understanding that is
free of judgement

\ 4

Source: Canadian Foundation for Healthcare Improvement
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Patient Engagement

The National Health Council Rubric to
Capture the Patient Voice:

A Guide to Incorporating the Patient Voice into the Health Ecosystem
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Domain: Patient Partnership
Characteristics of Examples of Patient Partnership

Meaningful Patient Meaningful — Insufficient/Low
Engagement

Current NHC
Patient

Patients are recognized A Patient and Family Advisory A Patient and Family Advisory Council
as partners and Council identified a challenge, identified a challenge, but hospital
integrated in all co-developed a solution with administrators and health care providers
n a e l I I e n development phases. hospital staff, implemented the developed and implemented their solution
planned solution, and without input from the Council.
Offe " n g S measured the impact.

Domain: Transparency to Patients

Sonad atant Meaningful () Insufficient/Low
The National Health Council Rubric to Engagement
Capture the Patient Voice: ) , . : —
The process for selection | The specific criteria used to No systematic process and/or criteria for
A Guide to Incorporating the Patient Voice into the Health Ecosystem . . . I ' . . .
of patient identify, select, and invite patient | selecting patient representatives was
partners/representatives | representatives were disclosed, provided. One or two may be invited close to
is transparent. along with a rationale. the meeting date.
:é' Q ATI Eﬂ’}
E"Mg e& *P'ﬂ
NATIONAL HEALTH COUNCIL : MH
itional Health Council » 1730 M Street NW, Suite 500, Washington, DC 20036-4561 + 202-78¢ ;Mz
o TN
NATIONA

Copyright® 2023 National Health Council, All rights reserved. HEALTH COUNCIL




Current NHC
Patient
Engagement
Offerings

The National Health Council Rubric to
Capture the Patient Voice:

A Guide to Incorporating the Patient Voice into the Health Ecosystem
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:ME

NATIONAL HEALTH COUNCIL
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Characteristics of
Meaningful Patient
Engagement

Diversity of the
patient population
is acknowledged
and considered.

Domain: Diversity of Patients/Populations

Examples of Diversity

Meaningful _ Insufficient/Low

Thoughtful consideration was given

to differences in patient perceptions
across relevant patient sub-populations,
including populations at-risk and those
with early- and late-stage disease.

The project assumed the patient

population is homogenous and

takes a “one-size-fits-all” approach or is focused
on the “average” patient.

Coordinated efforts
are made to reach
populations that are
not always
considered for patient
input due to factors
such as location or
language barriers.

A health plan would like to improve the
adherence rates of its beneficiaries to
medication or treatment regimen.
Through discussions with a variety of
patients in urban, suburban, and rural
settings and varying levels
socioeconomic status, the plan
identifies a variety of barriers to
adherence. The plan co-develops
solutions with representatives from
each of the communities.

A health plan adopts a one-size-fits-all approach
to improve adherence rates. The approach was
developed with a local convenience sample near
corporate headquarters from the same
community.

L S
NATIONA

HEALTH COUNCIL



U 's' H ispa n iC popu Iation reached more U.S. Black population has grown by 30% between 2000 and 2021
tha n 62 m i" ion in 2020 U.S. Black population growth, in millions

=17.: U.S. Black
In millions 0 milion population

44.7 47.2 million

62.1M -

2000 2006 2010 2015 2021

Asian population in U.S. nearly doubled between 2000 and 2019 and is projected
to surpass 46 million by 2060

In thousands

46,200
34,800 ///O
preg
22400
] L] ] L] | ] 11.900
3,500
1970 1980 1990 2000 2010 2020 e 147 980
1870 1910 1960 1980 2000 2019 2040 2060
More Americans identify on Census as Native American
The number of people who say they are Native American on the Census rose from 5.2 million in o <o E"’z‘p
2010 to 9.7 million in 2020, reflecting a trend of "racial shifting" =z -
. Percentage of U.S. population identifying as Native American :M‘E
= M"'
NATIONAL
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Journal of Clinical and
Translational Science

www.cambridge.org/cts
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@ 2

Community engagement in patient-centered
outcomes research: Benefits, barriers, and
measurement

Linda Sprague Martinez"*, Kelsi Carolan?, Arden O'Donnell’, Yareliz Diaz* and
Elmer R. Freeman®

Research Article

Cite this artcle: Sprague Marines L, Caralan K,
O'Darmel A, Biac ¥, and Frearman £R (2018

Tronstosonst Scinte 2: 371-376, doi: 10,1017/
52018341

Rocahiod: 17 August 2018
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Key words:
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Stakeholder engagement in eight
comparative effectiveness trials in African
Americans and Latinos with asthma

Tiffany Dy"", Winifred J. Hamilton?, C. Bradley Kramer"', Andrea Apter*, Jerry A, Krishnan®, James W. Stout?,

Stephen J. Teach, Alex Federman’, John Elder’, Tyra Bryant-Stephens’, Rebecca J. ruhl’, Shawni Jackson” and
Kaharu Sumino™

Abstract
Background: The effects of stakeholder en

jement, particulasly in comparative effectiveness trials, have not been
widely reported. In 2014, eight comparative effectiveness studies targeting African Americans and Hispanics/Latinos
with uncontrolled asthma were fundled by the Patient-Centered Outcames Research Institute (PCORI) as part of its
Addressing Dispaities Program. Awardees were required and other s
Using specific examples, we describe how these stakeholders substantial ed the research protocols and in
other ways participated meaningfully as full partners in the development and canduct of the eight studies

Methods: Using the method content analysis of cases, we identified themes regarding the types of stakeholders,
methods of engagement, input from the stakeholders, changes made to the research protocols and processes, and
perceived benefits and challenges of o ement process. We usad summaries from meetings of the eight

teams, results from an engagement sur inal research reports as our data source 1o obtain detailed infor
mation. The descriptive data were assessed by multiple reviewers using inductive and deductive qualitative methods
and discussed in the context of engagement literature.

Results: Stakeholdersparticiptedin the planring, conduct and disemination phases o l eight asthma studies All
the studies induded clinicians an anity holders. Other included patients
with asthma, their caregivers, advacacy , and health. representatives. Engag s primarily
by participation i advisary boards, although six of the eight studies (75%) aiso utilized focus groups and one-on-one
interviews, Difficulty finding a time and focation to meet was the most reported challenge to engagement, noted by
four of the eight teams (50%) Othe reported chalienges and baiers to engagement included recruitment ofstoke-
ying levels of enthusiasm among stakenolders, contralling power dynamics, and ensuring that stakeholder
ernent was eflected and hae I nfloence on the project

ent-driven modifications led to specific changes in study design and conduct that

port of the targeted communities The leve

imert ol Intemal Hesdvare,
i Lawis, 6605 Fuckd A, CB

ol o of st nkomtions c ot the eved of the wticle

MEMC E=———ee

pelicy and community angagament

Addrss for cormespandance: *L. Sprague.
Manines, PAD, Boston University Schaol of
Social Work, 264 Bay State Road, Boston WA
02215, USA. Emal: lsmarti@uedy

© The ssociaton forCirical and Trarsiatiansl
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of Sochl Work, Baston, 1A, USA and *Canter for Commanity Health Education Reszarch
and Servics, Inc, Bastoe, MA, USA

Abstract

Introduction: This study employed the Delphi method, an aplommry mm.hnd used for group
consensus bullding to determine the benefits and challenges associated with community
engagement la p.nm ot s vadareh MRS S o ol surveys were
seat to the Patient-Centered Outcomes Research Institute (PCORD-funded researchers
{n=103) in New Eagland. Coasensus was achieved through gathecing themes and eagaging
participants in ranking their level of agreement over three counds. In round one, participant
responses were coded thematically and then tallied. [n round two pacticipants were asked to
state their level of agreement with cach of the themes using a Likert scale. Finally, in round
three, the group was asked to rank the round two themes based on potential impact.

it

ple perspectives to the table, with 92% ranking it as the first or second most impostant contri-
bution. Time was ranked as the most sigaificant barrier to eagaglng commuaity. Strategies to
overcome barciecs 0 communty eagagemeat include eagagiag key sakeholdess ey fa the

h, beiag k decs. The most significant
m.m..g was that o reseacchees reported having specific measures 0 evaluate community
engagement. Condlusion: Community engagement can eahance both research rélevaace and
methodology when researchers are engaged in meaningful collsborations. Advancing the sci-

B2 2L
the multiple domains of partnership.

Introduction

The Patient-Centered Outcomes Research Institute (PCORI) was created through the Patient
Protection and Affordable Care Act with the intention of clevating patient voice in rescarch [1].
The PCOR! mantra, “research done differently” translates to *funded research that can help
patients and those who care for them make better-informed decisions about the healthcare
choices they face every day, guided by those who will use that information” in the provision
of their care [2]. Engagement can help ensure research is culturally reélevant and aligned with
community priorites and can help o susain engagement and interest among those most
impacted [3]. In addition, it can communicy
partners and researchers, increasing their capacity [4]. Importantly, such approaches can
fcilitate the translation of research into policy and practice [5).
The d ed with

fackof leadto

disagreements between researchers and community pariners
emerge as the resut
7], Power dynamics betweea reserchers and partoers, n this case paieats ead provides, can
wm;ﬂluu impede th of trusting hips [8]. Real barriers
ist between researchers and community partners, particularly in communities of color, which
l\a\‘ been historically exploited by academic researchers and the medical community. These
barriers may accumulate to render relationship development time-intensive work [9, 10
Similarly to our previous work exploring community engagement in the Clinical
Translational Science Award {CTSA) program, to inform testimony to the Institute of
Medicine [11], we employed the Delphi Method {Delphi) to desermine the benefits and chal
lengesassociated wnh mrrmumly engagement in patient-centered outcomes research (PCOR).
In the broader
community, The Delphi method, specifically, was designed to be an exploratory consensus-
building tool (12]. It is used by rescarchers and practitioners from diverse disciplinary back-
grounds and is particularly useful in situations in which face-to-face meetings are not possible.
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EDITORIALS

Patient engagement and cultural sensitivity as a
strategy to improve health inequities: The
solutions are as simple as they are complex

firmed that since the 2003 Institute of Medicine Re-

port: Unequal Treatment Confronting Racial and
Ethnic Disparities in Health Care, we have made little
progress in addressing health disparities for Black Ameri-
cans. The Report showed that even after adjusting for the
social determinants of health such as income, comorbid
illness and health insurance type, health outcomes among
Blacks were still worse than Whites'. While there is no
evidence that Blacks are genetically more predisposed to
SARS -COV-2 infection, data from the CDC showed that
during the first surge in April 2020, COVID-19 related
hospitalization rates among Blacks were 3.3 times the rate
of Whites”,

The COVID-19 pandemic has shed a bright light on
the numerous long-standing health inequities experienced
by Blacks across the United States; however, the greater
challenge is contrasting perception versus reality. The per-
ception is that the impact of the COVID-19 pandemic is
a result of poverty, lack of access to care, transportation

social of health and

comorbidities. But when we examine these further, other
factors warrant consideration and study. Prince George's
County in Maryland is one of the most affiuent Black com-
munities in the nation, yet the county had the highest death
rate in the suburban Washington, D.C. area’. Another re-
ality was seen in Brooklyn, New York. Brooklyn has a
Black population exceeding 833.000. which is about 35%
of the total population. The borough has thirteen hospi-
tals (including one state and three public) and an extensive
public transportation system. Despite this support system,
this borough was among communities experiencing some
of the highest COVID-19 associated deaths in New York
City",

The current pandemic highlights the need to promote
the health and well-being for the Black population. Over
the years, data has shown that irrespective of diagnosis
(cardiac disease, HIV, cerebrovascular disease, diabetes,
glaucoma), Blacks have the worst health outcomes across
several disease (Table 1). Cq we

The SARS-COV-2 (COVID-19) pandemic has con-

equities is to increase the value of the individual. It is im-

portant to recognize and address the role of cultural sen-

sitivity across all populations. Unfortunately, the English-

speaking Black population is totally left out of the current
devoted to imp| cultural sens

The authors recognize and propose that dccreased hu-
man value, and as a result the lack of patient engagement
and empathy, are critical pieces missing when conscious
and unconscious biases are the drivers for the current cri-
sis. A culturally sensitive patient engagement approach de-
signed to value the Black population overall and Black pa-
tients individually is essential.

The history of the trials and tribulations of the aging
Black population is unique and must be acknowledged.
Several years ago, during an encounter by one of the au-
thors (MB) an elderly African American female stated,
“All T want when 1 come to a hospital is for someone to
be nice to me.” Another elderly African American stated
in a separate encounter, “I picked cotton in the South, and
1 paid my dues, I don’t deserve to be treated in this way.”
These powerful quotes are saying “Do you know me, do
you know my historical background. do you understand
the basis of my pain and my suffering? Do you possess
the level of cultural sensitivity to comprehend who I am
and what issues in my life are most important to me?” In
the absence of this background context, it is difficult to
understand how to express empathy and engage the pa-
tient to improve the individual’s health. As health care
providers, very few of us have been hospitalized and the
majority who have been hospitalized are women creating
life through birth, whereas many of our patients are fight-
ing for their lives.

To address the issue of health inequities, it is important
to understand that the solutions are as simple as they are
complex. If we successfully solve the “simple™ we may
prevent problems escalating to “complex.” This concept
evolved from empathetic and non-judgmental conversa-
tions conducted by one of the authors (MB) over a 10-year

must seek solutions that address structural racism and in-
equities. The requisite first step to decrease health care in-
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Patient Engagement of Diverse
Constituencies

* Requires a humble and vulnerable approach.

* Not one-size-fits-all.
« Language and cultural barriers must be accounted for.

* At every stage of the development of the activity, every effort should be made to
ensure diverse representation of the patients.

 Patient engagement activities should attempt to represent the proportion of the
population impacted by a disease.

* Acknowledgement that engagement may be impeded by systemic and
structural barriers, including the social drivers of health.
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Thank you!
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PPIE in trials: measuring (HR)Qok

e PRO selection

e Administration

Content validity (i.e., ‘measuring what matters’)
Acceptability (i.e., length of PRO, language versions)

Who best to collect responses from (i.e., self-report, proxy, both)
What additional information is needed

Where it is issued (i.e., as part of other (clinical) outcomes)
When to issue (i.e., before or after other outcome assessment)

How it is issued (i.e., online, paper, interviewer-administered)
and how often
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PPIE in trials: measuring (HR)Qok

e PRO selection

» Content validity (i.e., ‘measuring what matters’) = 9

» Acceptability (i.e., length of PRO, language versions)

Uy,

e Administration
* Who best to collect responses from (i.e., self-report, proxy, both)
* What additional information is needed
 Whereitisissued (i.e., as part of other (clinical) outcomes)
* When toissue (i.e., before or after other outcome assessment) -
 How itisissued (i.e., online, paper, interviewer-administered)
and how often

MAXIMISE DATA QUALITY
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PRO ' concegtral - item content - development
mode
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survey design items
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PRO development research

Develop .
Need for new Identifying ltem
PRO - conceptual » item content » development

model
Psychometric

Psychometric Pre-testing of ltem
survey analysis A survey design A e reduction

items

Final item _ . .
- Ly -
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Valuation

 Method may be fixed
* Time trade-off (TTO)

* Face-to-face vs. online

* Discrete choice experiment (DCE)

 Who’s preferences
* Patient
* General population




Valuation

Method may be fixed
* Time trade-off (TTO)

* Face-to-face vs. online

* Discrete choice experiment (DCE)

 Who’s preferences
* Patient
* General population

Reimbursement

Scheduling (venue, time)




Finding the ‘right’ people
* May not be easy to identify or convince!

Bringing people up-to-speed

* (i.e., knowledge of what HRQolL is, how it can be
measured, how it can be used, understanding of
PROs and PBMs)

Some things can’t be changed, particularly in
valuation studies
e Can be frustrating to PPIE members

* Potential to damage relationships

Time and resources




Are we striving for the
impossible?

PPIE = better research
Reporting standards have helped in transparency

Best practice guidance helps ‘us’ in thinking about
what could be done

BUT

If we don’t do everything, do we leave ourselves
open to criticism?

Are some PPIE activities more important than
others?




* Generic resources to explain different concepts
* HRQolL
* PROs/PBMs
* Valuation etc.....!

* Resources available in different formats to suit different
* Languages
* Ages
* Learning needs (i.e., video/text/cartoon etc.)




* Generic resources to explain different concepts
* HRQolL
* PROs/PBMs
* Valuation etc.....!

* Resources available in different formats to suit different
* Languages
* Ages
* Learning needs (i.e., video/text/cartoon etc.)

’

* Reflection on ‘best practice’, ‘acceptable’, and ‘insufficient

* How these are described and documented in
research




