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Learning Objectives:

1. Review the National Survey on Drug Use and Health’s data collected on
psychedelic use and an overview of current development of therapeutic agents.

2. Review selected considerations and perspectives for the implementation of
therapeutics as we balance risk and effectiveness.
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SAMHSA Strategic Plan

Mission

SAMHSA’s mission is to lead public

health and service delivery efforts that

promote mental health, prevent

substance misuse, and provide : 3
treatments and supports to foster croTe

recovery while ensuring equitable impedl
access and better outcomes. Health

Workforce

Vision

SAMHSA envisions that people with,
affected by, or at risk for mental health
and substance use conditions receive
care, achieve well-being, and thrive.
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Alaska Air pilot in aborted flight said he used
'magic' mushrooms, documents show

Severe lliness Potentially Associated with
Consuming Diamond Shruumz™ Brand
Chocolate Bars, Cones, and Gummies

HEALTH ALERT NETWORK

Matthew Perry Died of ‘Acute Effects
of Ketamine,’ Autopsy Says

The medical examiner said drowning, coronary artery disease
and the effects of an opioid also contributed to the death of the
“Friends” actor, who was found in a hot tub in October.

First-Ever Congressional Hearing On
Psychedelic-Assisted Mental Health Care For
Veterans Will Be Held Tuesday

Single dose of LSD provides immediate and lasting
relief from anxiety, study says

SAMHSA

Substance Abuse and Mental Health
Services Administration



Hallucinogen Use in Past Year Rising among 12+, 2021-2023

Table 1. Substance Use: Among People Aged 12 or Older; Numbers in Thousands and Percentages, 2021-2023

Substance Use

Marijuana 61.8M
Hallucinogens

Rx Pain Reliever Misuse

Cocaine
Rx Tranquilizer or Sedative Misuse

No Past Year Past Year

lllicit Drug Use lllicit Drug Use Rx Stimulant Misuse
212.9 Million People 70.5 Million People
(75.1%) (24.9%) Methamphetamine

Inhalants
Heroin
0 150 30M  45M  60M  75M
Number of Past Year Users
PAST YEAR
Wicit Drug Use B1,995  (1,005) 292t (0.36) 70,338 (983) 2450 (0.35) 70,537 [a18) 240 (0.32)
Marijuana Use 53,181 (997 19,0 10.36) 61,901 (940 2.0 10.33) 61,816 (876 AR {0.31)
Underage Marijuana Use (Agad 12-20) 6,996 (277 17.8 {0.55) 7422 (232 19.2 {0.48) 6,997 (235) 18.4 (0.48)
Misuse of Central Nervous System Stimulants 9,379 (381) 34 0.14) 10,188 (378) 36 0.13) 9,659 (355) 34 0.13)
Cocaine Use 4,760 (259 1.7 {0.09) 5,274 (274 1.9 {0.10) hM2 (264) 1.8 (0.09)
Misuse of Stimulants 3910 [217) 1.4 10.08) 4,208 [211) 1.5 (0.07) 3,922 (193) 14 {0.07)
Methamohetamine 2,540 (242) 0.9 10.09) 2,705 (218) 1.0 (00,018} 2521 (212) (.0 (0.07)
:>| Hallcinogens Use 7er @ 2r 042 | 8s08 @ a0 012 | 87% @4 ar__ 0.10]
Misuse of Opicids 9,420 [418) 34 (0.15) 8,918 (337 32 0.12) 8,002 (341) 31 (0.12)

*Statistically significant increase among hallucinogen past year use (p<.05) from 2021 to 2023
- past year use of hallucinogens among 8.8 million Americans in 2023

NSDUH 2021-23



Past Year Use of Methamphetamine Use, Hallucinogens, and Inhalants by Age Group, 2023

Percent Using in Past Year

0 _ s
Past Year Past Year Past Year . Percentages
Methamphetamine Use Hallucinogen Use Inhalant Use . La 0 348- 562
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Highest past year hallucinogen past year use among 18-25 years age group (zreen)

NSDUH 2023
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HALLUCINOGENS 103
Trends in 12 Alonth Prevalence
a
—m— Age 35-50
AQE12-30  1-YearChange . n&
S-Year Change +3.5 p=.001
10-Year Change +4.5 p=.001
AQE 3550  1-YearChange +1.38 p<DaO1
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From NIDA’s Monitoring the Future Panel Study, we see recent increasing rates of past year
hallucinogen use among those 19-30 years (b!ue) and 35-50 years (red)




Percentage of Specific Hallucinogen Use in Lifetime among 12+, 2023
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Psilocybin/Mushrooms is the most used hallucinogen, followed by LSD and then Ecstasy (MDMA).

NSDUH 2023



Past Year Initiation among 12+, 2023
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Alcohol | 134.7M
Tobacco Products | 49.9M
Nicotine Vaping [ ] 26.6M
Marijuana 43.6M

Hallucinogens f§ 2.6M
Rx Pain Reliever Misuse f{ 2.2M
Cocaine § 1.8M
Methamphetamine || 1.6M
Rx Tranquilizer or Sedative Misuse | 1.2M
Rx Stimulant Misuse | 1.2M
Inhalants | 1.0M
Heroin | 376,000

0 50M 100M 150M
Number of Past Month Users

In 2023, 2.6 million Americans 12 years or older reported using a hallucinogen in the last month

NSDUH 2023



Co-occurrence of Other Substance Use or Mental Health Challenges in Past Year among those 12+

Reporting Past Year Hallucinogen Use
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Context of Use
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US Native American Equities

The use of psychedelic substances has a long tradition in Religious Freedom Restoration Act
(RFRA) protected indigenous and faith-based communities, who use them as sacraments in
sacred religious healing ceremonies such as through the Native American Church

The Religious Freedom Restoration Act of 1993 is a federal law that "ensures that interests
in religious freedom are protected.”

The 1994 amendment to the American Indian Religious Freedom Act of 1978 provided that
“the use, possession, or transportation of peyote by an Indian for bona fide traditional
ceremonial purposes in connection with the practice of a traditional Indian religion is lawful
and shall not be prohibited by the United States or by any State.”

The impact of the rapidly evolving drug development and policy landscape on risks and access
among tribal communities is currently unknown



Increasing Number of Investigational New Drug Applications

Current FDA Landscape
New IND Applications to DP: 2000 to 2021

Psychedelics: Percentage c

Total INDs Rec

Unpublished internal analysis; includes research and commercial INDs
Psychedelics included: ayahuasca, DMT, LSD, MDMA, psilocybin

Dr. Tiffany R. Farchione, Director of FDA's Psychiatry Division within the Neuroscience Office,

shared unpublished internal analysis on the number of psychedelic Investigational New Drug (IND)
applications received since 2000 at a virtual public meeting “Advancing Psychedelic Clinical Study Design”,
1/31/24




Psychedelic Drug Development

Psychedelic Drug Development Tracker

FDA Breakthrough Therapy
Designations

> MDMA — Post-Traumatic Stress
Disorder 2017

» Psilocybin — Treatment Resistant
Depression 2018

» Psilocybin — Major Depressive
Disorder 2019

» LSD — General Anxiety Disorder
2024

» Psilocybin — Major Depressive
Disorder 2024

Discovery &

Psychedelic Alpha
2/6/24



Draft FDA Guidance on Clinical Trials for Psychedelic Drugs

Draft FDA Guidance on Clinical Trials with Psychedelic Drugs

* Growing interest in therapeutic potential of psychedelic drugs in recent years

* Subject to same regulations and evidentiary standards as other drug
development programs

* Some unique challenges in conducting such trials, including:
* Role of psychotherapy in psychedelic drug development
= Blinding
» (Characterization of dose-response relationship and durability of treatment
effect
* Assessment of abuse potential

S d




* Partnership (Town Hall 8/14-15, Brown Bags)
e Data Collection- now and future investment

* Policy Guidance Development for:
1. Therapeutic Implementation
2. Risk and Prevention Strategies
3. Messaging to the public, specific communities, workforce, and
consumers
4. Resource allocation for Training and Technical Assistance

SAMHM

dM IH alth




Thank You

SAMHSA’s mission is to lead public health and service delivery efforts that promote
mental health, prevent substance misuse, and provide treatments and supports to
foster recovery while ensuring equitable access and better outcomes.

Grant Opportunities
www.samhsa.gov/grants
www.grants.gov/web/grants

988 Suicide and Crisis Lifeline Toolkit
www.samhsa.gov/find-help/988/partner-toolkit

@samhsagov
/samhsa @samhsa_leader /samhsa
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