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Everyone deserves affordable, accessible, eftective
mental health care. Digital health tools for both
adults and kids, if used safely and effectively, can help
achieve this. Often, due to regulatory barriers and
lack of reimbursement, innovative digital tools don’t
reach those who need them the most, especially at-
risk populations.

Inadequate access to mental health care is a critical
issue, an estimated 21% (52.9 million) of US adults
and 16.5% (7.7 million) of children experience
mental illness per year'. Yet more than 26 million
Americans don’t get the mental health care they
need, including 57% of adults and 58% of children
with depression who go untreated, numbers that do
not take into account the many estimated unreported

and undiagnosed cases*’

. Sadly, the average delay in
treatment after onset of symptoms of mental illness is

11 years.*

At-risk communities, particularly communities of
color, suffer most from this mental health care crisis.
There is also disparity in care, especially for children,
which was true before COVID-19, and was then
exacerbated by the pandemic. The CDC reported
a 31% increase in pediatric mental-health related
ER wvisits after the pandemic began—uvisits that
possibly could have been avoided with appropriate
access to primary mental health treatment’. Poor
access to care is due to several reasons including
cost, insurance coverage, lack of local or culturally

competent providers, stigma, undersized mental
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health workforce, and deficiency of specific or
specialized treatment types. Children with lower
socio-economic backgrounds and communities of
color were grossly disproportionately affected®’. The
burden of inefficient mental health care is so immense
that it is estimated to cost the world economy $6
trillion per year by 20308,

While schools can play a role by providing resources
and training teachers to recognize crises in children,
and primary care and pediatricians’ oftices can screen
and provide referrals, additional ways are needed for
all people to access mental health support and care.
The solution must include better tools for early
detection and diagnosis, timely access to care, access
to culturally competent providers, safe, compliant
data sharing, and community gatekeepers like crisis
counselors, public agencies, and schools.

This is where digital tools come in. Social
entrepreneurs are creating novel digital apps that
bridge the access gap between patient and provider,
delivering care through a computer or smartphone.
A recent survey showed that 40% of people believe
that virtual healthcare will continue to grow post-
pandemic, showing a promising opportunity for

growth in this space.

Digital health tools need to be developed with safety,
privacy, efficacy, regulation, and reimbursement in
mind to ensure secure handling of health data and

best deliverance of mental health care. Currently,
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non-prescriptive apps, such as those that connect
patient and provider, are not regulated or held to
standards. Enhancing these apps and making sure
they are safe and effective can revolutionize the
digital health market and bring mental tele-health to
all people, especially vulnerable populations that need
it the most.

Philanthropists can help accelerate digital innovation.
They can do this by supporting the development of a
dynamic, digital evaluation tool built around artificial
intelligence (Al) that provides real-world feedback
on efficacy and safety of telehealth apps. It can also
catalogue apps that specialize in specific treatment
modalities or serve specific at-risk populations by
An added

benefit to this tool is that it would consider patient

having culturally competent providers.

experience in addition to expert opinion. If built
carefully, the tool could help serve at-risk adults and
children, people in crisis, and many other populations
that are not typically served by the for-profit sector.

BACKGROUND

In 2021, international leaders, stakeholders, insurance
companies, payers, patients, researchers, policy makers,
health economists, and digital health companies
convened at the Banbury Center at Cold Springs
Harbor to discuss the future of digital mental health’.
They determined that digital mental health treatment
could indeed address the serious and worsening gaps
in mental health coverage, especially for common
mental health problems. They further suggested that
digital mental health should be offered to all patients
and should be fully reimbursed by insurance’. In
fact, a 2020 systematic review and meta-analysis also
determined that digital mental health tools were a
good option for places where usual care for mental

health is minimal®.

With the ubiquity of the internet (over 85% of US
households have internet access) and smart phones
(85% of American adults have a cellphone, even those
in lower socioeconomic status) these apps can also
narrow the critical gap in mental health equity'".
Evidence suggests that computer-based cognitive-
behavioral therapy is effective and practical®. But
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app quality varies, so proof of efficacy and safety is
essential. So is accounting for risks in privacy and
security. Given the speed and pace of app output,
standardization, and proof of efticacy, safety, and
effectiveness is paramount, preferably using an
approach built on real world evidence.

The FDA remains wary of approval in the digital
space, and apps often don’t fall into the traditional
“medical device” category, as this novel format
has emerged quickly in a vacuum of need created
by COVID. It takes time for regulators to keep in
pace with technological advancement. But, without
formal regulation, there are no standards to ensure
that these tools are effective at treatment, if they are
private, or if they are safe.

During COVID, the FDA relaxed certification
requirements for telehealth apps in order to address
the need for patients to access providers remotely as
well as address the looming mental health crisis as
a result of the virus. This step allowed some apps
to erroneously advertise themselves. The FDA has
removed their easement on barriers and enforced
new policies on telehealth. While there are approved
apps for prescriptive treatment (such as Res-ET and
EndeavorRx, essentially user-app interactive tools
for treatment—not user-provider connectors), the
regulation of apps that provide services that allow
teleconferencing do not fall under the medical device
category and therefore are not widely regulated. The
FDA’s general rule of thumb for digital apps is a
risk-categorization management and clinical safety,
without as much of a focus on efficacy.”.

The Agency for Health Research and Quality
(AHRQ), recently proposed a means on how to
evaluate digital mental health apps for risk, function,
and features: the Framework to Assist Stakeholders in
Technology Evaluation for Recovery (FASTER). It’s
design allows informed decision-making by advocacy
organizations, payers, and health systems to use in
their selection of mental health apps.'*

Reimbursement for digital health also remains a
barrier. The American Medical Association (AMA)
took a step forward with an advisory group to
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determine coverage for digital health. New CPT
codes have been established for digital health
management, evidence of utility of these programs.
However, reimbursement varies widely by state and
insurer, and CMS is increasing restrictions post-
COVID on how they reimburse telehealth, especially
in the mental health space.

Creation of the digital health evaluation tool, funded
by philanthropy, will help accelerate standards and
reimbursement. As with any disrupter, there needs to
be a process to build this tool that draws on research
and knowledge sharing and brings together the best
team to do it.

PHILANTHROPIC OPPORTUNITY:
DIGITAL EVALUATION TOOL

Mental health global funding reached $5.5 billion in
2021, a 139% increase from 2020. The global digital
health market is projected to reach $380 billion by
2024, representing a 26% annual growth. Early-stage
investments made up 68%, and offer a promising
chance for growth.

Addressing Safety and Privacy Concerns

Mental health treatment is in its nature delicate,
and patients, given their vulnerability, deserve
safe, effective care. Safety is essential for both
for provider and patients, especially confirming
provider qualifications, and ensuring patients receive
safe care in critically sensitive points in their lives.
Privacy must be addressed, both in terms of HIPAA
compliance (third party storage may not comply)
and protection of client data from potential hackers
and digital blackmailers. How data are stored by
A data

transparency requirement should be incorporated

these companies needs to be transparent.

into guidelines. Data storage and sharing is especially
critical, as evident by GoodRx’s recent FTC fine for
sharing user personal health data for personalized
advertisement, despite telling customers it would not
do so. There must be an expectation of privacy in the
delivery of care, just as there is one in doctor’s offices.

Building on this evaluation tool, one could envision
a dynamic digital formulary—similar to a drug

Currently, apps rely heavily on ratings and Benefits of Digital Evaluation

downloads. Many distinguished groups,
including AHRQ and APA, have proposed
frameworks for how persons can self-select an
app within the frame of efficacy. Both groups
stress  feasibility, efficacy, privacy, clinical
relevance, usability, and knowledge on how
apps store data. So far there is no integrated
or formal system cataloging and organizing
this information based on these criteria for
patient and possibly insurer benefit.

Building AHRQ FASTER

framework, philanthropists could support

upon the

the creation of a dynamic tool built around
artificial intelligence (Al) to evaluate apps. It

would account for both user and expert review and
analysis, identify the most effective and safe digital
apps, and pave the way for reimbursement. An app
built by philanthropists would have the added benefit
of forecasting not just the potential financial value of
each app, but also its social value.
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Real-time user-reviews, akin to a Press-Ganey survey

Feedback to the apps themselves to allow for
improvements in efficacy.

Helps users choose the correct and most efticient
apps for their needs.

Takes into account cultural sensitivities, earmarking,
and training

Ensures privacy of personal information and safe
delivery of care for the user

Identifies apps that specialize in specific under-served,
at-risk communities.

formulary or in-network provider list, that insurers
could use. This formulary would help providers and
patients determine the best care as well as insurance
companies determining which apps to reimburse.
CMS is moving to a managed care model, making
this a valuable tool for Medicaid/Medicare as well
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as private insurers. The tool would be dynamic,
continuously updated with user-input and software
changes alike in a rapidly evolving market.

Tackling Regulation and Reimbursement

Post-covid, many big insurers pulled back telehealth
In fact,
while telehealth was required to be reimbursed at equal

coverage—including for behavioral health.

rates from the CARES act during the pandemic, now
that the Public Health Emergency
Declaration has ended, many
of the equalities given
to telehealth are being
removed or restricted.

CMS

person

requires  in-

appointments

within six months prior

to a tele-behavioral health

appointment  with  their

specific provider, excludes SUD

co-morbid mental health disorders, and restricts

audio-only appointments”. Reimbursement varies

by state and entity (different states have different

parity and coverage laws regarding telehealth), and

most private insurers follow CMS when it comes to

reimbursement. The re-introduction of restrictions

on reimbursement erode the access that digital mental

health provides. Having the digital evaluation tool

could help insurers identify which apps to reimburse
and include in their “formulary”.

Proving efticacy and safety for mental telehealth via
the evaluation tool will pave the road for regulatory
standards and practices, which is the standard of all
other deliveries of medical and mental health care.
Telehealth needs to be held to the same standards
and treated as if it 1s occurring in-oftice. This will
support global reimbursement. And this will stimulate
insurers, both CMS and private insurers, to fully
cover services. The standardized measurement tool
outlined above would support regulatory decisions
and a regulatory body that approves apps.

Reimbursement significantly impacts mental health
care equity. Awvailability of and reimbursement for
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digital health gives access to those with challenges
accessing “usual” care, such as those in rural areas, or
those in jobs that make it hard to take time off for
appointments.

As young as digital health is, there are now CPT codes
to support it. This is a huge win. A digital evaluation
tool can help take this one step further by integrating
standards into development.There are already models
that show what’s possible: UK, Netherlands, and
Australia all currently fully reimburse digital mental
health care.

KEEPING HEALTH EQUITY
FRONT AND CENTER

The most powerful rationale for building a tool with
philanthropic funds is that it keeps health equity front
and center. An evaluation tool that provides data
about user interest, usage, and satisfaction predicts
future sales revenue. This data will be of great interest
to investors. A tool that captures this data for special
populations—at risk youth or people in crisis, for
instance—increases the likelithood of investment in
tools built specially with these populations in mind.
Some apps with a high potential social impact are
already being developed. They offer tremendous

promise for more equity in mental health.

* Culturally Competent Workforce: One big
hurdle in obtaining mental health treatment for
particularly vulnerable communities is finding

L1617 Persons

a culturally competent providers
seek treatment from those who have shared
lived experiences. The literature is substantive
A “gold star”

could be awarded through the evaluation tool

and conclusive on this topic.

to apps that meet the professional competency
standards. It may employ an expert panel to help
identify what constitutes cultural competency
and catalogue these requirements for specific
communities.

+ Taking 988 a Step Further: The 988 launch
provided a quicker, easier-to-remember way
for individuals in crisis to reach Lifeline crisis

counselors. It’s been largely successful in its
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launch, with a 45% increase in calls compared to
the old 1800 number'®, with lots of additional
funding to increase awareness and usage. While
historically thought of for only those with
suicidal ideation, 988 is also for those with
SUD and mental health crisis beyond suicide.
Operators guide callers through their crisis and
connect them with help. Many people have
understandable fears about police involvement
and escalation for people in crisis, especially
from communities of color. In reality,only about
2% of calls need law enforcement involvement.
What if the evaluation tool provided Lifeline
counselors the ability to connect persons in
need to the best app for quick referral and quick
triage and counseling? With a list of proven
efficient apps, and resources regarding cultural
competencies and specific treatment options,
Lifeline counselors could connect those in
crisis with the right digital interface to get
quick follow-up treatment, utilizing phone and
text. It’s something SAMHSA could integrate
directly into the lifeline.

* Integration of Schools and Pediatrics with
Specialty Care: For children in lower socio-
economic backgrounds, mental health care
is oft provided by school counselors and
PCPs.
collaboration between these providers and

Digital mental health could allow a

medical professionals to further expand the
care for this community in need. The care
could be tailored to the communities’ specific
needs via a “gatekeeper” such as a school
counselor, religious leader, or primary provider.
Once again, having the digital evaluation tool
could steer school counselors and primary
care doctors to apps that provide services for
pediatric mental health, as well as specialty
treatment they may need, bringing care more
quickly to children in need.
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PATHWAY TO
COMMERCIALIZATION

Building on this evaluation tool, one could envision
a dynamic digital formulary—similar to a drug
formulary or in-network provider list—that insurers
could use. This formulary would help providers and
patients determine their best care, and insurance
companies decide which apps to reimburse. CMS
is moving to a managed care model, making this
a valuable tool for Medicaid/Medicare as well as
private insurers. One can imagine many paying
customers: State Medicaid departments, CMS, and
private investors looking for the next big thing. They
would all benefit from a dynamic evaluation tool that
1s continuously updated with user-input and software

changes alike in a rapidly evolving market.

CONCLUSION

It’s time to close the gap on unmet mental health
needs, especially for children. Philanthropists can be
the catalyst for change. They can set the standards,
promoting cultural sensitivity, and identifying the
most impactful solutions for at-risk populations.
By building a tool around very high standards for
privacy and safety as well, they can also make sure
apps get to the places they need to be. Apps need
to bridge the diverse systems that serve people in
need—social supports, schools, and the emerging
crisis system —with the general medical system.
High standards will help spur these business-to-
government and business-to-business solutions.
While young and niche, the field of digital mental
health 1s also full of possibilities. By investing in a tool
that social entrepreneurs, regulators, and investors can
all use to track innovation, compliance, and uptake,
philanthropists have an opportunity to take action,
empower patients, and shape the future of mental

health.
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