Evidence-based Practice Center Technical Brief Protocol
Project Title: Strategies for Patient, Family and Caregiver Engagement

I.

Background and Objectives
The widely applied Chronic Care Model emphasizes the need for both an “informed activated patient”

and a “prepared and proactive team” to improve patient outcomes.1, 2 Multiple studies have demonstrated
that activated patients have better health outcomes and lower utilization of emergency health care services.3
Conversely, low levels of patient engagement in direct patient care is associated with significant, serious or
life- threatening adverse events.4
Interventions, such as tailored coaching interventions that increased patient activation, have been
associated with improved intermediate outcomes, including chronic disease self-management behavior and
reduced health care utilization.5 Self-management education and support interventions have also improved
outcomes and function among patients with single and multiple chronic diseases.6-12
Despite the proven benefits of patient engagement and activation, not all patients have the capacity to
be engaged and active in their care, including children, and patients with dementia or disability. Therefore,
family and caregiver engagement strategies are needed to support vulnerable patients,13 including children,
the elderly, and people with disabilities.14
Clinicians and healthcare systems have key roles in patient and family engagement, so many
strategies target clinicians to improve the patient-provider relationship by improving communication skills
and shared decision making techniques.15-19 Clinicians often use complicated medical jargon, limiting
patients’ understanding of their care.20 Communication studies show that clinicians quickly interrupt
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patients, allowing less opportunity for listening to concerns and building rapport. Patients and families do
not feel empowered to speak up about their questions or concerns in health care environments, with greater
risks among marginalized patients and families, including those with limited English language
proficiency.22, 23 Interventions that target patient-provider communication have improved patient
satisfaction, as well as patient-centered health outcomes (e.g., resolution of depression, anxiety, pain, blood
pressure and improvement in functional status).15-19, 24, 25
Engagement at Organizational and Policy Level. Increasingly, health care systems are implementing
strategies to engage patients, families, and caregivers to improve care delivery, efficiency, outcomes, and
patient experience, and reduce health care costs.26, 27 Part of the motivation was the Patient Protection and

Affordable Care Act (2010), which tied Medicare reimbursements with scores on a patient experience
survey.28 A 2016 survey of over 1450 hospitals demonstrated that most hospitals had policies supporting
patient and family engagement, including some that established patient and family advisory councils, but
there was wide variation in strategy and implementation.26 Patient and family engagement strategies have
been integrated into advanced primary care models, including Patient Centered Medical Homes and
Comprehensive Primary Care.29, 30 Diverse organizations have developed tools to promote engagement of
patients and families at the organizational level, including the Agency for Healthcare Research and Quality
(AHRQ), and the Institute for Patient- and Family-Centered Care, resulting in implementation guides and
workshops.31-34 An early review of patient and family engagement in health care design identified case
studies which demonstrated effects on patients, changes to services available to patients, and changes in
staff attitudes to patient engagement,35 but found little evidence on quality or effectiveness of care.35 A
more recent review identified process improvements, but few studies examined clinical outcomes.36
Objective of Technical Brief
The objective of this technical brief is to provide a framework and map of the currently available
evidence on patient and family engagement strategies that have been used to help patients, families, and
caregivers manage chronic conditions. The long-term goal is to inform decision making by health systems
on which engagement strategies to deploy to improve outcomes. The Technical Brief will summarize the
evidence on patient and family engagement, provide a conceptual or organizational framework to
understand key components of the strategies and interventions of interest, highlight evidence for innovative
strategies, describe barriers to implementation, and provide guidance regarding future research directions
and priorities. To create a comprehensive profile of the evidence, we will systematically search for studies
of the impact of engagement strategies on patient-reported outcomes (e.g., patient activation, patient
experience/satisfaction, patient-provider communication, effectiveness of engagement), process outcomes
(e.g., measures of chronic disease management and quality of care), health care system outcomes (e.g.,
utilization of hospital, emergency room, and primary care services), and clinical outcomes (e.g., diseasespecific morbidity and mortality).
We will synthesize the published and grey literature into an evidence map that will include: 1)
description of available systematic reviews and primary studies, 2) identification of areas where a new
systematic review may help to synthesize the evidence in greater depth, and 3) demonstration of evidence
gaps requiring additional primary research. To meet these aims, we will build on and adapt a conceptual
framework on patient and family engagement interventions from Carman et al.37 to categorize patient and
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family engagement strategies into direct patient care level, health system or organizational level, and
community/policy level interventions (Figure 1). Further, we will apply the definition of patient and family
engagement from the framework as “patients, families, their representatives, and health professionals
working in active partnership at various levels across the health care system — direct care, organizational
design and governance, and policy making — to improve health and health care.”37

Figure 1. Patient, family and caregiver engagement framework
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II.

Guiding Questions

We will use these questions to guide our work:
1) What patient engagement strategies have been studied to help patients, families and caregivers
manage their chronic conditions and improve patient health outcomes?
A) What are the characteristics of the patients/conditions? What is the specific role for families
and caregivers? Have the subpopulations of interest been studied in the literature?
B) What are the characteristics of these patient and family engagement strategies?
C) What outcomes, including harms, have been studied?
D) Which elements must be implemented to have fidelity? Which elements can be adapted to
reflect the local context without losing fidelity?
E) What resources and costs are required to implement these strategies?
F) What change management strategies support sustainment after implementation?
2) What gaps exist in the current research?
A) Which patient engagement strategies identified by experts as currently relevant have no
research evidence or inadequate evidence?
B) For which patient engagement strategies are additional primary research studies needed to
answer questions important to policy and practice of self-management?
C) For which patient engagement strategies are there sufficient primary research studies that a
new systematic review would add to current knowledge?

Methods

III.

The Technical Brief will integrate discussions with key informants with searches of the published
literature and grey literature to inform the above Guiding Questions.

1. Data Collection
A. Discussions with Key Informants
To guide the project and the refinement of the Framework (Figure 1), we will first conduct discussions
with approved key informants. We will seek their input on the guiding questions and the framework we plan
to use.
Key informants were selected for their specific perspectives, including caregivers, patient representatives
(e.g., from the Institute for Patient- and Family-Centered Care), health system leaders, primary care
providers, nurses, payers (e.g., from Anthem, Inc.), and researchers testing patient and family engagement
strategies. We will ask key informants to give input on what to emphasize in the methodologic
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Table 1. Discussion Guide with key informants
Prior to the call key informants receive this information to guide the call:
Think about: From your experience or clinical practice, please identify an
example of a patient, family or family engagement strategy.
We will ask you to discuss this strategy on the call and consider some of
these aspects of the strategy:
•
•
•
•

Who/what was the focus?
What was the setting? Who was involved?
Was it successful - why or why not?
What contributing to it being successful or not?

Call 1: Word Cloud Brainstorm: please share your words/phrases on what
you think it is most important to measure and know about whether a patient,
family and caregiver engagement strategy is working (such as patient
satisfaction, better quality of care, etc.)

approach to the technical brief
(e.g. strategies, methods,
outcomes and what is most
important from each of their
perspectives (see Table 1 for
key informant questions). We will
conduct conference calls in small
groups. We will adhere to Office
of Management and Budget
requirements to avoid using
survey methods with more than 9

Call 2: Word Cloud Brainstorm - please share your words/phrases on some of
the challenges that exist to implement patient, family and caregiver
engagement strategies into the health system (such as costs, lack of
evidence of what works best)

participants. We will use a semistructured approach to engage key
informants. They will first be

provided information about the project and its goals. We will then elicit their perspectives on topics that
pertain to patient and family engagement and the Guiding Questions described above. Sample topics to be
discussed with the key informants are listed in Table 1. These questions will be used as a starting point for
discussion. We may explore additional areas depending on the direction of the discussion and the key
informant responses. The feedback from the key informants will be integrated with the expertise of our
project team to guide and focus our review of the published and unpublished literature.
B. Published Literature Search
We will develop PubMed and CINAHL searches using a Boolean combination of search strings and
terms for patient/consumer/caregiver/family engagement (i.e. “Population” terms) combined with terms for
patient, family and caregiver engagement interventions (Table 2).
Our preliminary search indicated that we will need to sift through thousands of articles to identify three
that meet our eligibility criteria. To keep the project manageable with the assigned time frame, we plan to
use a step-wise approach:
1. Identification of systematic reviews from 2015 to the present;
2. Identification of original articles from 2015 to the present that were not captured in the included
systematic reviews; and
3. Sampling (20%) of original articles from 2012 to 2015 to assess the proportion included or
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missed in the systematic reviews in step 1
For the systematic review search, we will use the Cochrane validated search string for systematic
reviews to search for high quality systematic reviews that can help to identify and characterize relevant
studies in an efficient manner. We plan to focus attention initially on high quality systematic reviews (i.e.,
meeting standards set by the Institute of Medicine38) published since 2015, including systematic reviews of
randomized controlled trials (RCTs) and/or observational studies with comparison groups. We will use
those reviews to extract as much information as possible regarding the Guiding Questions.
In step 2, we will augment the systematic review search by searching for and reviewing eligible original
studies that describe patient, family and caregiver engagement models in all settings. In the search for
original studies, we will start by looking for studies published since January 2015 that were not included in
the systematic reviews we find. We will look for studies with a comparison group in each of the
intervention categories (Figure 1). For implementation outcomes, we will include reviews that report on
implementation (e.g. barriers, facilitators, resources, costs, change management) from studies without a
comparison group. We will include studies that use quantitative or qualitative methods to assess outcomes.
For the third step, we will perform a search of original articles published between 2012-2014 to estimate
the extent to which systematic reviews have captured all relevant studies published before 2015, using at a
20% sample to estimate the number of eligible studies not captured by the systematic reviews. We will
examine the characteristics of those studies to determine why they were not included in the systematic
reviews, and then decide whether additional searching of the articles beyond the screened sample is needed
to fill in gaps in the evidence map. We will use PubMed and CINAHL, and review reference lists in
eligible studies.
Table 2. PubMed Database Search Strings
#
1.
Population

2.
Intervention

String
Patient Participation[Mesh] OR “patient participation”[tiab] OR “patient
engagement” [tiab] OR “patient involvement” [tiab] OR “patient empowerment”
[tiab] OR “patient partnership” [tiab] OR “patient activation” [tiab] OR “patientactivated” [tiab] OR “family participation”[tiab] OR “family engagement” [tiab] OR
“family involvement” [tiab] OR “family empowerment” [tiab] OR “family
partnership” [tiab] OR “family activation” [tiab] OR “consumer participation”[tiab]
OR “consumer engagement” [tiab] OR “consumer involvement” [tiab] OR
“consumer empowerment” [tiab] OR “consumer partnership” [tiab] OR
“consumer activation” [tiab] OR “caregiver participation”[tiab] OR “caregiver
engagement” [tiab] OR “caregiver involvement” [tiab] OR “caregiver
empowerment” [tiab] OR “caregiver activation” [tiab] OR “patient context” [tiab]
OR “patient capacity” [tiab] OR “patients capacity” [tiab]
Advisory Committees [Mesh] OR PFAC [tiab] OR “patient council” [tiab] OR
“patient committee”[tiab] OR “patient advisor” [tiab] OR “family council” [tiab] OR
“consumer council” [tiab] OR “family advisor” [tiab] OR “advisory council” [tiab]
OR “community advisory” [tiab] OR Self-Management [mh] OR “Self-

Yield
33927

978913
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#

1 AND 2

4. Limit
2015 present

String
Management” [tiab] OR “Self Management” [tiab] OR Shared Decision Making
[mh] OR “decision making”[tiab] OR “decision-making” [tiab] OR “Speaking up“
[tiab] OR telemedicine [mh] OR Electronic Health Records [mh] OR “Electronic
Health Records” [tiab] OR "Medical Informatics"[mh] OR "health
informatics"[tiab] OR "mobile health" [tiab] OR "eHealth" [tiab] OR "digital
health"[tiab] OR "smart phone"[tiab] OR "mobile app"[tiab] OR "mobile
applications"[tiab] OR "mHealth"[tiab] OR "smartphones" [tiab] OR Patient
Portals [mh] OR “Patient Portals” [tiab] OR Patient Access to Records [mh] OR
“Patient Access to Records”[tiab] OR “Opennotes” [tiab] OR Health Literacy [mh]
OR literacy [tiab] OR hospice [tiab] OR palliative [tiab] OR “end-of-life” [tiab] OR
“end of life”[tiab] OR terminal care [mh] OR Palliative Care [mh] OR “patient
safety”[tiab] OR “decision support”[tiab] OR Advance Care Planning [mh] OR
“Advance Care Planning” [tiab] OR “Advance Directives” [tiab] OR “peer
support”[tiab] OR “social support”[tiab] OR “family support”[tiab] OR “healthcare
professional support” [tiab] OR “patient navigator” [tiab] OR Accountable Care
Organizations[mh] OR Population Health Management [MH] OR “Accountable
Care Organizations”[tiab] OR “Population Health Management” [tiab]
((Patient Participation[Mesh] OR “patient participation”[tiab] OR “patient
engagement” [tiab] OR “patient involvement” [tiab] OR “patient empowerment”
[tiab] OR “patient partnership” [tiab] OR “patient activation” [tiab] OR “patientactivated” [tiab] OR “family participation”[tiab] OR “family engagement” [tiab] OR
“family involvement” [tiab] OR “family empowerment” [tiab] OR “family
partnership” [tiab] OR “family activation” [tiab] OR “consumer participation”[tiab]
OR “consumer engagement” [tiab] OR “consumer involvement” [tiab] OR
“consumer empowerment” [tiab] OR “consumer partnership” [tiab] OR
“consumer activation” [tiab] OR “caregiver participation”[tiab] OR “caregiver
engagement” [tiab] OR “caregiver involvement” [tiab] OR “caregiver
empowerment” [tiab] OR “caregiver activation” [tiab] OR “patient context” [tiab]
OR “patient capacity” [tiab] OR “patients capacity” [tiab])) AND (Advisory
Committees [Mesh] OR PFAC [tiab] OR “patient council” [tiab] OR “patient
committee”[tiab] OR “patient advisor” [tiab] OR “family council” [tiab] OR
“consumer council” [tiab] OR “family advisor” [tiab] OR “advisory council” [tiab]
OR “community advisory” [tiab] OR Self-Management [mh] OR “SelfManagement” [tiab] OR “Self Management” [tiab] OR Shared Decision Making
[mh] OR “decision making”[tiab] OR “decision-making” [tiab] OR “Speaking up“
[tiab] OR telemedicine [mh] OR Electronic Health Records [mh] OR “Electronic
Health Records” [tiab] OR "Medical Informatics"[mh] OR "health
informatics"[tiab] OR "mobile health" [tiab] OR "eHealth" [tiab] OR "digital
health"[tiab] OR "smart phone"[tiab] OR "mobile app"[tiab] OR "mobile
applications"[tiab] OR "mHealth"[tiab] OR "smartphones" [tiab] OR Patient
Portals [mh] OR “Patient Portals” [tiab] OR Patient Access to Records [mh] OR
“Patient Access to Records”[tiab] OR “Opennotes” [tiab] OR Health Literacy [mh]
OR literacy [tiab] OR hospice [tiab] OR palliative [tiab] OR “end-of-life” [tiab] OR
“end of life”[tiab] OR terminal care [mh] OR Palliative Care [mh] OR “patient
safety”[tiab] OR “decision support”[tiab] OR Advance Care Planning [mh] OR
“Advance Care Planning” [tiab] OR “Advance Directives” [tiab] OR “peer
support”[tiab] OR “social support”[tiab] OR “family support”[tiab] OR “healthcare
professional support” [tiab] OR “patient navigator” [tiab] OR Accountable Care
Organizations[mh] OR Population Health Management [MH] OR “Accountable
Care Organizations”[tiab] OR “Population Health Management” [tiab])
Filters activated: Publication date from 2015/01/01 to 2019/12/31

Yield

14286

4902
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#
5. Limit to
systematic
reviews
6. Original
articles
without
systematic
reviews

String
#4 AND Cochrane validated systematic review search

Yield
388

#4 AND without Cochrane validated systematic review search

4514

C. Grey Literature Search
We will design a grey literature search to identify reports on health care organization/system and community
strategies that might fill in gaps not covered by the published literature. We will target the gray literature search
on reports from national organizations, including the Patient Centered Outcomes Research Institute (PCORI),
and the Institute for Patient- and Family-Centered Care, Institute for Healthcare Improvement, and
governmental agencies such as AHRQ and the National Institute of Nursing Research. We also will solicit
information on other resources, programs, and organizations from our key informants.

D. Process for Selection of Studies
All titles and abstracts identified through searches will be independently reviewed by two trained
team members for eligibility against our inclusion/exclusion criteria organized by PICOTS (population,
intervention, comparator, outcome, timing, study design) (Table 3). Studies marked for possible inclusion
by any reviewer will undergo a full-text review. For abstracts without adequate information to determine
eligibility, we will retrieve the full text and then make the determination. All results will be tracked in an
EndNote® database (Thomson Reuters, New York, NY). Each full-text article will be independently
reviewed by two trained members of the research team for inclusion or exclusion on the basis of the
eligibility criteria. If the reviewers disagree, conflicts will be resolved by discussion and consensus or by
consulting another member of the review team. Results of the full text review will also be tracked in the
EndNote® database, including the reason for exclusion when they did not meet the eligibility criteria.
Table 3. Draft Inclusion and Exclusion Criteria for Guiding Questions
PICOT
Population

•
•
•

Include

Exclude

Patients (children and adults) with chronic medical conditions
(e.g., DM, HTN, ESRD), and their families and caregivers
Patient representatives/caregivers serving on
committees/councils aimed at improving care delivery to patients
with chronic health conditions and those that over-utilize care
Subpopulations, including
•
Ethnic and racial minority
•
Limited language skills
•
Low literacy/low health literacy

None
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PICOT

Include
•

Interventions

•

•

•
•

Exclude
Cognitive impairment

Direct patient level interventions, including:
o Medical home/team based care
o Educational resources, particularly to improve chronic
disease self-management
o Self-management programs
o Shared decision making (e.g., palliative or end of life or
treatment decision making)
Practice, health system, and reimbursement interventions,
including:
o OpenNotes
o Mobile Apps
o Patient and Family Advisory Councils
Models under alternative payment mechanisms
Community level interventions, including:
o Caregiver support
o Peer support
o Social support (rides to physician office, food banks)

•

•

•

One-time education-only or
information-providing
intervention (e.g., providing a
handout)
Without 2-way interaction or
ability for patient to ask
questions (e.g., providing
access to web-based
educational program)
Exclude strategies Level 1
and 2 of the Healthcare
Information and Management
Systems Society: HIMSS
patient engagement
framework.39

Include strategies that engage patients, caregivers and families on
Level 3 and above of the Healthcare Information and Management
Systems Society: HIMSS patient engagement framework.39
Comparators

Any comparator (pre/post, concurrent)

No comparison group

Note: For reviews addressing implementation of engagement
strategies, we will not require a comparison group
Outcomes

•

•

•

Intermediate outcomes
o Clinician behavior change
o Clinical staff behavior change
o Cost/Value to health system and payers
o Provider satisfaction
o Health system level changes (e.g. new population
health programs)
Patient outcomes
o Chronic disease morbidity
o Mortality
o Quality of life
o Health care utilization, including re-admissions;
overuse of ER
Implementation
o Fidelity
o Sustainability
o Barriers and Facilitators
o Cost/resources
o Change management

Timing

All timing
•
Right after implementation strategy (within 3 months)
•
Longer follow up (3 months to 12 months)
•
More than 12 months

Setting

All settings where self-management occurs (e.g.
home/community/clinic/assisted living)

None

Non-US-based studies

Abbreviations: DM=diabetes, HTN=hypertension, IT=information technology, ER=emergency room; ESRD=end stage renal
disease, US-United States
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2. Data Organization and Presentation
A. Information Management and Data Abstraction
We will abstract information guided by our conceptual framework, including intervention type and
description (which could include multiple components). We plan to apply a “ladder” to characterize
intensity of engagement, based on a recent review focused on patient and family engagement strategies to
improve medication safety.40 We will abstract information about the population (e.g., characteristics of
patients/conditions [age, race/ethnicity, sex, socioeconomic factors, vulnerable patients, health literacy],
setting, characteristics of the providers and health system [e.g., outpatient, hospital, geographic setting],
types of measures/outcomes, resource intensiveness, and description of provisions for sustainability). For
abstraction from systematic reviews, we will abstract year of publication, purpose of the review, search
dates and databases searched, number of studies included, populations and settings in the studies,
engagement intervention characteristics, type of studies included, how study quality was rated, methods
of synthesis, number of patients included, main findings (including harms), limitations, and applicability.
Table 4 shows the proposed data abstraction elements.
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Table 4. Proposed Data Elements to be Abstracted into Evidence Tables for Each Study
Data Element

Details

Study characteristics

Study design Inclusion/exclusion criteria

Population characteristics

Age (mean, range)
Race (percentages)
Chronic diseases
Vulnerable patients (e.g., end of life, minority, low income)
Description of patient and family engagement strategy
Level of intervention (see Figure 1 for categories)
Intervention components

Intervention
characteristics
Comparator

Comparator (s)

Outcomes examined

Types of outcomes examined in the study
Summary of main findings
Barriers and Facilitators to Implementation

Timing/duration

Timing of outcome measurement (follow-up)

Setting

Setting of where implemented and evaluated- outpatient, hospital, community
Geographic location
Rural/urban

B. Data synthesis and presentation.
We plan to use a mix of methods for summarizing and displaying the types of evidence available on
the topic, including evidence tables, bar graphs, flow charts, and bubble plots, all guided by the organizing
framework shown in Figure 1. For example, for Guiding Question 1A, an evidence table will display
summary information about characteristics of patients with a separate row for each type of intervention, and
a separate column for each type of patient characteristic. Bar graphs (or pie charts) will highlight the
distribution of evidence according to selected characteristics of studies, such as year of publication. A flow
chart will show how studies can be sorted into related subsets of evidence. To create a summary map of
evidence, we will use figures, such as a bubble plot, to show how the number or collective size of studies
varies within a given subset, using different shading or symbols to denote distinguishing features of studies
and interventions. These displays of evidence will help to reveal where evidence is most abundant and
where it is missing, and help to clarify where additional research is needed and where a new SR would be
helpful.
In the text, we will describe barriers and facilitators to implementation. We will describe current
published evidence as identified in our review, as well as highlights from the grey literature, for innovative
published patient and family engagement strategies.
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V.

Definition of Terms

Patient engagement: Continuum from “basic participation,” in which patients answer providers’ questions,
to “engagement,” in which patients take an active role by asking questions, to “activation,” in which
patients critically examine problems and problem solve, to “empowerment,” in which patients take control
and make their own choices.

VI.

Summary of Protocol Amendments

None.

VII. Key Informants
Within the Technical Brief process, key informants serve as a resource to offer insight into the
clinical context of the technology/intervention, how it works, how it is currently used or might be
used, and which features may be important from a patient of policy standpoint. They may include
clinical experts, patients, manufacturers, researchers, payers, or other perspectives, depending on
the technology/intervention in question. Differing viewpoints are expected, and all statements are
crosschecked against available literature and statements from other Key informants. Information
gained from Key informant interviews is identified as such in the report. Key informants do not do
analysis of any kind nor contribute to the writing of the report and have not reviewed the report,
except as given the opportunity to do so through the public review mechanism.
Key informants must disclose any financial conflicts of interest greater than $10,000 and any other relevant
business or professional conflicts of interest. Because of their unique clinical or content expertise,
individuals are invited to serve as Key informants and those who present with potential conflicts may be
retained. The TOO and the EPC work to balance, manage, or mitigate any potential conflicts of interest
identified.

VIII. Peer Reviewers
Peer reviewers are invited to provide written comments on the draft report based on their clinical,
content, or methodologic expertise. Peer review comments on the preliminary draft of the report
are considered by the EPC in preparation of the final draft of the report. Peer reviewers do not
participate in writing or editing of the final report or other products. The synthesis of the scientific
literature presented in the final report does not necessarily represent the views of individual
reviewers. The dispositions of the peer review comments are documented and will be published
three months after the publication of the Technical Brief. Potential reviewers must disclose any
financial conflicts of interest greater than $10,000 and any other relevant business or professional
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conflicts of interest. Invited peer reviewers may not have any financial conflict of interest greater
than $10,000. Peer reviewers who disclose potential business or professional conflicts of interest
may submit comments on draft reports through the public comment mechanism.

IX.

EPC Team Disclosures

EPC core team members must disclose any financial conflicts of interest greater than $1,000 and
any other relevant business or professional conflicts of interest. Related financial conflicts of
interest that cumulatively total greater than $1,000 will usually disqualify EPC core team
investigators.
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Order Officer reviewed contract deliverables for adherence to contract requirements and quality.
The authors of this report are responsible for its content. Statements in the report should not be
construed as endorsement by the Agency for Healthcare Research and Quality or the U.S.
Department of Health and Human Services.
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