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Technology has changed almost every aspect of our lives, but mental health and substance use
treatment has remained largely unaffected. In some cases, this may be for the best — disruption
without evidence may not improve outcomes and may even prove detrimental. There is, however, a
clear need for innovation in mental health and substance use treatment. Deaths from suicide and
overdose continue to climb, and the incredible need of Americans cannot be met by the status quo.
There are not, nor will there be, enough providers to deliver the amount of high-quality mental health
and substance use care needed. Other solutions are needed, and evidence-based technology can be a
critical source of innovation.

In the past few years, several technologies have undergone rigorous clinical evaluations and
demonstrated effectiveness in treating mental health and substance use conditions by extending or
enhancing our current care models. A consumer now has the ability to download a clinical-grade app
on her phone or computer and rely on it as an integral and engaging mode of treatment for ADHD,
depression, insomnia, or even opioid use disorder. These technologies - referred to as digital
therapeutics (DTx) — have the potential to fill gaps and increase access to mental health care but are
not well addressed by current policy. If health care policy cannot ultimately accommodate these new

DTx products, part of the promise of technology for mental health and substance use care may be lost.

To examine this emerging issue, Mental Health America (MHA), the Digital Therapeutics Alliance
(DTA), and BrainFutures hosted a Policy Institute to discuss the opportunities and obstacles of DTx
product adoption with industry members, clinicians, payers, and patients/consumers. This policy brief
synthesizes those findings and examines the field of DTx products, barriers to the effective
deployment of DTx products, and policy recommendations that would promote access for individuals
who would most benefit from these novel solutions.

DIGITAL THERAPEUTICS

DTA, the leading trade association for DTx companies, defines digital therapeutics in this way:

Digital therapeutics (DTx) deliver evidence-based therapeutic interventions to patients that
are driven by high quality software programs to prevent, manage, or treat a medical disorder
or disease. They are used independently or in concert with medications, devices, or other
therapies to optimize patient care and health outcomes.
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DTx products incorporate advanced technology best practices relating to design, clinical
validation, usability, and data security. Some DTx products require approval by regulatory bodies
to support product claims regarding risk, efficacy, and intended use." Other DTx products do not
need to be reviewed or approved by the Food and Drug Administration (FDA) because they do
not fall within its enforcement authority.

Among the many potential uses of technology in mental health and substance use, DTx products are
unique in that software is an intervention in and of itself.

Outside of DTx, other digital health applications can provide support to providers in care planning,
offer population health analytics to administrators, or empower individuals to better understand their
own mental health. While all areas of digital health can be important to the future of mental health
and substance use, this policy brief focuses specifically on the unique issues facing DTx products.

Because of the high unmet need for effective treatment and access to services, mental health and
substance use have been prominent areas of focus for DTx development. Examples of DTx product
applications in use or underway in mental health and substance use include:

e Platforms that deliver cognitive-behavioral therapy for depression, anxiety, sleep, and
addiction;

e Games that offer sensory and motor stimuli to address cognition in ADHD and depression;

o Cognitive-emotional tasks for improving outcomes for depression; and

e Apps that support parents to address child sleep, ADHD, and anxiety.

Before these products are brought to market, most are supported by research published in peer-
reviewed journals. Highlights from some of those studies include:

o Twenty percent more individuals achieved healthy sleep with a DTx than treatment as usual
(TAU)?

e Individuals were 60 percent more likely to abstain for substance use with a DTx than TAU?

e Twenty percent more individuals achieved clinical response for depression with a DTx than
TAU*

e Better ADHD outcomes for children that discontinue stimulant medications”

e Fifty-four percent of individuals experiencing remission of panic disorder within 12 months®

e C(linical response in 69.7 percent of individuals with chronic insomnia - 56.6 percent achieving
remission’

DTx as a field is growing rapidly: new digital interventions for mental health and substance use are
already in the pipeline and more will be pioneered in the coming years.

BARRIERS TO DEPLOYMENT

Despite the promise that DTx hold, there are substantial barriers to effective deployment. Unlike
pharmaceuticals, which generally have a robust system for integration into care and ensuring access
for consumers, DTx products are paid for and integrated into care through a variety of ad hoc
approaches (with mixed results).® Three of the biggest barriers facing DTx adoption are: 1) poor fit
with existing payment mechanisms, 2) lack of support from payers, and 3) lack of provider training on
effective use. Each of these is further explored below.



1. Poor fit with existing payment mechanisms. Traditional fee-for-service health care
reimbursement is organized around the use of CPT codes for compensating for provider time
and effort, facility overhead, and malpractice insurance, as well as paying for pharmaceuticals,
devices, and durable medical equipment (DME). DTx products do not fit neatly into any of
these categories. They are not a traditional pharmaceutical like antidepressant drugs, nor a
device like an MRI, nor a piece of durable medical equipment like an insulin pump. They also
may take very little provider time and effort and incur no additional facility overhead. Even
where existing provider CPT codes cover the kinds of activities needed to support the effective
use of DTx products, the descriptions of the CPT codes may inadvertently exclude billing for
DTx-related care. Faced with this dilemma, DTx companies and private payers have negotiated
some ad hoc payment arrangements, but there is no consistent path for integration of DTx
products into health care reimbursement. The reimbursement route can also come with
different considerations — for example, if DTx are reimbursed as a pharmaceutical,
psychologists and social workers may not be able to prescribe DTx. Without a systematic
pathway for integrating DTx products into payment, access to effective DTx products remains
uncertain.

2. Lack of support from payers. Public payers — Medicare and Medicaid - cover individuals with the
greatest need, and often the fewest resources, for accessing care. Fee-for-service Medicare and
Medicaid do not currently offer any support for DTx products. If DTx products become a
critical part of the nation’s strategy for addressing gaps in access, those who could potentially
most benefit would have the least access. Further, clear opportunities for coverage from
public payers would promote stronger incentives for ensuring that DTx products meet the
needs of a greater diversity of individuals. If reimbursement channels are most flexible in the
commercial marketplace, DTx developers will be more likely to design for perceived users in
that market, rather than those covered by public payers (and uptake in the commercial
marketplace would also be advanced by better mainstreaming into traditional reimbursement
pathways).

3. Lack of provider training on effective use. Providers are not well equipped to prescribe or
support the use of DTx products when appropriate. Most providers were trained before this
type of technological innovation was possible. While the process of prescribing a DTx product
will eventually be similar to that of traditional therapies once they are incorporated into EHR
systems, clinicians will need to understand how DTx products work and how they fitinto
clinical practice in order to engage and support patients in their use. Meaningful provider
education will be necessary to effectively integrate DTx into care delivery.

POLICY RECOMMENDATIONS

Federal leadership can address these barriers to effective deployment of DTx products and ensure that
Americans gain access to the best available technologies to support their mental health. The federal
government can incorporate DTx products into existing payment mechanisms; provide guidelines for
coverage by public payers; and build DTx training into quality improvement initiatives.

Incorporate DTx into existing payment mechanisms:



e The Centers for Medicare & Medicaid Services (CMS) should clearly articulate where DTx
products fit within the benefit structure for Medicare, Medicare Advantage (MA), Medicaid,
Medicaid Managed Care Organizations (MCOs), and CHIP - or create a new benefit category for
DTx products.

o CMS and the Department of Labor (DoL) should clearly articulate where DTx products fit
within the regulations for commercial market health insurance plans.

Provide guidelines for coverage by public payers:

e CMS should issue guidance on considerations for covering DTx products under Medicare, and
guidance for states in covering DTx products under Medicaid.

e CMS should issue guidance on how coverage and effective deployment of DTx products under
Medicaid, Medicaid MCOs, and MA interact with network adequacy and other requirements.

e CMS should revise current Healthcare Common Procedure Coding System (HCPCS) to ensure
that they appropriately cover provider time for supporting the use of DTx products in clinical
practice.

e The Center for Medicare and Medicaid Innovation (CMMI) should include DTx products in the
models they test to determine the most effective ways to integrate these tools into care to
produce better outcomes and reduce costs.

Build DTx product training into quality improvement initiatives:

e CMS should include adoption and effective deployment of DTx products as a quality
improvement activity in the Quality Payment Program and build this into the foci of quality
improvement organizations and related programs.

e The Agency for Healthcare Research and Quality (AHRQ) and the Health Resources and
Services Administration (HRSA) should include support for effectively integrating DTx
products into practice in their training and technical assistance programs.
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17 \ community-based nonprofit dedicated to addressing the needs of those
Mental Health America living with mental illness and promoting the overall mental health of
all Americans. Our work is driven by our commitment to promote mental health as a critical part of
overall wellness, including prevention services for all; early identification and intervention for those at
risk; integrated care, services, and supports for those who need it; with recovery as the goal.

DlGlTAL The Digital Therapeutics Alliance (DTA) is a global non-profit trade

THERAPEUTICS association of industry leaders and stakeholders engaged in the
evidence-driven advancement of digital therapeutics. DTA exists to
AI—I—IANCE broaden the understanding, adoption, and integration of clinically-
’ evaluated digital therapeutics into healthcare through education,
/ advocacy, and research.
BHA N FU'I'U RE BrainFutures is a national nonprofit formed to assess and advance the
Tmn;fmgs!’_m 'l UL, ) practical application of neuroscience research to improve human
outcomes. It was launched in 2015 by the nation’s second oldest mental
health advocacy organization, the Mental Health Association of Maryland (MHAMD). As a citizen

advocacy organization, BrainFutures offers objective assessment; public education; and a platform for
policy and systems change.
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