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three interconnected areas: Prevention and Chronic Disease, Mental Health, and Health Equity.
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INTRODUCTION

The mental health treatment gap is a public health issue requiring urgent investment and innovation.
Mental health conditions are so pervasive in the United States that more than 50 percent of Americans
will be diagnosed with a mental health condition at some point in their lifetime, with a continued rise
predicted for the upcoming years.! However, more than one-half of adults with a mental health condition
do not seek treatment.? Despite an increased focus on the unmet needs of people with mental health
conditions, a significant treatment gap prevails, characterized by inadequate access to appropriate care
and a lack of safe and effective therapies.® Multidimensional factors and unprecedented societal pressures,
stigma, joblessness, and economic hardship have collectively led to this public health issue and require an
investment in equitable access to care and the adoption of healthy behaviors that address the root causes
of the rapid rise in mental health conditions.*

Poor mental health impacts all aspects of life, including child development, social relationships, educational
and career outcomes, social determinants of health, and overall well-being, as mental health conditions
are often comorbid with other ailments. Investors in mental health treatments, health-care professionals,
policymakers, and tele- and digital health service providers must invest in closing the mental health
treatment gap to mitigate the impacts of mental health conditions.

Figure 1: Social Determinants of Health

@
@ 4P

Source: Milken Institute (2024), adapted from Healthy People 2030: https:/health.gov/healthypeople/priority-areas/social-
determinants-health

The Milken Institute’s Public Health team leveraged its expertise through research, surveying,
and interviewing esteemed experts and stakeholders from various sectors to report on treatment
advancements and innovations for adults with depression, anxiety, post-traumatic stress disorder (PTSD),
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and substance use disorder (SUD). These four conditions are among the most common in the US and,
therefore, warrant greater innovation to improve prevention, management, and treatment.

From investments in new treatments to a greater emphasis on integrating a whole person health approach,
detailed analysis of insights, policies, and treatments were informed through secondary research and expert
interviews. Experts interviewed ranged from health-care providers, investors and start-ups in the mental
health-care space, and public health leaders.> This white paper provides an overview of key advancements
in mental health treatment in the US and offers tangible actions for health-care providers, investors in
mental health treatments, policymakers, and tele- and digital health service providers. Breaking down
policy, stigma, access, and economic barriers is key to better supporting the mental and public health of our
society.

WHERE WE STAND TODAY

Depression, anxiety, PTSD, and SUD have wide-ranging economic and social impacts in the US. More
than one in five American adults, about 57.8 million people, experienced “any mental iliness,” defined as
“a mental, behavioral, or emotional disorder,” in 2021.¢ In the same year, less than half (47.2 percent) of
individuals who were diagnosed received treatment.”

These data highlight not only the mental health treatment gap but also the rapidly rising mental health
crisis in the US. Rates of depression peaked in 2023, with 17.8 percent of Americans being treated for
depression, a 4 percentage point increase from 2020. Overall, 29 percent of American adults report having
ever been diagnosed with depression, an increase of 10 percentage points since 2015.8 Anxiety, which is
often comorbid with depression, impacts about one-third of adults at some point in their lives.’

About 6 percent of Americans will experience PTSD at some point in their life, with higher lifetime
prevalence rates among women (8 percent) and veterans (7 percent) because they are more likely to
experience traumatic events, such as sexual assault or the trauma associated with military deployment.*°
In 2021, 17.3 percent of American adults, or 44 million individuals, met the diagnostic criteria for SUD,
including both alcohol and drug use disorders.!* These alarming statistics clearly illustrate a growing need
for new treatments. It will be impossible to adapt to meet such rapidly increasing demand without fast-
paced innovation.

For Brief Snapshots in History of Mental Health Policies and Treatments, please see page 20 in the
Appendix.

Economic Impact of Mental Health Conditions

Individuals, communities, and society as a whole incur dramatic costs for mental health conditions,
especially when left untreated. Poor mental health is associated with lower graduation rates and
educational levels, and individuals with mental health conditions are less likely to be part of the
workforce.’? Furthermore, untreated mental health conditions are estimated to cost up to $300
billion annually because of lost productivity and associated costs due to absenteeism, employee
turnover, and increases in medical and disability expenses.*®* A 2021 study showed that major
depressive disorder (MDD) alone had an estimated economic burden of $326 billion, with the direct
cost of treating MDD accounting for only 11.2 percent of the overall economic burden.*
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CHALLENGES OF INVESTMENTS AND
FUNDING IN ADVANCING MENTAL
HEALTH TREATMENTS

Despite the massive impact of the mental health treatment gap, innovation in mental health care has
lagged far behind other medical fields. Although advances have revolutionized treatments for conditions
such as cancer and heart disease, psychiatric practices have remained largely unchanged for decades.

A root cause of this stagnation is profound funding and investment challenges unique to mental health
research and product development; however, innovators are developing various digital and artificial
intelligence (Al) markets for mental health.

The high monetary costs and risks of early-stage pharmaceutical research pose substantial barriers.
Developing novel psychiatric medicines and treatments requires extensive research, with estimates of $1.4
billion and more than a decade to bring a new drug to market.!> Failure rates are daunting—greater than 90
percent of candidate neuropsychiatric compounds fail in early trials.!® The average cost of Phase Ill trials for
mental health indications is an estimated $100 million.?

Given massive development costs, pharmaceutical companies are often reluctant to dedicate major
investments without clear profitability projections. Mental health conditions receive disproportionately low
industry research and development (R&D) funding. Although more than one-half the US population will be
diagnosed with a mental health condition during their life, only about 5 percent of biopharma R&D budgets
focus on new neuropsychiatric treatments.®

Academic researchers also face substantial obstacles to securing support. Public funding for mental health
research through the National Institutes of Health (NIH) tends to provide conservative mental health
research grants.'” Consequently, grant success rates have plummeted to only 15 percent for mental health
applications, far below approval rates for other fields.° This scarcity funnels early discoveries into the
“valley of death,” that is, the financing gap between discovery and clinical trial stages.?

Venture capital investment is similarly scarce for a variety of economic reasons, with most funds focused

on medications in late-stage trials with faster payback. Furthermore, the few trials that secure early funding
may still lack adequate capital for expensive late-stage trials. It is estimated that up to one-third of mental
health discoveries fail to progress because of financing gaps between research phases.?

Increasing funding across the development pipeline is critical to spur innovation in this underserved
field. Recommended solutions include boosting government research budgets, incentivizing industry
R&D through partnerships and reimbursement reform, expanding venture philanthropy, and establishing
dedicated translational programs to bridge financing gaps from discovery through validation and
commercialization. With improved funding and support, the mental health arena can realize its full
potential for therapeutic breakthroughs that lessen the rising burden of mental illness.
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REGULATORY HURDLES

The process of getting innovative psychiatric treatments and technologies to market is riddled with
imposing regulatory barriers, including lengthy and expensive clinical trials that stifle progress. A key
driver of long timelines is demonstrating unequivocal efficacy across adequate patient populations in
well-controlled trials. Psychiatric studies often require thousands of patients to account for subjective
endpoints, placebo effects, and disease heterogeneity. For example, the landmark clinical trials supporting
Prozac’s initial approval enrolled more than 3,000 patients.?® The recent Spravato® (esketamine) trials
enrolled nearly 2,000 patients.?* The need for large sample sizes extends approval timelines.

The Food and Drug Administration (FDA) also mandates substantial safety assessments, given the

risks of neurological and psychological side effects with psychoactive drugs. Stringent monitoring for
adverse events, such as suicidal ideation, contributes to high Phase 3 failure rates.?> Studies of therapies
with modulating novel molecular targets face further regulatory uncertainty. In total, psychiatric drug
development from discovery to approval lasts 14.2 years on average—longer than any other medical field.?

Beyond drugs, regulatory precedence is lacking for emerging mental health digital and device technologies,
such as brain stimulation and wearable biosensors that leverage Al and neurobiology. Uncertainties around
evaluating efficacy and long-term safety with novel modalities can complicate approval pathways. The still
nascent understanding of the molecular underpinnings of psychiatric diseases also stalls progress. Because
evaluation of efficacy amid subjective psychiatric endpoints is challenging, pioneering approaches face
additional regulatory burdens compared to established medical devices.

OTHER BARRIERS

Translating emerging biological insights into clinical innovations also demands collaboration across diverse
scientific silos, presenting inherent challenges. Mental health innovation spans fields from neurobiology

to pharmacology, genetics, computer science, engineering, and more. Limitations in shared data standards
and infrastructures can hinder synergistic advances. Institutional barriers and research silos among
academia, industry, and technology sectors further stifle open innovation and collaboration in unmet areas
of need. Targeted efforts to foster communication and data sharing across stakeholders, including health-
care providers, investors in mental health treatments, policymakers, and tele- and digital health service
providers, are needed.

Overcoming these interlinked challenges will require efforts across multiple fronts—from anti-stigma
advocacy, to basic research expansion to incentivize investment in early technologies and fostering
multidisciplinary, open innovation and broad cross-sector collaboration. We can only deliver breakthrough
solutions to long-standing mental health burdens through a supportive ecosystem that nurtures the full
spectrum of innovation development.
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POPULATION CONSIDERATIONS THAT
IMPACT ACCESS TO MENTAL HEALTH
TREATMENT

Alongside the great demand for mental health treatment, population considerations affect how and
whether individuals access treatment. The US is built upon great geographic, cultural, and socioeconomic
diversity. Different populations have various understandings and awareness of, sensitivity to, and access
to care for mental health conditions. Population considerations and diversity in cultural perceptions affect
how people experience and seek mental health care.

GEOGRAPHIC

With fewer mental health professionals (MHPs) living or practicing in rural communities, people who live
in these areas would have to travel long distances to receive services. This geographic barrier and the time
and money associated with traveling to see an MHP can be prohibitive even before calculating the cost

of treatment itself. Furthermore, people who live in rural communities are more likely to face economic
hardship and, therefore, less likely to be insured for mental health services.?”

Rural residents may also be more susceptible to the stigma of needing or receiving mental health care
because they live in communities where having fewer choices of trained professionals can lead to a lack of
faith in confidentiality.?® A 2022 study of rural Americans found that 88 percent were either considering or
in favor of telehealth, suggesting that these tele- and digital innovations would be a welcome intervention
to expand access to care for rural communities.?” Telehealth refers to remotely providing clinical services,
whereas digital health represents the technologies individuals use, such as wearable devices and health
information technology.

CULTURAL

Cultural norms, including culturally based stigma, may discourage people from talking about or seeking
mental health care. Often, people may experience culturally based stigma through service barriers,
including access and quality, fear of being a burden to one’s family, lack of knowledge about mental health
conditions, and specific cultural beliefs.®° One way to combat culturally based stigma is to have more
diverse representation in the mental health care profession. Many people do not seek mental health care
because they cannot find a provider who understands their cultural background or speaks their language.
Having an MHP who personally understands or shares one’s cultural background may facilitate seeking
help. It is key that the mental health profession be diversified, so all individuals can feel comfortable, seen,
and encouraged to seek help.
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Some cultural backgrounds face significant stigma around seeking mental health care. For example,
individuals from Asian American and Pacific Islander (AAPI) backgrounds are 50 percent less likely
than other ethnic groups to seek mental health services. Many within this community worry about the

effect that talking about mental health could have on their ability to maintain employment and how
they are perceived among their peers.! The White House has suggested specific policies to support
several stigmatized communities, including Asian Americans, to gain access to care.*?

The Importance of Cultural Competency and Sensitivity

By employing culturally sensitive approaches, MHPs better understand an individual’s background and
belief system as it relates to their race, ethnicity, sexual orientation, gender, or other important elements
that make up someone’s culture and/or identity.®® Such approaches enable an MHP to develop cultural
competency—the ability to first recognize and understand how one’s culture influences one'’s relationship
with a person, then understand and respond to a culture that differs from their own. In turn, individuals of
diverse backgrounds will feel as though their culture is recognized, acknowledged, and respected.

GENERATIONAL DIVIDES

The prevalence of mental health conditions has risen significantly over the past few years, most notably
since the COVID-19 pandemic. Young adults are more likely to have faced high levels of psychological
distress since the pandemic, but many workplaces lack the infrastructure to meet the growing need for
mental health treatment.3* Since COVID-19, the US has experienced a shift in demands for mental health
support and de-stigmatization, especially from Gen Z (people born between 1997 and 2012). Gen Z is
championing more accessible and affordable mental health services by speaking out about mental health
concerns, using de-stigmatizing language, and asking employers to provide expanded mental health
benefits, which would benefit employees of all ages.

LACK OF MENTAL HEALTH AWARENESS

Individuals are often unaware that they have a mental health condition, do not know how to seek
treatment, and lack access to treatment. Understanding warning signs for mental health conditions is key
to early intervention. Early intervention is crucial because the longer it takes for someone to receive help,
the more challenging their recovery can be. Delays in treatment can cause other serious consequences,
such as limiting social and occupational opportunities and increasing the risk of depression and SUD.%>
Improving education and access, especially in rural areas and regions of lower socioeconomic status, can
help encourage early intervention, limiting the long-term effects of an untreated mental health condition.
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Figure 2: Common Warning Signs of Mental Health Conditions

Diagnosing mental health conditions can be challenging, as they are more difficult
to test for than physical conditions. Common signs and/or symptoms may include:

0 Feeling very sad or withdrawn for

more than two weeks

o Trying to harm or end one’s life or

0
0

making plans to do so

Severe, out-of-control, risk-taking
behavior that causes harm to self
or others

Sudden, overwhelming fear for no
reason, sometimes with a racing
heart, physical discomfort, or
difficulty breathing

e &S

e

Significant weight loss or gain
Believing things that aren't real
Excessive use of alcohol or drugs

Drastic changes in mood, behavior,
personality, or sleeping habits

Extreme difficulty concentrating or
staying still

Intense worries or fears that get in
the way of daily activities

Source: Milken Institute (2024), adapted from the National Alliance on Mental lliness: https:/www.nami.org/NAMI/media/

NAMI-Media/Infographics/NAMI-Warning-Signs-FINAL.pdf
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INNOVATIVE TREATMENTS

Innovative treatments, ranging from technological advances to novel medications, have the potential to
close the mental health treatment gap. By offering a range of treatment options that appeal to people
of various cultures and lifestyles, people can choose which treatment option works best for them,
encouraging consistency of treatment and a path toward recovery.

EMBRACING TELE- AND DIGITAL HEALTH AND Al

During the pandemic, the use of tele- and digital health services rapidly increased. Although telehealth had
been available for years, the pandemic marked the point when MHPs started to provide telehealth services
at unparalleled scales and advance Al use for mental health diagnoses and treatment. As of September
2022, 88.1 percent of mental health facilities offered telehealth services compared with 39.4 percent of
facilities in April 2019.3¢ The accelerated adoption of telehealth redefined pre-existing barriers and has
continued to encourage investment in this space following the pandemic.

This investment has been spurred, in part, because digital health technologies offer an increasing variety
of apps and wearables that can help people track and manage their mental health conditions. For instance,
some apps offer systems to track symptoms, habit formation or targeted behavior change, peer support,
exercise and nutrition habits, and more. Oftentimes, these apps can be used with an MHP to set goals and
visualize or track progress, including for people with SUD.3”

Al has the potential to improve mental health by increasing health-care access, personalized care, and early
intervention. Opportunities in development are emerging in a range of areas: Al analysis of patient data for
early detection, Al-driven algorithms to tailor and personalize treatment, virtual therapy with Al monitoring
and support, and predictive analytics to forecast potential trends in mental health care.

The private sector has been fueling the growth of digital mental health treatment through a total $29.1
billion investment in 2021.38 Concurrently, the National Institute of Mental Health (NIMH) “has awarded
over 400 grants for technology-enhanced mental health interventions.” According to NIMH, interventions
include the following:%

e technology for addressing a wide range of mental disorders, including depression and anxiety;

e interventions for cognitive issues, illness management, problematic behavior, and health
communication;

¢ more accessible and engaging ways to deliver therapies or skill development (e.g., interactive
formats or game-like approaches) and apps that work on any device; and

e active and passive mobile assessment and monitoring.
Although technological advances bring promise, traditional therapeutic methods remain invaluable
because of their established efficacy. Cognitive-behavioral therapy (CBT), psychotherapy, and medication

management have stood the test of time in addressing a wide spectrum of mental health conditions. The
integration of traditional methods with innovative treatments provides a comprehensive toolkit that can
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be tailored to individual needs. Research has demonstrated the equivalence within telemedicine delivery
of cognitive processing therapy for PTSD, highlighting the potential of blending modern technology with
evidence-based approaches.®°

ADVANTAGES OF TELEHEALTH IN INCREASING ACCESS TO
MENTAL HEALTH SERVICES

Telehealth has significantly increased access to mental health services. Telehealth services allow people

to see an MHP anywhere in their state from the comfort of their own space. This is especially true for
individuals who live in rural communities where MHPs are scarce and might face a lengthy commute for an
office visit. For people who work shift jobs and/or multiple jobs while managing a household, eliminating
this travel allows them to spend more time at work or with family.

By not traveling to an MHP’s office, people are more likely to keep their appointments and feel comfortable
in their surroundings. Furthermore, the MHP can see the patient in their home; clues from their
background can help the MHP better understand aspects of their patient’s lives that they might not see in
the office.** In addition, families can be more involved in the treatment process when warranted.

CONSIDERATIONS AND CHALLENGES OF TELE- AND DIGITAL
HEALTH AND Al

Broadband Access

Virtual and digital care is only useful if the individual has a sustainable broadband connection and a
capable device, such as a smartphone or computer. Without a broadband connection (to which 14.5 million
Americans lack access), people cannot connect via virtual methods, excluding them from the benefits of
telehealth, digital health, and Al.#?

Privacy Challenges

Although individuals can log onto mental health care sessions from their homes or places of work, some
individuals might experience privacy challenges, especially those with lower socioeconomic status. For
instance, if someone lives in a home with multiple family members or attends the session while at work,
they may feel as though they have insufficient privacy to express themselves or their needs. Furthermore,
people may feel uncomfortable sharing their health data via digital health or Al platforms out of fear of data
breaches or concerns about trust, identity, privacy, and security.*

Quality of Care

Although telehealth increases access to mental health care, depending on an individual’s condition, it is
not equivalent to seeing a provider in person. Only 7 percent of all communication is conducted verbally;
the rest is expressed nonverbally through the tonality of our voice and body language—38 percent and

55 percent, respectively.** Al technologies are being developed to help MHPs better understand what
individuals are virtually communicating, but it is at the discretion of the professional to determine whether
an individual should be seen in person or virtually, depending on their needs.
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End of Public Health Emergency

Many policies established during the pandemic via the COVID-19 Public Health Emergency (PHE) have
ended. The end of the PHE halted providers’ ability to prescribe controlled substances through telehealth,
depending on their credentials, geographic location, and state-specific flexibilities. Reverting to pre-PHE
policies has limited access to mental health care that the pandemic policies had expanded, leaving many
individuals without a provider or treatment. In addition to expanded capacity during the PHE, providers
could be reimbursed for visits at the same rate, whether virtual or in person. Individuals who live in rural
communities, those with more severe mental health conditions, and those with SUD continue to be among
the most affected by this policy reversal.

INNOVATIVE THERAPIES

New therapies (including medicines and various novel treatments) generally take 9-15 years to enter
the market because they need to move through discovery and development, preclinical research, clinical
research, and FDA approval.*> At times, the lack of innovative therapies can make individuals with mental
health conditions and MHPs frustrated or pessimistic about prognosis and future outcomes. However,

in recent years, as the mental health epidemic continues, the field has seen strides, including those listed
below.

Future Landscape of Medications to Close the Gap

Many medications have entered the market over the past few years, holding potential promise for various
mental health conditions ranging from depression and anxiety to SUD. One category of drug that is
currently in development and in clinical trials is psychedelics. According to the FDA, classic psychedelics
include psilocybin and lysergic acid diethylamide (LSD), as well as entactogens or empathogens such as
methylenedioxymethamphetamine (MDMA).#¢ Early clinical trials have indicated promising results for
psychedelics. Early studies are ongoing to assess the benefit of on-site, clinician-directed therapy, namely
“psychedelic-assisted therapy,” to help people with depression or PTSD.

Psychedelics induce a state of plasticity, which uncomplicates the rewiring of neuronal circuits. This
provides the potential opportunity for psychedelic-assisted therapy to be clinically effective; however,
further clinical research is required to confirm results.

With a rewiring of neuronal circuits, individuals, in turn, may embrace new social connections and new
ways of thinking.*” States that have approved the use of psilocybin (outside of the FDA’s approval process)
are taking steps to ensure that usage is on site in a licensed treatment center and that all aspects from
manufacturing to delivery are regulated by state officials and an accompanying board of oversight.

The FDA has designated both MDMA and psilocybin as breakthrough therapies, which is a priority status
given to promising drugs designed for an unmet need.*® Data from early clinical trials show the potential
for these therapies to offer hope to patients. Early research also shows that it is critical to combine these
therapies with a comprehensive screening and risk assessment protocol to enable shared decision-making
between patients and providers. This screening and risk assessment is important because psychedelics are
known to produce hallucinogenic effects, and, as a result, there is a potential for abuse.*” Consistent with
therapeutic drug development, potential adverse reactions and family history must be carefully monitored
and considered.
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As research continues, there is tremendous opportunity for FDA-approved breakthroughs with novel and
emerging treatments for mental health conditions. As the field progresses, newer versions of emerging
psychedelic medications could be formulated to reduce the variability of patient responses and improve
outcomes when carefully administered in supervised settings. Overall, patient safety balanced with patient
access demonstrated through strong efficacy data in clinical trials remain the top priority within this
developing domain.

With prudent screening, preparation, and monitoring procedures established, new therapies offer hope
for treating mental health conditions that do not adequately respond to traditional interventions. Ongoing
interdisciplinary research is critical to fully unlock the promise of these therapies while establishing ethical
and responsible standards of care.

The medication pipeline for mental health conditions has substantially expanded during the past several
years. These medications have the potential to increase treatment options and improve treatment for
patients. The increased optionality in treatment could help providers identify a treatment regimen that best
matches an individual's needs and improve the potential for treatments previously unavailable for patients.
The approaches include:

e digital and Al-driven therapeutic solutions;
e virtual reality (including for anxiety through exposure therapy);

e tailored therapies and individualized medications that target specific neurotransmitters relevant to
various mental health conditions;

¢ biomarker and genetics-based diagnostic tools for mental health disorders;

e innovative treatments addressing neuroinflammation and the influence of the gut microbiome on
mental well-being;

e exploration of repurposed pharmaceuticals to address mental health concerns;

e Al-driven drug discovery methods for identifying novel compounds and predicting treatment
outcomes in mental health; and

e development of interventions, such as psychedelic compounds, zuranolone, auvelity, VX-548,
TPRV1, ALTO-100, oxytocin-targeting precision treatments, and genomic-based therapies, among
other therapies.
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Table 1: Medicines in Development for Mental Health Conditions

" Number of Medicines in Number of Medicines in Phase llI Clinical

b 0D L CE LU o e Development (2023)>° Trials (2023)

Depression 55 8

. . 35 (15 of which are indicated for . Lo
Anxiety Disorders 7 (2 of which are indicated for PTSD)
PTSD)

PTSD 15 2

sSUuD 33 3

Totals 123 18

Source: PARMA (2023), https://phrma.org/-/media/Project/PhRMA/PhRMA-Org/PhRMA-Refresh/Report-PDFs/M-0/2023-
MID_Mental-lliness_Drug-List_010323.pdf

How Innovative Treatments Can Close the Gap

Conventional mental health interventions often concentrate solely on symptom management. However, an
intricate interconnection exists among mental, physical, emotional, and social aspects of well-being. Whole
person care thrives on the collaborative care model that involves various interdisciplinary health-care
professionals, including psychiatrists, psychologists, social workers, primary care physicians, mental health
nurse practitioners, and occupational therapists.>* This multidisciplinary approach ensures that individuals
receive a well-rounded and whole person treatment experience. By pooling their expertise and insights,
health-care providers can offer comprehensive solutions that address physical, emotional, and social
aspects of mental health. To view action steps to close the mental health treatment gap, please see page 22
in the Appendix.

By assessing the unique needs, preferences, and circumstances of each individual, MHPs can create
treatment plans that weave together various interventions targeting the root causes of mental health
concerns, transcending symptom management. The convergence of innovative treatments and traditional
therapeutic methods offers a powerful approach to addressing the complex challenges of mental health
conditions. For example, a treatment plan might include a combination of in-person therapy sessions,

an exercise regimen, and a smartphone app for ongoing monitoring, feedback, and support. By marrying
cutting-edge interventions with time-tested practices, MHPs can provide comprehensive, personalized,
and effective care that caters to the diverse needs of individuals.
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Figure 3: Whole Person Health

av

Environmental

Occupational ‘»

Source: Milken Institute (2023), adapted from the University of Michigan Model of Wellness: https:/hr.umich.edu/benefits-

wellness/health-well-being/well-being-u-m
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ACTIONS TO ADDRESS THE BARRIERS TO
MENTAL HEALTH TREATMENT

The US is at an inflection point for mental health care. Addressing key barriers, such as stigma, the provider
shortage, challenges related to insurance coverage and reimbursement, and the need for more efficacious
treatment options, is critical to improving the state of mental health in the US.

To see a full list of stakeholders and respective actions to address the mental health treatment gap, visit our
Appendix on page 22-23.

ADDRESSING STIGMA

Insight: Stigma is a powerful barrier that can prevent people from seeking help, feeling comfortable
sharing concerns with a health-care provider, feeling confident in their ability to adhere to a treatment
plan, or functioning day to day. When stigma stifles the acknowledgment of warning signs and transparent
conversations about mental health, the delay in seeking care can exacerbate symptomes, further social
isolation, and increase self-stigma.>? Stigma can even limit treatment efficacy. Self-stigma, or internalized
perceived societal stigma, can decrease treatment engagement and adherence, leading to poorer overall
health outcomes.>® Stigma is also associated with greater use of substances and lower confidence in one’s
ability to recover from SUD.>*

Furthermore, the structural stigma surrounding mental health conditions pervades both public opinion
and professional communities, posing barriers to investment and innovation in many ways.>> Stigma also
complicates patient recruitment into clinical trials, which is particularly impactful in psychiatry given the
requirements for large sample sizes (often thousands of patients) to demonstrate efficacy.>® Because the
impact of stigma on mental health is so pervasive, efforts to destigmatize mental health are crucial to
closing the mental health treatment gap.

Action: Normalizing mental health conditions can increase awareness and encourage people to seek
treatment. When speaking about mental health, it is important to be mindful of the language used to avoid
further stigmatization. For example, using the phrase “mental illness” to refer to mental health conditions
can be harmful because many people have negative associations with the word “illness.” The language used
to discuss mental health unconsciously impacts perceptions of mental health and perpetuates stigma, so
the adoption of more neutral terminology can have a real, sustained impact.>”

State and federal policymakers can implement educational initiatives to raise awareness about mental health,
normalize the conversation, and promote early intervention efforts. Education and awareness campaigns
and the use of social media to normalize mental health can effectively combat stigma. Furthermore,

state and federal policymakers can help mitigate the effect of media on mental health by strengthening
online privacy and protection, addressing discriminatory algorithms, and conducting research on social
media’s impact on mental health to increase protective barriers. Tele- and digital health services can partner
with workplaces to integrate and enhance programs that support employee mental health and cultivate
workplace cultures that prioritize employee well-being.5® Changing how mental health is talked about and
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perceived has the potential to create a more welcoming, tolerant space that encourages people to seek
help.

LACK OF EQUITABLE RESOURCES

Insight: Insurance and reimbursement challenges also impede access to mental health treatment. Without
insurance, one hour of therapy can cost $65 to $250, which is cost-prohibitive for many Americans. Even
insured individuals face challenges with coverage for mental health care, with average co-pays ranging
between $30 and $50.5° The majority of psychiatrists and other MHPs operate out of network because
mental health conditions are not reimbursed to the same extent as physical health conditions. In 2017,
for every $1 insurance companies reimbursed primary care physicians in preferred provider organizations
(PPOs), behavioral health professionals were reimbursed only 76 cents, evidence of reimbursement
disparities between mental and physical health care.®®

Action: Creating parity in reimbursements may encourage more MHPs to operate under an insurance
model, as opposed to a fee-for-service model, increasing access to MHPs. Federal and state policies could
enforce and further strengthen health policy laws to ensure equitable coverage of medications and mental
health services in insurance plans. Greater equity in coverage could be achieved, in part, by the Department
of Health and Human Services further enforcing the Mental Health Parity and Addiction Equity Act of 2008
to ensure payment parity across providers. Furthermore, federal and state policies could expand Medicaid
to increase access to mental health care and reduce financial barriers, enabling more people to access the
mental health services they need. Increasing access to the best MHPs and dismantling financial barriers
could help people with fewer resources access the mental health services they need.

LACK OF EQUITABLE ACCESS

Insight: Across the US, access to mental health care is not equitable. More than 150 million Americans live
in federally designated MHP shortage areas.®* Nationally, 53.9 percent of US counties are without a single
psychiatrist.®?

This shortage is especially acute and evident in rural regions, exacerbated by the disparity in
reimbursement.®® In 2022, for example, 60 percent of psychologists lacked the capacity to accept new
patients, meaning that most people seeking help face waiting lists and lengthy delays to receive treatment
if they can obtain care at all.** Simply too many are people in need and too few MHPs are available to treat
them.

Action: Employing innovative strategies and technologies to increase early intervention of mental health
conditions and access to MHPs is pivotal. All health-care professionals, including primary care physicians,
should be equipped with mental health training to improve early identification and treatment of mental
health conditions. These health-care professionals could then provide resources to combat mental health
conditions before they start or when first noticed.

Moreover, incorporating tele- and digital health services as a part of workplace benefits could increase

access to mental health support, especially for people in federally designated MHP shortage areas.
Tele- and digital health will assist with early detection and enable people to track and maintain their
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mental health more independently. Furthermore, using digitized guides and supports on tried-and-tested
evidence-based treatments, such as CBT, can help lessen the overall demand for MHPs. Use of technology
to develop coping skills, resiliency, and positive habits will lead to better mental health. Further examples of
such technologies are outlined in the Innovative Treatments section.

BARRIERS TO ADVANCING INNOVATION

Insight: Financial and legal barriers impede innovations in mental health treatment. The unproven nature of
pioneering treatment approaches can breed skepticism among investors and patients alike, limiting capital
and trial recruitment. But this very skepticism propagates the funding gaps that prevent adequate clinical
testing.

Mental health receives less research funding to advance treatment options than other health conditions.

In 2022, NIH allocated $7.6 billion for cancer research and $6.5 billion for rare diseases compared to $4
billion dollars for mental health.®> Although philanthropic contributions and private-sector involvement
have grown, the total investment remains comparatively limited. Greater than 80 percent of venture capital
in biotech goes to late-stage assets, and unvalidated early-stage mental health technologies struggle for
funding.%¢

Furthermore, regulatory barriers, such as high approval standards set by agencies such as FDA, present
major obstacles. Gaining FDA approval for a novel psychiatric medication requires extensive efficacy
and safety testing in lengthy, expensive clinical trials.®” These costs and risks deter investment in new
neuropsychiatric drug development.

Moreover, regulatory precedence for emerging mental health digital and device technologies is lacking.
Much remains unknown about the molecular underpinnings of psychiatric diseases; therefore, subjective
measures are often used to gauge the effectiveness of non-pharmaceutical treatments. Decades of funding
and policy disparities and the cumulative impact of stigma on public perception have manifested in system-
wide barriers that have stifled development in the mental health field at a time of greater funding levels
and more rapid innovation for other less stigmatized conditions.

Action: Increasing mental health investments from philanthropic, public, and private funders will propel
mental health research, supporting the development of new treatments that are affordable and meet

the nation’s mental health needs. Creative financing solutions, such as venture philanthropy, can help
catalyze emerging modalities. Furthermore, alleviating regulatory inefficiencies within federal and state
policies through increased collaboration with agencies, such as FDA, will be key to expediting mental health
innovations to patients. Policy reforms must balance safety and expedited access to novel therapies by
advancing and supporting breakthrough mental health developments in a rapid cycle process review. The
mental health field can fully leverage new scientific understanding and technologies to transform patient
outcomes by overcoming regulatory hurdles.

Executive and legislative measures and campaigns will help to move the needle—imploring voters,
policymakers, and organizations to understand the ramifications that prevention and recovery could have
on society could help increase the dollars spent on mental health-care innovation. Having a stronger
response to the US's mental health crisis would lead to a healthier nation while alleviating demand for
other social programs.
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Decades of stigma, lack of access and resources, and funding and policy challenges have manifested in
system-wide barriers. These barriers have continued to stunt developments in the mental health field at a
time of greater funding levels and more rapid innovation for other less stigmatized conditions. Increased
spending on mental health innovation can be expected to advance the long-term economic and social
benefits of prevention and recovery. Promising developments are on the horizon if stigma and other
barriers to accessing them are dismantled.
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CONCLUSION

By addressing the treatment gap, harnessing investment and innovation, emphasizing whole person
health, and fostering collective efforts, stakeholders can collectively create a future in which mental health
treatment is recognized, valued, supported, and accessible to all, leading to a healthier and more resilient
society. To close the mental health treatment gap in the US, stakeholders should work to mitigate stigma,
ensure reimbursement parity, increase access to mental health services, and encourage investments

in innovation. Collaboration among investors in mental health treatments, health-care professionals,
policymakers, and tele- and digital health services will be vital to ensuring that mental health treatment
grows more accessible and affordable, improving public health for all.
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APPENDIX

THE EVOLUTION OF MENTAL HEALTH POLICY AND
TREATMENTS

Since the early 1900s, the US has made advances in mental health treatments, policies, and technologies.
Mental health conditions have become better understood, and the approach to mental health care is more
science-driven. From the asylums of the past to the contemporary era of evidence-based interventions, this
evolution of policies and treatments illuminates the ongoing efforts to provide better care, reduce stigma,
and enhance the lives of individuals grappling with mental health conditions. Although innovation has
made strides, stigma and legal barriers often stifle advancement. The table below shows a snapshot, not a
complete history, of mental health policy and treatments in the US.

Table 2: Snapshots in History of Mental Health Policies and Treatments

Year Policies, Research, and Innovations

The standard of mental health care included high-risk and often ineffective methods such as elec-

Early 1900s . .
troconvulsive therapy and lobotomies.

The National Mental Health Act of 1946 established the National Institute of Mental Health, lead-
ing to numerous discoveries related to the causes, diagnosis, and treatment of mental health con-
ditions. This commitment to improving the mental health of Americans was spurred by increasing

concern for the well-being of World War Il veterans who were demonstrating high rates of mental

1946

health conditions, including depression, anxiety, substance use disorder, and post-traumatic stress
disorder.

The advent of antipsychotic medications and behavioral therapy became the basis for modern
mental health treatments. The discovery of antipsychotic drugs initiated the deinstitutionalization
movement. Individuals suffering from mental health conditions were released from state institu-
1950s tions, and most of those facilities were closed, in part because these therapies became more widely
available and accepted as the standard of care. Unfortunately, funding was insufficient to establish
clinics, community mental health centers, and other outpatient facilities needed to close the gap
created by the deinstitutionalization movement as the state facilities that housed thousands of

individuals were shuttered.

The Food and Drug Administration designated lysergic acid diethylamide (LSD) as an experimental
drug, which hindered research into its therapeutic potential.

1962
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1963 President John F. Kennedy signed the Community Mental Health Act, which provided federal fund-
ing for community mental health centers and research facilities.

The creation of Medicaid furthered the momentum behind outpatient care because inpatient care
1965 in psychiatric hospitals would not be covered under the new program. However, not enough com-
munity mental health centers were built to meet the increased demand left by the closing of live-in

institutions, creating a severe, prolonged gap in mental health care that continues to exist.

1971 LSD and other psychedelics were designated Schedule | drugs by the Controlled Substances Act,
making them illegal for either medical or recreational use.%®

Selective serotonin reuptake inhibitors (SSRIs), a class of medicine, were introduced to treat depres-
1980 sion and anxiety and were viewed as safer alternatives to previous antipsychotic medications.®’ The
S
1980s also saw the passage and repeal of the Mental Health Systems Act, which was intended to

support and finance community mental health centers.

There was renewed interest and research in psychedelics as mental health treatments, but the field
1990 faced legal and stigma barriers that hindered its research, even today. However, the Schedule 1
S
classification made it difficult for researchers to study these substances and for companies to devel-

op them as therapeutic products.

The Mental Health Parity and Addiction Equity Act mandated insurance parity to ensure that re-
2008 quirements for mental health benefits were not more restrictive than those for medical and surgical
benefits.”®

2010 The Affordable Care Act increased health insurance coverage by expanding Medicaid eligibility and
categorizing mental health services as an essential benefit.

2016 The 21st Century Cures Act accelerated medical product development while allocating $1 billion in
grants to states to support efforts related to the prevention and treatment of opioid use disorder.”*

A few states moved toward decriminalization of psychedelics, in part because of renewed interest
2020s in the medical uses of psychedelics and the movement to destigmatize SUD and treat addiction as
a disease.

Source: Milken Institute (2024)
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Table 3: Stakeholder Action Steps to Close the Mental Health Treatment Gap

This table represents the action steps stakeholders can take to support adults with anxiety, depression,

PTSD, and SUD.

Health-Care
Professionals

Equipping health-care professionals with mental
health training to improve early identification
and treatment of mental health conditions

Enhancing their ability to provide
effective care for mental health
concerns

Tele- and Digital
Health Services

Expanding telehealth services for mental health
care, particularly in underserved areas, to
enhance accessibility

Partnering with employers to establish
workplace mental health programs and invest in
mental health technology solutions

Increasing access to mental health
services, especially in remote or un-
derserved regions

Federal and State
Policymakers

Enforcing and strengthening mental health parity
laws to ensure equitable coverage of medica-
tions and mental health services in insurance
plans

Promoting public awareness and stigma reduc-
tion through executive and legislative measures
and campaigns

Advancing and supporting breakthrough mental
health innovation through a rapid cycle process
for review

Establishing and funding national and regional
mental health crisis hotlines, creating specialized
mental health crisis response teams, and allocat-
ing funding for mental health services, research,
and infrastructure development

Strengthening online privacy and protection,
addressing discriminatory algorithms, and
conducting research on social media’s impact on
mental health

Expanding Medicaid to increase access to mental
health care and reduce financial barriers, with
positive outcomes in terms of improved mental
health

Implementing educational initiatives in schools
and communities to raise awareness and pro-
mote early intervention efforts

Promoting equitable access to mental
health services and reducing stigma
associated with mental health condi-
tions
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Investors in Mental
Health

Delivering research and development funding for

innovative mental health medications and digital Advancing treatments, affordability,
health services through the regulatory approval and assessing the economic impact of
process, ensuring affordability, and conducting mental health programs

mental health impact assessments

Source: Milken Institute (2024)

Table 4: Whole Person Care Action Steps to Close the Mental Health Treatment Gap

Stakeholder Action Steps to Close Mental Health Treatment Gap

Mental Health
Professionals

Provide clinical assessments, diagnoses, and therapeutic interventions tailored to
individual needs.

Collaborate with other stakeholders to share insights and ensure a comprehensive
understanding of the individual’s mental health status.

Design effective, evidence-based treatment plans encompassing psychological,
emotional, and social dimensions.

Primary Care
Physicians

Serve as the initial point of contact for individuals and recognize signs of mental
distress.

Refer people to specialized mental health services when needed.

Address physical health concerns that may impact mental well-being, contributing
to a holistic perspective.

Social Workers
and Community
Organizations

Identify social determinants of mental health, such as housing instability, financial
difficulties, and social isolation.

Collaborate with mental health providers to tailor interventions to address the
broader social context of the individual.

Promote a holistic approach to care by addressing social factors.

Policymakers
and Advocacy
Groups

Influence legislative and regulatory changes related to mental health.
Allocate resources for mental health services, policies, and resources.
Promote mental health awareness and destigmatization.

Incorporate mental health policies and initiatives into the broader health-care
framework.
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e Conduct research and development to bring mental health products to market (i.e.,
digital and pharmaceutical products) through the regulatory approval process and

Industry Treat- subsequent post-authorization implementation.

ment and e Develop and implement technological innovations, such as electronic health
Technology records and telemedicine platforms.

Innovators

e Enable seamless communication and information sharing among stakeholders.

e Bridge gaps in communication to ensure informed and engaged care.

e Participate actively in their mental health care, providing feedback and insights.

e Contribute to the development of effective treatment plans that respect their

Patients and
values, preferences, and cultural backgrounds.

Families
e Provide valuable context to mental health providers and other stakeholders for a
holistic understanding of their needs.

Source: Milken Institute (2024)
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GLOSSARY

e 3,4-Methylenedioxymethamphetamine (MDMA): A synthetic stimulant and hallucinogen that
produces an energizing effect, distortions in time and perception, and enhanced enjoyment from
sensory experiences.”?

e Anxiety: A mental health condition that produces fear, worry, and a constant feeling of being
overwhelmed. It is characterized by excessive, persistent, and unrealistic worry about everyday
things.”

e Behavioral Health: Refers to mental health and substance use disorders, life stressors and crises,
and stress-related physical symptoms.”’*

e Community: Where people live, learn, work, and play.”®
e Comorbid: Existing simultaneously with and usually independently of another medical condition.”

e Deinstitutionalization: The policy of moving people with severe mental health conditions out of
large state institutions and then closing part or all of those institutions.””

e Depression: A mental health condition characterized by at least two weeks of pervasive sadness,
low energy, low self-esteem, and loss of interest or pleasure in normally enjoyable activities.”®

e Downstream: Refers to the treatment of symptoms or management of impacts of health
conditions at the individual level as opposed to prevention or early intervention at a community
level.”?

e Electroconvulsive Therapy: A medical treatment consisting of brief electrical stimulation of
the brain via electrodes attached to the scalp at precise locations while the patient is under
anesthesia.® It is used to treat schizophrenia, bipolar disorder, and severe, treatment-resistant
depression.

o Gen Z: The generation born between 1997 and 2010.8!

e Health Equity: Ensuring everyone has a fair and just opportunity to be as healthy as possible. This
requires removing obstacles to health such as poverty, discrimination, and their consequences,
including powerlessness and lack of access to good jobs with fair pay, quality education and
housing, safe environments, and health care.??

o Lobotomy: A surgical procedure in which the nerve pathways in a lobe or lobes of the brain are
severed from those in other areas. This can be done by removing part of the frontal lobe, surgically
severing connections between the frontal lobe and thalamus, and injecting ethanol or drugs to
harden the connective fibers between the frontal lobe and thalamus. It was formerly used to treat
schizophrenia, bipolar disorder, and severe depression.®

e Lysergic Acid Diethylamide: A psychedelic that produces changes in perception, mood, and
thought.®

e Mental Health Condition: Health conditions involving changes in emotion, thinking, or behavior
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(or a combination of these).8®

e Mental Health Professional: Health-care practitioners or providers focused on mental health,
inclusive of psychiatrists, psychologists, counselors, therapists, social workers, mental health nurse
practitioners, and pharmacists.®

e Phase lll: The clinical trial phase in which the drug or treatment is given to large groups of people
(1,000-3,000) to confirm its effectiveness, monitor side effects, compare it with standard or
similar treatments, and collect information that will allow the new drug or treatment to be used
safely.8”

o Post-Traumatic Stress Disorder: A psychiatric condition that may occur in people who have
experienced or witnessed a traumatic event, series of events, or set of circumstances. It is
characterized by intense, disturbing thoughts and feelings related to their experience, flashbacks
or nightmares, feelings of sadness, fear, anger, and detachment, and strong negative reactions to
stimuli such as touch or loud noises.®8

e Psilocybin: A hallucinogenic substance obtained from certain types of mushrooms.®’
o Public Health: Health of people and their communities.”

e Public Health Emergency: A set of appropriate actions taken in response to a condition
threatening adverse health consequences with the potential to overwhelm routine remedial
capabilities of the community.”*

e Quality of Life: An individual's perception of their position in life in the context of the culture
and value systems in which they live and in relation to their goals, expectations, standards, and
concerns.”?

o Research and Development: Creative and systematic work undertaken in order to increase the
stock of knowledge—including knowledge of people, culture, and society—and to devise new
applications using available knowledge.”®

e Schedule I Drug: A drug with no currently accepted medical use and a high potential for abuse.?*
The Controlled Substances Act of 1970 categorized all substances regulated under existing federal
law into one of five schedules, including Schedule 1.°

e Self-Stigma: When perceived societal stigma is internalized. Self-stigma can result in loss of self-
respect, decreased self-esteem, and loss of self-efficacy.”®

e Social Determinants of Health: Nonmedical factors that influence health outcomes. The
conditions in which people are born, grow, work, live, and age, and the wider set of forces and
systems shaping the conditions of daily life. These forces and systems include economic policies
and systems, development agendas, social norms, social policies, racism, climate change, and
political systems.?”

e Social Programs: Government programs, such as Medicaid, Supplemental Nutrition Assistance
Program, Temporary Assistance for Needy Families, and Supplemental Security Income.

o Space: The physical environment in which an individual is comfortable and at ease, whether their
home, workplace, or another location.®®
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e Stigma: A societal process in which individuals within a society collectively apply stereotypes to
an identifiable subgroup. Once a society also believes that negative connotations associated with
stereotypes are applicable to all members of the subgroup, discrimination often results.””

e Structural Stigma: The societal-level conditions, cultural norms, and institutional practices that
constrain the opportunities, resources, and well-being for stigmatized populations.1®

e Substance Use Disorder: A condition in which there is uncontrolled use of a substance (alcohol
and/or drugs) despite harmful consequences.°!

e Therapies: A treatment that helps someone feel better, grow stronger, manage symptoms, or
recover from a mental health condition. Examples include occupational, group, behavioral, and
pharmaceutical therapies.t%?

o Treatment: A method of addressing a health condition to mitigate or eliminate symptoms. Inclusive
of pharmaceutical, behavioral, and whole person interventions.

e Valley of Death: The translational research phase of biomedical research. The phase between basic
scientific research and clinical research, where promising discoveries often meet their demise. To
cross the “Valley of Death,” several key requirements must be in place to move these discoveries
into new treatments, diagnostics, and preventions.!%3

e Whole Person Health: Whole person health looks at all the factors that affect well-being,
including diet and exercise, stress, environment, genetics, behavior, and social networks.1%4
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