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About This Report

The Peterson Health Technology Institute (PHTI) provides independent evaluations of innovative healthcare

technologies to improve health and lower costs.

Through its rigorous, evidence-based research, PHTI analyzes
the clinical benefits and economic impact of digital health
solutions. These evaluations inform decisions for providers,
patients, health plans, and investors, accelerating the adoption
of high-value technology in healthcare.

PHTI focuses on health technologies designed to replace or
augment traditional care delivery, including digital therapeutics,
chronic care management apps, and remote patient
monitoring technologies.

PHTI selects assessment topics based on the:
e Burden of disease to the healthcare system;
e |nvestment and innovation in the digital health technology;

e Body of evidence about the effectiveness of the technology;
and

e Stakeholder interest (purchasers, providers, and patients).

PHTI assessments evaluate evidence of the clinical and
economic impact of these technologies using the ICER-PHTI
Assessment Framework for Digital Health Technologies,
which was designed by a team of experts specifically for
digital health products and solutions. This is a secondary
research review that relies on published literature and
information, as well as proprietary data submitted directly
from companies. PHTI did not conduct original testing of the
products. All companies included in this report were notified
and given an opportunity to submit clinical, commercial, and
economic data, which were included in the evaluation if eligible.

The economic models used in this report are intended

to compare clinical outcomes and expected costs at the
population level. Model results represent average findings
and should not be presumed to represent cost or outcomes
for any specific patient or payer.

The findings and recommendations contained within this
report represent the opinions of PHTI based on the information
considered in this assessment. The findings are current as

of the date of publication. Readers should be aware that new
evidence may emerge following the publication of this report
that could influence the results. Opioid use disorder (OQUD)
solutions are likely to evolve over time, which may impact their
performance. PHTI may revisit its analyses in updates to this
report in the future.

The Peterson Health Technology Institute

PHTI was founded in 2023 by the Peterson Center on Healthcare,
a nonprofit organization dedicated to making higher-quality,
more affordable healthcare a reality for all Americans. PHTI
and the Center are wholly owned subsidiaries of, and are funded
entirely by, the Peter G. Peterson Foundation. PHTI does not
accept financial contributions.
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Letter From the Executive Director

Opioid use disorder (OUD) is a public health crisis that continues to afflict this country. Access to buprenorphine-
based treatment has improved outcomes, and broad dissemination of Naloxone has begun to reduce deaths
from overdose; however, opioid addiction continues to claim too many lives and disrupt families, communities,
and workplaces.

Today, only one in four Americans who need it receive best-in-class OUD treatment that includes lifesaving
medications. Moreover, these treatment programs have dishearteningly poor retention rates, with patients suffering
from frequent relapses and lengthy recovery journeys.

The solutions assessed in this report represent a first generation of virtual OUD treatment programs—uwhich fully
leverage telehealth and digital support services—with an aim to improve access to care and keep patients in treatment
longer. Medication-based solutions that allow patients to get their prescriptions virtually and reduce or eliminate the
need for in-person visits can improve convenience, reduce stigma, and extend care to communities that lack treatment
providers. Digital wraparound solutions enhance other treatments with digital therapy options and programs that
reward patients for adhering to treatment.

The results show that these programs are a step in the right direction, but the magnitude of their benefit is unsatisfying.
We find that virtual OUD solutions are as effective as in-person treatment options, but they only slightly extend
treatment retention—by 13 days over six months. Despite added availability and convenience of care, most solutions
are not achieving measurable improvements in expanding the number of previously untreated patients receiving
medication-based care.

To realize the potential of virtual OUD care, digital health companies must continue innovating to deliver better clinical
outcomes and more evidence about which approaches work best for which patients. State and local officials can
improve access by using opioid settlement funds to pay for evidence-based treatment, including virtual solutions.
Policymakers should modernize teleprescribing and licensure rules to enable these programs to expand into
underserved areas. Finally, providers and payers must prioritize efforts to bring more untreated patients into treatment,
and keep them in treatment longer.

As a country, we cannot be satisfied with small improvements in outcomes that fall far short of the gains needed

to reverse the devastating effects of the opioid epidemic. Digital solutions show promise, and some are ready to be
scaled. To address the challenge of opioid abuse, however, it will take a comprehensive strategy that goes far beyond
technology—one that dramatically expands access to evidence-based medication treatment, addresses the barriers
that prevent so many people from receiving lifesaving care, and treats this medical condition with the same systematic
approach and resource commitment brought to other chronic diseases affecting millions of Americans.

Sincerely,

Caroline Pearson, Executive Director
Peterson Health Technology Institute
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Executive Summary

Opioid use disorder (OUD) is a significant public health crisis in the United States that results in approximately
80,000 deaths from overdose and $111 billion in direct healthcare costs annually. Despite the proven efficacy
of medications for opioid use disorder (MOUD)—including buprenorphine, methadone, and naltrexone—only
25% of adults in need of OUD treatment receive a medication-based intervention. Individuals with OUD face
significant barriers to receiving MOUD treatment, including limited provider availability, onerous and fragmented

care requirements, medication availability, and societal stigma.

Virtual solutions provide treatment for OUD through a
combination of teleprescribing and digital support services.
Most platforms offer a suite of services—such as MOUD
initiation and titration, drug testing, individual therapy, peer
and group support, digital self-guided content, contingency
management (CM), and care navigation—designed to improve

retention, support recovery, and reduce fragmentation in care.

This evaluation reviews the clinical effectiveness and
economic impact of 16 virtual solutions that combine MOUD
treatment with digital support services that aim to improve
treatment retention and outcomes. There are two broad
categories for how these solutions are sold and integrated
into MOUD treatment:

CATEGORIES OF VIRTUAL OUD SOLUTIONS

Medication-Focused
Solutions

Boulder Care

Eleanor Health

Groups Recover Together
Ophelia

Affect Therapeutics
Aware Recovery Care
Better Life Partners
Bicycle Health

Medication-Focused Solutions provide virtual MOUD

prescribing—primarily buprenorphine—with optional
support services, such as therapy, peer support, and CM.
Medication-focused solutions are generally reimbursed via
fee-for-service or bundled models by health plans or Medicaid
programs, with some companies also selling to employers.

Digital Wraparound Solutions are used to enhance

MOUD treatment programs by adding support services,
such as CM, peer support, care navigation, and educational
content. These solutions are primarily purchased by healthcare
providers, health plans, and public health agencies.

Digital Wraparound
Solutions
Pelago CHESS Health
PursueCare DynamiCare Health
Wayspring Q2i
Workit Health WEconnect Health
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PHTI Assessment Approach

This evaluation has two primary components: clinical
effectiveness and economic impact. Details on
the assessment methodology can be found here.

Clinical Effectiveness: This evaluation reviewed evidence
across eight outcome measures, with treatment retention
——particularly to buprenorphine-based care—identified as the
primary clinical outcome because it is a key proxy for sustained
adherence and overdose risk reduction. The systematic
literature review identified 43 studies that met inclusion criteria,
with study durations ranging from 3—12 months and a mix

of patients with Medicaid and commercial coverage. While
definitions and measurement approaches for retention varied
across studies, improved retention in treatment is associated
with better long-term outcomes, and even small gains in this
area can be meaningful to patients and purchasers.

The report also examines secondary outcomes, such as
abstinence from opioid use, rate of relapse, and attenuation
of withdrawal symptoms. The evidence base includes several
well-designed studies but is limited by small sample sizes,
relatively short follow-up duration given the chronic nature
of OUD, potential selection bias, single-site designs, and
gaps in generalizability to the broader OUD population.

Economic Impact: The budget impact model estimates
annual healthcare savings from improved treatment retention
with virtual OUD solutions—based on published literature
—and assumes sustained clinical benefits over one year.
The model estimates the number of adults with OUD who
could be eligible for the virtual solutions, the gross reduction
in expected healthcare spending resulting from improved
MOUD treatment retention, and the net impact on health
system spending once such savings are offset by the cost
of the virtual solutions. The budget model does not include
the impact on productivity, criminal justice costs, or other
spending that falls outside of direct healthcare costs.

Stakeholder Engagement: During the assessment process,
PHTI partnered with clinical advisors, experts in health
technology assessment, and health economists. PHTI also
conducted interviews with patients with OUD who had
experience using virtual solutions. All companies included

in the report had an opportunity to submit clinical, economic,
and other commercial information to inform the assessment;
13 of the 16 companies engaged with PHTI during the
assessment process, and 10 submitted evidence.

Effectiveness

Economic Summary Next
Impact Ratings Steps

Clinical Effectiveness

Treatment using MOUD has been shown to be effective
whether delivered in person or via telehealth or other

virtual care models, and MOUD teleprescribing has become
integrated into usual care since the COVID-19 pandemic.

As such, PHTI’s review of the clinical evidence focuses on
comparative evidence examining the impact of adding digital
support services to MOUD treatment, regardless of whether
that treatment is delivered virtually or in person.

Treatment Retention: Overall, evidence reviewed on
treatment retention compared with usual MOUD treatment
was mixed. Fourteen comparative studies evaluated treatment
retention—measured as number of days retained or the
share of patients retained—among patients using virtual
OUD solutions with digital engagement features and found
retention rates comparable to or slightly higher than those
achieved with usual MOUD services. The weighted average
increase in retention at six months for patients using virtual
OUD solutions was estimated to be 13 days.

There was insufficient evidence to determine whether

fully integrated MOUD-focused solutions deliver improved
outcomes relative to digital wraparound solutions paired
with a separate MOUD provider. There also was not enough
evidence to determine the relative benefits of various support
services (e.g., CM vs. peer support).

Secondary Outcomes: Evidence reviewed on abstinence
and relapse was mixed: While several studies found improved
abstinence rates among users of virtual QUD solutions,
others found no significant difference compared with

usual care, and relapse rates were generally comparable
across groups. Across multiple studies, virtual solutions
demonstrated strong safety profiles, high patient satisfaction,
and positive usability ratings, though engagement typically
declined over time, reflecting the difficult chronic and
relapsing nature of OUD.

Access to Care: One goal of expanding virtual OUD care

is to improve the convenience of care, thereby increasing

the number of patients who seek or enroll in treatment.

PHTI reviewed the clinical literature and company-submitted
information about their patient populations and found no
evidence to suggest that these solutions are disproportionately
enrolling people newly receiving OUD treatment.
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PHTI RATINGS FOR VIRTUAL OPIOID USE DISORDER SOLUTIONS BY CATEGORY

@® Positive Moderate @ Negative
@ Higher Evidence Certainty O Lower Evidence Certainty

Category of Solution

Clinical Effectiveness?

Economic Impact

Summary Rating®

Medication-Focused

Affect Therapeutics, Aware

Recovery Care, Better Life

Partners, Bicycle Health, O
Boulder Care, Eleanor Health,

Groups Recover Together,

Ophelia, Pelago, PursueCare,
Wayspring, Workit Health

Results: Comparable or slightly
better treatment retention than
usual care

Evidence Certainty: Lower

Comparable or slight decrease
in net spending due to avoided
healthcare costs from improved
treatment retention

May be substituted for
usual care

Given only slight improvement
in treatment retention,
broader adoption should

be focused on previously
untreated patients

Digital Wraparound

CHESS Health, DynamiCare ‘
Health, Q2i, WEconnect Health

Results: Slightly better treatment
retention when added to usual care .

Evidence Certainty: Higher

Increases net spending
because the price of the
solution exceeds the avoided
healthcare costs from improved
treatment retention

Greater improvements
in treatment retention
are needed to justify
broader adoption at
current solution prices

Source: PHTI, Virtual Solutions for Opioid Use Disorder, September 2025. See PHT.org for complete report, methods, and recommendations.

Notes: 2 Not all solutions have clinical data that meet the inclusion standards for this report. ® Summary rating reflects the combination of clinical and economic results.

Summary Ratings

Medication-Focused Solutions: Based on PHTI's review of
the evidence, medication-focused solutions deliver comparable
outcomes as usual MOUD treatment, with some evidence
suggesting small improvements in retention. This review found
no evidence that these solutions improve access to care

by increasing the number of patients who are newly

entering treatment.

Medication-focused solutions are used as alternatives to
usual MOUD treatment and their prices are similar to typical
usual care costs. Given the variation in pricing models and
outcomes, for most payers, medication-focused solutions
result in comparable or slightly lower overall treatment costs
for patients with OUD who use them.

Although medication-focused solutions can be more broadly
adopted as an alternative to usual MOUD treatment, this
review found no evidence that these solutions improve
access or materially lower spending relative to usual care.

Digital Wraparound Solutions: Based on PHTI’s review of
the evidence, digital wraparound solutions slightly improve
treatment retention when used to augment MOUD care.
Digital wraparound solutions that are provided as adjunct
to MOUD treatment are expected to slightly increase annual
healthcare spending because solution costs—assumed to
be $205 per user per month—outweigh the cost offsets of
health benefits from improved retention.
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Based on PHTI’s review of the evidence, virtual solutions for
OUD show promise that they may be able to retain patients
in care longer and reduce unnecessary healthcare spending
compared with in-person care. However, current evidence
about the clinical performance of these solutions suggest
they deliver only modest benefits.

Currently, rather than expanding the number of people
receiving OUD treatment, virtual solutions are primarily
reaching individuals who are already in some form of treatment
or would otherwise access in-person care. To help virtual
solutions for OUD gain wider adoption by the populations
that stand to benefit most, further attention is needed from
innovators, purchasers, and policymakers in several key areas.

PHTI's recommendations include:

¢ Advance evidence generation to demonstrate which
aspects of virtual OUD solutions are improving treatment
retention and for which populations.

e Expand access by focusing on patient acquisition and
engagement to bring a broader range of patients into
MOUD treatment and keep them in treatment longer.

Economic Summary Next
Impact Ratings Steps

Improve care coordination by integrating virtual
OUD solutions more effectively into the healthcare
delivery system.

Leverage opioid settlement funds for OUD
support services and evidence-based approaches
to OUD treatment.

Expand the availability and uptake of MOUDs by
promoting comprehensive coverage and addressing
access barriers to long-acting formulations such as
injectable buprenorphine and naltrexone.

Modernize federal and state policy by finalizing Drug
Enforcement Administration (DEA) teleprescribing
rules, expanding licensure flexibilities, and investing in
rigorous evaluations of digital OUD models and support
services tools.

These findings are based on the criteria set forth in the ICER-PHTI Assessment Framework and the currently available evidence.
Please see the full PHTI report, appendices, and online data supplement for complete assessment, methods, and recommendations.
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The Case for Innovation

More than nine million adults across the United States are diagnosed with opioid use disorder (OUD)!
and 29% of Americans have someone in their family who has struggled with OUD.2

For individual patients, OUD is a chronic, often relapsing disease
associated with alterations in brain function and behavior, and
characterized by compulsive drug use despite severe physical,
psychological, and potentially fatal consequences.3

Opioid use plays a role in approximately 80,000 deaths from
overdose per year, with the number of opioid-related deaths
rising by 67% between 2017 and 2023, before declining in
2024.4-% And as the potent, illicitly manufactured synthetic
opioid fentanyl has increased its share of the drug supply,
OUD has become an even more fatal condition.” In addition,
the economic burden of OUD is large—estimated at $175
billion annually, including treatment costs and criminal
justice spending.®

The most effective treatment for OUD involves prescription
medications, sometimes in combination with therapy and other
psychosocial interventions. Medications for opioid use disorder
(MOUD)—methadone, buprenorphine, and naltrexone—
represent the gold standard of care, as patients who receive them
experience lower overdose rates and better long-term outcomes
than those who receive no treatment or non-MOUD approaches.®
However, despite the demonstrated effectiveness of MOUD
treatment, only one-fourth of adults with documented OUD in
2022 received recommended medications.® Several barriers
contribute to this treatment gap, including patients’ reluctance
to seek treatment, access challenges, limited insurance
coverage, social stigma, fragmented care, and an uncertain and
changing policy environment regarding controlled substances
and teleprescribing for medications such as buprenorphine.!
The result is low treatment uptake and unstable retention, with
inequities along racial, socioeconomic, and geographic lines.*?

Virtual solutions for OUD aim to improve retention on MOUD
treatment while addressing traditional barriers to care.
Some platforms offer direct MOUD prescribing capabilities for
buprenorphine and naltrexone, along with digital wraparound
services, such as psychotherapy, care coordination, peer
support, and educational content. The wraparound components
are often optional, in accordance with low-barrier care
principles that prioritize keeping patients in MOUD treatment.
Other solutions offer only the wraparound services and are
designed to enable primary care physicians or other providers
to offer a more robust or convenient MOUD treatment
program. By integrating multiple components of a MOUD
treatment program into a single integrated platform, these
virtual solutions aim to reduce the burden on patients of
navigating complex care programs.

This report incorporates scientific evidence, company data,
and budget impact modeling to answer three fundamental
questions: How well do these virtual OUD solutions work?
For whom? And are they worth it?

k& The hope for virtual innovations in OUD
care is that the increased accessibility

will help patients stay engaged longer, or better yet, bring
new patients into treatment. Virtual care is a promising and
needed tool in our toolbox.”

—Dr. Lewei (Allison) Lin

COMPANIES WITH VIRTUAL OUD SOLUTIONS REVIEWED IN THIS REPORT

Affect Therapeutics
CHESS Health

Aware Recovery Care

DynamiCare Health

Pelago PursueCare Q2i

Better Life Partners
Eleanor Health

Wayspring

Bicycle Health Boulder Care

Groups Recover Together Ophelia

WEconnect Health Workit Health

< 0=
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Opioid use disorder (OUD) is a chronic, relapsing disease of addiction marked by the compulsive use of opioids,
despite negative consequences. In the United States, more than nine million adults (3.7% of all adults) have
OUD, and 29% of all adults report having a family member who has been impacted by OUD.*? Opioid use brings
a significant risk of overdose, as evidenced by approximately 80,000 opioid-involved deaths from overdose
in 2022. And with growing levels of the powerful synthetic opioid fentanyl in the country, deaths from overdose
have increased, by 70% since 2017.2* The expanded availability of naloxone has played a central role in
reversing overdoses and decreasing fatality rates in recent years, yet the underlying prevalence of OUD

remains significant.% 16

OUD is a biological disease that alters the brain functions involved
in reward, stress, and self-regulation.” Opioids attach to receptors
in the brain that modulate pain, mood, and respiration.® The
condition is clinically diagnosed when ongoing opioid use

leads to compulsive use and causes impairment or distress in
different areas of the person’s life.'® Repeated use of opioids
can lead to the development of tolerance, requiring escalating
doses to achieve the same effect—a cycle that can quickly
lead to physical dependence and withdrawal.2® Opioid-related
overdoses occur when the potency or amount of opioid an
individual has taken causes respiratory function to slow to
life-threatening levels, potentially resulting in hypoxia, brain
damage, or death.?!

OUD carries a significant economic cost. Annual direct
healthcare costs for OUD are estimated at $175 billion, with
public and private health insurers spending an estimated
$111 billion on healthcare services, and broader costs related
to criminal justice accounting for $52 billion.?2 The impact of
OUD on employers is considerable as well. More than 75%
of employers indicate that their businesses have been affected
by OUD and more than 30% of employers—particularly in
industrial sectors, such as construction, transportation, and
material-moving occupations—report feeling unprepared to
help employees with OUD.?3

The Opioid Crisis

Patient Demographics and Disparities

While OUD affects all racial and age groups, the prevalence of
those meeting OUD criteria is highest among the Black population
(4.5%) and among adults aged 3549 (4.3%; Exhibit 1).24

The national average opioid-related mortality rate is approximately
24.0 deaths per 100,000. Geographic variation by state is
significant, with opioid-related death rates in 2023 ranging

from 4.3 per 100,000 in Nebraska to 71.4 per 100,000 in

West Virginia.?® States with the highest rates are concentrated

in the southeastern and northeastern regions, compared with
significantly lower rates in many central states.?¢

Socioeconomic disparities among those affected by QUD

are also prominent. In 2022, only 41% of individuals with

OUD were employed and more than half earned less than
200% of the poverty level.?”28 These economic challenges are
compounded by OUD’s broader effects: disrupted employment,
strained relationships, legal issues, and social isolation.

The opioid crisis was declared a public health emergency in 2017 and deaths rapidly grew until 2023.2° While both evolving

patterns of use and new medications such as naloxone have helped to slow deaths from overdose in 2024, the opioid crisis
remains a significant public health crisis.3° Since the epidemic’s onset, more than 645,000 people have died from drug
overdoses, with the crisis claiming more than 220 lives daily in 2022.3!

&~ 11—
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Exhibit 1

U.S. ADULTS WITH OUD IN 2022, BY DEMOGRAPHIC GROUP

TOTAL RACE/ETHNICITY
Total Black 4.5%

GENDER White

Men Hispanic

Women Other or Multiple Races

AGE GROUP, YEARS GEOGRAPHY

18-25 Midwest

26-34 Northeast

35-49 4.3% South

>50 West

Notes: Adults who needed OUD treatment were defined as those who met DSM-5 criteria for OUD or received OUD treatment in the past year. Adults were classified as having received OUD
treatment in the past year if they met any of the following criteria: 1) received inpatient treatment for opioid use, outpatient treatment for opioid use, or medications for OUD in the past year,
2) received inpatient or outpatient treatment in the past year for a substance that they did not specify in the survey, and had past-year opioid use, or 3) did not receive inpatient or outpatient
substance use treatment, but received substance use treatment virtually or in a prison or jail for an unspecified substance, and had past-year opioid use.

Source: Dowell, Deborah, Samantha Brown, Shiromani Gyawali, et al., “Treatment for Opioid Use Disorder: Population Estimates—United States, 2022,” Morbidity and Mortality Weekly Report 73
(2024): 567—574. https://dx.doi.org/10.15585/mmwr.mm7325al

Exhibit 2
THE OPIOID CRISIS, BY WAVE
Number of Deaths by Overdose Overall and by Opioid Type

— All Drug Deaths (Opioid and Non-Opioid) — Prescription Opioid — Fentanyl Heroin  — Non-Opioid

120,000 WAVE 1

Prescription Opioids

WAVE 2
Heroin

WAVE 3
Fentanyl

WAVE 4
Polysubstance Use

100,000

80,000

60,000

40,000

20,000

0
2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024*

Notes: A single overdose death may involve multiple drugs or may not have an individual drug specified. Therefore, the total number of deaths by overdose is not equal to the sum of the deaths
attributed to specific drugs or categories. * 2024 data is preliminary.

Drug deaths from overdose were identified using the International Classification of Disease, Tenth Revision (ICD-10), based on the ICD-10 underlying cause-of-death codes X40-44, X60-64, X85,
and Y10-14, and multiple cause-of-death codes T40.0-T40.4, T40.6 (any opioid), T40.2, T40.3 (natural and semisynthetic and methadone (prescription or methadone), T40.4 (synthetic opioids,
other than methadone), and T40.1 (heroin). In the data source, deaths from illegally made fentanyl cannot be distinguished from those from pharmaceutical fentanyl. Non-opioid deaths are the
difference between overall drug deaths and those with any opioid involvement and can include such specific non-opioid drugs as stimulants, barbiturates, and other unspecified drugs.

Sources: Data from 2003—2023: Saunders, Heather, Nirmita Panchal, and Sasha Zitter, “Opioid Deaths Fell in Mid-2023, But Progress Is Uneven and Future Trends Are Uncertain,” KFF,
September 23, 2024. https://www.kff.org/mental-health/issue-brief/opioid-deaths-fell-in-mid-2023-but-progress-is-uneven-and-future-trends-are-uncertain/.

Data from 2024: PHTI analysis of CDC WONDER provisional cause of death data. Compiled from data provided by the 57 vital statistics jurisdictions through the vital statistics cooperative
program. Accessed on Aug 28, 2025. https://wonder.cdc.gov/med-icd10-provisional.html e %
12
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Types of Opioids

Natural opioids—also known as opiates—include substances like morphine, codeine, and opium, which are derived directly
from the seed pods of the opium poppy plant.®? Semisynthetic opioids, such as heroin and prescription pain relievers like
oxycodone, are created in laboratories by chemically modifying natural opioid compounds.33 Synthetic opioids, such as
fentanyl, are man-made in laboratories and contain no natural opioid ingredients.3* When used outside of a medical context,
fentanyl is highly fatal.

While many people with OUD initially become addicted through use of prescription medications, many eventually transition to
illegally acquired drugs that may be laced with other chemicals, including fentanyl.3® Nearly 70% of overdoses in 2023 involved
synthetic opioids, with the vast majority attributed to fentanyl (Exhibit 2).3¢

Economic Impact

OUD imposes substantial economic costs across healthcare
systems, with patients often receiving care over years or decades.
In 2018, patients with OUD incurred $13,000—$15,000 more
in annual healthcare costs than similar patients without OUD.%”

The total economic impact of OUD extends beyond direct
healthcare costs to include criminal justice costs, lost
productivity, and reduced quality of life for patients and their
families. In 2024, state and local government costs related to
OUD ranged from $137 to $524 annually per state resident.38

Standard of Care for Opioid Use Disorder

Routine screening for substance use disorders (SUDs)—
including OUD, alcohol use disorder, and stimulant use
disorder, among others—is recommended across primary
care, emergency departments, and behavioral health
settings.3® The American Society of Addiction Medicine’s
(ASAM) National Practice Guideline for the Treatment of Opioid
Use Disorder outlines a comprehensive evaluation process that
includes past and current substance use history, co-occurring
mental health conditions, and social determinants that may
impact treatment engagement and recovery stability.

Once diagnosed, patients should be offered evidence-based
treatment using MOUD, which was historically referred to as
medication-assisted treatment (MAT). MOUD treatment consists
of the use of medications, such as buprenorphine, naltrexone,
and methadone, often combined with substance-use counseling,
individual and group therapy, drug testing, case management,
and peer recovery support.*® The goal of MOUD treatment is

to manage withdrawal symptoms, reduce overdose mortality,
and prevent relapses, while addressing the psychological and
behavioral dimensions of addiction.** Studies have shown that
MOQOUD treatment significantly reduces overdose mortality and
all-cause mortality compared with no treatment, with protective
effects that persist even after treatment discontinuation.*?

MOUD treatment typically encompasses three phases: initiation,
stabilization, and maintenance (Exhibit 3).#3 During initiation,
patients begin medication at a clinically appropriate dosage
to alleviate withdrawal symptoms. Stabilization involves

dose titration and the addition of wraparound services.
Maintenance focuses on long-term management and

relapse prevention. MOUD treatment is long-term with no
recommended time limit, and research shows that longer
treatment duration results in better outcomes.**

Opioid Settlement Funds

A substantial share of individuals with OUD developed the disorder through introduction to prescription opioids for pain management.
The widespread availability of prescription opioids in the early 2000s has been a central focus of national, state, and local litigation,
which has alleged that opioid manufacturers and distributors played a major role in fueling the public health crisis.*

As of 2025, some legal actions remain ongoing, while others have resulted in settlements requiring manufacturers and distributors to make
financial payments to federal, state, and local governments. To date, more than $50 billion has been committed in settlements.*6 47
These funds are earmarked for opioid abatement strategies, including expanded access to treatment, support services for individuals
with OUD, and increased availability of naloxone and other overdose-reversal drugs.
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MAT and MOUD

e MAT is a comprehensive, evidence-based approach that
combines U.S. Food and Drug Administration-approved
medications with counseling, behavioral therapies, and
support services to treat SUDs.

MOUD refers specifically to the use of medications, such
as buprenorphine, naltrexone, and methadone, as the
pharmacological component of treatment for OUD. In
practice, the term is used interchangeably with MAT and
often also includes support services. For clarity, this report
uses MOUD to refer specifically to medications.

Medications for Opioid Use Disorder

Evidenced-based OUD treatment is centered around the
use of medications approved by the U.S. Food and Drug
Administration (FDA), including buprenorphine, methadone,
and naltrexone.*®5° These medications function through
different mechanisms (Exhibit 4).

Buprenorphine is the most commonly prescribed medication
for treating OUD in outpatient primary care settings.5! It is
frequently administered with naloxone in a combination

product such as Suboxone, which acts as an opioid antagonist.

This is important as buprenorphine can be misused by patients
when crushed or snorted. The addition of naloxone is intended
to deter this misuse; naloxone remains inactive when taken as
prescribed but blocks misused buprenorphine’s effects and
causes withdrawal if injected or snorted.>?

Exhibit 3
STAGES OF MOUD TREATMENT

Initiation

Medication is 00000

introduced to alleviate
withdrawal symptoms
and cravings.

Effectiveness

Stabilization

Patient’s dose is adjusted
to eliminate withdrawal
and cravings, until their

condition becomes

medically stable.
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The shift in terminology from MAT to MOUD by agencies
such as the Substance Abuse and Mental Health Services
Administration and the National Institute on Drug Abuse
reflects an effort to reduce stigma and clarify that medication
does not play a temporary role but instead represents a
central and effective treatment for OUD.* It also reflects
the concept that receipt of medication should not be
contingent on engagement in therapy or other services,
emphasizing the effectiveness of medications alone.

Extended-release naltrexone, an opioid antagonist, may be
prescribed in the maintenance phase for individuals who
have completed opioid withdrawal.3® Methadone—a full
opioid agonist—is generally prescribed to individuals with
more severe OUD or those that have not succeeded with
buprenorphine. Because of its pharmacologic profile and
federal regulations, it can only be dispensed through certified
opioid treatment programs (OTPs), with rare exceptions.5# 5%

Many MOUD are available in generic formularies. Additionally,
buprenorphine and naltrexone are available in long-acting
injectable formularies that require less-frequent dosing than
oral formulations, potentially reducing the challenges of
daily adherence.5®

Maintenance

Long-term phase focuses
on sustained recovery and
relapse prevention, while
continuing medication
at a steady dose.

Source: Donaher, Paul A., and Christopher Welsh, “Managing Opioid Addiction with Buprenorphine,” American Family Physician 73, no. 9 (2006): 1573—1578. https://www.aafp.org/pubs/afp/

issues/2006/0501/p1573.html
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Exhibit 4
EXAMPLES OF MEDICATIONS FOR OUD
Buprenorphine
Methadone Buprenorphine and Naloxone (Suboxone) Naltrexone
PHASE: PHASE: PHASE:

e |nitiation, after mild to moderate withdrawal

¢ |nitiation, after moderate withdrawal begins

¢ Maintenance, postwithdrawal

WITHDRAWAL RISK AT START: WITHDRAWAL RISK AT START: WITHDRAWAL RISK AT START:
e Low ¢ Risk of precipitated withdrawal e High risk if not fully detoxed
PREFERRED USE CASES: PREFERRED USE CASES: PREFERRED USE CASES:

e Severe OUD, high relapse risk, more
commonly used for fentanyl/heroin

¢ Moderate to severe OUD
e Schedule Il

¢ Highly motivated, postdetox
¢ Not a controlled substance

e Schedule Il

Naloxone (Narcan)

PREFERRED USE CASES:
e Used during suspected overdose

* Not a treatment, but a safety medication

Source: American Society of Addiction Medicine, The ASAM National Practice Guideline for the Use of Medications in the Treatment of Addiction Involving Opioid Use: 2020 Focused
Update, 2020. https://www.asam.org/docs/default-source/practice-support/guidelines-and-consensus-docs/asam-national-practice-guideline-pocketguide. pdf

OUD care is delivered through two primary outpatient models
in the United States, each with distinct regulatory frameworks
and service configurations.

1. OTPs—also known as methadone clinics—are highly
regulated outpatient programs subject to Substance Abuse
and Mental Health Services Administration (SAMHSA)
regulations and Drug Enforcement Administration (DEA)
registration that provide comprehensive services, including
on-site administration of methadone.®” OTPs often provide
comprehensive nonmedication services, such as counseling,
case management, drug testing, and peer support.5®

2. Office-Based Opioid Treatment (OBOT) is a model of care
that allows licensed practitioners (typically primary care
providers, addiction specialists, psychiatrists, or advanced
practice providers) to prescribe buprenorphine. Patients fill
prescriptions at retail pharmacies and may receive behavioral
health services through in-house staff or external referrals.>®

Most virtual OUD solutions function under the OBOT model,
while others integrate with existing OTPs. As a result, in this
report, MOUD is defined as only inclusive of buprenorphine
and naltrexone—which is not a controlled substance—and
does not include methadone.

While OUD can be treated in a range of settings, this assessment
focuses on outpatient treatment, as it is the most commonly
utilized setting to treat SUD.%°

Traditional in-person MOUD care requires regular clinical
contact, particularly during the initiation and early stabilization
phases. Visit frequency varies depending on the medication
type and treatment stage, with patients visiting daily to weekly
during initiation and often monthly during maintenance for
patients stabilized on buprenorphine or naltrexone.®!

During these visits, patients may receive medications,
participate in counseling, and undergo drug testing to monitor
medication adherence and detect other substance use.5?
Patients that are more adherent to medications are more likely
to use office- and pharmacy-based services,®3 particularly
during the initiation and stabilization phases of treatment. One
study found patients adherent to buprenorphine attended an
average of 15.0 office visits per year compared with 12.6 visits
among nonadherent patients.®* As patients stabilize, the
frequency of visits may decline; however, ongoing monitoring,
medication management, and structured support remain core
to MOUD treatment plans.

Research also shows that improved MOUD treatment adherence
reduces emergency department visits and inpatient admissions.®®
As aresult, MOUD treatment shifts healthcare resource utilization
toward lower-cost services, such as physician visits and pharmacy
use, while reducing dependence on more expensive emergency
and hospital-based care.
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Prescribing Controlled Substances for the Treatment of OUD

Two of the medications used for OUD treatment—buprenorphine and methadone—are controlled substances governed by the DEA.
These medications are subject to many federal and state regulations that determine where and how they can be dispensed.®

Until recently, outpatient providers needed to obtain special authorization (an “X-waiver”) from the DEA to prescribe buprenorphine
for OUD. Authorized providers were also limited in the number of patients that they could treat for OUD at a given time. The
Consolidated Appropriations Act of 2023 eliminated the federal X-waiver requirement for prescribing buprenorphine, allowing
providers to prescribe buprenorphine for OUD if permitted by applicable state laws.®”

State laws regulating buprenorphine often extend beyond federal requirements. For example, while most states have eliminated
prior authorization requirements for buprenorphine treatment, as of September 2023, four state Medicaid programs still require
it for standard oral formulations of buprenorphine.® States also differ substantially in their scope of practice laws, which define
what types of providers can prescribe buprenorphine and under what conditions. For example, some states allow nurse practitioners
and physician assistants to prescribe buprenorphine independently, while other states require collaboration with or supervision
by a physician. Similarly, prescribing authority for pharmacists to independently dispense buprenorphine varies across states.

Psychosocial Interventions

MOUD treatment integrates pharmacotherapy with psychosocial
interventions, recognizing that addressing addiction may require
both medication management and behavioral support to achieve
sustained recovery. Common psychosocial interventions include
individual counseling or talk therapy, educational content,
cognitive behavioral therapy (CBT) modules, peer support,
group counseling, and connection to community resources that
address social determinants of health.®® These interventions
seek to address the underlying factors that reinforce opioid use,
manage co-occurring psychiatric conditions that may contribute
to relapse, and support adherence to treatment.”®

Some research indicates that adding psychosocial interventions
to MOUD is associated with a lower risk of medication
discontinuation within the first 180 days of treatment.”* For
example, peer recovery-support services have been linked to
increased attendance at buprenorphine treatment appointments,
and participation in group therapy in conjunction with MOUD
treatment has been associated with higher treatment completion
rates’ 73 However, studies adding CBT modules to standard
buprenorphine treatment have demonstrated mixed results:
Some found no difference in treatment retention for patients
adding CBT modules compared with those in usual care,
while others reported higher opioid abstinence for those
adding CBT modules—though this benefit was not found
across all subgroups.”#-76

Contingency management (CM) is an evidence-based
psychosocial intervention that reinforces positive behaviors
through incentives. Drugs activate the brain’s reward
pathways’” and CM approaches tap into these same pathways
by providing immediate rewards—such as an added balance
on a debit card or a gift certificate to a store—for adherence
to a care plan.

CM has been studied with positive results across several
substances, including stimulants,”® alcohol,” and nicotine.&°
It is considered the “gold standard” of care for stimulant use,
and the core idea of reinforcing healthy behavior has been shown
to be effective for care-plan adherence in areas such as HIV,
tuberculosis, Hepatitis C,2 and diabetes.®3 The evidence for
CM as an intervention for OUD is more limited.

Although psychosocial interventions show promise in
supporting treatment for OUD, it is important that they be
delivered in conjunction with medication. Research shows that
these interventions are less effective as standalone treatments.
One study found high relapse rates following a standard
treatment episode for patients who received psychosocial
interventions without medications across care settings, with
61% and 77% relapsing within six months of outpatient and
short-term inpatient care, respectively.®*
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Exhibit 5

HOW PATIENTS ENTER THE OPIOID USE DISORDER
TREATMENT SYSTEM

5% 3%
Other Healthcare  Unknown
Provider

% 4
Other Community
Referral
13% 57%
Alcohol/Drug Use Self-Referral

Care Provider

14%
Criminal Justice
System

Source: Mallow, Peter. J., Michael Mercado, and Michael Topmiller, “Disparities in Opioid
Use Disorder Treatment Admissions in the United States,” Journal of Health Economics and
Outcomes Research 7, no. 1 (2020): 85—-93. https://doi.org/10.36469/jheor.2020.13266

Barriers to Access and Care

Despite the strong evidence base supporting MOUD treatment,
access remains limited. In 2022, only 25% of adults in need
of OUD treatment received a medication-based intervention;
30% received treatment without MOUD, while 45% received
no treatment at all.® Individuals most likely to access MOUD
treatment were those who were white, male, employed, and
had a household income above 200% of the federal poverty
level—highlighting persistent disparities in care access.¢

Of those who did not receive any treatment, SAMHSA estimates
that 95% do not believe they need treatment.®” This perception
may reflect multiple overlapping beliefs: insufficient recognition
of the problem, shame about needing help, reluctance to
engage in pharmacologic treatment, and prior negative treatment
experiences.88 Public stigma also plays a role, as 78% of
Americans believe individuals with prescription OUD are to
blame for their condition.®® These attitudes may discourage
treatment-seeking behavior and contribute to underutilization
of evidence-based therapies.

Economic
Impact

Summary Next
Ratings Steps

Patients who seek treatment still face significant provider
availability gaps. Only 5% of ZIP codes have an opioid
treatment program, with lower availability in rural areas.

One in five counties have no buprenorphine providers and
nearly one-third of counties have no MOUD providers who
serve Medicare or Medicaid patients.?®°* MOUD providers in
the United States are concentrated in the West and Northeast,
leaving large areas of Midwest and South with fewer than 25
providers per 100,000 people, despite rising overdose rates.??
Access barriers also exist at the pharmacy level, as an
estimated 50% of pharmacies do not stock buprenorphine or
naloxone, with even lower availability in rural communities.*®

Provider-related factors further constrain MOUD treatment
availability. Some clinicians hesitate to provide MOUD because
of fears of medication misuse and knowledge gaps around
prescribing MOUD.®* While teleprescribing has expanded
since the COVID-19 pandemic, a patchwork of state licensing
rules limit national scaling of virtual clinics and force physicians
to navigate a patchwork of state-specific rules. Average wait times
to first appointments often exceed six days in high-mortality
areas, which can significantly increase overdose risk.%

Other barriers to treatment include the cost of treatment and
the fragmentation of care delivery. Most patients seeking OUD
treatment do so themselves rather than being guided by
external sources, such as employee assistance programs
or healthcare providers. This leaves them to navigate the
system on their own (Exhibit 5). Out-of-pocket costs can be
substantial: For example, in 2018, patients paid an average
of $728 for MOUD services, despite widespread insurance
coverage.®® Additionally, many health plans require prior
authorizations and step therapy that can limit timely access
to treatment.

Fragmentation of services poses additional challenges. Unlike
inpatient or structured outpatient programs housed within
single institutions, outpatient MOUD care often spans multiple
providers and settings—including emergency departments,
primary care offices, OTPs, and retail pharmacies. Patients
are frequently responsible for coordinating transportation,
appointments, insurance approvals, medication acquisition,
and follow-up care.
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These barriers to care substantially increase overdose

risk, particularly following gaps in treatment or treatment
discontinuation. The 90-day period following treatment
termination is associated with high overdose risk—approximately
40% of all deaths from overdose occur within the first two weeks
of leaving treatment.®”

Exhibit 6
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With these barriers to care, along with fragmentation and gaps
in treatment, the risk of opioid overdose has the potential to
increase. Overall, deaths by OUD overdose are disproportionately
higher among Black and American Indian/Alaska Native
communities (Exhibit 6).

U.S. OPIOID OVERDOSE DEATH RATES PER 100,000 PEOPLE, BY DEMOGRAPHIC GROUP, 2023

TOTAL
Total

GENDER
Men
Women 13.7

AGE GROUP, YEARS

8.9
RACE/ETHNICITY
Black
White
Asian 3.6
Hispanic
American Indian/Alaska Native

15.8

24.1

34.5

35.9

37.9
25.4

18.1

49.8

Source: Saunders, Heather, Nirmita Panchal, and Sasha Zitter, “Opioid Deaths Fell in Mid-2023, but Progress Is Uneven and Future Trends Are Uncertain,” KFF, September 23, 2024.
https://www.kff.org/mental-health/issue-brief/opioid-deaths-fell-in-mid-2023-but-progress-is-uneven-and-future-trends-are-uncertain/

Low-Barrier Care

In SUD treatment, there have historically been two philosophies to care: 12-step programs like Narcotics and Alcoholics
Anonymous have focused on “complete abstinence from all drugs,”®® while low-barrier approaches focus on removing obstacles
to treatment. The low-barrier approach generally encourages patients to continue MOUD treatment even if they do not want

to be in counseling or participate in peer support or other components of a care plan. Practitioners typically prescribe MOUD to
patients who no longer use drugs, as well as to those who continue to use illicit drugs.®® Given the effectiveness of medications
such as buprenorphine and methadone at preventing overdoses, there is now general consensus in support of low-barrier approaches.
Research shows low-barrier approaches reduce deaths from overdose and the spread of infectious diseases.!
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The Rise of Virtual Care for Treatment of OUD

In 2019, the SUPPORT for Patients and Communities Act
exempted SUD and co-occurring mental health disorders
from specific telehealth requirements under Medicare.1
At the time, telehealth services were mostly authorized for
beneficiaries living in rural areas and patients were required
to travel to designated sites, such as a provider’s office or
local hospital, to receive services via telehealth. Outside of
rural areas, Medicare covered only a limited set of services
via telehealth, such as stroke care. The SUPPORT Act
allowed eligible Medicare beneficiaries anywhere in the
United States to begin receiving in-home SUD treatment
services via telehealth for the first time.

During the COVID-19 pandemic, additional flexibilities were
granted to ensure people retained broad access to treatment.
The Department of Health and Human Services (HHS) waived
multiple requirements, including an in-person medical evaluation
of a patient before issuing a prescription for a controlled
substance (as required by the Ryan Haight Online Pharmacy
Consumer Protection Act of 2008).1%2 As a result, buprenorphine
became available to individuals without first having to be seen
in person by a healthcare provider. Use of telehealth services

Effectiveness

Economic Summary Next
Impact Ratings Steps

went from less than 1% of all payers’ claims before the
pandemic to 29% of claims for SUD treatment by March—
August 2021.103

Similar telehealth flexibilities remain in place today.
Beginning January 1, 2026, a final DEA rule is set to

take effect that allows DEA-registered practitioners

to teleprescribe a six-month supply of buprenorphine,
after checking the state’s prescription drug monitoring
program database. After the six-month supply runs out,
providers either have to see their patients in person

or continue care through other forms of authorized
teleprescribing.1%4 This past January, the DEA released a
proposed rule to create a special registration for telehealth
providers who prescribe controlled substances without
an in-person medical evaluation.1?® Organizations such as
ASAM support continued prescribing flexibilities to preserve
critical care for OUD.1% Together, these policy changes
should reduce barriers that prevent providers from
prescribing OUD medications and make it easier for
patients to receive their treatment virtually.

k& The elephant in the room is that one barrier—one contributor to nonadoption
of MOUD treatment—is opposition from family, friends, and even sponsors

in 12-step fellowships to a recovering person being on such medications. And worse, low support from traditional addiction
treatment professionals for patients using pharmacological therapies to manage addiction.”

—Dr. Mike M. Miller
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This assessment includes 16 companies that provide virtual OUD solutions that are designed to offer or augment
MOUD-based treatment with additional support services, like therapy and CM. These platforms are designed
to address traditional barriers to in-person MOUD care and to improve treatment retention and duration.

The solutions in this assessment were identified through an
initial market scan, a search of published literature, and a
detailed company-by-company review. The final list was
informed by company meetings; detailed company research;
and input from stakeholders, including health plans, employers,
providers, and virtual health experts. While most platforms are
built to provide treatment for a spectrum of SUDs, they each
have a specialized focus and specific care pathways for OUD.

All of the solutions included in this report:
e Are sold by companies that have clinical evidence of treating
OUD or indicate they target people with QUD;

e Offer OUD treatment primarily as an outpatient program
(less than nine hours of treatment per week) rather than as
an intensive outpatient program (9—20 hours per week); 1%

Exhibit 7
COMPANY HISTORY AND FUNDING

Offer combinations of psychotherapy, CM, educational
content, peer support, or group support, in addition to or
supporting the initiation or maintenance of medications
for OUD including buprenorphine and/or naltrexone;

Are sold in the United States;

Are sold to employers, payers, or health systems/providers;
and

Are sold by companies that have raised at least $10M in
funding via private investors or have at least one publicly
funded, state-wide deployment (Exhibit 7).

Company Year Founded Ownership? Total Private Investment
Affect Therapeutics 2020 Private $26.1M
Aware Recovery Care 2011 Private $66.0M
Better Life Partners 2018 Private $34.6M
Bicycle Health 2017 Private $103.8M
Boulder Care 2017 Private $85.7M
CHESS Health 2014 Private $7.4M
DynamiCare Health 2016 Private $20.8M
Eleanor Health 2019 Private $165.9M
Groups Recover Together 2014 Private $245.4M
Ophelia 2018 Private $68.5M
Pelago 2017 Private $150.1M
PursueCare® 2019 Private $31.3M
Q2i 2017 Private —
Wayspring 2012 Private $164.6M
WEconnect Health 2014 Private $21.3M
Workit Health 2014 Private $141.9M

Notes: @ None of these companies were public, as of August 1, 2025.° PursueCare acquired RESET, RESET-0, and RESET-A from Pear Therapeutics in December 2023. Pear Therapeutics,

which filed chapter 11 bankruptcy in April 2023, previously raised $396M.
Source: PitchBook Data, Inc.
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Components of Care MOUD Prescribing: MOUD prescribing consists of virtual

Digital solutions for OUD aim to initiate and retain patients in

one-on-one appointments with a MOUD prescriber to initiate

and titrate medications. Visit frequency varies on the basis of
patient need and is typically more frequent during initiation,
decreasing over time as patients stabilize.

a care plan. These care plans often—but not always—include
medications, as well as other support services (Exhibit 8).

Exhibit 8
CORE COMPONENTS OF VIRTUAL CARE FOR OUD SOLUTIONS

20
Iif

MOUD PRESCRIBING

Evaluation and prescriptions for MOUDs from physicians
or advanced practice providers.

SUPPORT SERVICES

7
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revention | (©)
Lessons & Activities
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Therapy

Human-guided therapy from
coaches, psychologists, social
workers, or psychiatrists.

Care Navigation

Help to connect patients with
other healthcare providers and
external resources for nonmedical
needs (e.g., housing).

Educational Content

Digital, on-demand lessons,
videos, and educational
content based on CBT and
harm reduction methods.

Peer and Group Support

One-on-one peer recovery
coaching or moderated group
support meetings and forums.

f-7)

Drug Testing

At-home urine or saliva tests
to monitor MOUD or opioid use.

Contingency Management

Monetary rewards for meeting
participation and adherence
goals, often delivered via
reloadable debit or gift cards.
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Drug Testing: Drug testing involves testing for both the presence
of buprenorphine and the absence of illicit substances. Most
solutions offer either at-home drug testing with digital validation
(e.g., video verification of saliva test) or use clinic-based drug
testing that is manually entered into the platform.

Therapy: Therapy includes one-on-one psychotherapy that is
delivered by a licensed provider, often a specialist in addiction
treatment. Therapists may employ a range of evidence-based
technigues, including CBT, dialectical behavior therapy,
community reinforcement approach, and motivational
enhancement therapy. Therapy sessions focus on addressing
addiction and other co-occurring mental health conditions.

Educational Content: Digital self-guided content provides
on-demand interactive lessons, videos, quizzes, and digital
worksheets focused on overdose prevention or managing
co-occurring conditions, such as hepatitis C. Many solutions
also offer therapeutic content based in techniques like CBT.

Contingency Management: CM is an intervention that provides
motivational incentives for demonstrated changes in patient
behaviors, such as negative drug tests and appointment

Next
Steps

Economic
Impact

Summary
Ratings

attendance. This intervention uses positive reinforcement—
often monetary rewards—to encourage sustained engagement
with treatment activities and care goals.

Peer Support/Group Support: Peer support includes one-on-
one nonclinical connections that link patients in recovery
with certified or noncertified peer recovery coaches. These
relationships are often long-term and allow patients to learn
from someone with similar lived experiences. Group support
programs involve meetings moderated by either a therapist
or a peer. These discussions aim to better facilitate

social connections and help people learn from others’
recovery experiences.

Care Navigation: Care navigation includes services that help
connect patients to therapists, peer support networks, OUD
treatment providers, and pharmacies with the required
medications. Care navigation aims to guide patients through
OUD care and related systems—such as primary care, social
services, and the criminal justice system—to eliminate treatment
fragmentation. Navigation may include automated reminders
and messages and engagement with live care coordinators.

&~ 22 —



Virtual
Solutions

Clinical
Effectiveness

Condition
Overview

Executive
Summary

Solution Categories

The solutions reviewed in this report aim to improve patient
engagement and retention in MOUD treatment. These
solutions can be grouped into two broad categories based

on the components of the solution offerings (Exhibit 9):
medication-focused solutions and digital wraparound solutions.

Medication-Focused Solutions: Provide virtual MOUD

prescribing capabilities, supplemented with support
services—such as therapy, peer support, or CM—that aim
to enhance care coordination and treatment outcomes
(Exhibit 10). These solutions all prescribe buprenorphine/
naloxone and some also prescribe naltrexone; none prescribe
methadone. They vary in the comprehensiveness of their
support service offerings and do not require users to
participate in support services as a condition of receiving
MOUD. Medication-focused solutions are most often
reimbursed by health plans and Medicaid programs as
network providers, either on a fee-for-service or case-rate
basis. Some solutions also sell directly to employers.

Digital Wraparound Solutions: Offer support services

to enhance other OUD treatment programs, but they
do not offer direct MOUD prescribing (Exhibit 11). The digital
wraparound solutions in this report all offer CM to patients
directly or enable treatment providers to implement CM
programs. Some offer other wraparound services, such as
peer support, care navigation, and educational content.
Digital wraparound solutions are primarily sold to health
systems and public health agencies.

Exhibit 9
CATEGORIES OF VIRTUAL OUD SOLUTIONS
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Company Overview

Thirteen of the 16 companies included in this assessment
engaged with PHTI during the evaluation process and 10
submitted evidence for review. PHTI met with companies

to understand their solutions, and companies had an
opportunity to submit commercial information and clinical
evidence for review. See Appendix B for more company-specific
information. Results for all included studies are captured in the
detailed online data supplement.

There is a broad set of purchasers for virtual OUD solutions.
Provider organizations—including individual outpatient clinics,
emergency departments, and large integrated health systems
—adopt these solutions to expand or enable new capabilities
of OTPs and OBOTs. Commercial insurers and employers are
also key purchasers and may offer OUD solutions as in-network
providers through standard medical benefits, as part of employee
assistance programs, or through other mental health offerings.

The public sector—including state Medicaid programs and
Medicaid managed care plans, as well as state and local
health departments—is an important purchaser of OUD
solutions as well. These agencies frequently allocate resources
from opioid settlement funds and such federal grants as State
Opioid Response funding to support virtual solutions that have
the potential to address geographic and provider access gaps
and expand existing provider capabilities.

Medication-Focused Digital Wraparound
Solutions Solutions

Affect Therapeutics Boulder Care Pelago CHESS Health

Aware Recovery Care Eleanor Health PursueCare DynamiCare Health
Better Life Partners Groups Recover Together ~ Wayspring Q2i

Bicycle Health Ophelia Workit Health WEconnect Health
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CORE COMPONENTS OF VIRTUAL SOLUTIONS FOR OUD—MEDICATION-FOCUSED SOLUTIONS

® Standard Feature O Optional Feature

Aware Better Groups
CATEGORY Affect Recovery Life Bicycle Boulder Eleanor Recover Workit
Services Therapeutics Care Partners Health Care? Health Together Ophelia Pelago PursueCare Wayspring Health
TELEMEDICINE o o o o o o o ([ J ([ o [ ([
Prescribers
Therapists ([ J o o [ o o o o o o o
DRUG TESTING
At-home drug o ([ J ([ o ([ J ([ [ ([ ([ ([ [
testing
In-clinic drug testing @) ([ (] [
PLATFORM
Digital educational e ® ® (] [ () ®
(e.g., CBT) Tools
Contingency ° ° P ° ° ° ° °
management
Peer support [ o [ [ (] [ )
Group support o o o o
Care navigation [ ([ J ([ ([ [ ([ J ([ o [

Notes: CBT = Cognitive behavioral therapy. 2 Boulder Care offers navigation and support services for patients who wish to satisfy their program testing in person at a facility near them.

Source: Public information (websites, marketing materials, company-provided public information).

Medication-Focused Solutions

Affect Therapeutics

Affect Therapeutics provides a digital recovery program for a
range of SUDs, including OUD. Affect combines medication
prescribing and support services that include video-based
group and individual therapy, virtual drug testing, CM, app-based
CBT content, peer support, and care coordination. Patients can
also participate in online moderated discussion forums with
other members in their therapist’s patient panel. Affect
Therapeutics sells directly to health systems and health
plans—including Medicaid agencies—and partners with
employers as an in-network provider. Affect Therapeutics
offers performance guarantees based on various healthcare
effectiveness data and information set (HEDIS) measures.

Aware Recovery Care

Aware Recovery Care offers an in-home addiction treatment
program for SUDs. The solution includes medication-based
treatment, CBT content, drug testing, therapy, client recovery

advisors, psychological evaluation, medication bridges, and
coordinated medical and behavioral healthcare. Aware Recovery
Care emphasizes family involvement by providing access to

a dedicated family education facilitator who meets with and
supports the patient’s family throughout treatment. The program
includes stand-alone, medication-based treatment options and
a b—7-day virtual withdrawal management program for those
beginning recovery. Aware Recovery Care sells to health plans.

Better Life Partners

Better Life Partners offers opioid addiction treatment, alcohol
addiction treatment, mental health care, and responsive
healthcare to members in five states. Better Life Partners
offers medication-based therapy through in-person community
partners, as well as virtual treatment options. The solution
offers CM, individual and group therapy, peer support, drug
testing, and care coordination in their program. Better Life
Partners sells to health plans, including Medicaid agencies.

24—



Executive Condition Virtual Clinical
Summary Overview Solutions Effectiveness
Bicycle Health

Bicycle Health provides virtual care for patients with OUD
through a combination of medication-based treatment and
support services. Services provided include therapy, health
coaching and care navigation, drug testing, education, and
virtual peer support groups. Patients receive ongoing care and
guidance from providers and clinical support specialists through
both asynchronous chat and live video sessions. Bicycle Health
sells to health systems and health plans, including Medicaid
and Medicare agencies, and is available to employers through
in-network provider agreements. Bicycle Health offers
performance guarantees when requested, usually based on
guaranteed initial appointments and program retention.

Boulder Care

Boulder Care delivers outpatient treatment for SUD with a
team-based approach to long-term care for OUD and other
SUDs. A multidisciplinary team of addiction medicine experts
—including physicians, certified peer specialists, and care
navigators—work together to provide ongoing management
of SUDs. Services include prescribing medications, care for
common behavioral health conditions, CBT tools, CM, at-home
drug testing, and other psychosocial support programs, including
group support. Patients can engage with their care teams
through both video and messaging platforms. Boulder Care
sells directly to health plans, including Medicaid agencies,

and partners with state public health agencies, health systems,
and employers through referral relationships and in-network
provider agreements. Boulder Care offers performance
guarantees based on retention in care, HEDIS measures, time
to access care, and primary care provider engagement.

Eleanor Health

Eleanor Health offers virtual and in-person outpatient
rehabilitation services for opioid and alcohol use disorders.
The solution incorporates MOUD with therapy, CM, at-home
drug testing, group support, one-on-one peer support, and
coaching. Patients establish personal goals and navigate the
healthcare system to access resources through their community
recovery partners. Eleanor Health sells to health plans, including
Medicaid agencies, and is available to employers through
in-network provider agreements. Eleanor Health offers
performance guarantees based on access, satisfaction, and
HEDIS metrics.
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Groups Recover Together

Groups Recover Together is an in-person and virtual addiction
medicine practice that combines medication, therapy, and
wraparound care services. Groups Recover Together is a
provider that seeks to address social isolation as a driver of
addiction by building connections between group members
through shared treatment experiences. The program includes
recovery-support specialists who provide peer support and
case management in conjunction with CM and regular drug
testing. Groups Recover Together partners with health plans,
including Medicaid agencies, through in-network provider
agreements. Groups Recover Together offers performance
guarantees based on retention, emergency department
utilization, engagement, total cost of care, and HEDIS metrics.

Ophelia

Ophelia is a virtual medical practice specializing in treatment
of SUDs. The solution provides team-based care, matching
each patient with a primary and secondary prescriber to
ensure continuity of medication-based care. Ophelia’s
prescribers are trained in medical counseling therapeutic
approaches, use digital educational tools, and employ care
coordinators to help patients navigate a range of services,
including pharmacy challenges, insurance issues, and outside
referrals. The platform incorporates regular at-home drug
testing as part of their care delivery. Ophelia providers use

a custom-built electronic health record (EHR) for clinical
documentation and scheduling, and deliver services through a
combination of video sessions, text messages, and phone calls.
Ophelia also offers a drop-in clinic with a bridge prescribing
program. Ophelia sells to health systems and health plans,
including Medicaid agencies; partners with state public health
agencies; and is available to employers through in-network
provider agreements.

Pelago

Pelago is a virtual clinic offering comprehensive treatment for
SUDs. The solution offers therapeutic provider visits, medication-
based treatment, CM, CBT modules, peer support, and care
coordination. Pelago incorporates prescription home delivery
alongside regular and random drug screens and pill counts

to monitor patient adherence remotely. Pelago uses a clinical
assessment to stratify patients into treatment pathways based
on risk and acuity levels, and can refer patients to vetted,
outside rehabilitation partners when higher levels of care are
needed. Pelago sells to health plans and employers, and is
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available to employers through in-network provider agreements.
Pelago offers performance guarantees based on clinical
outcomes, return on investment, and operational metrics.

PursueCare

PursueCare offers treatment for SUDs and co-occurring mental
health conditions by connecting patients to a multidisciplinary
care team. The company owns RESET and RESET-O, FDA-cleared
prescription digital therapeutics (PDTs) originally developed

by Pear Therapeutics that are approved for SUD and OUD,
respectively. These PDTs deliver CBT modules and CM protocols.
PursueCare’s solution combines medical care, MOUD, therapy,
nonclinical case management, and psychiatric and physical
health services—all delivered virtually. PursueCare operates

a specialty mail order pharmacy and provides at-home drug
tests for medication access and adherence. PursueCare sells
to health systems, employers, and health plans, including
Medicaid agencies. PursueCare also partners with state

public health agencies and is available to employers through
in-network provider agreements.

Wayspring

Wayspring is a virtual and in-person care navigation and
treatment platform for SUDs. The solution includes medication
prescribing, therapy, and support for adjacent health areas.

Exhibit 11
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Wayspring’s solution is used by provider organizations to
enhance wraparound services for their patients and to assess
opioid-related member risk. Wayspring sells to health plans
and health systems.

Workit Health

Workit Health provides a virtual-first treatment program for
SUDs that includes MOUD-prescribing and virtual medical
appointments. Patients receive an initial evaluation, custom
care plan, and group follow-up visits. Virtual care is supplemented
by CM, CBT content, and remotely monitored mailed drug
screens. Workit Health sells directly to health plans, including
Medicaid agencies; it also partners with state public health
agencies, employers, and health systems through referral
relationships and in-network provider agreements. Workit
Health offers performance guarantees supporting key metrics
including time to care, adherence, and retention.

Digital Wraparound Solutions

CHESS Health

CHESS Health offers a suite of services to address SUDs, from
prevention to treatment. CHESS’s core solution, eRecovery,
focuses on supporting patients between treatment sessions
using their Connections app, which includes peer support

CORE COMPONENTS OF VIRTUAL SOLUTIONS FOR OUD—DIGITAL WRAPAROUND SOLUTIONS

® Standard Feature O Optional Feature

CATEGORY

Services CHESS Health

DynamiCare? Q2i WEconnect Health

TELEMEDICINE
Prescribers

Therapists

DRUG TESTING
At-home drug testing

In-clinic drug testing [ J

PLATFORM
Digital educational (e.g., CBT) tools

Contingency management

Peer support

Group support

Care navigation ()

Notes: CBT = Cognitive behavioral therapy. 2 DynamiCare offers in-clinic drug testing as an option and facilitates via their web-based Provider Portal.

Source: Public information (e.g., websites, marketing materials, company-provided public information).
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forums moderated by 24/7 peer support specialists. In addition
to app-based chat and video peer support, CHESS offers digital
CBT content and CM to support clinic-based events, including
drug testing. There is a separate app to support family members
and caregivers, and to facilitate referrals to providers. The
Connections App and peer support are accessible to patients
regardless of whether they are receiving medications. CHESS
Health sells its solutions to health systems, employers, and
health plans, including Medicaid agencies; it is also funded by
state public health agencies. CHESS Health offers performance
guarantees based on retention and satisfaction.

DynamiCare Health

DynamiCare Health provides CM and coaching programs

for SUDs, including OUD. DynamiCare also offers digital CBT
modules, group recovery support, and family engagement
services. The solution uses at-home or in-clinic drug testing
and pairs each patient with a peer recovery coach who provides
program guidance and outreach based on real-time risk alerts.
Patients can enroll in the program regardless of whether they are
receiving medications and may be eligible to earn incentives for
engaging in harm-reduction activities. DynamiCare Health sells to
health systems, employers, and health plans, including Medicaid
agencies; it is also funded by state public health agencies.
DynamiCare Health is also available to employers through
in-network provider agreements. DynamiCare Health offers
performance guarantees based on feasibility, engagement,
retention, and satisfaction.
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Q2i

Q2i develops software to enable providers of medication-based
therapy programs to deliver CM services and oversee patients’
recovery progress. The solution includes provider-facing
dashboards and can integrate into existing EHR systems. Q2i
offers a patient-facing app that facilitates CM incentive payments,
direct communication with providers, and peer and group
support. Q2i sells to health systems and is also funded by state
public health agencies.

WEconnect Health

WEconnect Health provides personalized recovery support

for patients with OUD, all other SUDs, and behavioral health
conditions through a digital platform that matches patients
with certified WEconnect peer support specialists. WEconnect
Health also incorporates CM, digital therapy tools, and provides
care plan—monitoring through GPS tracking and other
verification techniques. The solution offers one-on-one peer
support from certified recovery specialists and regular group
support meetings designed to address social isolation in
recovery. Specialists are available anytime through messaging,
phone, and video platforms. WEconnect Health sells to health
systems, employers, and health plans, including Medicaid
agencies; it is also funded by state public health agencies.
WEconnect Health offers performance guarantees based on
engagement metrics.
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PHTI conducted interviews with 10 patients with OUD who had experience with virtual solutions for OUD. Patients were recruited
for diversity across age, gender, race, ethnicity, income level, geography, and insurance type.

Convenience, Access, and Flexibility

Patients emphasized that virtual solutions for OUD helped them
overcome gaps in treatment by providing immediate access to
medications, quick intake processes, flexible appointment
scheduling, and home-based drug testing. Many discovered
virtual options through online searches, highlighting the role that
these solutions may be able to play in increasing the ease and
speed into care.

&4 It feels more normal now—Ilike a regular doctor’s
appointment. You show up, it’s straightforward, and it
doesn’t feel like a burden. You're not jumping through hoops
because something’s ‘wrong’ with you. There’s no label, no
waiting in line with people dealing with all kinds of issues.”

—Patient Interview Participant

k& It was really easy. You just download the app and
follow the instructions. It was user-friendly and | had an
appointment with the doctor the very next day. It was fast,
which was a huge benefit, because when someone’s ready
to seek help, they’re probably in a bad place. You want to
get help as quickly as possible.”

—Patient Interview Participant

Shifting Coverage and Usage

Patients noted challenges with changing app features or
insurance policies that disrupted their care. These disruptions
resulted in patients discontinuing services, switching providers,
or taking on increased out-of-pocket expenses.

&4 When | lost my job and insurance, | had to start
paying out of pocket and it was much more expensive,
so | began looking for more affordable treatment options.”

—~Patient Interview Participant

&£ | could not find a platform that had the abuse
treatment, the MAT—medication-assisted
treatment—and therapy. Either they didn’t take
my insurance, or they didn’t treat in Pennsylvania.”

—Patient Interview Participant

Meeting Patients Where They Are

Patients valued that virtual solutions could support them
throughout their care journey, from treatment initiation to
maintenance. Patients appreciated access to peer support
and 24/7 chat when they needed extra help.

k& [The app] was really helpful because | had a list in
the back of my mind | could turn to if | was having cravings
or a bad day. The longer the list, the more ways | had to
distract myself or use tools that lowered my risk of relapse.
Having it right on my phone gave me peace of mind, knowing
| could open the app and get help right away.”

—Patient Interview Participant

¢ | felt like | had a team, and they were all communicating
amongst each other.”

—Patient Interview Participant

Stigma

Patients found that digital tools helped them overcome the
discomfort of attending outpatient clinics and reduced feelings
of shame associated with receiving care. Virtual solutions
offered a sense of normalcy and helped patients move beyond
concerns about medication substitution.

&£ My doctor said, if a diabetic needs insulin, they
don’t just stop taking it. It’s the same idea—we have an
opioid system in our brain and this treatment supports it. It's
something that works for you.”

—Patient Interview Participant

k& The general belief among people that [MOUD] is just
replacing one habit with another. And in a way, itis. I'm
still opioid dependent 11 years later, but being under medical
supervision makes a world of difference. | understand their
point of view, but it's a completely different experience
compared to going to illegal sources. The risk and anxiety
| used to deal with are just not part of my life anymore.

Now, it's much easier and more accessible.”

—Patient Interview Participant
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This report evaluates the effectiveness of virtual solutions for OUD by examining the primary clinical outcome
of retention on treatment, as well as additional outcomes including abstinence and relapse, health equity,

and user experience.

Based on a robust literature base outlined below, this report
assumes comparable effectiveness of MOUD prescribed via
in-person or virtual providers. To augment the existing body of
evidence supporting the clinical effectiveness of teleprescribing
for MOUD, this systematic literature review focuses specifically
on virtual OUD solutions that integrate additional digital support
services (e.g., CM, educational modules) to determine how
they may enhance adherence to treatment and overall
treatment outcomes.

Prior to the COVID-19 pandemic, MOUD treatment was
predominantly delivered in person, typically through outpatient
settings that included on-site medication dispensing and
routine drug testing. During the COVID-19 pandemic, rules
around buprenorphine prescribing were relaxed to allow
providers to remotely prescribe and deliver virtual MOUD
care via telehealth.

Numerous retrospective studies have analyzed patient outcomes
during this period to compare telehealth-based care and
in-person care. Multiple studies of Medicare and Medicaid
populations found that virtual MOUD treatment was as
effective as or better than in-person care.18 19 For example,
when adjusted for demographics, patients receiving MOUD

via teleprescribing showed slight improvements in treatment

retention!!® and a 36% lower overdose rate than those receiving
in-person initiation.!! In addition, a study of patients treated in
the Veterans Health Administration found that teleprescribing
increased the proportion of patients retained in treatment.11?
These studies generally find telehealth-based treatment
programs to be equally as effective as in-person care. 113

The consistency of these findings suggests that MOUD
prescribing adapts well to virtual delivery models.

Systematic Literature Review

Using the ICER-PHTI Assessment Framework, independent
reviewers conducted a systematic literature review of
peer-reviewed and gray literature on virtual solutions for OUD
on the basis of the predefined criteria in Exhibit 12 (Prospero
Registry Link). The review included published and unpublished
evidence on clinical effectiveness from online databases
(EMBASE, PUBMED, and ClinicalTrials.gov), conference
proceedings, company-provided data, and company websites.
See Appendix A for a detailed methodology.

The analysis included a systematic literature review of more
than 4,000 pieces of evidence and identified 43 studies that
met inclusion criteria, including 11 randomized controlled trials
(RCTs). Most studies include 3—12 months of follow up.

&£ The crux of what telehealth can accomplish, aligning patients’ treatment readiness
with immediate help, is very difficult to do in other treatment settings.”

—Dr. Jeanmarie Perrone
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Criteria Exclusion Criteria

POPULATION: e Patients <18 years of age

¢ Adults managing OUD e Patients managing another SUD (i.e., alcohol or tobacco use disorder,
or other SUD) without co-occurring OUD

INTERVENTIONS: e Teleprescribing-only solutions

¢ Medication-based treatment, plus therapy with one or more components
being digital

e Therapy-, peer support-, or care navigation-only solutions

¢ Digital tools used for screening/diagnosis of OUD without any
condition management

¢ Digital tools measuring only the knowledge about, perspective toward,
or attitude toward opioid use

COMPARATORS: Usual Care

e In-person MOUD, with or without therapy/peer support N/A
* No care (i.e., not on any treatment, waitlisted, or delayed)
OUTCOMES: See Exhibit 15 N/A

SETTING:

¢ \/irtual or outpatient setting * United States

e Inpatient setting/ED setting only e In person only (no virtual component)

STUDY DESIGN:
e Randomized controlled trials and nonrandomized controlled trials

e Observational studies
® S| Rs?

e Editorials, commentaries, study protocols, case reports, qualitative reports,
and narrative reviews

e <20 study participants

DATE OF PUBLICATION: 20152025, and Conferences: 2022—2025

N/A

Notes: N/A = not applicable. SLR = systematic literature review. ED = emergency department. See Appendix table A-1 and A-2 for detailed list of search terms.

2SLRs were included for manual reference checks for studies published between 20152025 and were not included in the qualitative evidence synthesis.

The search of online databases and conference posters
identified 4,807 pieces of evidence. Reviewers screened these
for inclusion in accordance with the Preferred Reporting
Items for Systematic Reviews and Meta-Analyses (PRISMA)
guidelines (see Exhibit 13) and identified 468 eligible articles
(including peer-reviewed journal publications and conference
posters/abstracts) and three systematic literature reviews/
meta-analyses. References from the systematic literature
reviews/meta-analyses resulted in one additional eligible
article. Ten companies (Affect Therapeutics, Boulder Care,
CHESS Health, DynamiCare Health, Groups Recover Together,
Ophelia, Pelago, Q2i, WEconnect Health, and Workit Health)

submitted 62 pieces of clinical evidence for review. After
screening using the PICOS criteria, eight more articles were
added, for a total of 57 articles based on 43 unique studies
and three systematic literature reviews/meta-analyses.*

The 43 studies identified in the systematic literature review
included 26 interventional studies and 17 observational
studies. Of the interventional studies, 11 were RCTs—two

of which have not yet been published in a peer-reviewed
journal. Twenty-three studies examined virtual solutions for
OUD compared with a control arm, but without randomization.
These trials are referred to as “comparative studies” in this report.

*Of the 57 articles, two were not included in data extraction because of limited data, resulting in 55 articles from 43 unique studies in the analysis.
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PRISMA DIAGRAM
IDENTIFICATION OF STUDIES IDENTIFICATION OF STUDIES
VIA DATABASES AND REGISTERS VIA OTHER METHODS
|
Records removed Records Duplicate records
IDENTIFICATION Records 5| before screening: identified through: 5| removed (Studies
identified from: Duplicate records * Bibliographic already identified
* PubMed = 1,824 removed review = 1 inSLR)=29
o Embase = 2,983 (n=1,013) e Gray literature = 15

e Company data
submissions = 62

\L e Company
websites =13

[
Records screened = L Records
SCREENING 3,794 excluded = 3,326
¢ Population out
of scope = 2,065

e ntervention out
of scope =584

o Study design or
publication type
out of scope =484

e Setting out
of scope = 193

Articles assessed for Articles Articles assessed Articles
eligibility = 468 excluded =416 for eligibility = 62 excluded =54
¢ Population out * Population out
of scope = 66 of scope = 14

e [ntervention out  Intervention out
of scope =236 of scope =11

e Qutcomes out e Qutcomes out
of scope =4 of scope =9

o Study design or o Study design or
publication type publication type
out of scope =89 out of scope = 20

o Setting out
of scope =4

* Not retrievable =17

Articles identified for
INCLUDED

inclusion =52
(3 SLRs + 49 reports)

|

o Articles =57 (43
unique studies)

*SLR/MA=3

Articles selected
forinclusion=8

Notes: SLR = systematic literature review. MA = meta-analysis. The SLR was conducted in accordance with the Preferred Reporting Items for Systematic Reviews and Meta-Analyses
(PRISMA) guidelines. Articles include peer-reviewed publications, conference abstracts and posters, and studies listed on clinicaltrials.gov.
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Evidence Requirements and Risk of Bias

According to the ICER-PHTI Assessment Framework for
Digital Health Technologies, the digital health interventions in
this report qualify as Tier 3b because they are professionally
directed therapeutic services that represent “moderate to
severe risk” to patients if they are not effective. The minimum
evidence requirements for Tier 3b are RCTs demonstrating
clinical efficacy. Other real-world comparative evidence

and single-arm studies may be considered as additional
supporting data.

Independent reviewers conducted study quality assessments
—or risk of bias ratings—on 43 studies with sufficient detail

to be rated (see Exhibit 14). The 11 RCTs were rated with the
Cochrane Collaboration Risk of Bias in Randomized Trials
Version 2 (RoB2), of which six were rated with a low risk of bias
and three with moderate risk; two studies could not be rated.
The 32 nonrandomized studies were rated with the Newcastle-
Ottawa Scale (NOS), of which 14 were rated with low risk of
bias, nine with moderate risk, and three with high risk; six studies
could not be rated.

There was more robust evidence about the digital wraparound
category than the medication-focused category, which primarily
consisted of single-arm studies. Further evidence details are
described in the category-specific clinical sections.

Outcomes Assessed

This evaluation reviewed evidence across eight outcome
measures (see Exhibit 15), including primary clinical outcomes
that focus on retention on treatment and adherence to MOUD-
based care. Other secondary clinical outcomes include opioid
abstinence, relapse rates, and user engagement. Outcomes
considered in this assessment were informed by the International
Consortium for Health Outcomes Measurement (ICHOM)
substance-related and addictive disorders outcome measures
sets.114 User experience and health equity measures focused
on engagement, satisfaction, access, and distribution.

The primary clinical outcome for virtual OUD solutions was
retention on buprenorphine-based treatment, which may

be measured as the average number of days or weeks that
patients are continuously retained or the proportion of patients
retained in treatment at specific timepoints. Given the
effectiveness of these medications, clinical experts consistently
recommended treatment retention as a primary outcome
because it serves as a proxy for (and sometimes directly

Effectiveness

Economic Summary Next
Impact Ratings Steps
Exhibit 14
RISK OF BIAS RATINGS FOR CLINICAL STUDIES

8

N/A

3
High 43
Studies 20
Low
12
Moderate

Notes: N/A = not applicable. N/A means that studies could not be rated. Risk of bias is
assessed for studies, not articles. For ease of interpretation across risk of bias ratings,
“Low” refers to original ratings of “Low Risk of Bias” (RoB2) or “Good Study Quality” (NOS),
“Moderate” refers to original ratings of “Some Risk of Bias” (RoB2) or “Fair Study Quality”
(NOS), and “High” refers to original ratings of “High Risk of Bias” (RoB2) or “Poor Study
Quality” (NOS). See Appendix C-1 and C-2 for more detail on risk of bias ratings.

measures) sustained medication adherence, which is associated
with substantial reductions (66—80%) in the risk of overdose
and all-cause mortality.}® The systematic literature review
identified 14 comparative studies and nine single-arm studies
examining treatment retention as an outcome.

Retention measures varied considerably across studies,
including self-reported patient data, clinical attendance
records, MOUD prescription fills, and biologic markers such
as buprenorphine-positive urine samples. When multiple
measures were available, this analysis prioritized medication
adherence measures over attendance-based measures.
While some trials exclusively enrolled buprenorphine patients,
others included mixed populations receiving buprenorphine,
methadone, or other medications. For studies with mixed-
medication populations, buprenorphine-specific outcomes
were prioritized, when available.

There is no consensus in the literature or among clinical
experts about what constitutes a minimal clinically important
difference (MCID) for OUD retention or related outcomes
such as abstinence. Given the elevated risk of overdose after
treatment cessation, this report assumes that even modest
improvements in retention may reduce mortality and improve
long-term outcomes.
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DETAILED SUMMARY OF CLINICAL, USER EXPERIENCE, AND HEALTH EQUITY OUTCOMES

Primary Clinical Outcomes

Secondary Clinical Outcomes

User Experience and
Health Equity Outcomes

RETENTION ON TREATMENT

e Days in treatment

e Number of visits attended

e Proportion of patients retained in treatment

ADHERENCE TO MEDICATION opioid use)

OPIOID ABSTINENCE

¢ Duration of abstinence (e.g., absolute
number or percentage of abstinence days)

¢ Frequency of opioid use (e.g., opioid-
positive urine samples, self-reported

ENGAGEMENT

® Treatment completion rates (e.g., share
of all modules completed)

e Sessions (e.g., number completed,
average duration)

e Communications (e.g., responses, total

o Self-reported buprenorphine use
¢ Buprenorphine-positive urine samples

PROPORTION/NUMBER OF
RELAPSES, OR RATE OF RELAPSE

contacts, texts/messages sent, average
duration)

¢ App usage (e.g., features used, modules/

e Days with a buprenorphine prescription

SYMPTOMS OF WITHDRAWAL

activities/lessons/exercises completed,

SAFETY
* Adverse events

e Crisis events (e.g., suicide attempts)

completed weekly measures)
e Other (e.g., number of videos submitted)

SATISFACTION/USABILITY

HEALTH EQUITY
e Access and accessibility
e Distribution

Primary Clinical Outcomes

Fourteen comparative studies examined retention on treatment
for patients using virtual OUD solutions that include digital
engagement services. These studies show comparable or slightly
better treatment retention compared with usual MOUD care.

In the studies reviewed, usual care for OUD generally
encompasses outpatient medication treatment with varying
degrees of supplemental services. Study participants—
whether newly initiated on medication or in the maintenance
phase—were predominantly recruited from outpatient MOUD
treatment centers that provided medications for OUD as their
core service. These centers typically offered additional support
services, including case management and counseling, as
components of standard care, but typically did not offer
services like CM. Most of these centers delivered all care

in person, but some integrated telehealth into treatment.
While some studies included patients on buprenorphine,
methadone, and naltrexone, the majority of participants in
the reviewed studies received buprenorphine treatment.

Retention: Time-Based

Five comparative studies measured time-based retention, such
as days in treatment and days’ supply of medication (Exhibit 16).

Each of these studies showed longer average retention on
treatment for enrollees using virtual OUD solutions (staying

in treatment from 1—17 percentage points longer as a share
of the total study duration) compared with control groups, but
only two of the five studies had statistically significant results.

One large, 12-month study with low risk of bias found

a statistically significant improvement in retention of 32
additional days for patients using Pear Therapeutics’ RESET-0,
a PDT delivering CM and CBT, compared with controls.1®

Another year-long study found patients using WEconnect
Health’s app-based CM solution alongside standard care
were retained 54 additional days compared with matched
controls.!” However, this study’s findings may be limited by
self-selection bias, as patients could choose their treatment arm
and less than 20% of patients opted to use the digital solution.
The intervention group also had a significantly higher share of
buprenorphine patients at baseline (60% vs. 45%), which may
contribute to the observed differences in retention. Two shorter-
term studies did not find statistically significant improvements
in retention and one study did not test for significance.18-120
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TIME-BASED RETENTION ON TREATMENT OUTCOMES FOR VIRTUAL OUD SOLUTIONS COMPARED WITH USUAL CARE

NUMBER OF DAYS
RETAINED® Between-Group
Sample Between-Group Difference
Company Using Digital Digital Control Difference (Percentage  Last Reported
Study (Risk of Bias) (Solution) Solution? Solution Arm Arm (Days)© Points)¢ Timepoint?
Tofighi 2023V N/A 64 37 35 2N 3N 2 months
Shi 2019 SRl sl 10 83 69 14N 171 3 months
Pear
Velez 2021c™ Therapeutics 444 219 216 3 1 9 months
(RESET-0)
Pear
Velez 2022 Therapeutics 619 310 278 32* o* 12 months
(RESET-0)
Marino 2024 WEconnect 300 290 236 54* 15* 12 months

Health (N/A)

Notes: * Statistically significant at p < .05. NS = not statistically significant. (L) = low risk of bias. (M) = moderate risk of bias. *Number of patients in the intervention arm of the study. ® Number of
days retained at the last reported timepoint of the intervention period, if available. All outcomes were converted to days for comparability. ¢ Between group difference, expressed as a difference
in days and as a difference as a percentage of the time period at the last reported timepoint of the intervention period, if available. ¢ Last reported timepoint of the intervention period, if available.

Timepoints reported in months for comparability. All values are rounded to a whole number; differences may not sum due to rounding.

Two single-arm studies reported time-based retention
outcomes, which are difficult to evaluate absent control
arms. Another study of RESET-O reported 82% retention
(approximately 148 days) at six months based on days’
supply of buprenorphine.!?! A study of 27 patients initiating
buprenorphine through a medication-focused solution found
that patients who successfully achieved buprenorphine
stabilization and were retained for the full three-month study
period had high rates of buprenorphine-positive urine samples
each month (95%, 95%, and 98%).1%2 Given differences in
study design and duration, it is difficult to compare these
single-arm findings to the comparative study results.

Retention: Patient-Based

Six comparator studies measured patient-based retention,
such as the share of patients with buprenorphine-positive urine
samples and self-reported buprenorphine use. These studies
show generally similar results with no change or modest
improvements in retention (Exhibit 17).

An observational study of predominantly Medicaid beneficiaries,
which occurred during COVID, compared retention rates for
patients receiving care from Boulder Care—a virtual MOUD
provider—with those receiving a mix of in-person and
telehealth treatment.23 At six months, self-reported retention

(having a buprenorphine prescription) was higher for those
using the virtual solution than the control group (96% vs. 88%).
Although the difference in six-month outcomes was not tested
for significance in the study, those using the solution had a
significantly lower adjusted risk of discontinuation across all
timepoints than the control group.

A study of Pear Therapeutic’s RESET-O found that 71% of
patients using RESET-O were retained in treatment compared
with 52% of patients receiving usual care at six months—

a 19 percentage point difference that was not tested for
significance in preliminary data.?* Another study of RESET-O
found that retention was significantly higher for those using
the solution than those who were not (88% vs. 55%) at three
months.!?5 A separate trial of Therapeutic Education System
(TES), an earlier version of RESET-O, also found higher
retention for those using the solution than those who were
not (82% vs. 68%) at three months.126

By contrast, two studies showed no statistically significant
difference in outcomes. One study recruited patients who were
not in medication treatment at baseline. While CM incentives
increased initial treatment enroliment (71% vs. 30%),

there was no significant difference in retention (based on
buprenorphine-positive urine samples) at six months.?”
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PATIENT-BASED RETENTION ON TREATMENT OUTCOMES FOR VIRTUAL OUD SOLUTIONS COMPARED WITH USUAL CARE

SHARE OF PATIENTS

RETAINED®
Sample Between-Group
Company Using Digital Digital Control Difference Last Reported
Study (Risk of Bias) (Solution) Solution? Solution Arm Arm (Percentage Points)® Timepoint?
Pear
Rozycki 2022~ Therapeutics 40 88% 55% 32* 3 months
(RESET-0)
Pear
Maricich 2021b" Therapeutics 91 82% 68% 14 3 months
(TES)
Chan 2024a™ Bouldler Sare 103 96% 88% 8 6 months
Pear
Kawasaki 2024N? Therapeutics 48 71% 52% 19 6 months
(RESET-0)
Holtyn 2021™ N/A 21 16% 20% —4ns 6 months
Gustafson 2024 " 46° 65% 64% 2 16 months

Notes: * Statistically significant at p < .05. N/A = not applicable. NS = not statistically significant. TES = Therapeutic Education System. (L) = low risk of bias. (M) = moderate risk of bias. (N/A) =
risk of bias could not be rated. *Number of patients in the intervention arm of the study. ®Share of patients retained at the last reported timepoint of the intervention period, if available.

¢ Between-group difference at last reported timepoint of the intervention period. ¢ Last reported timepoint of the intervention period, if available. Timepoints reported as months for comparability.
e Qutcomes for subpopulation of patients taking buprenorphine; full sample using digital solution is 208. All values are rounded to a whole number; differences may not sum due to rounding.

A long-term, unblinded RCT compared patients that reported
taking buprenorphine in an MOUD treatment program who did
or did not receive CHESS Health’s A-CHESS app (including
motivational content, social support, and coping tools) and
found 65% (30/46) of patients receiving A-CHESS were
retained, compared with 64% (28/44) receiving usual care.!?®

Two studies reported outcomes for patients in periods before
and after receiving Q2i's OARS app. One long-term study found
no significant difference in retention (meeting attendance)
when patients received the app (20% in pre-period vs. 27% in
post-period).t?® Another long-term study with preliminary data
also found no difference in retention rates (buprenorphine-
positive urine samples) when patients received the app (92.0%
in pre-period vs. 92.3% post-period).13°

One study of patients with concurrent stimulant use disorder
reported a visit-level retention metric. At four months, those
using DynamiCare’s CM digital solution had a significantly higher
rate of attending scheduled appointments than patients receiving
usual care (52% vs. 34%).13

Retention results from seven single-arm studies are hard to
interpret absent control arms. One small single-arm pilot study
of 25 patients using a digital OUD solution found that 56% were
retained at six months.'32 Another small study found that 66%
of patients using a CBT-based solution were retained at two
months.!33 A retrospective cohort study of rural patients using
a medication-focused solution found that 69% were taking
buprenorphine at one month, 56% at three months, and 49%
at six months.'3* Another retrospective study found that 73%
of patients initiating MOUD treatment were retained for at least
three months.!3% A study reporting at six and 12 months found
that 56% of patients who initiated buprenorphine treatment at
baseline were retained at six months.*3% A small study with high
risk of bias found 57% of pregnant women using a medication-
focused solution were retained six weeks postpartum.13?
Another small study (n = 20) of patients using a CM solution
with a history of stimulant use disorder found that 55% were
adherent to buprenorphine on more than 90% of opportunities
over three months.138
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Summary of Primary Outcomes

Based on PHTI’s review of the clinical evidence, virtual OUD
solutions deliver comparable or slightly better treatment
retention than usual MOUD care. While statistical significance
of study results is mixed, directionally all but one study shows
higher treatment retention in virtual solutions. Improvements—
either as a share of patients retained or a share of the study
duration retained—range from 14 to 32 percentage points at
three months and appear to taper down over time, ranging
from nine to 15 percentage points at 12 months (Exhibit 18).
Across studies, the weighted average improvement in retention
for patients using virtual solutions is estimated to be 13 days

at six months of follow up, compared with control arms (see
Appendix A for details on methodology).

Expanding Access and Treatment

With only one in four people with OUD receiving evidence-based
treatment, another important outcome measure is the ability

of virtual solutions to improve convenience and access to care,
ultimately resulting in more patients getting treated. To evaluate

Exhibit 18
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how these solutions impact access to care, the assessment
looked for evidence that virtual solutions are disproportionately
treating patients who would not otherwise enroll in medication-
based treatment programs.

Studies in the clinical evidence review largely recruited
participants who were already receiving or seeking MOUD
treatment, rather than recruiting previously untreated patients.
PHTI also collected data from the companies included in

the assessment about their mix of patients between those
previously receiving MOUD treatment, other treatments, and
no treatment. This data showed that most digital solutions are
serving a similar mix of patients to those treated in traditional,
in-person care settings. Based on the available literature and
company-reported data, there is currently no indication that
virtual solutions are reaching a disproportionate share of
new-to-treatment patients or materially expanding overall
access to MOUD. Additional research explicitly designed to
assess the impact of virtual care on expanding access to care
is needed and solutions should focus on strategies to increase
the number of people treated.

COMPARATIVE STUDY RESULTS OF BETWEEN-GROUP DIFFERENCE IN RETENTION OUTCOMES FOR VIRTUAL OUD

SOLUTIONS VERSUS CONTROL ARMS
A Difference in Share of Study Period Retained

A 40

35
H32
30
25

20 B

A 17
| QL

Virtual Solution Better

15

10

M3

. Difference in Share of Patients Retained
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Notes: The between-group difference in retention to treatment outcomes are shown at the last timepoint of the intervention periods.
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Secondary Clinical Outcomes

In addition to improving retention on treatment, patients

and providers prioritize outcomes such as abstinence from
opioid use, relapse prevention, and attenuation of withdrawal
symptoms. The evidence for these secondary outcomes varies
in both quality and quantity. All studies reporting on secondary
outcomes are listed in the online data supplement.

Abstinence and Relapse

Clinical advisors and professional societies deemphasize
abstinence as a primary goal for treatment, favoring retention
and continuity of care as core outcomes. However, long-term
abstinence remains a goal for many patients and family members
and improves both clinical and functional outcomes. Fourteen
studies in this review report abstinence rates, measured by
urine screening or self-report. Among the nine comparator
studies of interest, evidence was mixed: Five studies
demonstrated statistically significant improvements in
abstinence rates for digital-solution users compared with
control arms, while two found no significant improvement
between groups (see Appendix E). Two studies had mixed
results and did not test the difference in abstinence rates for
significance. Overall, while opioid abstinence rates range widely
across studies, there is some evidence suggesting that using
digital solutions may improve abstinence relative to controls.

Two comparative studies that examined relapse rates (i.e., the
occurrence of an OUD hospitalization, emergency department
visit, detoxification, or a change in OUD diagnosis code away
from OUD remission) found no significant differences between
participants using digital solutions and those receiving

usual care, 139140

Safety

The evidence suggests that virtual solutions for OUD present
minimal safety risks, with low rates of unexpected or serious
adverse events among virtual solution users, similar to those
observed in control arms. Based on six studies, five of which
were comparative studies, digital solutions were generally
well-tolerated and were not associated with material safety
concerns. No studies reported crisis events.
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User Experience

To help patients stay in treatment and adhere to medications,
virtual solutions must engage patients and deliver a strong user
experience. Across the studies in this report, those using virtual
solutions reported high satisfaction and usability scores.
Evidence on engagement with digital solutions was more
variable, generally peaking in the beginning of use and declining
over time. Varied engagement rates reflect the chronic, relapsing
nature of OUD and underscore the challenge of sustained
engagement over time.

Engagement

Engagement with virtual solutions for OUD varied substantially
across studies, with metrics ranging from average module and
activity completion to time spent messaging providers. This
heterogeneity in reported metrics limits direct comparisons,
but the evidence suggests patterns of early engagement
followed by a gradual decline.#1-145 Two studies assessed
engagement across demographic groups and found comparable
engagement rates by age, sex, race, and ethnicity.146 147

Satisfaction and Usability

User satisfaction and usability metrics help determine
whether digital solutions meet user expectations and can
easily be integrated into their lives, which is essential for
promoting sustained engagement and adherence to MOUD
treatment protocols.

Across 12 studies, patients generally reported high satisfaction
with digital solutions. Satisfaction scores often exceeded 4.0 on
a five-point scale.!48-152 Patients indicated they were very likely
to recommend the solution to others!®3 5% and reported that
these solutions helped them remain in treatment.'%5-157 Studies
using other scales, such as a four-point Likert scale and a visual
analog scale ranging from 0 to 100, showed similarly positive
results.58-160 One comparative study found that patients using
a virtual OUD solution and those receiving hybrid in-person
and telehealth care reported similar scores for satisfaction
and usefulness on the five-point Telehealth Usability
Questionnaire scale.6!

Ease of use across different digital solution platforms received
high ratings, with patients emphasizing easy navigation and
account setup.162-165
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Health Equity

Few studies stratify their results by demographic group; results
from those that do suggest that virtual OUD solutions can

be effective across diverse populations (see online data
supplement for more detail on demographics). Study samples
were primarily composed of white participants aged 30—50,
with slightly higher female representation than male. Notably,
older adults and individuals in rural areas experienced higher
retention than those who are younger or in urban areas,
suggesting that virtual care could improve outcomes for
underserved populations. Conversely, individuals facing
housing instability or relying on Medicaid may be less likely
to remain in care, highlighting the need for targeted strategies
to support these high-needs groups. The limited amount of
evidence about diverse patient populations highlights the need
for more inclusive research to ensure that virtual solutions
reduce existing disparities in OUD treatment.

Geography: Geographic representation in study demographics
is limited, with only seven articles reporting baseline geographic
location characteristics. Among these, one study that examined
a primarily rural population that received a virtual solution
found participants living in rural areas had significantly higher
rates of retention than those in less rural areas. Specifically,
retention rates at six months were 49.6% for those living in
large rural areas, 55.5% in small rural areas, and 57.3% in
isolated rural areas.®® Two additional studies that examined
both rural and nonrural participants found no significant
associations between geographic location and treatment
retention or user experience satisfaction with a virtual
solution.6” 168 These findings suggest that while geographic
representation remains limited, virtual solutions may be
effective in improving retention to care for rural residents,
where in-person OUD treatment options may be limited.

Race/Ethnicity: Only two studies evaluated treatment
outcomes by race/ethnicity, with mixed results. One study did
not find significant differences in retention rates for Hispanic
participants enrolled in a virtual OUD solution compared with
white participants.'®® In another study, Hispanic and white
participants demonstrated a significantly higher percentage
of total weeks abstinent in the digital intervention arm
compared with the control arm, though race and ethnicity
were not associated with differences in retention to care.1”°
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Gender: Solutions for OUD are generally investigated in study
populations with balanced gender representation, though
female participation slightly exceeds male, and analysis of
gender-based differences in retention outcomes is limited.
Three studies examined treatment retention by gender and
found slightly higher rates among female participants when
using a digital intervention, though none reached statistical
significance.’'-173 One study also found that men in treatment
tended to have fewer weeks of opioid abstinence.'”*

Age: Only two articles examined the clinical effectiveness of
virtual OUD solutions across age groups. One study found virtual
solutions were more effective in improving retention among
people older than 30 compared with younger populations.t’®
Another study reported that older age was significantly associated
with higher retention rates in the digital intervention arm.7®
Two studies found no significant differences in engagement
levels across age groups using virtual solutions.7% 178

Housing Status: Across seven articles that reported housing
status, the majority of participants lived in stable or housed
conditions, though a notable minority ranging from 1% to 29%
experienced housing instability. One study found statistically
significant differences in retention by housing status for patients
using a virtual solution, with 57% of participants in stable
housing retained at six months compared with 40% of those

in unstable housing.'7®

Insurance Status: Among the 10 articles that reported insurance
status, the majority of study participants had Medicaid coverage,
followed by commercial coverage, Medicare coverage, and no
insurance. One study found significant differences in retention
by insurance status for patients using a virtual solution. Patients
with commercial insurance and Medicare had higher rates

of retention at six months (71% and 66%), with only 50% of
patients with Medicaid retained on care.'8°
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Solution-Specific Clinical Outcomes

Only 10 of the 16 companies included in this report produced
evidence about the clinical effectiveness of their solutions that
met inclusion criteria (Exhibit 19). Those company studies
make up approximately a third of the literature review and
three-fourths of comparative studies. The solution RESET-O,

a PDT developed by Pear Therapeutics that was acquired by
PursueCare, made up the majority of the company-sponsored
evidence in the literature review. However, the features evaluated
in these studies vary and RESET-O’s solution was examined
as a digital wraparound solution, whereas PursueCare delivers
a medication-focused solution. After RESET-O, the digital
wraparound solutions—including CHESS Health, Q2i, and
DynamiCare—made up a substantial portion of the comparative
studies with low and moderate risk of bias. CHESS Health had
the most comparative evidence.

Given that most digital solutions in this report are 7—10 years
old, many have a surprising lack of clinical evidence. Six
companies had no evidence that met inclusion criteria

for this report: Affect Therapeutics, Aware Recovery Care,
Better Life Partners, Eleanor Health, Groups Recover
Together, and Wayspring. Evidence was particularly limited
for the medication-focused solutions. As a result, it is unclear
whether fully integrated virtual programs that combine MOUD
treatment with support services improve care coordination
and overall clinical outcomes. This review found no evidence
about whether these solutions—as a result of convenience
or by increasing the volume of MOUD providers—improve
access to care and result in more people receiving needed
OUD treatment.

£ A continuum of care suggests
coordination across that continuum.

That kind of coordination rarely exists, and it's especially
rare for the people who need it the most.”

—Dr. Joe Wright
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Medication-Focused Solutions

Bicycle Health

One single-arm study from Bicycle Health with a high risk
of bias met inclusion criteria.'® The study assessed the
teleMOUD program, which offered live one-on-one therapy,
group support, and peer support using a survey tool that
measured drug use, cravings, and other factors. After one
month, the survey found statistically significant increases
in protective factors and decreases in risk factors, with
the share of participants reporting zero days of opioid use
increasing by 23 percentage points.

Boulder Care

One comparative study from Boulder Care resulted in three
articles that all assessed the teleMOUD program with the
feature of peer support.182-184 The study had a moderate risk of
bias and evaluated buprenorphine discontinuation in patients
with OUD initiating buprenorphine virtually compared with
those who received in-office treatment, though the COVID-19
pandemic interrupted the study procedure and led some
patients in the control group to receive telehealth services.
Buprenorphine discontinuation rates among the participants
—who were predominantly white, unemployed, and Medicaid
recipients—were lower in the telehealth-only intervention
group than the treatment as usual group with selective telehealth
participation (4% vs. 13%) at approximately six months.

Ophelia

Two single-arm studies from Ophelia met inclusion criteria;
both evaluated the teleMOUD platform with additional live
therapy, drug testing, and care coordination. One of the studies
had a moderate risk of bias and found that 56% of patients
were retained in treatment at six months and 48% at one year,
with no significant differences by geography, sex, race, or
ethnicity.'®5 The other study had a low risk of bias and found
that among patients retained for more than three months,
those with high baseline recovery capital’ (measured by
BARC-10) maintained it at four months, while 87% of patients
with low baseline recovery capital experienced increases in
recovery capital while in care.1®

TRecovery capital refers to the psychological, physical, social, and environmental resources an individual can draw on during their recovery.
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Exhibit 19

RISK OF BIAS OF CLINICAL STUDIES, BY COMPANY
Bl LowROB M Moderate ROB M HighROB M N/A

Number of Studies
DIGITAL WRAPAROUND SOLUTIONS
Comparative
CHESS Health
Noncomparative
Comparative
DynamiCare
Health
Noncomparative
Comparative
Q2i
Noncomparative
WEconnect Comparative
Health
MEDICATION-FOCUSED SOLUTIONS
Bicycle Health Noncomparative _
Boulder Care Comparative -
Ophelia Noncomparative _
Comparative
PursueCare
Noncomparative
Comparative
Pelago Health
Noncomparative
Affect Therapeutics
Aware Recovery Care

Eleanor Health
Groups Recover Together

Better Life Partners No Evidence
Wayspring

Notes: ROB = risk of bias. N/A = not applicable. The 12 PursueCare studies assess Pear Therapeutics solutions. For ease of interpretation across risk of bias ratings, “Low” refers to original
ratings of “Low Risk of Bias” (RoB2) or “Good Study Quality” (NOS), “Moderate” refers to original ratings of “Some Risk of Bias” (RoB2) or “Fair Study Quality” (NOS), and “High” refers to
original ratings of “High Risk of Bias” (RoB2) or “Poor Study Quality” (NOS). No evidence indicates that no evidence met the inclusion criteria of the systematic literature review.
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Pelago

Two studies on Pelago—from the literature review and company
submissions—met inclusion criteria. One comparative study
with low risk of bias reported healthcare resource utilization
findings, detailed in the company economic section below.#”
One small single-arm study (n = 27) with low risk of bias evaluated
a teleMOUD platform including counseling, group support,
and digital CBT modules over three months.!® Of the 78%

of patients who were retained for the full study period, 71%
reported being abstinent for the last 30-day period and 67%
reported full 90-day abstinence.

PursueCare

Atotal of 19 articles met inclusion criteria across 12 studies.
Of these, eight were comparative studies and four were single-
arm studies. These studies generally looked at RESET-0, a
PDT with digital CBT modules and CM; many but not all of the
studies included CM in their intervention. Twelve of the articles
reported healthcare resource utilization findings, detailed in
the company economic section below.

Three comparative studies with low risk of bias assessed the
Therapeutic Education System (TES), a CBT program that
preceded RESET-0. One study found that adding TES to
treatment as usual had a statistically significant improvement
in abstinence in months 2—3, compared with treatment as
usual.’® The additional comparative studies reported high
satisfaction with TES and identified age, gender, ethnicity
(Hispanic), and race (white) as statistically significant
predictors of better opioid abstinence outcomes over 12
months.19% 191 A related single-arm study with a low risk of
bias showed that 55% of patients remained active on the
app at three months.1%?

Additional studies on RESET-O showed mixed results. An NIH-
funded clinical trial found higher six-month retention rates for
the PDT group (70.8% vs. 51.9%), though urine drug screen
results showed similar rates of opioid abstinence among both
groups.'®® Another comparative study on RESET-O found that
participants opting into the PDT showed a significantly higher
abstinence rate in the last month of the program (77.5% vs.
51.9%).1%4 Other studies found some secondary benefits.195-197

Workit Health

Four single-arm studies from Workit Health met inclusion
criteria, evaluating different aspects of a teleMOUD platform
that offers individual and group counseling and coordinates
care for patients. One study with low risk of bias showed that
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rural patients receiving buprenorphine on this platform—the
majority of whom were on Medicaid—had 52.3% retention
and 49.2% buprenorphine adherence at six months.1%®

A study with moderate risk of bias examining home delivery of
buprenorphine showed that at six months, 78.6% of patients
who opted into home delivery were retained in treatment,
compared with 45.5% among those who did not opt in.1%®

A study with high risk of bias demonstrated that 79.8% of
pregnant patients on the platform maintained continuous
OUD treatment throughout pregnancy, with patients who
became pregnant after initiating treatment more likely to
do 50.29° Another study with high risk of bias showed that
patients in telehealth OUD treatment were highly satisfied
with care and experienced strong provider-patient
relationships, with no statistically significant differences
between patients in rural versus nonrural groups.2%!

Digital Wraparound Solutions

CHESS Health

Three studies from CHESS with low risk of bias and one study
with a moderate risk of bias were found in the literature review.
Two articles from the same RCT found no statistically significant
differences in abstinence over 24 months between patients
receiving MOUD alone versus those receiving MOUD plus the
CHESS Health platform, which included therapy modules, peer
support, and group support. However, in one of the articles,
abstinence among patients without withdrawal symptoms had
a statistically significant increase for the intervention group
(odds ratio, 1.3).292 |n the other article from the same study,

no differences in hepatitis C virus (HCV) testing uptake were
found between those who received HCV information through
the CHESS Health platform and the control group.?°® Another
comparative study with low risk of bias assessed patients
receiving MOUD alone versus patients receiving MOUD plus
CBT modules over three months. The study found that patients
receiving MOUD alone completed fewer days of treatment
compared with the intervention group (69 vs. 83 days),
although the difference was not significant. The intervention
group had a significantly greater percentage of urine samples
that were negative for opioids compared with the MOUD-only
group (91% vs. 64%).2%4 The comparative study with moderate
risk of bias found that among women in a residential SUD
treatment center, patients using CBT modules in addition

to MOUD showed improvement in coping skills compared
with those receiving MOUD alone, though this was not
statistically significant.2%%
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One single-arm study found that adding CBT modules
to standard treatment with methadone did not moderate
the effects of perceived stress on opioid use outcomes.2%

DynamiCare Health

A total of three studies—two comparative and one single-arm
study—from DynamiCare that evaluated the CM platform
with a variety of additional features met inclusion criteria. Two
moderate risk of bias articles from the same study assessed
outcomes for patients with concurrent stimulant use disorder,
the vast majority of whom (95%) had OUD as their primary
diagnosis. The intervention group, which used CM and CBT
modules, had significantly higher rates of drug abstinence and
clinic attendance between two and four months.2%7 A second
article from the same study found similar trends in an inner-city
outpatient setting.2°8

A second study—an RCT—compared three configurations of
CM (incentives tied to abstinence outcomes, behavioral inputs,
and abstinence outcomes plus the use of CBT content).?%®

At week 12, 85.7% of participants in the abstinence-based
incentives group had opioid-negative saliva tests, compared
with approximately 60% in the other two intervention arms.

A single-arm study with a moderate risk of bias evaluated a CM
platform integrated with peer recovery coaching support for
patients with OUD. The platform demonstrated effectiveness
in promoting adherence to buprenorphine treatment, with

an overall rate of confirmed buprenorphine adherence of
76% over three months.21°

Q2i

Four studies from both the literature review and company
submission were included for Q2i. Early evidence from a
clinical trial assessed Q2i’s OARS program enabled by their
software, which includes messaging with provider teams,
educational content, and peer support, in addition to MOUD
treatment. The comparator study without a risk of bias rating
found that patients had nearly identical rates of appointment
attendance and urine drug testing, with similar percentages

of participants with buprenorphine-positive urine tests before
and during the pilot.?** A comparative study with low risk of
bias assessed the OARS program in patients receiving MOUD
treatment compared with the period four months before using
OARS. The study found that compared with treatment as usual,
patients during the OARS period had significantly more urine
drug tests than during the treatment as usual period (33% vs.
13%) but no significant difference in appointment attendance.??
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Two single-arm studies assessed the implementation of the
OARS program in primary care settings. One study without

a risk of bias found that 89% of patients using OARS had no
opioid-positive urine drug testing and 64% had no missed
appointments over the nine-month study period; in addition,
providers reported in interviews that the program improved
communication and eased viewing patient progress.?!3
The other study—which had low risk of bias—found that
patients receiving MOUD treatment did not frequently
view test results or educational content, and staff reported
greater perceived value in the program than reported patient
usage suggested.?

WEconnect Health

WEconnect produced one comparative study with moderate
risk of bias. The study assessed patients who received
MOUD alone compared with those who received MOUD plus
additional app-based CM and peer-support interventions
across OTPs and OBQOTs. The study found that compared with
patients who chose to receive MOUD only, those who chose to
receive MOUD plus CM reported significantly fewer days of
opioid use at 12 months or at their last appointment before
dropping out of treatment (8.4 days vs. 12.0 days.) Additionally,
patients in the MOUD plus CM group showed significantly more
days in treatment (290 days vs. 236 days) over the course of
one year.?1s

Evidence Limitations

While the literature review identified a body of evidence that
includes numerous well-designed comparative studies, there
were several notable limitations.

One of the primary challenges in this assessment is not having
an established threshold for MCID in outcomes. When available,
PHTI uses MCID to establish a threshold for clinical impact,
beyond study-specific statistical significance. Absent MCID,
this assessment is forced to rely more heavily on statistical
significance, which was mixed in the primary clinical outcomes.
Furthermore, many of the studies in this review were small—
enrolling 150 or fewer patients—and, thus, may have had
limited statistical power. For primary outcomes, there was

a relatively even distribution between studies that found
significant improvements in retention, those that found no
statistically significant difference, and those that did not test
for significance when examining between-group differences
in retention.
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In addition, the absolute results for average treatment retention
varied widely across studies, depending on study design, follow-
up duration, patient demographics, and the retention metric
used. Given the chronic nature of OUD, studies with shorter
durations may not have been long enough to demonstrate

a meaningful impact on retention or adherence. These
limitations make the findings of the systematic review less
conclusive relative to other PHTI assessments in which study
results have been more consistent across the evidence base.
It also limits the ability to draw conclusions from single-arm
studies by aligning their results to those from comparative
studies as a proxy for understanding the magnitude of
clinical improvements.

Some studies in this assessment allowed patients to self-
select into the treatment arm, potentially inflating the observed
benefit of digital solutions. Most studies were conducted at
single sites with specific patient populations and treatment
protocols, limiting the generalizability of findings. Retrospective
claims analyses with larger and potentially more diverse
populations present other limitations, such as selection bias
from enrollment requirements and lack of clinical detail.

Additionally, while mortality represents a key outcome of OUD
care for society, most studies evaluated were not sufficiently
powered to assess mortality.
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Finally, the body of evidence may not reflect the full breadth
of patients with OUD. While study samples did include people
with housing instability (range, 1—29%), criminal justice
involvement (25—-82%), and varying levels of insurance
coverage, they may not fully represent the broader spectrum
of individuals with OUD, particularly across different levels of
disease severity. Additionally, virtual solutions require baseline
digital literacy and reliable technology access, potentially
excluding patients who lack these resources. Individuals with
active addiction, unstable housing, or acute medical and
psychiatric needs may face barriers to both treatment entry
and research participation, and thus findings from the analysis
may not apply to patients with the most severe OUD.

While PHTI was able to draw meaningful conclusions from the
available evidence, the limitations of the data and the marginal
differences in clinical effectiveness for the assessed solutions
highlights the need for further innovation in the OUD space.
Continued development of more impactful solutions is essential
to better serve this large and critically underserved population.
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Health plans, employers, and state health agencies cover virtual OUD solutions to improve health outcomes
for patients. Providers may also purchase digital engagement solutions to enhance their MOUD treatment by

improving patient recruitment and retention.

If these solutions deliver better treatment retention, they also
have the potential to reduce overall healthcare spending.
People with untreated or poorly managed OUD experience
substantially higher healthcare spending as a result of a variety
of healthcare needs, including more frequent emergency
department visits and overdose-related hospitalizations.?®
Treatment with evidence-based MOUD—such as buprenorphine,
naltrexone, or methadone—is highly correlated with lower
rates of relapse, overdose, and medical complications. Studies
have found that patients with OUD who are not receiving
MOUD have approximately 30% higher monthly healthcare
costs than patients treated with MOUD.2%7

Longer retention on MOUD treatment is associated with reduced
overall healthcare utilization and net costs for individuals with
OUD. Improved treatment adherence increases pharmaceutical
spending and physician visits—tied to MOUD treatment—and
reduces spending on high-cost services like inpatient admissions
and emergency department visits, leading to overall net
savings.?'® 219 Accordingly, purchasers may realize lower overall
healthcare spending if digital interventions can effectively
extend MOUD treatment and improve adherence.

Budget Impact Model Methodology

The budget impact model seeks to estimate the expected
one-year change in total healthcare spending that results from
offering virtual solutions for OUD to a hypothetical one-million
member plan. The model estimates the number of people who
receive MOUD who would use the virtual solution, the gross
reduction in expected healthcare spending resulting from
increased retention in treatment for patients enrolled in these
programs, and the net impact on health system spending once
such savings are offset by spending on the virtual solutions.

Based on the clinical effectiveness results above, the budget
impact model estimates the impact of virtual solutions for
OUD on healthcare spending.

There are three primary components of the budget impact:

1. Eligible population: The total number of patients currently
treated with MOUD who may engage with a virtual solution,
if broadly implemented;

2. Reduced costs from health improvements: The net changes
in healthcare spending that result from increased retention
in treatment under usual care and virtual solutions; and

3. Technology price: The price paid to a virtual solution
company under a contractual agreement.

These components come together to estimate the net impact
on healthcare spending per user of a virtual OUD solution and
the overall per member per month impact of that spending
across all enrollees in a hypothetical one-million-member plan.

Eligible Population

The model estimates the number of adults who are treated with
MOUD across commercial insurance, Medicare, and Medicaid.
In the United States, the proportion of adults with QUD is
3.7% in commercial insurance, 1.6% in Medicare, and 7.5%
in Medicaid.?20-222

Nationally, approximately 25% of commercially insured patients
receive MOUD treatment (15% of Medicare and 25% of
Medicaid) and roughly 75% of patients remain untreated.??3
Vendor-supplied estimates indicate that, on average, 27%

of patients using virtual solutions were previously in MOUD
treatment and 73% were new to MOUD treatment. Since this
closely mirrors the national treatment gap, these figures
suggest virtual OUD solutions are reaching the same proportion
of untreated patients as usual care providers. As such, the
model does not assume any change in the percentage of previous
treatment history (new to treatment, previously in MOUD
treatment) of patients for virtual solutions versus in-person
treatment providers. Therefore, up to 0.7% of commercial
enrollees, 0.2% of Medicare beneficiaries, and 0.9% of Medicaid
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beneficiaries treated with MOUD are eligible to receive either

a medication-focused or digital wraparound solution (Exhibit 20).
When estimating the budget impact of these solutions, the
model assumes a 25% participation rate in virtual OUD solutions
among all eligible individuals.

Reduced Costs from Health Improvements

The budget impact model uses published literature to estimate
healthcare spending impact due to improvements in treatment
retention between individuals receiving usual care and those
enrolled in a virtual solution. The model assumes that the clinical
improvements achieved by virtual OUD solutions will be
sustained for a full year, despite most studies having shorter
follow-up periods. As a result, healthcare costs avoided from
improved clinical outcomes may be over- or underestimated.

A real-world analysis using 2014 commercial claims examined
annual healthcare spending for people with OUD initiating
buprenorphine treatment and stratified by adherence groups
based on the proportion of days covered by buprenorphine
over a 12-month treatment period.??* These estimates include
inpatient, outpatient (emergency department, physician office
visits, other outpatient), medical, and pharmacy costs (including
buprenorphine costs). Patients were grouped on the basis of

Exhibit 20
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their adherence level and total healthcare costs were adjusted
for differences across groups, including age, sex, insurance
plan type, other SUDs, behavioral health disorders, and chronic
pain conditions. Over a year, patients retained for fewer than
20% of days covered were estimated to have approximately
$6,912 higher annual healthcare costs, on average, than patients
retained for at least 80% of days. The model assumes an overall
linear relationship between annual spending and days adherent,
for an estimated savings of $29 per additional day adherent in
2024 dollars.* 225

The budget impact model uses the comparative clinical studies
identified in the systematic literature review of primary outcomes
to estimate the weighted average days of retention in treatment
for the virtual solutions and usual care. The average duration of
days retained in treatment at six months for patients receiving
virtual solutions was 150 days compared with 137 days for
patients receiving usual care—a difference of 13 days.

By applying the average increase in days retained from the
clinical evidence, the model estimates the expected per person
decrease in healthcare spending that results from improved
retention outcomes for those using virtual solutions. For
instance, in the commercial market, people with OUD who

ESTIMATING THE ELIGIBLE POPULATION FOR VIRTUAL OUD SOLUTIONS

Commercial

Medicare Medicaid

PROPORTION OF ENROLLEES
WHO ARE ADULTS

7/8.9%

99.2% 48.7%

PREVALENCE
OF OUD

3.7%

1.6% 7.5%

PROPORTION TREATED
WITH MOUD

25.1%

TOTAL ELIGIBLE POPULATION
FOR VIRTUAL OUD SOLUTIONS

0.7%

#Costs were inflated to 2024 U.S. dollars using the annual consumer price index for medical care.

14.5% 24.9%

0.2% 0.9%
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Exhibit 21
ESTIMATED DIFFERENCE IN DAYS RETAINED ON MOUD TREATMENT AND ASSOCIATED ANNUAL HEALTHCARE SPENDING
PER PATIENT
Average Annual Spending Per Patient, by Payer
Weighted Average Days
Treatment Arm Retained in Treatment Commercial Medicare Medicaid
Usual Care 137 $29,233 $32,160 $25,920
Virtual Solution 150 $28,862 $31,752 $25,590
Change in spending resulting 13 _$372 —$409 _$329

from health improvements

receive usual care are retained in treatment for 137 days and
have an estimated annual spend of $29,233. If those people
engage with a virtual solution and it is assumed that their days
retained in treatment increases by 13, they would have a
projected average duration of treatment of 150 days and an
estimated annual spend of $28,862. Thus, this improvement
in retention predicts that per virtual solution user, healthcare
spending would decrease by $372 per year before accounting
for solution costs. Estimated annual spending per patient on
MOUD treatment for the virtual solution was less than usual

care by $409 for Medicare and by $329 for Medicaid (Exhibit 21).

Research indicates that standard, health plan—specific,
payment-rate conversions for outpatient services may
underestimate the disproportionately high healthcare costs
associated with OUD in Medicare and Medicaid populations.?2¢ 227
To account for this, spending for Medicare and Medicaid

are adjusted using published literature that analyzed total
OUD-related healthcare costs by specific payer perspectives
(see conversion ratios in Appendix A).

Studies reported retention measures as a proportion of patients
retained in treatment or as days retained in treatment. For
studies that reported the proportion of patients, retention
measures were converted to average duration of days using a
restricted mean survival time approach. Calculations assumed
that the retention proportion reported at each timepoint
represents the average retention over the preceding interval
(see methodology details in Appendix A).

Technology Price

To estimate the overall spending impact of virtual OUD solutions,
the model offsets the price of the virtual solution provided to the
entire member plan from the healthcare savings.

Medication-focused solutions are primarily contracted to
health plans as in-network providers that play the same role

as in-person, office-based providers for buprenorphine. These
solutions offer the same type of services, such as MOUD
prescribing, behavioral health services, CM, peer and group
support, at-home drug testing, and online provider-patient
messaging. The pricing of medication-focused solutions generally
reflects that of in-person MOUD programs, with variations
driven by differences in payment models and monthly
reimbursement rates across payers for care coordination and
therapy-related services. Costs for MOUD are billed separately
through the patient’s local pharmacies—at an approximate
cost of $150 per month—and are not included in pricing
estimates for the virtual solutions. The model accounts for the
cost of MOUD in the annual healthcare spending estimates as
described above for both the virtual solution and usual care arms.

Commercial payers typically contract with medication-focused
solutions under fee-for-service models or alternative payment
arrangements. Because of the diversity in plan design and
negotiated agreements, vendor-supplied pricing for commercial
contracts ranges widely from $300 to $800 per month; estimated
average monthly pricing is $409.

Under Medicare, medication-focused solutions are reimbursed
either through monthly bundled payments or fee-for-service
rates that may include patient management, care coordination,
individual and group therapy, and substance use counseling.
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Monthly bundled payments in the initial month include intake,
assessment, and 70 minutes of services (HCPCS code G2086)
at a rate of $463, and for subsequent months (HCPCS code
(G2087) a monthly rate of $427.228 Additional vendor-supplied
pricing information for Medicare ranged from $350 to $400 per
month, for an average of $379, reflecting lower reimbursement
rates for patients who do not require therapy—and, therefore,
are not billed for full bundled services.

Medicaid reimbursement varies by state and program design.
Some states reimburse medication-focused solutions on a
fee-for-service basis, while others use bundled payment
models similar to Medicare.??°In some cases, medication-
focused solutions are reimbursed under a negotiated case rate
agreement with Medicaid managed-care plans that includes
additional services, such as CM, digital app access, and
at-home drug testing. Vendor-supplied Medicaid rates ranged
from $150 to $500, for an average of $333 per month. Published
literature on 2021 Medicaid rates reflected similar price variation
across states, ranging from $103 to $648 per month for

opioid treatment programs, and averaging $313 per month

in 2024 dollars.23°

Overall, the pricing of medication-focused solutions is
generally reflective of established reimbursement rates
across Medicare, Medicaid, and commercial payers for
in-person MOUD treatment. Therefore, the model assumes
equal payment for virtual medication-focused solutions
and usual MOUD care for buprenorphine.

Exhibit 22

Effectiveness

Economic
Impact

Summary Next
Ratings Steps

Digital wraparound solutions are typically sold to health plans
and employers as digital tools that augment in-person MOUD
treatment. These solutions may include educational content,
CM, at-home drug testing, and group and peer support.
Vendor-supplied pricing for digital wraparound services without
CM varied widely, ranging from $18 to $250 per user per
month, depending on the support services offered. Standard
CM protocols for stimulant use disorder in Medicaid include a
maximum of $599 over a six-month period, for an average of
$100 per month.23%.232 Therefore, pricing estimates for digital
wraparound solutions inclusive of standard CM rewards range
from $118 to $350 per user per month. To reflect the duration
patients typically remain on MOUD, based on retention estimates
from clinical literature, the model assumes an average cost of
$205 per user per month for five months—or an annual program
cost of $1,025 per user across all payers.

Actual prices charged by specific solution vendors or negotiated
by particular purchasers may vary and would impact these results.

Change in Overall Spending

The budget impact model estimates that medication-focused
solutions will slightly decrease total healthcare spending
across all payer types because of health savings from longer
average retention in treatment (Exhibit 22). Assuming 25%
participation in a million-member plan, the one-year healthcare
spending decrease would be $0.7 million in the commercial
market, $0.2 million in Medicare, and $0.8 million in Medicaid.

ESTIMATED NET CHANGE IN ANNUAL HEALTHCARE SPENDING ON SOLUTIONS

Commercial Medicare Medicaid

MEDICATION-FOCUSED SOLUTIONS
Total Per 1M Members —-$0.7M -$0.2M -$0.8M
Per User Per Year —$372 —$409 -$329
Per Member Per Month —$0.06 -$0.02 —$0.06

DIGITAL WRAPAROUND SOLUTIONS
Total Per 1M Members +$1.2M +$0.4M +$1.6M
Per User Per Year +$654 +$616 +$696
Per Member Per Month +$0.10 +$0.03 +$0.13

Note: Negative numbers represent healthcare savings and positive numbers represent healthcare spending.
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By comparison, since digital wraparound solutions are provided
as adjunct to MOUD treatment, within a one-year time horizon,
these solutions slightly increase total healthcare spending
across all plans because the cost of the solution exceeds the
savings from improved retention outcomes. Assuming 25%
participation in a million-member plan, the one-year healthcare
spending increase would be $1.2 million in the commercial
market, $0.4 million in Medicare, and $1.6 million in Medicaid.

To offset the cost of the solution, the model estimates that in
the commercial market, digital wraparound solutions would
need to retain users in treatment for 180 days, or an average
of 43 days longer than usual care. To reflect the extended
retention, the solution would be billed for six months at an
average cost of $205 per user per month, or an annual
program cost of $1,230 per user.

While virtual OUD solutions demonstrate slight improvement in
clinical effectiveness, their impact on spending is minimal across
all payers. However, these solutions could achieve greater savings
if they expand access to MOUD treatment for individuals who
are currently untreated. Although this analysis did not include
evidence that virtual solutions increase the proportion of patients
receiving MOUD, with only 25% of individuals with OUD receiving
any form of MOUD, there is a significant opportunity for virtual
solutions to help close this gap. Research shows that untreated
patients incur $9,300 more in annual healthcare costs than
those receiving MOUD treatment.?33 By reaching untreated
populations and supporting longer retention in care, virtual
solutions can offer a scalable pathway to drive substantial
reductions in healthcare spending for purchasers.

Patient Out-of-Pocket Costs

Patient out-of-pocket costs for virtual OUD solutions can

vary by an individual’s insurance status, plan benefit design,
medication type, and treatment setting. Research shows that
higher out-of-pocket costs are associated with lower treatment
retention and even modest increases can lead to higher risks
of relapse and overdose.?3* In most cases, virtual solutions that
are directly purchased by a health plan are typically offered to
users without any cost-sharing requirement. However, many
patients with OUD remain uninsured—uwith approximately
18% of OUD patients vulnerable to high out-of-pocket costs
and reduced access to treatment.23%
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Productivity and Criminal Justice Costs

This budget impact analysis does not account for lost workplace
productivity or criminal justice costs related to OUD. However,
in 2017, lost productivity and criminal justice costs represented
approximately 9% and 1.5%, respectively, of the total economic
burden associated with OUD and fatal opioid overdoses.?3¢
Research shows that OUD is associated with substantial indirect
costs, including work loss, absenteeism, disability, and criminal
justice involvement.

Individuals with OUD incur average annual work loss costs of
$3,773 per person, which is $1,244 more per person than
those without OUD.2%” Additionally, one study estimated
OUD-related criminal justice costs—including policing, court,
corrections, and victimization expenses—during MOUD
treatment and post-MOUD treatment.238 Results found costs
of crime were $140 per day lower during MOUD treatment
than after treatment. If virtual OUD solutions can improve
treatment retention outcomes, they offer the potential for
greater cost savings to employers and society.

Solution-Specific Economic Findings

The evaluation of the economic evidence examined 30 articles
that included information about the impacts of virtual solutions
for OUD on costs of care and healthcare resource utilization.
The articles were identified through the structured literature
search described above and direct submissions from companies.
Atotal of 15 articles contained sufficient methodological detail
to evaluate economic results and OUD-specific findings are
described below. See Appendix B-3 for a list of articles.

Importantly, although company-sponsored, retrospective
economic studies and return-on-investment analyses are
common, they tend to overestimate expected savings because of
selection bias, lack of randomization, and other methodological
limitations inherent to retrospective observational study designs.

CHESS Health provided a RCT comparing treatment with
MOQOUD-only to MOUD combined with the CHESS program.
The trial found over a 16-month period that patients
receiving MOUD with CHESS had 12% decreased odds of
emergency department and urgent care use compared with
those receiving MOUD-only. The study did not report any cost
or savings outcomes.?3°
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PursueCare has 12 articles about RESET-O; evidence was
generated by Pear Therapeutics and RESET-O was subsequently
acquired by PursueCare. These included six abstracts, five
peer-reviewed publications, and one conference poster with
economic evidence.

Seven of the articles reported estimated savings derived from
claims and published service unit costs. Of these, three articles
specifically examined gross savings from reduced inpatient
or hospital-related service utilization and reported savings
ranging from $186 to $1,178 per participant per month.240-242

The high savings figure reflects a small cohort and includes a
broad scope of hospital-related costs beyond inpatient and
emergency care, and does not reflect total healthcare spending.
However, the other four studies assessed gross savings from
reductions in overall healthcare utilization—including inpatient,
outpatient, and medical service costs—with reported savings
ranging from $233 to $398 per participant per month.243-246
A study comparing patients before and after engagement with
RESET-O found gross savings of $398 and program costs of
$278 per participant per month, resulting in a net savings of
$120 per participant per month.?#” All 12 studies reported
healthcare resource utilization outcomes, with most studies
observing meaningful reductions in inpatient and emergency
room visits. Outpatient utilization findings were mixed, with
increased use of services such as case management and
behavioral health, but reduced use of drug testing.?48-252
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Pelago provided a difference-in-difference study over
12-months using commercial claims data that compared
medical spending between patients with SUD—including
OUD—uwho enrolled in the Pelago program and propensity-
matched controls not enrolled in Pelago. For participants with
OUD, the study reported gross savings of $512 per participant
per month and a program cost of $256 per participant per
month—resulting in net savings of $256 per participant per
month for those enrolled in the Pelago program.?53

Workit Health provided a cohort study comparing Medicaid
claims data from participants with OUD using Workit Health
and individuals with OUD who did not across three states and
found that participants using Workit Health had 18—50% gross
savings in total medical and behavioral costs, mainly driven by
reductions in emergency room and inpatient costs. A second
analysis from the same study showed that Workit Health
participants had 22—50% gross cost savings compared with
those receiving other outpatient OUD care and 49—73% gross
total cost savings compared with those in inpatient QUD care.
The study did not report any program costs for Workit Health.254
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Virtual OUD solutions show modest positive clinical benefits from integrating digital support services into

medication-based treatment, though evidence was mixed.

Medication-Focused Solutions: Based on PHT!’s review of the
evidence, medication-focused solutions deliver comparable
clinical outcomes to usual MOUD care. These solutions may
slightly improve treatment retention because (1) they offer
added convenience from virtual MOUD prescribing and drug
testing, and (2) they include digital support services that are
shown to modestly increase the average duration of treatment
and proportion of patients retained.

However, more company evidence is needed to support these
conclusions; there was only one comparative study on primary
outcomes from these companies. This review found no evidence
that these solutions improve access to care by increasing the
number of patients who are newly entering treatment. Based
on the ICER Evidence Rating Matrix, medication-focused
solutions receive a C+, with a high certainty of comparable
net health benefit and moderate certainty of a small net
health benefit.

Medication-focused solutions are used as alternatives to usual
MQUD care and their prices are similar to typical usual care
costs. Often, these solutions are reimbursed using the same
codes or case rates as in-person care. Any improvements in
treatment duration have the potential to deliver reductions in
net spending as a result of avoided healthcare costs. Given the
variation in pricing models and outcomes, for most payers,
medication-focused solutions result in comparable or slightly
lower overall treatment costs for patients with OUD who use
them. Taken together, these solutions can be more-broadly
adopted as an alternative to usual MOUD care; however, this
review found no evidence that current solutions improve access
or materially lower spending compared with usual care.

Digital Wraparound Solutions: Based on PHTI’s review of the
evidence, digital wraparound solutions slightly improve treatment
retention when used to augment MOUD care. Not all results
were statistically significant, but studies consistently show a
directional improvement in average treatment retention. There
was not enough evidence to determine the relative benefits of
various support services (e.g., CM vs. peer support). Based on
the ICER Evidence Rating Matrix, digital wraparound solutions
receive a C+, with moderate certainty of a small net health benefit.

Digital wraparound solutions are used to augment other MOUD
treatment. Providers may purchase these solutions to enhance
their care without increasing overall healthcare spending.

However, when sold to health plans, employers, and public
health agencies, digital wraparound solutions increase net
spending because the avoided healthcare costs from improved
retention do not offset the prices charged for the solutions.
Given the small positive clinical benefits of these solutions,
broader adoption would be warranted if average increases in
retention were higher. In the commercial market, PHTI estimates
that solutions would need to increase treatment retention by an
average of 43 days at six months to offset an annual solution
price of $1,230 per user. Opioid abatement funds could also
be used to defray the added costs of these solutions to make
them more broadly available to MOUD providers.
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Exhibit 23

PHTI RATINGS FOR VIRTUAL OPIOID USE DISORDER SOLUTIONS BY CATEGORY

® Positive Moderate @ Negative
@ Higher Evidence Certainty O Lower Evidence Certainty

Category of Solution

Clinical Effectiveness?®

Economic Impact

Summary Rating®

Medication-Focused

Affect Therapeutics, Aware

Recovery Care, Better Life

Partners, Bicycle Health, O
Boulder Care, Eleanor Health,

Groups Recover Together,

Ophelia, Pelago, PursueCare,
Wayspring, Workit Health

Results: Comparable or slightly
better treatment retention than
usual care

Evidence Certainty: Lower

Comparable or slight decrease
in net spending due to avoided
healthcare costs from improved
treatment retention

May be substituted for
usual care

Given only slight improvement
in treatment retention,
broader adoption should

be focused on previously
untreated patients

Digital Wraparound

CHESS Health, DynamiCare ‘
Health, Q2i, WEconnect Health

Results: Slightly better treatment
retention when added to usual care

Evidence Certainty: Higher

Increases net spending
because the price of the
solution exceeds the avoided
healthcare costs from improved
treatment retention

Greater improvements
in treatment retention
are needed to justify
broader adoption at
current solution prices

Source: PHTI, Virtual Solutions for Opioid Use Disorder, September 2025. See PHTI.org for complete report, methods, and recommendations.

Notes: 2 Not all solutions have clinical data that meet the inclusion standards for this report. ® Summary rating reflects the combination of clinical and economic results.
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Next Steps

Based on PHTI’s review of the evidence, virtual solutions for OUD show promise that they may be able to
retain patients in care longer and reduce unnecessary healthcare spending and adverse events compared
with in-person care. However, current evidence about the clinical performance of these solutions suggests

they deliver only modest benefits and face ongoing headwinds.

Currently, virtual solutions are primarily reaching individuals
who are already in some form of treatment or would otherwise
access in-person care. Virtual solutions have not demonstrated
that they can expand the number of patients who pursue
MOUD treatment.

Broader adoption of these solutions has also been constrained
by multiple policy barriers, including strict teleprescribing
regulations for controlled substances. To help virtual solutions
for OUD gain wider adoption by the populations that stand

to benefit most, further attention is needed from innovators,
purchasers, and policymakers in several key areas.

Recommendations to Improve Innovation

e Advance the evidence: Further evidence generation is
needed to demonstrate the value of virtual OUD solutions
and understand which aspects of these solutions are
improving treatment retention.

Key questions include:

— Are digital support services more effective when
integrated into the same platform as MOUD prescribing
or are they equally effective if offered separately as a
wraparound service?

— Which support services within the digital wraparound
solutions are most impactful—care coordination and
pharmacy navigation, CM, peer support, group support,
educational modules, or digital CBT?

— Which support services are most effective for patients
with different demographics and co-occurring conditions?

— Which CM program features are most effective for
OUD patients?

— Which engagement approaches are best for the initiation,
maintenance, and stabilization phases of MOUD treatment?

e Expand access: More than half of treatment-seeking people
with OUD receive non-MOUD treatment. Of those who need
but do not seek treatment, 95% do not perceive a need for
treatment. Developers should focus on strategies to improve
patient acquisition and engagement to bring more of these
people into MOUD treatment for longer periods of time.
Patients who receive buprenorphine-based treatment
experience superior clinical outcomes and much lower
healthcare spending. Digital health companies, purchasers,
and MOUD providers should continue to pursue creative
methods to bring new patients into care. For example,
purchasers could structure contracts for virtual OUD
solutions that distribute bonuses to companies that
meet or exceed targets for initiating care among patients
previously not receiving MOUD treatment, delivering services
in underserved areas (e.g., rural care), or sustaining patient
retention beyond short-term milestones.

¢ Improve care coordination: Nearly all virtual OUD solutions
offer care coordination services that aim to help patients
navigate the in-person OUD care continuum and care
transitions. Referring patients to appropriate and high-quality
resources is critical for digital health companies. Companies
should educate traditional providers on available virtual OUD
solutions and establish mutual referral relationships with
bidirectional sharing of information and outcomes over time
and across episodes of care. This coordination would help
smooth patients’ care transitions between virtual solutions
and higher levels of care, and vice versa. It could also help
create care continuity for patients transitioning coverage
(e.g., from commercial insurance coverage to Medicare).
Companies should also consider partnerships with
pharmacies, emergency departments, hospitals, federally
qualified health centers, rural health centers, and local health
departments to improve care coordination services.
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e Leverage opioid abatement funds: Treatment initiation and
maintenance is costly, and more than $50 billion has been
committed in opioid settlement dollars and earmarked for
opioid abatement strategies, including expanded access
to MOUD treatment. States and localities can use opioid
abatement funds for new investments in virtual OUD solutions
and investments in evidence generation.

¢ Thoughtful use of drug testing: Payers should cover drug
testing—which is more reliable than self-report—to validate
adherence to MOUD treatment plans. Drug testing should
be generally no more than once per week during the
initiation phase of treatment, to align with appointment
frequency, and then should be ramped down over time
as patients move from initiation to maintenance.

Recommendations for Policymakers

¢ Establish a teleprescribing special registration: To create
a permanent pathway for prescribing controlled substances
via telehealth following the expiration of the COVID-19 era
flexibilities, the DEA should finalize its proposed rule to
establish a special teleprescribing registration. This would
allow eligible clinicians and online platforms to teleprescribe
Schedule II-V controlled substances and fulfill a long-
standing requirement of the Ryan Haight Online Pharmacy
Consumer Protection Act of 2008.2%5 Under the proposed
rule, any board-certified, mid-level practitioner could
prescribe buprenorphine without in-person visits by attesting
those visits would impose a significant burden on their
patients. It would also allow audio-only teleprescribing
refills of buprenorphine. As the gold standard treatment for
OUD, buprenorphine is unigue among other Schedule Il
medications and should continue to be treated separately
from other Schedule Ill drugs.
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e Promote comprehensive coverage and availability of
MOUDs, including long-acting injectables. Medicare,
Medicaid, and commercial insurers should maintain
comprehensive coverage for the full range of MOUD options,
including long-acting injectable formulations such as
extended-release buprenorphine and naltrexone. Beyond
insurer coverage, patient access to MOUDs can be further
challenged by prior authorization requirements, pharmacy
stocking and storage hurdles, and high upfront out-of-pocket
costs. Insurers, regulators, and policymakers should work
to reduce the administrative and operational obstacles that
limit timely access to MOUD across all care settings.

¢ Increase provider licensure flexibility: Congress and states
should consider increased healthcare provider licensure
flexibility for the treatment of OUD, including allowing
providers delivering virtual addiction services to initiate
care for patients in medically underserved areas across state
lines or to continue to treat patients with whom they have
an established therapeutic relationship even as they move
across state lines.
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