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Increase
In the prevalence of

depression symptoms
during the COVID-19 pandemic?®

REFERENCES: 1. Kearney A, et al, Kaiser Family Foundation. Mental health impact of the COVID-19 pandemic: an update. https://www.kff.org/coronavirus-covid-19/poll-finding/mental-health-impact-of-the-covid-19-pandemic/. Published 2021.Accessed November 3, 2021. 2. Kearney, et al . Mental health impact of the
COVID-19 pandemic: An update - methodology. KFF. https://www.kff.org/report-section/mental-health-impact-of-the-covid-19-pandemic-an-update-methodology/.Published April 14, 2021. Accessed February 8, 2022. 3. Ettman CK, et al. Prevalence of depression symptoms in US adults before and during the COVID-19

Pandemic. JAMA Netw Open. 2020;3(9):e2019686.doi: 10.1001/jamanetworkopen.2020.19686
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Between 2010 and 2018:

Direct costs incurred by individuals
with MDD rose $3.2 billion?

Total number of adults with MDD rose 12_9%2

REFERENCES: 1. National Institute of Mental Health (NIMH). Major depression. https://www.nimh.nih.gov/health/statistics/major-depression. Published 2021. Accessed October 17, 2021. 2. Greenberg PE, et al. Pharmacoeconomics. 2021;39(6):653-655.
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Cost to Payer

Direct healthcare costs significantly increased
with each successive line (up to 3 lines) of
therapy highlighting the need for rapid and
effective treatment options?

expand-access-behavioral 6. The National Council. New study reveals lack of access as root cause for mental health crisis in America. https://www.thenationalcouncil.org/press-releases/new-study-reveals-lack-of-access-as-root-cause-for-mental-health-crisis-in-america/. Published 2018. Accessed November 30, 2021. 7. Mental Health by
the Numbers | NAMI: National Alliance on Mental lliness. Nami.org. https://www.nami.org/mhstats. Published 2021. Accessed December 20, 2021 8. American Heart Association. Mental Health: A workforce crisis. American Heart Association CEO Round Table 2018. https://ceoroundtable.heart.org/mental-health-a-workforce-crisis-report/.
March 2019. Accessed February 1, 2021. 9. Arnaud, et al. The increasing economic burden with additional steps of pharmacotherapy in major depressive disorder. Pharmacoeconomics. 2021;39(6):691-706. https://doi.org/10.1007/s40273-021-01021-w 10. Beck A. Estimating The distribution of the U.S. pSychiatric subspecialist workforce.
School of Public Health Behavioral Health Workforce Research Center University of Michigan; 2018. https://www.behavioralhealthworkforce.org/wp-content/uploads/2019/02/Y3-FA2-P2-Psych-Sub_Full-Report-FINAL2.19.2019.pdf. Accessed November 30, 2021.
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Only 33% of African American Indian/

Americans Who need Alaskan Natives reported
mental healthcare higher rates of PTSD
received it° and alcohol dependence

than any other ethnic/
racial group*

Only 19% of

Hispanic adults with

a mental illness were
likely to use outpatient
mental health services?

Transgender and
nonbinary individuals
were twice as likely to
experience depression?

This information is intended to bring awareness to diverse and underserved populations , but is not meant to be exhaustive

6 million men

are affected by
depression per year,
but are less likely to
acknowledge it°

REFERENCES: 1. Pyschiatry.org. Mental health disparities: diverse populations - mental health facts for diverse populations. https://www.psychiatry.org/psychiatrists/cultural-competency/education/mental-health-facts. Published 2021. Accessed December 2, 2021. 2. Psychiatrist demographics and statistics in the US. Zippia.
https://www.zippia.com/psychiatrist-jobs/demographics/. Accessed February 28, 2022. 3. Psychiatry.org. Mental health disparities: diverse populations - African Americans. https://www.psychiatry.org/psychiatrists/cultural-competency/education/mental-health-facts. Published 2021. Accessed December 2, 2021. 4. Substance Abuse
and Mental Health Services Administration. Racial/ethnic difference in mental health service among adults and adolescents 2015-2019. https://www.samhsa.gov/data/report/racialethnic-differences-mental-health-service-use. Published 2021. Accessed December 2, 2021. 5. Price-Feeney M, et al. Understanding the mental health

of transgender and nonbinary youth. https://www.jahonline.org/article/S1054-139X(19)30922-X/fulltext. Published 2020. Accessed December 3, 2021. 6. Mental Health America. Infographic: mental health for men. https://www.mhanational.org/infographic-mental-health-men. Published 2021. Accessed November 17, 2021.
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Drugs. Accessdata.fda.gov. https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&AppINo=103792 Published 2022. Accessed January 18, 2022. 6. Barba M, Czosnek H, Hadidi A. Historical perspective, development and applications of next-generation sequencing in plant virology. Viruses. 2014;6(1):106-136. Pub-
lished 2014 Jan 6. doi:10.3390/v6010106 7. https://www.sec.gov/Archives/edgar/vprr/0302/03024076.pdf. Published 2022. Accessed January 18, 2022. 8. Accelerated Approval for Olaparib for Advanced Ovarian Cancer, along with Companion Diagnostic Test, Oncology Times: January 25, 2015 - Volume 37 - Issue 2 - p 14 doi: 10.1097/01.
COT.0000460541.71340.08 9. FDA approves first automated insulin delivery device for type 1 diabetes. U.S. Food and Drug Administration. https://www.fda.gov/news-events/press-announcements/fda-approves-first-automated-insulin-delivery-device-type-1-diabetes. Published 2022. Accessed January 18, 2022. 10. Drugs@FDA: FDA-Approved

Drugs. Accessdata.fda.gov. https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process Published 2022. Accessed January 18, 2022. 11. PEAR Obtains FDA Clearance of the First Prescription Digital Therapeutic to Treat Disease - Pear Therapeutics. Pear Therapeutics. https://peartherapeutics.com/fda-obtains-fda-clear-
ance-first-prescription-digital-therapeutic-treat-disease/. Published 2022. Accessed January 18, 2022.
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a Digital therapeutics (DTx)
deliver medical interventions
directly to patients
using evidence-based,

clinically evaluated software
to treat, manage, and prevent
a broad spectrum of diseases
and disorders.t

- DTx Alliance "

Globally, as of 2020,

have been granted market authorization.

with indications predominantly in the
mental health and behavior modification areas.

are in earlier stages of development and
evidence generation.?

REFERENCES: 1. Digital Therapeutics Alliance. Understanding DTx: a new category of medicine. https://dtxalliance.org/understanding-dtx/. Published 2021. Accessed December 23, 2021. 2. IQVIA. Digital health trends 2021. https://www.iqvia.com/insights/the-iqvia-institute/reports/digital-health-trends-2021. Accessed December 20, 2021.
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Expanding access to care through technology is a key goal of the NIMH,
specifically:

e Developing psychosocial device-based therapeutic candidates

REFERENCE: 1. Professional Coalition for Research Progress/National Institute of Mental Health. The NIMH strategic plan for research outlines the institute’s research goals and priorities over the next five years. https://www.nimh.nih.gov/about/strategic-planning-reports. Accessed August 10, 2021.
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Rx, medical prescription.
REFERENCE: 1. Dtxalliance.org. https://dtxalliance.org/wp-content/uploads/2021/01/DTA_FS_DTx-Product-Categories_010521.pdf. Published 2022. Accessed January 18, 2022.
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Patient use of DMHTs was 2 to 3 times
the expected rate of similar apps
downloaded from general app stores.
Up to 1/3 of clinician-referred

DMHT users were still actively

using apps 3 months after initiation?

REFERENCES: 1. Dtxalliance.org. https://dtxalliance.org/wp-content/uploads/2021/01/DTA_FS_DTx-Product-Categories_010521.pdf. Published 2022. Accessed January 18, 2022. 2. Histon, T. Delivering health care through digital mental health ecosystems. Accessed January 3, 2022,

from https://www.psychiatrictimes.com/view/delivering-health-care-through-digital-mental-health-ecosystemsRx, medical prescription
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How do anticipate

this will impact you and your plan?

ER, emergency room.

REFERENCES: 1. Ta J. et al. Health Care Resource Utilization and costs associated with nonadherence and nonpersistence to antidepressants in major depressive disorder. Journal of Managed Care & Specialty Pharmacy. 2021;27(2):223-239. doi:10.18553/jmcp.2021.27.2.223
2. Greenberg PE, et al. Pharmacoeconomics. 2021;39(6):653-655.
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REFERENCES: 1. Fda.gov. https://www.fda.gov/media/72674/download. Published 2021. Accessed January 11, 2022. 2. Fda.gov. https://www.fda.gov/media/82395/download. Published 2014. Accessed January 11, 2022.
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The special controls
for SaMD are?:

Clinical data describing and validating the device and
its purpose

The label must include instructions for use, list of
compatible devices, and a warning that the device is
not intended for use as a standalone therapy and does
not represent a substitution for the patient’'s medication

Physician and patient labeling must include a summary
of the clinical testing with the device

Software description including verification, validation,
and hazard analysis

REFERENCES: 1. Software as a medical device (SaMD): Key definitions. International Medical Device Regulators Forum. https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-131209-samd-key-definitions-140901.pdf. Published December 18, 2013. Accessed February 2, 2022.

2. Title 21--Food and Drugs Chapter I--Food and Drug Administration Department of Health and Human Services Subchapter H - Medical Devices. CFR - Code of Federal Regulations Title 21. https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/cfrsearch.cfm?fr=882.5801. Published December 27, 2017. Accessed January 7, 2022.
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PDTs may offer a feasible, stigma-reducing option for patients
Flexible provider engagement may lead to more access to treatment
PDTs are designed to address current barriers to treatment

Consistent in approach and practical, this alternative may increase
treatment participation
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