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ABSTRACT

Introduction Implementation researchers could draw
from participatory research to engage patients (consumers
of healthcare) in implementation processes and possibly
reduce healthcare disparities. There is a little consumer
involvement in healthcare implementation, partially
because no formal guidance exists. We will create and
pilot a toolkit of methods to engage consumers from the
US’ Veterans Health Administration (VHA) in selecting and
tailoring implementation strategies. This toolkit, Consumer
Voice, will provide guidance on what, when, where, how
and why an implementer might engage consumers in
implementing treatments. We will pilot the toolkit by
implementing Safety Planning Intervention for suicide
prevention with rural veterans, a population with suicide
disparities. Safety Planning Intervention is effective for
reducing suicidal behaviours.

Methods and analysis In Aim 1, we will use participatory
approaches and user-centred design to develop
Consumer Voice and its methods. In Aim 2, we will pilot
Consumer Voice by implementing the Safety Planning
Intervention in two clinics serving rural VHA patients.

One site will receive a current implementation strategy
(Implementation Facilitation) only; the second will receive
Implementation Facilitation plus Consumer Voice. We will
use mixed methods to assess feasibility and acceptability
of Consumer Voice. We will compare sites on preliminary
implementation (reach, adoption, fidelity) and clinical
outcomes (depression severity, suicidal ideation, suicidal
behaviour). In Aim 3, we will evaluate Aim 2 outcomes

at 20 months to assess sustained impact. We will gather
qualitative data on sustainability of the Safety Planning
Intervention.

Ethics and dissemination These studies are overseen
by the Institutional Review Board at the Central Arkansas
Veterans Healthcare System. We plan to use traditional
academic modalities of dissemination (eg, conferences,
publications). We plan to disseminate findings through
meetings with other trainers in implementation practice so
they may adopt Consumer Voice. We plan to share results
with local community boards.

Strengths and limitations of this study

» Rigorous, iterative process based on user-centred
design.

» Includes consumers/patients in several steps of
toolkit development.

» Consumers/patients are involved on research team
who makes decisions about Consumer Voice.

» Researchers will have difficulty detecting patient-
level differences in outcomes due to relative infre-
quency of suicide.

» Provides a toolkit on how to engage consumers/
patients in implementation practice to generalise to
other settings.

INTRODUCTION

Healthcare disparities are significant differ-
ences in receipt of, access to, quality of, or
outcomes of healthcare between marginal-
ised groups and reference groups.! Health-
care disparities persist in the USA and in the
Veterans Health Administration (VHA) for
several marginalised groups who have expe-
rienced societal oppression.” > One reason
disparities persist is that clinical interventions
target patient factors only—patients’ indi-
vidual attitudes, behaviours—and although
these are necessary targets to reduce dispar-
ities, they are not sufficient. We must
also intervene on broader structures—for
example, cultures of change, policies, organ-
isational climate. Implementation scientists
can address these broad, organisational
factors contributing to disparities by using
implementation strategies.

Implementation strategies are implementa-
tion interventions to address known barriers
to uptake of a clinical intervention.” Imple-
mentation strategies are commonly targeted
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at providers, clinics, hospitals or systems, such as provider
training, performance data feedback or securing new
funding streams.’ For example, to reduce racial dispari-
ties in guideline-concordant cardiovascular disease care,
one possible implementation strategy is to plan for, act
on and re-evaluate quality improvement efforts among
patients by race. Typically, implementers—researchers,
quality improvement personnel, facilitators—select and
tailor implementation strategies. Tailoring a strategy
involves refinements or tweaks so that it fits better with
local context and more precisely targets implementation
barriers.” Although existing implementation strategies
have improved care for the general population,’ they may
not be sufficient to improve care for marginalised popu-
lations.” One potential solution to reduce healthcare
disparities is to engage marginalised patients (referred to
as consumers) in selecting and tailoring implementation
strategies to better fit their needs.

Participatory approach to engage consumers in
implementation

Participatory research is an approach in which consumers
are actively engaged in the research process. Consumers
might be informants, discussants, or partners in research
with varying degrees of decision-making power and trust
with healthcare or academic staff. Among marginalised
populations, participatory research has enhanced reten-
tion in health disparities research,’ improved fidelity to
clinical care,10 better health outcomes,9 and reduced
inequities in access to, satisfaction of, and quality of care."'
In fact, the Agency for Healthcare Research and Quality
recommends participatory research as a ‘gold standard’
to reduce disparities.'”

Although implementers often engage healthcare staff,
using participatory approaches to involve consumers
throughout implementation does not often occur." In the
most robust example of using a participatory approach
to enhance implementation, quality improvement that
included community members was more effective than
technical assistance without a participatory approach for
uptake of a depression intervention across diverse US
healthcare settings.'*

A participatory approach to implementation shares prin-
ciples with participatory research, such as work funded by
Patient-Centered Outcomes Research Institute in which
consumers inform research outcomes most important
to them. Yet, engaging consumers in implementation is
distinguishable from participatory research by its focus
beyond intervention and outcomes to broader factors
necessary to get patients, organisations and providers to
be willing or able to implement the intervention. The
benefit of this study is that we will engage consumers to
focus on strategies to increase uptake of an intervention
rather than more typical consumer engagement to deter-
mine components of an intervention or outcomes.

Gap in implementation and purpose of the current study
Implementation scientists need to reduce disparities in
uptake and reach of interventions.'” Although consumer

engagement in implementation has nascent evidence
of improving healthcare among marginalised popula-
tions,'® methods for involving consumers in selecting and
tailoring implementation strategies are not well synthe-
sised or documented. Thus, participatory approaches to
implementation are used less frequently than ideal, not
well operationalised or reported, and not well studied as
potential mechanisms for decreasing healthcare dispar-
ities. A Cochrane review of consumer engagement in
healthcare called for greater specificity on how consumers
are engaged and what resources are needed so processes
and positive effects can be replicated.”

The purpose of this study is to augment a conven-
tional method of selecting and tailoring implementation
strategies (Implementation Facilitation) with consumer
engagement and assess feasibility, acceptability and
preliminary impact of consumer engagement on imple-
mentation and clinical outcomes. We will systematically
develop a toolkit, Consumer Voice, to guide processes
for engaging consumers in selecting and tailoring imple-
mentation strategies. We will pilot it by implementing the
Safety Planning Intervention to prevent suicide among
rural VHA patients.

Conventional strategy: Implementation Facilitation

To evaluate Consumer Voice, we will pair it with a conven-
tional implementation strategy, Implementation Facil-
itation."®™ Implementation Facilitation is defined as ‘a
process of interactive problem solving and support that
occurs in the context of a recognized need for improve-
ment and a supportive interpersonal relationship’.! **
Implementation Facilitation involves methods to select
and tailor implementation strategies and does not usually
involve interfacing with consumers.

Intervention to be implemented: Safety Planning Intervention
among rural VHA patients

Approximately six VHA patients die by suicide daily.*
Compared with urban dwelling US veterans, rural dwelling
US veterans are more likely to consider suicide and less
likely to access mental healthcare.** Safety Planning
Intervention is a suicide prevention intervention, effec-
tive at reducing suicidal ideation and suicidal behaviours,
inside and outside VHA.* *° Safety Planning Intervention
is a one-session, clinical intervention for patients with
suicidal thoughts or behaviours. Patients and providers
collaboratively create a safety plan with prompts popu-
lated in the VHA electronic health record and a copy
given to patients.”” A complete Safety Planning Interven-
tion safety plan consists of six types of coping skills that
patients can use when suicidal thoughts arise.

Specific aims

1. Using a participatory approach, we will develop a tool-
kit (Consumer Voice) containing methods to engage
consumers in selecting and tailoring implementation
strategies.
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2. Using a two-arm design, we will pilot feasibility and
acceptability of Consumer Voice and its preliminary
impact on implementation and clinical outcomes by
implementing Safety Planning Intervention.

3. We will compare Implementation Facilitation to
Implementation Facilitation plus Consumer Voice on
sustainability of Safety Planning Intervention and as-
sess factors that enhance or hinder sustainability of
Safety Planning Intervention.

METHODS AND ANALYSIS

Patient and public involvement

The development of this research question was informed
by patient and public opinion through our VHA centre’s
Veterans Research Council. The lead author metwith them
as a group, presented research ideas, integrated some of
their feedback while maintaining decision-making power,
and returned to the council a second time to refine ideas
before submitting this research for external funding.
We also incorporated patient and public involvement
in the design of Aim 1, especially recruitment strategies
and locales suited for patients, by consulting with three
patient representatives working in community organisa-
tions serving VHA patients in our US state.

Although this is a protocol, we began early components
of the study and added two community member consul-
tants (Veterans) on our research team that makes deci-
sions about the form and function of Consumer Voice.
For dissemination, we plan to share results with our local
community boards, such as the community service organ-
isations serving VHA patients and our local Veterans
Research Council. We also plan to create an infographic
of key results and distribute on social media from our
research centre.
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Theoretical approach

We will use the Health Equity Implementation Frame-
work?” (see figure 1) to inform this research. This
framework posits domains that predict successful imple-
mentation and reductions in implementation disparities.
Within each domain are several determinants or specific
factors that are measurable and, together in constella-
tion with other determinants, clarify barriers, facilitators,
moderators or mediators to equitable and successful
implementation. The framework also proposes a
process—Implementation Facilitation—by which change
in each domain would occur.”®*’

Some examples of domains in the Health Equity Imple-
mentation Framework are described below. Innovation
refers to the treatment, intervention, practice, or new
‘thing’ to be implemented (ie, the Safety Planning Inter-
vention), adopted by providers and staff, and delivered to
patients.go Recipients are individuals who influence imple-
mentation and those who are affected by its outcomes
(ie, rural VHA patients, VHA staff and providers), at the
individual and collective team levels.” Cultural factors
of recipients are unique characteristics to a particular
group in the implementation effort (eg, patients, staff,
providers) based on their lived experience. Some exam-
ples are implicit bias, socioeconomic status, stress related
to discrimination, health literacy, health beliefs, or trust
in the healthcare staff or patient group.” ** Economies
include how innovations are marketed and acquired
(ie, government controlled healthcare at low cost) and
other market forces that change demand for the Safety
Planning Intervention (eg, it becomes offered at local
urgent care clinics outside of VHA). Physical structures
are where people have to visit to get healthcare and what
environmental elements people may be exposed to that
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exacerbate or minimise the health problem.”® One factor
in rural areas can be lack of confidentiality for suicide
screening in a small town with few providers where many
residents know each other.

We will use the Health Equity Implementation Frame-
work to: (1) identify barriers/facilitators to using
Consumer Voice (Aim 1), (2) identify barriers/facilitators
for Safety Planning Intervention implementation among
rural VHA patients that will guide Implementation Facil-
itation and Consumer Voice at local clinics (Aim 2) and
its sustainability (Aim 3), and (3) interpret results from
Aims 1, 2 and 3.

Setting

To reach a subset of rural VHA patients at risk for suicide,
we will target rural VHA community-based outpatient
clinics in Arkansas that house primary care and mental
healthcare. One reason to implement suicide prevention
in these primary care settings is because many veteran
suicide deaths occur among those not engaged in mental
healthcare who do seek primary care.” Suicide preven-
tion in primary care will reach more high-risk, rural
veterans than in mental healthcare alone.

Study design, processes and planned analyses by specific aim
Aim 1: using a participatory approach, develop a toolkit (Consumer
Voice) containing methods to engage consumers in selecting and
tailoring implementation strategies

We will build a toolkit for use in engaging consumers
in selecting and tailoring implementation strategies.
Consumer Voice will be a multimedia manual showcasing
who, what, when, where, how and why implementers
should engage veterans (as consumers of healthcare) in
implementing new or improved healthcare services. Our
team will build the first draft of Consumer Voice based
on a complete environmental scan of existing examples
of consumer engagement in implementation activities.”

User-centered design

We will build Consumer Voice to expand Implementa-
tion Facilitation by using a QUALITATIVE—quantita-
tive>QUALITATIVE structure through three sequential
steps in which qualitative data will be given more weight

Refine prototype

Prototype
Consumer Voice
based on
environmental
scan

pilots

* Qualitative
interviews

+ Co-creation

sessions

with

Prototype
Toolkit

Engage diverse stakeholders

Figure 2 Steps to develop Consumer Voice toolkit.

« Mini, uncontrolled

= Delphi process

implementers

(figure 2).” Drawing from user-centred design,” we will
use an iterative approach to engage end-users (imple-
menters) and other stakeholders in initial prototype
testing and then mini-pilot tests of Consumer Voice. Our
three sequential steps are: (1) conduct individual qual-
itative interviews and cocreation sessions with diverse
stakeholders, (2) ask implementers to pilot Consumer
Voice briefly in their own work and reconvene through a
Delphi process to achieve consensus on components, and
(3) reconvene diverse stakeholders again in a nominal
group technique process to clarify the most feasible
and important components for the final prototype of
Consumer Voice. Within each step, we will use a variety of
user-centred design methods such as interviews about user
perspectives, applying process maps to visualise system-
level implementation activities needed for Consumer
Voice, cocreation sessions in which stakeholders develop
some aspects of Consumer Voice alongside our team, and
experience sampling (ie, implementers briefly pilot using
Consumer Voice in their work).*

Step 1: stakeholder qualitative interviews

We will conduct interviews with key stakeholders (see
table 1) to refine operational definitions of consumer
engagement in implementation methods, preferences or
needs, potential barriers to and facilitators of using these
methods, and technical resources needed for Consumer
Voice. We expect to achieve saturation between 12 and 20
total interviews.”’

We will reach out to existing contacts in each stake-
holder group for potential participation to recruit
stakeholders in a respondent-driven, non-probabilistic
approach. These contacts will serve as referral agents who
suggest other stakeholders in any group for recruitment.
We have built connections and partnerships with two
veteran community groups. Stakeholders will be offered
financial payment as incentive.

Interview guide

The interview guide will be structured to assess preferred
types of engagement and technical resources; see sample
questions in table 2. Interviews will be audio recorded,

Refine prototype

Final prototype of
Consumer Voice

Nominal group
technique

Final Toolkit

Refine prototype
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Table 1 Planned stakeholder interview details

Stakeholder group

Location

Method

Consumers (rural veterans who experienced suicide
risk and caregivers/families; n=5)

In town of clinic: hotel lobbies,
churches, coffee shops, Veterans

Video, face-to-face or telephone

Service Organizations*

Community members involved in suicide prevention
(Veterans Service Officers, chaplains, n=3)

In town of clinic: hotel lobbies,
churches, coffee shops, Veterans

Video, face-to-face or telephone

Service Organizations*®

Clinic mental health providers and leadership (n=3)

Safety Planning Intervention clinical champions attwo -
VHA facilities, and at the national level (n=3)

Consumer engagement researchers (n=3) -

Implementers who would be the end-users of -
Consumer Voice (n=3)

Clinic or hospital

Video, face-to-face or telephone
Telephone or video

Telephone or video
Telephone or video

Interview length=45-60 min.

*These suggestions were derived from three key informant interviews with Veterans Service Officers in the state of Arkansas.

VHA, Veterans Health Administration.

approximately 45 min long, and interviewers will take
notes during the interview.

Qualitative analysis

We will use a Rapid Assessment Process to analyse qualita-
tive data from stakeholder interviews. The time required
for this approach can range from 4 days to 6 weeks.” This
method is useful for an implementation study in which
there is a time-sensitive demand for creation and modifi-
cation of an implementation product (Consumer Voice),
yet need for rigour in the analysis.”” The analysis will
blend inductive and deductive approaches, using directed

Table 2 Sample questions for stakeholder interviews in
developing Consumer Voice

Interview

topic Sample questions

Preferred What activities or strategies would you like
types of to be involved in when VHA is designing how

engagement they will implement a new treatment?
Are there kinds of involvement you would
be opposed to? Please tell me about your
concerns.
If we were to ask you to (insert type of
engagement, for example, come to a VHA
twice in 3 months to act as a mock patient),
would you do this? Why? Why not?

Technical To explain the way a new treatment might get
resources implemented, would you prefer a video, for
needed it to be written down, or for someone to talk

about it verbally with you? Why do you prefer
this approach over the others?

Take a look at these materials to orient
veterans to what we are doing (show
prototype)—what do you think about this?
What needs to change? What would you
keep?

VHA, Veterans Health Administration.

content analysis*” and allow a framework to guide anal-
ysis deductively while leaving room for emerging infor-
mation. We will use the Health Equity Implementation
Framework to create summary templates to categorise
barriers and facilitators. We will present results to veteran
community groups focused on suicide prevention to give
feedback to inform the next iteration of Consumer Voice.

Step 2: Delphi process with implementation experts

We will ask implementers to use a beta version of
Consumer Voice in their own work as an uncontrolled
pilot. Then, using a modified Delphi process that will
produce quantitative data from voting, we will generate
consensus on Consumer Voice through rounds of discus-
sion and voting with those implementers."’

We will use respondent-driven sampling to identify up
to 12 implementation experts by advertising on Twitter,
and approaching professional implementation networks.
We will ask these participants to reach out to one other
potential participant through e-mail or social media.

Experts will be engaged in 2-3, 60 min, virtual Delphi
sessions using online polling and discussion to reach
consensus through videoconferencing platforms, Micro-
soft PowerPoint and telephone calls. The two sessions
will follow this cycle: (1) present the draft version of
Consumer Voice, elicit discussion from participants based
on experience, and vote on which components to include
(70% agreement achieves consensus)*?; and (2) present
group results back to participants and elicit discussion
to vote again on which components to include. Imple-
menters will receive the final version of Consumer Voice
and monetary payment as an incentive.

We will also administer a one-time set of three question-
naires produced by Weiner et al,43 four questions each,
assessing feasibility, acceptability and appropriateness of
the beta version of Consumer Voice. Responses are on
a Likert scale ranging from 1 (completely disagree) to 5
(completely agree). Example items include ‘Consumer
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Voice is appealing to me’ (acceptability), ‘Consumer
Voice seems fitting’ (appropriateness) and ‘Consumer
Voices seems doable’ (feasibility).

Step 3: nominal group technique to finalise Consumer Voice
Finally, we will use the nominal group technique with
stakeholders to prioritise final components of Consumer
Voice after step 2 (post-Delphi version) based on stake-
holder rankings of importance and feasibility. The
nominal group technique is a participatory research
method in which exploratory questions about a topic
are presented to small stakeholder groups to generate
ideas, develop consensus and set priorities for guidelines,
particularly for research areas that are underdeveloped.**

We will host 2-3 2-hour meetings with subsets from the
diverse stakeholder groups in table 1. Each stakeholder
will attend only one meeting. We will offer very small
groups (eg, 2—4 individuals), varying locations that can be
private and confidential, and even individual interviews
should a stakeholder prefer not to discuss these topics
with others. Our sampling is consistent with recommen-
dations for the nominal group technique: emphasis is on
involving people from different roles/locations to ensure
heterogeneity of viewpoints.*’

Participants will be provided an explanation of
nominal group technique, key terms used in discussion,
and a draft of the Consumer Voice toolkit. Participants
will also be provided with preprinted forms that specify
exploratory response questions. The exploratory ques-
tions will be honed through initial individual stake-
holder interviews; they will likely resemble': “What do
you think are the most important and feasible ways to
engage VHA consumers in implementing a healthcare
intervention?’*; ‘What are other methods or ways to
engage VHA consumers in implementation?’. Partic-
ipants will be able to select, adapt and suggest new
methods in their lists. Participants will be provided 15
min to brainstorm in silence followed by an oral round
of listing ideas on flipcharts, serial discussion of each
idea, group ranking of priorities, group discussion of
rankings and re-ranking until consensus is reached.

Analysis to finalise Consumer Voice

The analytic plan is to use and connect data gathered
after each of the three steps to form iterative prototypes
of Consumer Voice.”” After each step, an analysis team
(authors ENW, IAB, JEK, CW, veteran consultants) will
meet to integrate data gathered from the prior step, using
brainstorming and consensus, and decide how to inte-
grate changes into the next Consumer Voice prototype.
Data may take the form of suggested visual changes, stake-
holder needs, suggested methods, activities or archival
examples of consumer engagement in implementation.
The analysis team will categorise the function of each
consumer engagement method/activity on a continuum
from least intensive to most intensive (eg, from informing
consumers to partnering with them).*® One likely chal-
lenge we expect is for findings from stakeholders to

diverge. The analysis team will work to resolve discrepan-
cies during mixed-methods analysis between each step.*’
In the final joint nominal group technique session, we will
present remaining discrepancies to diverse stakeholders
and elicit feedback on how to resolve, lending priority
to different groups based on the function or form of the
discrepancy (eg, clinical expert opinions will be given
priority on components of clinical intervention delivery).

Aim 2: using a two-arm design, we will pilot feasibility and
acceptability of Consumer Voice and its preliminary impact on
implementation and clinical outcomes by implementing Safety
Planning Intervention

We will use the Consumer Voice toolkit to conduct
engagement meetings, events and interactions with rural
veterans who have experienced suicidal thoughts or
behaviour and their families in selecting and tailoring
implementation strategies for Safety Planning Interven-
tion. During and after these interactions, we will conduct
a mixed-methods process evaluation of the Consumer
Voice toolkit and process. We will conduct a pilot study
using an effectiveness-implementation hybrid 2 design
comparing Implementation Facilitation only with Imple-
mentation Facilitation plus Consumer Voice on imple-
mentation and clinical outcomes.*®

Sites

Within our VHA regional system, one community-based
outpatient clinic (referred to as ‘clinic’) will be the ‘stan-
dard care’ clinic at which Implementation Facilitation
alone is used; the second clinic will be the ‘implemen-
tation site’ at which Implementation Facilitation plus
Consumer Voice is used (table 3). We randomly assigned
each site’s implementation condition. The sites are
matched on clinic size and percentage of veterans defined
as rural. One possible challenge is that sites might drop
out of the study. If a site is unable to participate, mental
health leaders at our VA facility identified alternate sites
for this study.

Timeline for Safety Planning Intervention implementation and data
collection

Implementation will occur in four phases, each lasting
4 months: planning, pre-implementation, implementa-
tion and sustainability. Although time periods are short
compared with larger trials, they will allow sufficient time to
determine feasibility and acceptability of Consumer Voice
(table 3).

Implementation strategies across implementation phases

There will be one facilitator who will use conventional
Implementation Facilitation at the standard care clinic,
and Implementation Facilitation plus Consumer Voice
at the implementation clinic. Implementation Facilita-
tion and Consumer Voice will occur on the same time-
line, although we anticipate there to be additional or
different activities at the Implementation Clinic in which
Consumer Voice is used in conjunction with Implemen-
tation Facilitation. The facilitator will track their weekly
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Table 3 Timeline of Safety Planning Intervention implementation in 4-month phases with key data collection milestones

0-4 months: 5-8 months: pre- 9-12 months: 13-18 months: 19-22 months:
planning implementation implementation sustainability observation
Anticipated Facilitator becomes Facilitator visits The Safety Continued Safety The Safety
implementation familiar with updates site and works Planning Planning Intervention Planning
activities at to Safety Planning  collaboratively with Intervention is implementation and  Intervention
clinics Intervention rollout, stakeholders to implemented monitoring. continues
consults with adapt and complete  according to Facilitator assists with natural
local and national an implementation implementation stakeholders in implementation
leadership, assesses checklist for planning. plan using completing a written  without facilitator
implementation Select and tailor strategies Sustainability Action  involvement
barriers and strategies to prepare Plan adapted to their
facilitators to implement the clinic
Safety Planning
Intervention
Data collection  Collect feasibility Collect feasibility Collect feasibility Month 13: collect Re-collect
and acceptability and acceptability and acceptability data on reach, data on reach,
data data data effectiveness, effectiveness,

adoption and
implementation

adoption and
implementation

time and activities related to Implementation Facilitation
using pre-established tracking logs* and key Implementa-
tion Facilitation events that occur using a pre-established
checklist from our preliminary work.” The facilitator will
use these logs to document whether clinics receive the

same amount and type of activities of Implementation
Facilitation.”

One anticipated challenge is that Consumer Voice
participants may drop out over the course designing for
implementation. In preparation for this, we will track

Table 4 Feasibility pilot outcomes and measures

Key feasibility questions Construct

Measure

Is recruitment possible for Recruitment capability and sample
consumer engagement
participation? Are the
eligibility criteria to
participate too strict? Is
recruitment reaching rural
veterans at risk for suicide
and their families and
community members?

How appropriate

are Consumer Voice
toolkit and consumer
engagement interactions
for the intended
population and purpose of
implementation?

implementation
Eligibility criteria of consumers

events, meetings or interactions

reading level

Usefulness of Consumer Voice toolkit

Does the research
team have resources
and ability to manage
consumer engagement
participation?

meetings, events or interactions
Adequate resources

Facilitator skills related to consumer

engagement or ethical issues

Sample characteristics of consumers

Completion of consumer engagement

Consumer Voice materials are at suitable

Recruitment rate to engage consumers in # of consumers who attended one event, meeting, or

interaction out of consumers approached*
Reasons for missed engagement*

Demographics of consumers engaged: age, war era,
race, gender, income, rural/urban residence, mental
health condition(s)t

Data collection procedures and outcome measures

Complete measures, interviews or meetingst
Length of time to complete measures, interviews or
meetingst

Rating from Flesch Reading Easet

Investigator-created Likert scale items administered to
independent implementers and facilitator in this studyt

Resources to manage and execute consumer engagement
Ability to manage consumer engagement % scheduled interactions successfully completed by

facilitatort

% interactions impeded by lack of space, technology,
funding, stafft

# and type of consultations needed to execute methods*

*Qualitative data collection.
TQuantitative data collection.
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retention as an outcome for the process evaluation (see
table 4). If drop out occurs, we will apply similar tech-
niques as in original recruitment, identify new partici-
pants and spend 1-2 hours orienting them to consumer
engagement and implementation, the development of
Consumer Voice, and study progress to date.

Mixed-methods process evaluation of Consumer Voice

Because the end-user of Consumer Voice will be imple-
menters as they will use Consumer Voice methods to
engage consumers, we need to assess feasibility and
acceptability of using the Consumer Voice toolkit and
methods with implementers as well as consumers. We
will conduct a mixed-methods process evaluation of
Consumer Voice.” We will use a qualitative+QUANTITA-
TIVE design; data will be collected simultaneously and
importance will be given to quantitative measures.” >

Procedures

The function of these mixed-methods data will be conver-
gence, which involves integrating them to answer the
same question: is Consumer Voice feasible and acceptable
to all stakeholders?.”” To assess feasibility, we will admin-
ister brief surveys at consumer engagement events to all
consumers and healthcare professionals and use logs for
tracking data in real-time during these interactions. To
assess acceptability, we will use (1) the same surveys and
logs used for feasibility data collection to assess retention
and physical safety, and (2) brief qualitative interviews
with consumers and healthcare professionals to assess
burden and satisfaction. We will also attempt to inter-
view consumers who responded to initial recruitment
but did not attend or dropped out about reasons for
non-attendance. This strategy allows for greater external
validity by ensuring broader variability in the data.”

Measures

We will assess feasibility outcomes suggested by Orsmond
and Cohn® as seen in table 4. Acceptability outcomes
were designed based on recommendations from Proctor
and colleagues as seen in table 5.°° We will administer
again Weiner’s three questionnaires,43 four questions

each, assessing feasibility, acceptability and appropriate-
ness of Consumer Voice that was used in Aim 1.

Analysis

To integrate data, we will merge information from quan-
titative and qualitative datasets.”” We will use descrip-
tive statistics to analyse quantitative data. Qualitative
data from surveys and interviews will be extracted into
summary templates aligned with the Health Equity Imple-
mentation Framework.”” The coding team will analyse
data using a blend of inductive and deductive approaches
through the Rapid Assessment Process described in Aim
1.%% As one way to triangulate data to answer questions
about acceptability and feasibility of Consumer Voice,
some qualitative categories will be able to be quantified
(eg, O=not satisfied, 1=somewhat satisfied) and converged
with quantitative data. Another way to triangulate data
will be for the mixed-methods analytic team to meet
together to present, review, discuss and integrate findings
from quantitative and qualitative data.

Assessing preliminary impact of Consumer Voice

As part of the pilot, we will also assess implementation
outcomes of reach, adoption and fidelity to Safety Plan-
ning Intervention and clinical outcomes of patient
depression, suicidal ideation and suicidal behaviour. This
pilot will not have enough statistical power to detect a
conclusive effect of Consumer Voice on implementa-
tion or clinical outcomes. The pilot study will allow us to
obtain SD estimates of clinical outcomes for sample size
determination of future trials.

Measures

To evaluate preliminary implementation and clinical
outcomes, we will use Reach, Effectiveness, Adoption,
Implementation, Maintenance (RE—AIM)57 as a frame-
work (RE-AIM). We will collect these data from both clinics
during month 13 after the implementation phase. Reach
is defined by Safety Planning Intervention being used
with the targeted patient population (ie, rural veterans
with suicidal ideation or behaviour). Effectiveness is
conceptualised as whether veteran depression symptoms

Table 5 Acceptability pilot outcomes and measures

Key acceptability questions Construct Measure

Were consumers engaged enough to continue Retention Original participants attend 66% of consumer
attending consumer engagement meetings? engagement meetings, events or interactions*

Do consumers feel burden of consumer Burden Risk/benefit of burden is such that consumer would
engagement in implementation is reasonable? attend a meeting or event againt

Are consumers satisfied with consumer Satisfaction Consumer would recommend participation to
engagement meetings? another consumert

Are consumers safe while participating in Safety # of adverse events reported to IRB*

consumer engagement meetings?

We will deploy Consumer Voice to guide consumer engagement meetings.

*Quantitative data collection.
TQualitative data collection
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Table 6 Measures for Consumer Voice pilot

RE-AIM measure

(Population) Operational definition Data source
Reach % of rural patients with a safety plan documented in the VHA Administrative Data
(Veterans) electronic health record
Demographics of patients reached (age, gender, race,
ethnicity)
Effectiveness Change in depression symptoms, aggregated by site VHA Administrative Data (Patient

(Patients at either site
receiving the Safety Planning
Intervention)

Adoption

(Providers) total providers at clinics

Change in number of self-directed violent behaviours

% of providers that complete a safety plan with a patient/

Health Questionnaire-9)

VHA Administrative Data

# of Safety Planning Intervention safety plans completed
by each provider (even providers who did not complete any

safety plans)

Implementation:
(Sites)

Maintenance: Sustainability
measures at 24 months

# of Safety Planning Intervention safety plans completed
100% (6 out of 6 steps completed equals optimal fidelity)

Repeat reach, effectiveness, adoption and implementation

Chart review on random 30%
of Veterans exposed to Safety
Planning Intervention

VHA Administrative Data
Chart review

RE-AIM, Reach, Effectiveness, Adoption, Implementation, Maintenance; VHA, Veterans Health Administration.

and suicidal ideation and behaviour is different because
of exposure to Safety Planning Intervention. Adoption is
conceptualised as Safety Planning Intervention uptake
by providers in primary care and specialty mental health-
care roles at each clinic. Implementation is conceptual-
ised as high fidelity to the Safety Planning Intervention.
We will randomly select 30% of rural veterans exposed to
Safety Planning Intervention from both clinics to assess
implementation fidelity of Safety Planning Intervention.
Using this sample, we will conduct chart reviews of the
safety plans created in the medical record to assess the
quantity of Safety Planning Intervention steps completed;
a complete safety plan involves six steps. Table 6 lists
planned outcomes and sources from which we will collect
data to evaluate these outcomes.

One possible challenge with the adoption measure is
that there may be very low adoption overall, and thus, we
might need to increase the percentage of chart reviews to
identify differences in adoption between sites. One limit
to the Implementation measure is that it is a basic fidelity
assessment that does not capture quality of completion of
SPI safety plans. It is possible that a fidelity measurement
focused on quality will be needed, and if so, I will use rating
tools created by the VHA Safety Planning Intervention
training group.

Patient sample

To assess clinical effectiveness outcomes, we will analyse a
sample of rural VHA patients within both clinics. We will
include patients who screen positive on a suicidal ideation
question at primary care appointments (ie, Patient Health
Questionnaire-2+Item 9 (suicidal ideation)). Because
data on patient clinical effectiveness will be extracted

directly from VHA administrative data, patients sampled
in each clinic will represent a convenience sample (vs a
random sample), therefore; there is no clear sample size.

Analysis

To assess preliminary impact of Consumer Voice on
implementation outcomes of reach, adoption and imple-
mentation fidelity, we will calculate descriptive statistics.
We will not conduct effect sizes from this pilot study due
to concerns about inflation of type I and II errors in
small samples sizes.” ® We will describe variance in the
outcomes detailed in table 6, including CIs about each
point estimate (eg, mean, SD).”®%

To evaluate the hypothesis that Consumer Voice will
improve patient clinical outcomes, we will conduct infer-
ential statistics. We will conduct an analysis of covariance
and compare differences in patient outcomes between
clinics that receive standard Implementation Facilitation
and Implementation Facilitation plus Consumer Voice at
the month 13 time period, while controlling for baseline
level of depression at each site during the 4-month plan-
ning period. Independent variables will be implementa-
tion assignment and time. The dependent variables will be
depression symptoms, suicidal ideation and self-directed
violence.

Aim 3: Evaluate sustainability of Safety Planning Intervention

One metric of the impact of Consumer Voice is how well
Safety Planning Intervention is sustained in a clinic that
used Implementation Facilitation only compared with
a clinic that received Implementation Facilitation plus
Consumer Voice.
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Design

Therefore, we will use mixed-methods (QUANTITA-
TIVE+qualitative)35 to compare the two clinics on: (1)
repeated implementation and clinical outcomes at
months 19-22 (observation period) and (2) barriers and
facilitators to Safety Planning Intervention sustainment.
Quantitative data collection to assess implementation and
clinical outcomes will precede qualitative data collection
by 1 month to document the fidelity of Safety Planning
Intervention at a later timepoint. Qualitative data will be
used to assess stakeholder perceptions of Safety Planning
Intervention sustainability barriers and facilitators.

Measures and analysis of quantitative data

For maintenance (sustainability), we will measure
outcomes guided by the RE-AIM framework for reach,
effectiveness, adoption and implementation again in
Month 19, as reviewed in table 6. For analysis, we will
repeat detailed analysis described in Aim 2.

Sampling and recruitment for qualitative interviews

We will interview again a subset of stakeholders listed in
table 1. The purpose of the interviews will be to assess
barriers to and facilitators of Safety Planning Interven-
tion sustainment at each clinic to document differences
between the contexts of the standard care clinic (Imple-
mentation Facilitation only), and the implementation
clinic (Implementation Facilitation plus Consumer
Voice). Participants will be sampled purposively, by
selecting those that were most informative during stake-
holder interviews and the nominal group technique
in Aim 1 and implementation in Aim 2, and those that
presented ‘negative cases’ in Aim 2 (ie, preliminary
results that did not fit with majority of information used
to implement Safety Planning Intervention) * The inter-
view guide will be semi-structured, with questions aligned
to the Health Equity Implementation Framework.

Analysis of qualitative data

We will use the blended inductive-deductive analysis™
through a Rapid Assessment Process described in Aim 1.%
Initially, the analysis will be deductive and focused on these
specific questions: How has Safety Planning Intervention
been sustained? Which implementation strategies contrib-
uted to its sustainment? How has consumer involvement
affected Safety Planning Intervention sustainment? We
anticipate these interviews may elucidate potential mecha-
nisms of change that we would investigate in a subsequent,
fully powered trial of Consumer Voice.

We will also compare Sustainability Action Plans
completed for each site in the sustainability phase,
including any updates to the plans. Specifically, we will
code for three criteria within each Sustainability Action
Plan: (1) communication between consumers and clinic,
(2) consumers involved in developing or reviewing the
plan and (3) consumers being sampled for some metric
of sustainability (eg, consumer satisfaction, use of Safety
Planning Intervention). These criteria were informed by

a consumer partnering subscale of a reliable, quantitative
S 60
sustainability measure.™

ETHICS AND DISSEMINATION

Ethics

A major innovation of this study is the integration of a
participatory research approach with implementation
science; this novel approach has potential for ethical
pitfalls. Participatory research and implementation
science come from distinct research traditions. Although
there are shared goals, they are also distinctly different on
their ethical approach.”

Regarding motivation, both approaches want to
improve society. Participatory research is geared more
to create social change and build capacity among users;
implementation science is geared more to apply knowl-
edge to help users, although not explicitly to build
capacity among them. Regarding social location, both
approaches want knowledge users involved in the health-
care system. Participatory research is rooted in grassroots,
user led action (equalising power differentials); while
implementation science is rooted in decisions made by
healthcare professionals. The main aim is not to equalise
power between researchers and users, although this may
occur. Both approaches propose users should be engaged
in an ethical manner, although sometimes ethical is
defined by consumers in participatory research, but by
researchers in implementation science.

As we conduct this work, we will have to recruit and
retain engagement with multiple stakeholders and pay
careful attention to inputs of consumers and processes
used, to create an implementation strategy and toolkit
that truly exemplifies strengths from both traditions. We
will need to pay extra attention to work collaboratively,
inclusively, and with respect for people living in rural
communities, using suggested best practices by experi-
enced community engaged researchers such as using a
variety of participation strategies, allowing extra time for
building trust, being a regular presence in the commu-
nity, and including local customs in interventions or
implementation.®

Dissemination

In this pilot, there is narrow focus on Safety Planning
Intervention implementation and Consumer Voice will
require adaptation to other evidence-based practices.
Although we are collecting preliminary impact data
about implementation and patient outcomes, we will be
unable to draw strong conclusions about these research
questions.

We plan to use traditional academic modalities of
dissemination, including conference presentations and
journal publications. We also plan to disseminate find-
ings through meetings with other trainers and teachers
in implementation practice so they may adapt or adopt
Consumer Voice to meet their needs. Although VHA has
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no publicly available data repositories, we will make data
from our studies available on request.
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