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Digital
Interventions

Software, websites, mobile apps
used by patients to improve
health outcomes




BACKGROUND

Digital interventions for substance use

Used for screening, brief intervention, or to

deliver evidence-based treatment
Potential to address barriers and bottlenecks
to substance use treatment

I:I Evidence of efficacy but mixed evidence of
|:| effectiveness under real-world conditions
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Effectiveness of digital interventions in real-world settings

may depend on Its implementation
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BACKGROUND

Implementation Challenges

Digital interventions have unigue implementation considerations
that may not fit traditional care pathways

Technology Digital literacy Monitoring and
Infrastructure follow-up
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BACKGROUND

Studies on delivery of digital interventions In clinical care

Clinical Workflows Staffing models Specialized Clinics

l \vf.\

()

Clinicians provide * Clinical technology Digital clinics
Introduction, setup and specialists (Rodriguez-Vila et al., 2020)
follow-up (Ben-Zeev, 2015)
(Glass et al., 2021, 2022) e Peer Specia”sts

(Fortuna et al, 2019)

 Health coaches

(Glass et al., 2023;
Park et al., 2022)
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BACKGROUND

Implementation Strategies for Digital Mental Health Interventions
in Health Care Settings
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Abstract

U.S. health care systems are tasked with alleviating the burden of mental health, but are frequently
under-prepared and lack workforce and resource capacity to deliver services to all in need. Dagital
mental health interventions (DMHIs) can increase access to evidence-based mental health care.
However, DMHIs commonly do not fit into the day-to-day activities of the people who engage
with them, resulting 1n a research-to-practice gap for DMHI implementation. For health care
settings, differences between digital and traditional mental health services make alignment and

integration challenging. Specialized attention 15 needed to improve the implementation of DMHIs

in health care settings so that these services yvield high uptake, engagement, and sustainment. The
purpose of this paper 1s to enhance efforts to integrate DMHIs 1n health care settings by proposing

implementation strategies, selected and operationahzed based on the discrete strategies established

in the Expert Recommendations for Implementing Change project, that align to DMHI-specific
barniers in these settings. Guidance 15 oftered 1in how these strategies can be applied to DMHI
implementation across four phases commonly distinguished 1n implementation science using the
Exploration, Preparation, Implementation, Sustainment Framework. Next steps to advance
research n this area and improve the research-to-practice gap for implementing DMHIs are
recommended. Applying implementation strategies to DMHI implementation wall enable
psychologists to systematically evaluate this process, which can yield an enhanced understanding
of the factors that facilitate implementation success and improve the translation of DMHIs from

controlled tnals to real-world settings.
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BACKGROUND

Few trials testing new delivery approaches

STUDY PROTOCOL

controlled trial eva
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BACKGROUND ////

Motivation for this framework

N\

Few trials test these
approaches in the real world

Lack of studies that seek
to answer how to deliver
digital interventions

Trials need to be harmonized

/
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We propose a framework for designing trials that seek to

address questions about the implementation and
effectiveness of digital interventions in real-world care
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METHODS

Methods

Draws on literature from trial design, expert perspectives, lessons learned

Axnars oF HSR

Effectiveness-implementation Hybrid Designs

Combining Elements of Clinical Effectiveness and Implementation
Research to Enhance Public Health Impact

Geaffrey M. Curvan, PhD,* Mark Bawer, MD,{ Brian Mittman, FhD }
Jeffrey M. Pyne MDY and Cheryl Stetler, PRDT

Objectives: This swdy proposes methods for blending design
components of climical effectiveness and implementation research.
Such blending can provide benefits over pursuing these lines of
research mdepemdently; for example, maore rpid translational gams,
mure effective implementation strategies, and more useful in-
formation for decisicn makers. This study proposes a “hybnd ef-
fectiveness-implementation”™ typology, describes a mtionale for
their use, outlines the design decisions that must be faced, and
provides several real-world examples.

Resulis: An effec plementation hybnid desgn is ooe that
lakes a dual focus a prien o assessmg climical efectiveness amd
implementation. We propose 3 bybeid types: (1) testing effiects of a
clmical mterventon on melevant outcomes while observing amd
pathering information oo implementatsons (2) dual testing of clinscal
and implementation imerventions'strategies; amd (3) testing of an
implementation strategy while cbserving and gathering information
on the clinscal imtervention’s impct on relevant oulcomes.

Conclusions: The hybrid typology proposed heremn must be con-
aifered a comgtruct still in evolution. Although taditional clinical
effectaveness and implementation tmals are likely o remain the
muost common appraach 1o moving a climical mterventson through
froen efficacy rexearch to public health impact, judicious use of the
proposed bybrid designs could speed the tansaton of ressarch
findings imlo roatine practice.

Key Wards: dffusion of mpovabon, implementation science,
clinical tnals, pragmatic designs
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uch has been written about the nature of health care

seience-to-service gaps both in general’ ! and relative
gpc-n:*iﬁcally‘ to health promotion® and numerous medical
specialties.”” Thus far, the literature indicates that gaps
between reszarch and practice can result from multiple fac-
Lors, 1'|:|:Iu|i.1'|1gl educational knowledge deficiencies and'or
disagreements, ™' time constraints for practitioners,
lack of decision support tools and feedback mechanisms, "
poorly aligned incentives, and a host of other organiza-
tional elimate and culmural factors.™' ™"

In addition to these provides-level and systems-level
barriers to rapid translation, Glasgow et al® and others'™"
argue that the time kag between research discovery and routine
uptake is also inflated by the dominant developmental ap-
proach; that s, one that encourages delimited, step-wise pro-
gressions of research through clinical efficacy rescarch, then
climical effectivencss research, and finally implementation re-
gearch, In addition, it has been suggested that current con-
ceptions of mesearch designs fail w “maximize clindcal wutility
for practicing clinicians and other decision makers™*; for
example, through a failure to focus on extemal wvalidity or
implementation-related basriers and facilitators 1o Foutine wse
and sustainability of “effective™ practices *#'22

Wells"™ and Glasgow e al® suggested that a blending
of the efficacy and effectivencss stages of intervention devel-
opment could improve the speed of knowledge creation and
imcrease the usefulness and policy relevance of climcal re-
search. We propose that a blending of the design componenis
of clincal effectiveness trials and implementation trials also is
fizazible and desirable. Such blending can provide benefits over
pursuing these lines of research independendly; for example,
meore rapid translational gains in climcal intervention upiake,
meare effective implementation sirategies, and mone useful in-
formation for researchers and decision makers. This sdy
describes the elements of such “effectiveness-implementation
bvbrid designs,” discusses the indications for such approaches,
outlines the design decisions that must be faced in developing
such protocols, and provides several examples of funded
bybrid studies to illusirate the concepis.

DEFINING TERMINOLOGY
Terminology in this study has been informed by a
glossary provided by the Department of Veterans Affairs
Quality Enhancement Research Initiative (WA QUERI™;

wnw lvewe-medicalcare.com | 217
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Abstract

Behavioral intervention technologies (BITs) are websites, softwane, mobile apps, and sensors designed to help users address or
clange behaviors, cognitions, and emotional states. BITs have the potential 1o transform health care delivery, and carly research
has produced promizing findings of efficacy. BITs also favor new models of health care delivery and provide novel data sowrces
for measurement. However, there are few cxamples of successful BIT implementation and a lack of consensus on as well as
inadeguate descriptions of BIT implemsentation measurement. The aim of this viewpoint paper is to provide an overview and
characterization of implementation outcorses for the study of BIT use in routine praciice seitings. Eight outcomes for the evaluation
of implementation have been previously deseribed: acceptability, adoption, appropriateness, feasibility, fidelity, implemsentation
cost, penctration, and sustamability. In a proposed recharacterization of these outcomes with respect to BIT implementation,
definitions are clarified, expansions to the level of analysis ase identified, and unique measurement characteristics are discussed.
Differences between BIT development and implementation, an increased focus on consumer-level outcomes, the expansion of
providers who support BIT use, and the blending of BITs with traditional health case services are specifically diseussed. BITs
have the potential to transform health care delivery, Realizing this potential, however, will hinge on high-guality research that
consistently and accurately measures how well such technologies have been integrated into health services. This overview and
claracterization of implementation outcomes support BIT rescarch by identifying and proposing solutions for key theosetical and
praciical measwrement challenges.

(F Med Interiet Res 2009 20(1) eI 1752) doa: 102019671 1 T52

KEYWORDS
mobile applications; behavior therapy: techaology: intermet; tebemedicine: diffusion of innovation: translational medical research;
outcome assessment (health care); review; implementation; behaviogal intervention technology

betavioral healeh conditions, by assisting the user to change
behaviors, cognitions, and emofional states [3]. The term
behavioral intervention technology (BIT) is used to refer to
these interventions, although alicmative terms such as eHealih,
mobile health, digital rearments, and interner interveniions ane

Introduction

Behavioral Intervention Technology
A broad range of health mformation technologies are

Mases ef ail BAC Medical informanics and Decidon Moking [2018] 16:126
OO 1001 188/51 250 1-01 6000055

BMC Medical Informatics and
Decision Making

Implementing an mHealth system for ®
substance use disorders in primary care:

a mixed methods study of clinicians’ initial
expectations and first year experiences

Marie-Louise Mares” ' ®, David H. Gustafson®, Jaseph E Glass®, Andrew Quanbeck”, Helere McDowell',
Fiona McTavish®, Amry K. Atwood”, Lisa A Marsch®, Chantelle Thomas®, Dhavan Shah®, Randall Brown”,
Andrew shar®, Mary Jane Nealon® and Victoria Ward®

Abstract

Background: Millions of Americans need but don't receive treatment for substance use, and evidence suggests
that addiction-focused interventions on smart phones could support their recovery. Thee is little ressarch on
implementation of addiction-related intervenitions in primary care, particularly in Federally Qualified Health Centers
{(FOHCs) that provide primary care to underserved populations. We wsed mixed methods to examine three FOHCS
implemantation of Seva, a sman-phone app that offers patients online support/disoussion, health-tracking, and tools
for coping with cravings, and offers dimidans information about patients” health fracking and relapses. 'We examined (3]
clinicians’ initial perspectives about implementing Seva, and [b) the first vear of implementation at Site 1.

Methods Prior to staggered implementation at three FOQHCs (Midwest city in Wl ws. rural town im MT ws.
mietropaolitan MY, interviews, meetings, and foous groups were conducted with 53 clinidans to identify core themes of
initial expectations about impementation. One year into implementation at Site 1, clinicians there were re-interviewsd.
Their repaorts were supplemented by quantitative data on cliniciam and patient use of Sava

Resubrs: Clinicians anticipated that Seva could help patients and make behavioral health appaintments more efficient,
but they were skeptical that physicians would engage with Seva [given high caseloads), and they were uncertain
whether patients would wse Seva They were concemed about legal obligations for monitaning patients’ interactions
anline, including possible “cries for help® or inappropriate interactions. One year later at Site 1, behawvioral health
care providers, rather than phiysicians, had incorporated Seva into patient care, primarily by discussing it during
appointments. Given workflow1oad concerns, only a few key dinicians monitored health trackingfrelapses and
prompted ocutreach when needed, two researchers monitored the discussion board and alerted the dlinic as
neaded. Clinician tumoverleave complicated this approach. Contrary to clinicians’ initial concerms, patients showed
susstained, mutually supportive use of Seva, with few instances of misuse

Conclusions: Results suggest the value of (a) focusing implementation on behawioral health care providers rather than
physidans, (b} assigning a few individuals [mot mecessarily clinidans) to monitor health tracking, relapses, and the
discussion board, () anticipatimg turnoverfdeave and having designated replacemenits. Patients showed sustained,
positive use of Seva

Trial registration: Cinical Tralsgow (MCTON 363234).

Keywords: Addiction, Behavioral health care, mHealth, Primary care

increasingly used in the delivery of lealth care to expand access,
increase the effectiveness of care, and improve the produciivity
of health systems [1,2]. This article focuses on a subset of health
information technology developed to intervene ina wide range
of behavioral, paychosocial, or chronic health conditions, tesmed

bimp: e oy 2000121 I TSR

)

also used [4].

BITs are interventions delivered over compuier software,
internet websites, mobile apps, and wearable deviees [2]. Such
programs present material in varied formats, including audio,
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METHODS

Methods

* Draws on literature from trial design, expert perspectives, lessons learned
* We apply this framework to a working example
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DIGITS Trial: Optimizing the implementation of

digital therapeutics for substance use disorders
IN primary care

Interventions
- reSET® and reSET-O®
- Practice facilitation
- Health coaching

Comparator: Standard Implementation

Population: Primary care patients with
substance use disorder

Outcomes: Reach, fidelity, cost
effectiveness

Timeline: 1-year active implementation
and 1 year sustainment

Copyright © 2017 Kaiser Foundation Health Plan, Inc.

Glass et al. implementation Science (2023) 183 lmplementatlon Science
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STUDY PROTOCOL Open Access

Study protocol for a factorial-randomized
controlled trial evaluating the implementation,
costs, effectiveness, and sustainment of digital
therapeutics for substance use disorder

in primary care (DIGITS Trial)

Joseph E. Glass''®, Caitlin N. Dorsey’, Tara Beatty', Jennifer F. Bobb', Edwin S. Wong®~, Lorella Palazzo’,
Deborah King', Jessica Mogk', Kelsey Stefanik-Guizlo', Abisola Idu’, Dustin Key', John C. Fortney™*,
Rosemarie Thomas®, Angela Garza McWethy”, Ryan M. Caldeiro® and Katharine A. Bradley'

Abstract

Background Experts recommend that treatment for substance use disorder (SUD) be integrated into primary care.
The Digital Therapeutics for Opioids and Other SUD (DIGITS) Trial tests strategies for implementing reSET® and reSET-
O®, which are prescription digital therapeutics for SUD and opioid use disorder, respectively, that include the com-
munity reinforcement approach, contingency management, and fluency training to reinforce concept mastery. This
purpose of this trial is to test whether two implementation strategies improve implementation success (Aim 1) and
achieve better population-level cost effectiveness (Aim 2) over a standard implementation approach.
Methods/Design The DIGITS Trial is a hybrid type Il cluster-randomized trial. It examines outcomes of implementa-
tion strategies, rather than studying clinical outcomes of a digital therapeutic. It includes 22 primary care clinics from
a healthcare system in Washington State and patients with unhealthy substance use who visit clinics during an active
implementation period (up to one year). Primary care clinics implemented reSET and reSET-O using a multifaceted
implementation strategy previously used by clinical leaders to roll-out smartphone apps ("standard implementation”
including discrete strategies such as clinician training, electronic health record tools). Clinics were randomized as 21
sites in a 2x2 factorial design to receive up to two added implementation strategies: (1) practice facilitation, and/or (2)
health coaching. Outcome data are derived from electronic health records and logs of digital therapeutic usage. Aim
I's primary outcomes include reach of the digital therapeutics to patients and fidelity of patients’use of the digital
therapeutics to clinical recommendations. Substance use and engagement in SUD care are additional outcomes. In
Aim 2, population-level cost effectiveness analysis will inform the economic benefit of the implementation strategies
compared to standard implementation. Implementation is monitored using formative evaluation, and sustainment
will be studied for up to one year using qualitative and quantitative research methods
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FRAMEWORK

Framework

Phase 1.
Frame the
research
guestion

Phase 3: Phase 2:
Specify core Delineate
features of trial components

design being studied
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FRAMEWORK COMPONENTS

Trial Components

At each phase, consider three trial components critical to
effectiveness and implementation of digital interventions

Digital Interventions

(Philippe et al., 2022,
Bewick et al., 2017)
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Clinical Support Services
(Hermes et al., 2019)

Implementation Strategies

(Powell et al., 2015;
Graham et al., 2021)



FRAMEWORK PHASE 1

: Phase 1.
Phase 1: Frame the research question - \
» All aspects of the trial design should follow the research questions.
 |dentify timely, relevant question worthy of an experimental design

v

* Frame the question in terms of the components to be tested...
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FRAMEWORK PHASE 1

Phase 1: Frame the research question

Digital
Intervention

» All aspects of the trial design should follow the research questions.
ldentify timely, relevant question worthy of an experimental design
* Frame the question in terms of the components to be tested...

Digital intervention

Research Does the digital intervention work
guestion In this population or setting?

Which digital intervention to use?

Rationale Stakeholders want to know:

* whether to invest
* In which product to invest

Example Secondary in DIGITS Trial

19 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 1

Phase 1: Frame the research question

Clinical Support
Services

» All aspects of the trial design should follow the research questions.
ldentify timely, relevant question worthy of an experimental design

* Frame the question in terms of the components to be tested...

Digital intervention Clinical support services
Research Does the digital intervention work | What approaches for offering
guestion In this population or setting? digital interventions are needed to

| | -
Which digital intervention to use? support delivery in real world’

Rationale Stakeholders want to know: Stakeholders want to know
* whether to invest * how to reorganize resources
* In which product to invest * hire new staff

e contract out to a 3rd party

Example Secondary in DIGITS Trial Primary in DIGITS Trial

20 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 1

Phase 1: Frame the research question

» All aspects of the trial design should follow the research questions.
ldentify timely, relevant question worthy of an experimental design

* Frame the question in terms of the components to be tested...

Implementatlon
Strategies

Digital intervention

Clinical support services

Implementation strategies

Research Does the digital intervention work | What approaches for offering How to encourage adoption,
guestion In this population or setting? digital interventions are needed to | Implementation, and sustainment
. . - L . .

Which digital intervention to use? support delivery in real world" of digital interventions in clinics”

Rationale Stakeholders want to know: Stakeholders want to know Stakeholders have buy-in but want
. . to know:
* whether to invest * how to reorganize resources
* In which product to invest * hire new staff  How to maximize uptake of
* contract out to a 3rd party digital interventions in clinics

Example Secondary in DIGITS Trial Primary in DIGITS Trial Primary in DIGITS Trial
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FRAMEWORK PHASE 1

22 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 1

Health

coach
Peer

specialists

Clinical
Digital workflow

clinic
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FRAMEWORK PHASE 2

Phase 2: Delineate components under study

\
» Likely overlap between components
* Bring clarity to the boundaries of each for your study
« Critical to health system stakeholders o
» Delineate based on four dimensions (Proctor et al., 2013)

24 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 2

Phase 2: Delineate digital interventions under study

Component Activities Action Target Proximal
Outcome
. . . . , " Digital
Digital Patients Spent time using Substance intervention
Intervention: with app to engage in: use reductions
substance | |
reSET and use disorder 1) COmmur"ty 1) EXplOI‘e healthier T
reSET-O reinforcement ways to meet need !reatment
approach engagement

2) Contingency 2) Incent

management adherence and
abstinence

3) Fluency 3) Reinforce

training concept mastery

25 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 2

Phase 2: Delineate clinical support services under study

Component Activities Action Target Proximal

Qutcome

. . s Clinical S
Clinical Support “Centralized” 1) Conduct phone Fidelity m'SC:rviCueF;port
Service: medical outreach to patients

assistant who might benefit 1 & 2) Activate
Health : _ .
Coach patients; reduce Feasibility
oaching 2) Monitor and burden on clinicians
encourage
engagement Health
services
3) Encourage 3) Support patients’ o
. . . utcomes
practice of skills skill development
4) Facilitate follow- 4) Promote
up with care team collaboration
between patients
and providers
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FRAMEWORK PHASE 2

Phase 2: Delineate implementation strategies under study i

Implementation

Component Actor Activities Action Target Proximal

Qutcome

Implementation Practice  In the context of a Reach Strategies
Strategy: facilitator  supportive

Practice (external) relationship, deliver: Adoption

Facilitation 1) Education 1) Create clinic-wide

demand

2) Audit & feedback 2) Clarify measurable
goals to improve
performance

3) PDSA cycles 3) Reinforce mastery
of treatment concepts

4) Engagement 4) Support local
Implementation
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FRAMEWORK PHASE 3

Phase 3. Specify core features of the trial design

\

» Features of trial design should be driven by the research question
* PICO Is a widely-known strategy for reframing research gquestions
INn a precise and testable manner —

* Some applications of PICO recommend 2 additional dimensions:
PICOTS to capture intervention complexity

28 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Who is the trial targeting? What is the experiment or thing What is the control or
to be tested? comparator?
What are the important P
characteristics of this  Digital intervention How will the trial iIsolate the

Population of Interest

population?  Clinical support service studied component
* |Implementation strategy

What does the researcher hope Over what period will the trial Where does the intervention
to accomplish or improve? occur? occur?

Is this an effectiveness, health What is the period for follow-up? In what type of healthcare
services, or implementation

setting does this trial occur?
outcome?
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FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Population of Interest

Integrated mental health and What is the experiment or thing What is the control or
primary care providers to be tested? comparator?

Patients with a drug use  Digital intervention How will the trial isolate the
disorder  Clinical support service studied component

* |Implementation strategy

What does the researcher hope Over what period will the trial Where does the intervention
to accomplish or improve? occur? occur?

Is this an effectiveness, health What is the period for follow-up? In what type of healthcare
services, or implementation setting does this trial occur?
outcome?
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FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Population of Interest

Intervention

Integrated mental health and

1) Clinical support service:
orimary care providers

What is the control or
Health coaching

comparator?

Patients with a drug use

2) Implementation strategy:
disorder

How will the trial isolate the
Practice facilitation

studied component

What does the researcher hope

Over what period will the trial
to accomplish or improve?

Where does the intervention
occur?

occur?
Is this an effectiveness, health What is the period for follow-up? In what type of healthcare
services, or implementation

setting does this trial occur?
outcome?
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FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Population of Interest

Integrated mental health and 1) Clinical support service: What is the control or
orimary care providers Health coaching comparator?

Patients with a drug use 2) Implementation strategy: How will the trial isolate the
disorder Practice facilitation studied component

(Freedland et al., 2019)

What does the researcher hope Over what period will the trial Where does the intervention
to accomplish or improve? occur? occur?

Is this an effectiveness, health What is the period for follow-up? In what type of healthcare
services, or implementation setting does this trial occur?
outcome?
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FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Integrated mental health and 1) Clinical support service: “Standard implementation”
orimary care providers Health coaching

Patients with a drug use 2) Implementation strategy:

disorder Practice facilitation

Population of Interest

What does the researcher hope Over what period will the trial Where does the intervention
to accomplish or improve? occur? occur?

Is this an effectiveness, health What is the period for follow-up? In what type of healthcare
services, or implementation setting does this trial occur?
outcome?
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FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Integrated mental health and 1) Clinical support service: “Standard implementation”
orimary care providers Health coaching

Patients with a drug use 2) Implementation strategy:

disorder Practice facilitation

Population of Interest

Fidelity Over what period will the trial Where does the intervention
occur? occur?

Reach
What is the period for follow-up? In what type of healthcare

setting does this trial occur?
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FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Integrated mental health and 1) Clinical support service: “Standard implementation”
orimary care providers Health coaching

Patients with a drug use 2) Implementation strategy:

disorder Practice facilitation

Population of Interest

Fidelity 12-week intervention (fidelity) Where does the intervention
t)
Reach 1-year active implementation oeeur:
period (reach) In what type of healthcare

setting does this trial occur?

35 | Copyright © 2017 Kaiser Foundation Health Plan, Inc.




FRAMEWORK PHASE 3

Phase 3: Specify core features of the trial design using PICO

Intervention

Integrated mental health and 1) Clinical support service: “Standard implementation”
orimary care providers Health coaching

Patients with a drug use 2) Implementation strategy:

disorder Practice facilitation

Population of Interest

Fidelity 12-week intervention (fidelity) Integrated healthcare setting

Reach 1-year active implementation
period (reach)
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FRAMEWORK PHASE 3

: : : Phase 1.
Phase 3. Specify core features of the trial design / - \
1) HEALTH COACHING (clinical support service)
In the context of an integrated healthcare setting (S), do primary care
clinics randomized to health coaching (1) Clinical Suppof——
have a higher mean number of weeks in which Services

patients with documented drug use disorder (P) use reSET and reSET-O as
recommended [fidelity] (O) over the 12-week intervention (T)?
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FRAMEWORK PHASE 3

: : : Phase 1.:
Phase 3: Specify core features of the trial design / - \
1) HEALTH COACHING (clinical support service)
In the context of an integrated healthcare setting (S), do primary care
clinics randomized to health coaching (1) mplementation——
have a higher mean number of weeks in which Strategies

patients with documented drug use disorder (P) use reSET andreSET-O as
recommended [fidelity] (O) over the 12-week intervention (T)?

2) PRACTICE FACILITATION (intervention strategy)

In the context of an integrated healthcare setting (S), do primary care
clinicians who care for patients with a drug use disorder (P) in clinics
randomized to practice facilitation (1)

prescribe reSET and reSET-O to a higher proportion of
eligible patients with documented drug use disorder [reach] (O) during a
1-year active implementation period (T)?
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FRAMEWORK PHASE 3

: : : : Ph 1:
Phase 3. Specify hybrid trial design / \
* Hybrid trials allow the researcher to address questions related to
Implementation while gathering data on effectiveness
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FRAMEWORK PHASE 3

Phase 3: Specify hybrid trial design

* Hybrid trials allow the researcher to address guestions related to
Implementation while gathering data on effectiveness

Effectiveness Implementation

patient health outcomes (typically) clinic/provider outcomes (typically)
real-world settings with researchers delivering interventions real-world setting with clinicians delivering intervention

N —————————————————————

\ )

|
Hybrid Trials
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FRAMEWORK PHASE 3

Phase 3: Specify hybrid trial design

* Hybrid trials allow the researcher to address guestions related to
Implementation while gathering data on effectiveness

* Well-suited when effectiveness iIs lacking/limited but there Is
political will to iImplement

Effectiveness Implementation

patient health outcomes (typically) clinic/provider outcomes (typically)
real-world settings with researchers delivering interventions real-world setting with clinicians delivering intervention

N ————————————————————

\ )

|
Hybrid Trials
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FRAMEWORK PHASE 3

Phase 3: Specify hybrid trial design

N\

Hybrid Type | studies have a primary research question
about effectiveness and a secondary focus on implementation

Hybrid Type |l studies have an equal focus on
effectiveness and implementation

Hybrid Type Ill studies have a primary research guestion
about Iimplementation and a secondary focus on effectiveness

/
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FRAMEWORK PHASE 3

Phase 3: Specify hybrid trial design

* Hybrid trials allow the researcher to address guestions related to
Implementation while gathering data on effectiveness

* Well-suited when effectiveness iIs lacking/limited but there Is
political will to iImplement

Effectiveness Implementation
patient health outcomes (typically) clinic/provider outcomes (typically)
real-world settings with researchers delivering interventions real-world setting with clinicians delivering intervention
\ /
|
Hybrid Trials .___, DIGITS Tnia
Type | Type Il Type Il (Glass et al.)
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FRAMEWORK PHASE 3

Phase 3: Specify hybrid trial design

Where do Clinical Support Services fit?

* Could be considered Type |, I, or Il
* Consider research guestion and primary outcome(s)

» |mportant to clarify and report rationale

/
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CONCLUSION

Implications

N\

Lack of studies that seek
to answer how to deliver
digital interventions

Few trials test these
approaches in the real world

/
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Trials need to be harmonized <<<

KK
KK

Helps researchers design, review, and
execute trials of digital interventions;
helps communicate to decision-makers

Considers the impact clinical support
services have on effectiveness and
iImplementation of digital interventions

Advocates for the use of hybrid trials to
advance evidence-to-practice and
applicability in real-world settings
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This I1s a working framework.
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