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ddressing veterans’ mental health needs is a top policy issue. In one

nationally representative sample, approximately 16 percent of veterans
screened positive for posttraumatic stress disorder (PTSD) (Stefanovics,
Potenza, and Pietrzak, 2020). Over several years of data collection for
another nationally representative survey, around one in ten veterans screened posi-
tive for depression (Liu et al., 2019). Although suicide has many precipitants, mental
health is a known risk factor; each year, more than 6,000 veterans die from suicide
(U.S. Department of Veterans Affairs [VA], Office of Mental Health and Suicide
Prevention, 2021). For PTSD alone, the annual economic burden was more than
$230 billion in the United States in 2018, with more than $42 billion of that attrib-
utable to the military population (Davis et al., 2022).

VA dedicates a considerable amount of its budget to addressing the mental
health needs of those who have served in the military. Updated figures on VA’s cost
to treat PTSD are not available, but the Congressional Budget Office estimated that RAND
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VA spent more than $2 billion to treat PTSD and traumatic
brain injury among Iraq and Afghanistan veterans in fiscal
year 2010 (Congressional Budget Office, 2012; Reisman,
2016). That year alone, the Veterans Health Administration
obligated $5.2 billion for mental health care—more than
10 percent of its total spending. The Congressional Budget
Office also found that the health care costs for veterans
with PTSD are 3.5 times greater than for those without
PTSD (Congressional Budget Office, 2012).

Over the past 20 years, there has been a resurgence
of interest in the use of compounds often referred to as
psychedelics to address such mental health conditions as
depression, anxiety, PTSD, and substance use disorders.
Public sentiment on psychedelic treatment is starting to
shift as well. Multiple jurisdictions, including around a
dozen cities, three states, and the District of Columbia have

What Are Psychedelics?

already relaxed laws or policies related to these substances,
often with an eye toward their therapeutic use. Some pub-
licly traded companies are making major investments in
psychedelic research, acquiring patents for future therapies,
and shaping a new public discussion around psychedelics
(Phelps, Shah, and Lieberman, 2022).!

In this Perspective, we examine evolving legal and
policy issues surrounding the use of psychedelics to treat
mental health disorders, with a particular focus on the
veteran population. Specifically, we review current policy
initiatives regarding psychedelics, drawing comparisons
with the evolution of cannabis policy in the United States.
Although we provide a brief overview of clinical research
on psychedelics to date, we do not take a position on the
(relative) efficacy of psychedelic therapy or the appropriate-
ness of its use to treat veterans. Rather, we detail various

Psychedelic (or “mind-manifesting”) substances comprise a broad category of different chemical compounds that elicit varied
physiological effects, including altered mood, perception, and cognition. Psychedelics can temporarily produce significantly
altered states of consciousness and may cause visual or auditory hallucinations.

The following are common types of psychedelics:

e LSD (lysergic acid diethylamide)
e psilocybin (produced by certain types of mushrooms)

e mescaline (4,3,5-trimethoxyphenethylamine, the active ingredient in peyote)

e DMT (N,N-dimethyltryptamine).

MDMA (3,4-methylenedioxymethamphetamine), also known as ecstasy or molly, is often referred to as a psychedelic, but it
does not have the strong hallucinogenic properties of many other drugs in this class.

Several psychedelic substances, such as psilocybin and mescaline, are naturally occurring in fungi and plants; others, like
MDMA and LSD are synthetic compounds made in labs. Psychedelics are sometimes referred to as entheogens, which con-

notes use for spiritual or religious purposes.




Now is the time for a thoughtful and deliberate
conversation to maximize the potential benefits and
minimize the potential harms of policy changes.

regulatory approaches that could be adopted to inform
policymaking efforts.

VA, the largest provider of mental health care to vet-
erans, has already funded research into some therapeutic
applications of psychedelics, and many veterans’ groups
and others who advocate for veterans’ health care have
promoted psychedelic therapy as a potential means of
addressing the significant burden of mental health condi-
tions among veterans. The policy questions raised in this
Perspective are not unique or limited to veterans. However,
veterans represent a sizable proportion of U.S. mental
health care consumers. Outside of the small number of
veterans participating in clinical trials, it is becoming more
common for veterans to seek out psychedelics for therapeu-
tic purposes and to manage their treatment either on their
own or with support from informal providers. Thus, the
guidelines regarding how these substances are regulated
and administered are critical policy issues.

Policymakers, regulatory agencies, patient advocacy
groups, and health care providers—including those at VA—
will need to be mindful of the path forward as a growing
number of jurisdictions remove legal restrictions on psyche-
delic access and use. Now is the time for a thoughtful and
deliberate conversation to maximize the potential benefits
and minimize the possible harms of these policy changes.

The Reemergence of Psychedelic
Therapy as a Clinical Option for
Some Mental Health Disorders

Naturally occurring psychedelics have been used by tra-
ditional cultures and indigenous groups for thousands of
years, but they are comparatively new to (Western) psy-
chiatry and the general public. As chemists identified and
synthesized psychedelic compounds in the mid-20th cen-
tury, the fields of psychiatry and psychotherapy recognized
their potential importance for understanding and treating
mental illness.

The therapeutic mechanisms that make psychedelics
apparently effective in treating mental health conditions
are not fully understood. Many experts acknowledge that,
in a treatment setting, a psychedelic compound could
enhance the effectiveness of psychotherapy, allowing the
participant to gain greater insights into their past trauma
and potential root causes of their anxiety, depression,
or other mental health condition (Griffiths et al., 2016;
Griffiths et al., 2006). Participants sometimes character-
ize their experience with psychedelic treatment as mystical
in nature, and research indicates that this correlates with
a positive therapeutic response. However, some research-
ers contend that a compound’s therapeutic effect is more




INn recent years, interest
has grown in the potential
therapeutic effectiveness
of psychedelics in treating
PTSD and depression
among veterans.

physical in nature and that mind-altering “psychedelic”
experiences are not necessary to produce beneficial out-
comes (Olson, 2020).

Research into psychedelics exploded from the mid-
1950s to the early 1970s (Pearson, Siegel, and Gold, 2022).
Initial research efforts focused on the potential use of
psychedelics to treat alcohol use disorder and depression
and to provide insights into psychotic disorders, such as
schizophrenia (Kurland et al., 1967; McGlothlin, Cohen,
and McGlothlin, 1964; Torrey and Peterson, 1974; Bowers
and Freedman, 1966). Popularized by psychologist and
advocate Timothy Leary and others, psychedelics soon
made their way onto the recreational drug scene. The sub-
sequent passage of the Controlled Substances Act in 1970
subjected many known psychedelics to extremely prohibi-
tive controls, which effectively shut down research on their
therapeutic potential (Pollan, 2018).

Over time, however, as societal attitudes toward these
compounds changed, research slowly rebounded in the

1990s. The current psychedelic research “renaissance”
began with groundbreaking studies out of Johns Hopkins
University that employed rigorous research protocols,
including double-blind randomized controlled trials on
psilocybin administered by trained guides in controlled
settings (Yaden, Yaden, and Griffiths, 2021). There were
also studies aimed at understanding psychedelics’ effec-
tiveness in decreasing depression and anxiety in terminal
cancer patients (Griffiths et al., 2016; Griffiths et al., 2006).
There are now wide-ranging research efforts investigat-
ing the potential therapeutic effects of psychedelics for
major depressive disorder, anxiety disorders and PTSD,
mild traumatic brain injuries, nicotine dependence and
substance use disorders, and neurodegenerative diseases,
including Alzheimer’s disease (Khan et al., 2021; Vann
Jones and O’Kelly, 2020). However, questions have been
raised about some of the research on psychedelics that is
getting published in top medical journals and how the
results are portrayed in the media (see, e.g., Hall and
Humphreys, 2022; Yaden, Potash, and Griffiths, 2022).

In recent years, interest has grown in the potential
therapeutic effectiveness of psychedelics in treating PTSD
and depression among veterans.? Some early phase 2 and
3 trials using MDMA to treat PTSD in veteran popula-
tions have shown positive results with respect to reducing
depression and suicidality (Dunlop and Rothbaum, 2019;
Remick, 2022; Feduccia et al., 2019). In 2017, after early
randomized controlled trials found benefits with respect to
self-reported PTSD scores and suicidality among veterans
with PTSD, the FDA granted MDMA breakthrough ther-
apy designation, which fast-tracks its study and approval
(Mithoefer et al., 2018; Cipriani and Cowen, 2018). A
year later, the agency granted COMPASS Pathways—a




private company developing various forms of psilocybin
therapy—with a breakthrough therapy designation to treat
depression (COMPASS Pathways, 2018). It is anticipated
that MDMA and psilocybin will receive FDA approval for
certain indications in the coming years.

Other anecdotal reports and less-rigorous studies
of psychedelic therapies employing other compounds,
including DMT and 5-methoxy-N,N-dimethyltryptamine
(5-MeO-DMT), conducted outside the United States sug-
gest positive outcomes, such as reductions in suicidal
ideation and PTSD symptoms among U.S. veteran popula-
tions (Reno, 2021; Davis et al., 2020; Mangini, Averill, and
Davis, 2021).

Considerations Relevant to
Decisions About Psychedelic
Therapy Versus Standard Therapies

When considering the therapeutic use of psychedelics, it
is important to distinguish between two modalities of use.
First, psychedelics could be used in a formal therapeutic
setting, generally with the assistance of a guide or thera-
pist. Reflecting the model of formal psychological treat-
ment, this modality is more controlled and may rely on
specific clinical protocols. Alternatively, psychedelics could
be used in an informal setting outside of the formal treat-
ment system. This could include strictly recreational uses
or “self-therapy,” in which an individual seeks to obtain
therapeutic effects from a psychedelic substance outside a
traditional or licensed treatment setting. Self-therapy may
occur with or without supervision (e.g., from a friend or
family member).

Formal psychedelic therapy is often administered
over a limited number of sessions. Although these ses-
sions are often lengthy and produce varied physiological
and psychological states, the limited overall duration of
treatment might afford advantages in terms of treatment
adherence and completion. Current pharmacotherapy for
depression, such as selective serotonin reuptake inhibitors
(SSRIs), must be taken daily and continuously (Asnis et al.,
2004; National Center for PTSD, 2017). Psychotherapy can
take ten weekly sessions for patients to see the maximum
effects, and dropout rates prior to ten sessions are high
(Kehle-Forbes et al., 2016). In contrast, psychedelic-assisted
therapy may be administered in one session lasting up to
six or eight hours, with preparation and integration ses-
sions before and after; however, there can be variation in
the duration of treatment depending on the substance, the
conditions for which the patient is being treated, and other
factors.

Like any pharmacotherapy, it is essential to under-
stand the potential side effects of psychedelic therapies and
to create clinical protocols to minimize risk. Traditional
antidepressant and antianxiety drugs are not free from
side effects, including elevated suicidality, weight gain, and
sexual dysfunction (Kelly, Posternak, and Alpert, 2008)—
nor are psychedelics. Clinicians and others who seek to
address mental health disorders must weigh the competing
risks of unwanted side effects from traditional treatments
and psychedelics in the overall scope of treating mental
health conditions. In some cases, psychedelics may be
useful adjuncts to other therapies.

Psychedelics’ effects on the brain during use can
change sensory processing, making simple tasks diffi-
cult or dangerous in certain circumstances. This is why




't can be difficult to assess the risk of negative outcomes
and adverse reactions, given the complexities of treating
veterans with PTSD, hard-to-treat comorbidities, and

other psychosocial challenges.

therapeutic protocols generally specify that psychedelics
should be administered only in a supervised, controlled
environment. Even under optimal conditions, some indi-
viduals may have adverse reactions, including upsetting or
overwhelming thoughts, paranoia, despair, or frightening
hallucinations and delusions (colloquially referred to as “a
bad trip”). Clinical studies have identified other side effects
associated with psychedelics, which are generally mild and

transitory, including headache, muscle tension, and fatigue.

A small number of participants also reported psychiatric
treatment-emergent adverse events, such as anxiety, flash-
backs, negative thoughts, and suicidal ideation (Mithoefer
et al,, 2018). These events underscore the importance of
screening and supervision.

Other aspects of “set and setting” are important to
maximize the beneficial treatment outcomes of psyche-
delics. The terms set and setting originated in the early
psychedelic research of the 1960s and relate to the personal
and context-specific nature of study participants’ experi-
ences with psychedelics. Set refers to participants’ expec-
tations, intentions, and psychology; setting refers to the
environment in which a psychedelic experience takes place
(Zinberg, 1984; Carhart-Harris et al., 2018; Leary, Litwin,

and Metzner, 1963). Efforts to ensure proper set and set-
ting encourage a participant to establish the intention to
derive positive or desired changes before a session, as well
as creating a peaceful and safe environment that facilitates
introspection.

It is particularly important to weigh these consider-
ations when treating vulnerable populations and patients
with traumatic exposure, such as combat trauma. It can be
difficult to assess the risk of negative outcomes and adverse
reactions, given the complexities of treating veterans with
PTSD, hard-to-treat comorbidities, and other psycho-
social challenges (e.g., veterans experiencing homeless-
ness, physical disabilities, and injuries). Some veterans
have experienced mixed or harmful effects from approved
psychopharmacological therapies, including opioids for
pain and benzodiazepines for anxiety (Dobscha et al., 2013;
Hawkins et al., 2013; Hawkins et al., 2019). Additionally,
evidence on the use of cannabis to address PTSD is mixed
(see, e.g., Bonn-Miller et al., 2021; Bonn-Miller et al., 2022;
Hicks et al., 2022; Metrik et al., 2022).

Although psychedelics hold great promise in addressing
hard-to-treat mental health disorders, learning from clini-
cal experiences with these and other substances—including




the potentially negative effects of cannabis on PTSD—can
help avoid harm going forward. The overall efficacy of
psychedelics could differ between veteran and nonveteran
populations, and psychedelic treatment approaches might
need to be customized to help veterans achieve optimal
outcomes or to avoid harming vulnerable populations.

Laws and Policies on Psychedelics
Are Shifting

In response to the increasing momentum of clinical
research on psychedelics, jurisdictions are enacting legal
and regulatory changes. Potential insights regarding the
future legal trajectory of psychedelics might be gleaned
from the evolution of cannabis legalization and regulation
in the United States. Despite the federal prohibition on
cannabis and many psychedelics, the U.S. federal system
offers considerable leeway to states when it comes to crimi-
nalizing and regulating drugs. Indeed, current cannabis
policy reflects a patchwork of laws and rules regarding
supply and use, from decriminalizing cannabis possession
(starting in the 1970s) to allowing use for medical purposes
(beginning in the 1990s) and regulating the nonmedical
commercial cannabis market (since 2012). Today, some
states allow cannabis (in different forms and with different
mixes of active ingredients) to be used for a range of medi-
cal purposes; others permit adults to access a wide variety
of products for nonmedical uses (Smart and Pacula, 2019;
Pacula and Smart, 2017).

Presently, under federal and most state laws, classic
psychedelic compounds (e.g., LSD, psilocybin, mescaline,
MDMA) are strictly prohibited outside of narrow exemp-
tions for research; some substances, like mescaline, are

permitted for use in indigenous religious rites. Studies of
psychedelics have obtained legal authorization from federal
authorities that impose strict requirements for accessing,
storing, and administering the compounds. Absent these
narrow permissions, individuals can face arrest and pros-
ecution for supplying or possessing psychedelics. However,
that is changing as voters and elected officials advocate for
more-lenient local policies or state laws on psychedelics.
The changes that have occurred in the United States, so far,
fall into five categories:?

1. deprioritization—does not change the penalties for
certain offenses but makes their enforcement a low
priority for law enforcement officials and/or prohib-
its funds from being used to enforce these laws

2. defelonization—reduces the penalties for certain
offenses so they are no longer felonies

3. decriminalization—reduces the penalties for cer-
tain offenses so they are no longer criminal offenses,
but there are still legal consequences (e.g., violators
receive a fine)

4. legalization of use, possession, cultivation, and
sharing—allows adults to consume as well as culti-
vate and give away plant-based psychedelics without
remuneration

5. legalization of supply for use under licensed
supervision—allows adults to legally consume cer-
tain psychedelics under the supervision of a licensed
guide.

Starting in 2019 in Denver, Colorado, multiple juris-
dictions have relaxed the enforcement of prohibitions on
the possession and/or noncommercial supply of psychedel-
ics, often citing their healing or therapeutic properties as




reported in the emergent research literature. For example,
the 2020 voter-approved Initiative 81 in the District of
Columbia (which passed with more than 76 percent in
favor) was spearheaded by an activist who self-treated
postpartum depression with psychedelic mushrooms (Cho,
2020). Since then, voters in a handful of other jurisdic-
tions have approved legal changes to remove or reduce
prohibitions. See Table 1 for a summary of policy and legal
changes as of November 2022.

In 2020, voters in Oregon approved a form of
psychedelic-assisted therapy, prior to FDA approval, allow-
ing the supervised use of psilocybin in licensed centers.
However, the initiative gave communities in Oregon the
option to ban or impose a moratorium on these centers.
More than 125 cities and counties (many rural) voted to
delay or ban these centers in November 2022, but they will
be available in the state’s most populated areas (Vaughan,
2022).

In 2022, voters in Colorado passed an initiative that
also allows for licensed psilocybin healing centers, but
there are some noteworthy differences from what was
passed in Oregon (Ballotpedia, undated). First, there is
no formal option for local jurisdiction to opt out. Second,
a newly created Natural Medicine Advisory Board will
decide whether other plant-based psychedelics can be sup-
plied at the centers in 2026. Third, the initiative also legal-
ized the use, possession, cultivation, and sharing of psilo-
cybin, psilocin, ibogaine, DMT, and mescaline (excluding
peyote) by anyone aged 21 and older.* But similar to
Oregon, there is no provision for retail sales or transfers
with remuneration.

Otbher states have put forward possible legislative
changes, including to permit the therapeutic use of these

substances.> But similar to cannabis, all these substances
are prohibited under federal law. It is unclear whether
federal officials will attempt to shut down these efforts or
remain largely “hands-off” as they are with state-legal can-
nabis markets.

While many municipal-level policies mention or
acknowledge the therapeutic potential of psychedelics
and allow adults to self-administer them, only Oregon
and Colorado legalized assisted therapeutic administra-
tion by licensed providers. As of November 2022, Oregon’s
therapeutic system was not yet operating because regula-
tory authorities were still deciding the specifics of the
legal framework, including how to license providers and
establish protocols regarding guided use. According to
the newly established Oregon Psilocybin Services Section,
work is underway to establish rules, develop facilitator
training and approval systems, track production and distri-
bution, and educate and train stakeholders (Oregon Health
Authority, undated). Presently, draft regulations on psilo-
cybin facilitator training require a minimum of 120 hours
of learning and 40 hours of practical training (Goldhill,
2022). Colorado’s system is expected to be operational in
2024.

As shown in Table 1, jurisdictions are increasingly
removing some barriers to the supply and use of these sub-
stances without addressing the more complicated matters
of supervision or regulation. This creates opportunities for
those seeking psychedelic therapy to do so on their own or
in informal (i.e., unregulated) settings. There are already
informal treatment programs that offer psychedelics to
veterans and others who are experiencing anxiety and
depression. Some of these programs organize retreats in
countries with less-restrictive drug regimes, such as the




TABLE 1

Legal and Policy Reforms Related to Psychedelics in the United States

Legal

Jurisdiction Date

Mechanism

Policy Change

Activity

Substances

Denver, Colo. May 2019 Voter initiative
passed
Oakland, Calif. June 2019 City council
ordinance
passed
Santa Cruz, Calif.  January 2020  City council
ordinance
passed
Ann Arbor September 2020 City council
(and Washtentaw ordinance
County), Mich. passed
Somerville, Mass.  January 2021  City council
ordinance
passed
Arcata, Calif. October 2021  City council
ordinance
passed
Seattle, Wash. October 2021  City council
ordinance
passed
Detroit, Mich. November 2021 Voter initiative
passed
Port Townsend, December 2021  City council
Wash. ordinance
passed

Deprioritization

Deprioritization

Deprioritization

Deprioritization,
with guidelines for
county prosecutor’s
office

Deprioritization

Deprioritization

Deprioritization,
no confiscation
of substances

Deprioritization

Deprioritization

Possession and use by adults (21+)

Supply, possession, and use by adults
(not defined)

Possession and use by adults (21+)

Possession, supply, and use; prohibits
commercial supply, supply to minors,
driving under the influence

Possession and therapeutic use by
adults (not defined); prohibits
commercial supply, supply to minors,
driving under the influence

Supply, possession, and use by adults
(214); prohibits commercial supply,
supply to minors, driving under the
influence

Cultivation, sharing for religious,
spiritual, or personal growth without
financial consideration

Possession and therapeutic use by
adults (not defined)

Supply, possession, and use by
adults (18+)

Psilocybin mushrooms

“Entheogenic plants,”
including psilocybin
mushrooms, cacti,
iboga, and plants used in
ayahuasca

“Entheogenic plants and
fungi”

“Entheogenic plants, fungi,
and natural materials”

“Entheogenic plants, fungi,
and natural materials”

“Entheogenic plants, fungi,
and natural materials”

“Entheogens” such as
plant or fungal material

“Entheogenic plants, fungi,
and natural materials”

“Entheogens” (origin

not defined), that are used
in “religious, spiritual,
healing, or personal growth
practices”




Table 1—Continued

Jurisdiction Date

Legal
Mechanism

Policy Change

Activity

Substances

San Francisco,
Calif.

September 2022 Board of

Supervisors

measure passed

and signed by
mayor

Deprioritization

Supply, possession, and use by adults
(not defined)

“Entheogenic plants on
Federal Schedule 1”

States and Washington, D.C.

Washington, D.C. November 2020

Oregon November 2020
November 2020

New Jersey February 2021

Colorado November 2022
November 2022

Voter initiative
passed

Voter initiative
passed

Voter initiative
passed

State legislature
passed law

Voter initiative
passed

Voter initiative
passed

Deprioritization

Decriminalization

Legalization
of supervised
consumption

Defelonization

Legalization
of supervised
consumption

Legalization

Supply, possession, and use by adults
(18+)

Possession for personal use; quantity
limits specified for LSD, psilocybin, and
psilocin; limits for other psychedelics
unclear

License supply and administration

under regulations developed by Oregon

Health Authority for use by adults
(214); must be licensed to supply and
administer; further restrictions may
apply, per regulations

Possession of up to an ounce of
psilocybin-containing mushrooms
subject to 6 months imprisonment or
$1,000 fine

License supply and administration
under regulations developed by
Colorado Department of Regulatory
Agencies for use by adults (21+); must
be licensed to supply and administer;
further restrictions may apply, per
regulations

Use, possession, cultivation, and
sharing with other adults (21+) with no
remuneration; home cultivation must
occur in a private residence
inaccessible to minors

“Entheogenic plants and
fungi”

All controlled substances

Psilocybin in natural or
synthetic form

Psilocybin mushrooms

Psilocybin, psilocin (may
be expanded to other
plant-based psychedelics
in 2026)

Psilocybin, psilocin,
ibogaine, DMT, and
mescaline (excluding
peyote)

SOURCE: Based on information from Psychedelic Alpha (2022) and Colorado’s Measure 122 (see Ballotpedia, undated).
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Jurisdictions are increasingly removing barriers to the
supply and use of these substances without addressing
the more complicated matters of supervision or

regulation.

Netherlands. As the policy landscape changes, treatment
programs that offer naturally occurring psychedelics

(e.g., psilocybin mushrooms) are likely to proliferate and
become more accessible. To manage the risk that these
substances could pose to vulnerable populations and those
with comorbidities, it is critical to identify and disseminate
evidence-based guidelines for dosing and supervision.

In some ways, the evolution of psychedelic law and
policy in the United States resembles what happened with
cannabis starting some decades ago. There was a series of
efforts to decriminalize or deprioritize the enforcement of
cannabis possession laws before the passage of voter-led
initiatives on medical cannabis (Kilmer and MacCoun,
2017). Veteran groups played an important role in shap-
ing the general public’s perceptions of medical cannabis
(Hudak and Stenglein, 2020), noting that the drug might
help alleviate PTSD symptoms and chronic pain, both
of which are common among veterans. Similarly, some
veteran groups are active in current conversations about
removing prohibitions on psychedelics (Jacobs, 2021).
However, there are some noteworthy differences between
cannabis and psychedelic policies. There has always been

a larger constituency of people who have ever used can-
nabis compared with those who have ever used psychedel-
ics. According to estimates from national survey data, that
ratio was roughly 3.5 to 1 in 1979 (Fishburne, Abelson,
and Cisin, 1979) and approximately 3 to 1 in 2019 (Sub-
stance Abuse and Mental Health Services Administration,
undated). Additionally, the time between decriminaliz-
ing possession and allowing medical use has been much
shorter for psychedelics. As noted, the transition from
local jurisdictions deprioritizing enforcement to a state
legalizing psilocybin use in controlled settings took only a
few years. Given the speed with which policy changes are
occurring, it is likely that a growing number of jurisdic-
tions will enact new laws before these pioneers have identi-
fied best practices.

Frameworks for Thinking About
Psychedelic Policy

Psychedelics will require a unique set of regulations and
policies. In Table 2, we present three emerging frameworks
that can be applied to psychedelic policy. Specifically, we

1



TABLE 2

Comparing Potential Frameworks for Psychedelic-Related Policies

Factor

Individual

Spiritual/Wellness

Medical/Therapeutic

Key principles

Objective

Supply

Dosing

Screening,
administration, and
supervision

Level of integration

Restrictions on users

Examples

Civil or cognitive liberties,
self-exploration, self-therapy

Remove/reduce penalties for
supply and use

Noncommercial, self-cultivation,
and generally unregulated

Informal and less precise

No formal preparation or screening
requirements; no formal supervision

No formal integration

Minimal to none for adults when
used in private

U.S. cities that have recently
deprioritized enforcing laws against
some psychedelics

Religious/spiritual community or other
social clubs; traditional and indigenous
rites

Permit traditional supply and use under
guidance

Noncommercial, potentially communal,
and lightly regulated if at all

Based on tradition and practice but
less precise, using weights of naturally
occurring psychedelics

Guided administration; may include
preparation and screening

Possible integration of psychedelic
session with guide

Modest; may depend on guide or
tradition

Native American Church; ayahuasca or
psilocybin retreat centers

Doctors, therapists, or pharmacists in
a clinical environment treating specific
conditions

Regulated supply and licensed
supervised use

Potentially commercial and regulated

Controlled and usually very precise,
often using exact doses of synthesized
psychedelics

Clinical setting; supervised administration
with preparation and screening

Likely integration of psychedelic session
with guide

Reserved for clinically diagnosable
conditions

Current clinical research and FDA
approval; aspects of Oregon’s initiative
for therapeutic use

detail (1) an individual framework that emphasizes indi-
vidual liberties and self-treatment, (2) a spiritual/wellness
framework that emphasizes use in the context of tradi-
tional and indigenous rites, and (3) a medical/therapeutic
framework that emphasizes use in a clinical environment
for the treatment of specific conditions. As we discuss,
these frameworks are not mutually exclusive, and are all
likely to influence policy efforts to varying degrees in the

coming years.

Comparing the Frameworks

Presently, many jurisdictions, including cities, that are
deprioritizing enforcement of prohibitions on psychedelics
are doing so in accordance with the values articulated in
the individual framework. Under this approach, individu-
als must acquire and use the substances on their own. This
framework largely focuses on access to “naturally occur-
ring” psychedelics (e.g., psilocybin-containing mushrooms,

peyote, ibogaine, plants that contain DMT), which may be

cultivated at home. Self-treatment with homegrown mush-

12



rooms can be very different from a guided therapy session
with a trained and licensed specialist using precise doses.
Specific regulatory considerations are largely absent (i.e., a
distinction between homegrown versus commercial sale,
standards for purity or quality). Unlike for cannabis, there
has not been much discussion about retail venues for the
commercial sale of psychedelics. Thus, a byproduct of the
individual framework could be an unregulated and under-
ground network of suppliers. A jurisdiction that moves for-
ward with such a framework might also consider whether
and how it will regulate the distribution of homegrown
psychedelics, as well as harm reduction strategies for users.

The spiritual/wellness framework incorporates a higher
level of supervision and screening, sometimes adhering to
practices and standards that involve traditional or formal
post-session integration. However, this framework might
allow or facilitate guided sessions for small groups of indi-
viduals in which multiple people benefit at once. The spiri-
tual/wellness framework is likely to draw on traditional
practices, but care will be needed to ensure that cultural
rites or traditions and participants’ religious views (or lack
thereof) are respected. Dosing is likely to be informed
by the facilitator’s past experiences and involve naturally
occurring psychedelics in their original form, such as dried
mushrooms or plants.

The medical/therapeutic framework is similar to the
spiritual/wellness framework in that there is participant
supervision, but it is likely to be more involved and to
incorporate closer screening for risks. Unlike the spiritual/
wellness framework, the medical/therapeutic approach
is likely to restrict access to a single participant at a time.
Those who present with harder-to-treat syndromes might
be better served by the medical/therapeutic framework,

given the higher levels of screening and supervision.
Restrictions on use are likely greatest for the medical/ther-
apeutic framework, which is limited to participants with
some diagnosable condition, such as depression, anxiety,

or PTSD. Because therapy occurs in a clinical setting, it is
likely to involve psychedelic compounds sourced from a lab
and measured out in milligram quantities of active ingredi-
ents to ensure precise dosing.

The latter two frameworks—spiritual/wellness and
medical/therapeutic—offer “assisted” settings for the use
of psychedelics in treating mental health disorders or other
conditions. The individual framework offers virtually no
assistance, at least formally, and may serve those who are
interested in self-treatment or self-discovery. Regulatory
efforts aimed at ensuring positive therapeutic outcomes
from psychedelic use in assisted settings should consider
the following four variables that are generally noted in
some practices and traditions:

1. dosing—identifying the quantity of the active
ingredient (i.e., dose) needed to elicit a desired effect
while minimizing adverse effects

2. screening—determining the suitability of partici-
pants (i.e., screening for conditions that may be
contraindicated, such certain physical and psycho-
logical conditions that can be associated with more
serious adverse events)®

3. supervision—ensuring the safety of participants
while they undergo a psychedelic experience, espe-
cially at larger doses

4. integration—having participants process their psy-
chedelic experience and incorporate any insights,
often with assistance from a guide or therapist.
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Apart from Oregon’s early efforts, no jurisdiction has
attempted to address the critical aspects of dosing, screen-
ing, supervision, and integration that could optimize
outcomes when treating certain mental health disorders
with psychedelics. These considerations could be addressed
through specific licensing rules for practitioners, thera-
pists, and suppliers, as well as protocols to exclude high-
risk participants, ensure safety during a session, and pro-
vide post-session support and integration. Currently, there
are no FDA-approved clinical guidelines or protocols to
protect participants and maximize the therapeutic poten-
tial of these substances. Improper or insufficient screening
or supervision may result in harmful outcomes for partici-
pants, and there are concerns that unlicensed or unscrupu-
lous guides could take advantage of vulnerable individuals
during or after a psychedelic-induced experience in viola-
tion of their ethical and professional codes (Busby, 2022).
Notably, regulating guided therapy, including elements
related to set and setting, would be an expansion of FDA’s
jurisdiction; the agency’s mission is to ensure the safety,

The three frameworks are
not mutually exclusive, and
other approaches could
emerge in the coming
years.

efficacy, and security of “drugs, biological products, and
medical devices” (FDA, 2018).

Applying the Frameworks to Policy
Decisions

The three frameworks are not mutually exclusive, and
other approaches could emerge in the coming years. For
example, the FDA might soon approve MDMA and psilo-
cybin therapy, while states could legalize possession and
noncommercial supply of psilocybin and other naturally
occurring psychedelics. Veterans and many others who
are seeking treatment for depression, PTSD, or other
mental health conditions might avail themselves of various
options, including going overseas to seek psychedelic ther-
apy or doing so on their own. Thus, there is a need to dis-
cuss policy-related details regarding psychedelic therapy.

The individual framework offers virtually no assis-
tance, at least formally, and could be an option for those
who are interested in self-treatment or self-discovery. The
spiritual/wellness and medical/therapeutic frameworks
provide structured settings that could facilitate standard-
ized dosing of psychedelic compounds, as well as partici-
pant screening and experience integration. However, these
structured “gatekeeper” frameworks would likely restrict
access to psychedelics to a greater degree than the individ-
ual framework. Research and policy will need to consider
matters of equitable access to psychedelic treatment, as
well as the impacts of adopting policies in the context of an
existing underground psychedelic market.

Depending on the frameworks put forward, exist-
ing capacity for supervised guided sessions is likely to
be a critical bottleneck in accessing psychedelic-assisted
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therapy. This is especially true if policymakers exclusively
prioritize the medical/therapeutic model. Few studies have
estimated the capacity or demand for psychedelic-assisted
therapy, although some have suggested that as many as
100,000 trained guides would be needed (Devine, 2022). To
put that into context, there are between 25,000 and 45,000
psychiatrists in the United States.” VA estimates that there
are about 12 million adults with PTSD in the United States
(National Center for PTSD, 2022). An unknown share of
those patients and perhaps millions more who are suffering
from depression, anxiety, and other conditions might seek
psychedelic-assisted therapy. The number of guides needed
to meet potential demand is unknown but could be well
into the tens of thousands, depending on the policy frame-
works that are adopted.

The medical/therapeutic framework is perhaps most
likely to reduce the risk of adverse experiences, but it is
the costliest, most time-consuming, and most restrictive
framework. Ongoing clinical trials involve a single patient
at a time, often with two or more clinicians in the room
plus additional support staff. This framework is perhaps
ideal for the hardest-to-treat cases that often include
risky comorbidities—for example, patients with severe or
treatment-resistant mental health conditions who may also
be suicidal; those for whom a psychedelic session could
be risky, given their mental “set™; or those with certain
physical conditions that elevate the risk of harm during
psychedelic use. This framework could eventually be inte-
grated into existing mental health systems and covered by
insurance.

The spiritual/wellness framework might include
group therapy sessions, as currently offered by psilocybin
retreat centers outside the United States and some Native

American churches. This framework could expand access
by allowing small group therapy sessions for a handful

of participants (up to a dozen or more) guided by two

or three facilitators. This approach could be less restric-
tive than the medical/therapeutic framework, and retreat
programs or centers could be encouraged to specialize in
treating particular subpopulations (e.g., those with sub-
stance use disorder, depression, or anxiety). Positive out-
comes might be less likely, however, because guides would
have to divide their attention among participants before,
during, or after a session. Psychedelic therapy under this
framework is not evidence-based, according to clinical
research. Rather, some participants will be informed by
the (cultural) knowledge of experienced practitioners, and
there is a chance that “wellness retreat centers” will pop

up offering treatment regimens that are not well vetted by
either experienced users or clinical research. There would
be other concerns about the quality and efficacy of some
of these centers, depending on the level of regulatory over-
sight; health care practitioners have cautioned that some
centers could prey on eager participants seeking to get
better (Wexler and Sisti, 2022). Psychedelic therapy outside
the formal medical system will likely be viewed as “alterna-
tive medicine.” This could stigmatize and dissuade some
potential participants, and it could mean that such therapy
is less likely to be covered by insurance and would thus be
less financially accessible.

The individual framework affords the least-regulated
access and is the direction in which numerous jurisdic-
tions are heading. Treatment is accessible to adults who
seek it, but the likelihood of risk is greatest because there
is no formal guide or integration, and the lack of screen-
ing means that some who should not use these substances
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could be harmed. However, one could envision a system
that includes educational campaigns to encourage par-
ticipants to self-prepare or instruct participants in how to
organize guided sessions with a trusted friend or confidant.
Going further, after a few guided sessions or perhaps at a
retreat, a participant could earn a certificate in self-therapy.
Otherwise, perhaps educational or wellness groups can
help fill the gap by offering basic services to train people to
self-treat, including how to cultivate the appropriate set-
ting, how to set positive intentions, and how to reflect on
the experience afterward.

How Will VA Respond to
Psychedelic Use Among Veterans?

Although the contours of the psychedelic legal and policy
landscape are still evolving, it is possible that other states
will follow Oregon and Colorado’s approach to legalizing
supervised psilocybin session (and, in the case of Colorado,
the use, possession, cultivation, and sharing of plant-based
psychedelics by adults). Other states might remove legal
prohibitions for nonmedical and potentially even com-
mercial supply. This raises questions about VA’s potential
policy responses to veterans’ use of psychedelic treatment
in both jurisdictions where it is legalized and where it is

prohibited, as well as potential efforts to offer psychedelic
treatment to veterans through the VA system.

VA faced similar questions when states started legaliz-
ing cannabis for medical purposes even though it was still
prohibited under federal law. VA providers have never been
allowed to recommend medical cannabis to patients, even
in states that allow medical cannabis. And, early on, VA
providers were not explicitly authorized to discuss medical
cannabis with their patients, although conversations about
cannabis did sometimes take place (Clark, 2017). There
were also reports that some veterans were removed from
VA pain management programs after testing positive for
cannabis (Andrews, 2018), but it is unclear how often this
happened. In December 2017, VA published a directive that
changed some of these policies. While VA providers were
still prohibited from recommending medical cannabis to
patients, patients were “encouraged to discuss marijuana
use with their VA providers” (VA, 2022). The directive
also stated that veterans would not be denied VA benefits
because of their medical cannabis use.

Similarly, VA will have to determine whether it will
strictly follow federal regulations regarding psychedel-
ics (i.e., allowing use by participants in registered clinical
trials or the use of FDA-approved psychedelic therapies) or
if it will also honor regulations at the state and local levels.

VA faced similar questions when states started legalizing
cannabis for medical purposes even though it was still

llegal under federal law.




For example, when Oregon allows psilocybin to be supplied
under licensed supervision in 2023 (Acker, 2022; Goldhill,
2022), will veteran participants be at risk of losing their VA
benefits? Questions also arise regarding veterans in states
where psychedelic use remains prohibited. How will VA
providers there answer patient questions about psychedelic
treatments? Will VA clinicians receive training in psyche-
delics and how they might interact with conventional treat-
ments for mental health disorders? Will VA encourage vet-
erans to discuss their psychedelic use with their providers?
As the evidence base on psychedelic therapies con-
tinues to grow, VA might need to consider how to inte-
grate these therapies into its own treatment protocols. VA
researchers are planning at least five clinical trials, two
using MDMA and three that include synthetic psilocy-
bin (Londofio, 2022). Given the interest in these potential
treatments, VA might begin now to consider how such
treatments will be integrated into its current mental health
offerings. Planning ahead is especially critical because
current protocols for psychedelic-assisted therapy require
therapists to dedicate a significant number of hours to
a patient’s treatment. For example, the phase 3 trial of
MDMA for PTSD required two therapists per patient for
experimental sessions that lasted eight hours each
(Multidisciplinary Association for Psychedelic Studies,
2020). Questions about how to incorporate this type of
protocol into current VA mental health offerings—and
its impact on the availability of mental health care for
veterans—will need to be carefully considered. If such care
were available through VA’s Community Care Program,
VA would need to consider how non-VA psychedelic treat-
ment would be integrated with the mental health care pro-
vided directly by VA.8 Finally, considerations surrounding

self-therapy with psychedelics find a noteworthy parallel in
those involving the use of cannabis by veterans to alleviate
certain conditions. Those lessons can guide VA in address-
ing veterans’ future psychedelic use, as some veterans are
already self-treating with substances not approved by the
FDA.

Policy Implications for Veterans’
Health Care

Indeed, changes to the psychedelic legal and policy land-
scape have been rapid. Federally authorized clinical trials
are demonstrating positive results from psychedelic treat-
ments for some mental health disorders, and an increasing
number of local jurisdictions and states have liberalized
their policies regarding some psychedelics. There is also a
burgeoning industry looking to profit and capture market
share should there be further changes with respect to
producing, distributing, and selling psychedelics. In some
ways, what we are seeing with shifts in psychedelic policy
mirrors what happened with cannabis in the United States;
however, the changes are happening more quickly, and
there is no guarantee that psychedelics will follow the same
policy pathways or regulatory frameworks.

Emerging literature points to many positive outcomes
from psychedelic therapy, associated with reductions in
symptoms of depression, anxiety, and PTSD. But the poten-
tial risks of psychedelics are different from those of other
psychoactive drugs, including cannabis and alcohol, so it is
critical to consider how the rules and protocols governing
the administration, supervision, and integration of psyche-
delics in therapeutic settings can mitigate risk. Thoughtful
policies are necessary for optimizing therapeutic outcomes
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and minimizing harms associated with these substances.
Other broader concerns about access and equity remain:
How will participants access high-quality treatment if
access is restricted to diagnosable conditions? Will insur-
ance providers—including VA benefits, TRICARE (the
U.S. military’s insurance program), Medicaid, and
Medicare—offer coverage for psychedelic treatments? How
can regulatory entities ensure the quality of psychedelic-
assisted therapy and adequate numbers of trained pro-
viders to deliver it? How will local jurisdictions protect
individuals who use psychedelics and respond to growing
underground markets for these substances?

Finally, major questions remain about how VA will
address veterans’ use of psychedelics outside of federally
approved contexts. Will VA hold off on developing guide-
lines on patients’ psychedelic use for its providers (as was
the case for medical cannabis), or will it be more proactive?
VA has already invested in research on these compounds,
and it is time to consider how it might integrate such treat-
ments into clinical practice. If VA is not working on a
directive to provide guidance to its patients and clinicians,
it would be prudent to start these discussions now.

Notes

I Projections of the size of the legal psychedelic market for 2027 range

from $7 billion to $11 billion (Financial News Media, 2021). Of course,
the industry has an incentive to inflate its worth, and some of these
firms might support future ballot initiatives to liberalize psychedelic
laws and politicians who are sympathetic to their cause.

2 In 2019, the Food and Drug Administration (FDA) approved a nasal
spray formulation of ketamine—which has a long history of use as

an anesthetic—as a therapy for treatment-resistant depression (FDA,
2019). VA has also recently expanded the use of ketamine therapy to
treat veterans suffering from depression (Nostrant, 2022). Ketamine

is not a psychedelic but, rather, a dissociative that has been used off-
label for some time to alleviate symptoms of depression and suicidal-
ity. The mind-altering states produced by the drug when taken under
supervision are reported to immediately benefit patients suffering from
treatment-resistant depression. A growing number of studies, includ-
ing several randomized controlled trials, point to generally positive
outcomes. However, additional research may be needed to explore the
safety and efficacy of ketamine, given concerns that it may be addictive
and toxic to the bladder with increasing doses or frequency of use (Cor-
riger and Pickering, 2019; Short et al., 2018; Rosenblat et al., 2019).

3 This is not an exhaustive list of alternatives to drug prohibition. For
more, see MacCoun and Reuter, 2001; Caulkins et al., 2015; and Stevens
etal., 2022.

4 The applicable text of the measure reads as follows:

12-170-109. Personal Use. (1) Subject to the limitations in this
Article 170, but notwithstanding any other provision of law, the
following acts are not an offense under state law or the laws of
any locality within the state or subject to a civil fine, penalty, or
sanction, or the basis for detention, search, or arrest, or to deny
any right or privilege, or to seize or forfeit assets under state law
or the laws of any locality, if the person is twenty-one years of age
or older: (a) Possessing, storing, using, processing, transporting,
purchasing, obtaining, or ingesting natural medicine for personal
use, or giving away natural medicine for personal use without
remuneration to a person or persons twenty-one years of age or
older. (b) Growing, cultivating, or processing plants or fungi
capable of producing natural medicine for personal use if: (I) the
plants and fungi are kept in or on the grounds of a private home
or residence; and (II) the plants and fungi are secured from access
by persons under twenty-one years of age.
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5 Psychedelic Alpha’s Psychedelic Legalization and Decriminalization
Tracker monitors the status of working groups, legislation, court deci-
sions, and laws on psychedelic drugs (Psychedelic Alpha, 2022).

In 2022, Connecticut signed into law allowances for a pilot study
using psilocybin or MDMA for treating trauma among first responders
upon FDA approval of these therapies (Connecticut General Assembly,
2022; Fenster, 2022).

6 For example, MDMA can elevate the heart rate, so screening poten-
tial users for heart conditions could help avoid some risks. Other psy-
chedelics, such as ibogaine, which is used to treat opioid use disorder in
some clinics outside the United States, can also present acute heart risks
to users with preexisting conditions (Litjens and Brunt, 2016). Other
researchers have noted the elevated risks of precipitated psychosis for
those predisposed to certain psychological conditions, such as schizo-
phrenia (Frecska, 2007; dos Santos, Bouso, and Hallak, 2017).

7 The U.S. Bureau of Labor Statistics estimates that there are 25,000
psychiatrists in the United States, while the American Psychiatric Asso-
ciation puts that number higher, at 45,000 (U.S. Bureau of Labor Statis-
tics, 2021; American Psychiatric Association, undated).

8 Note that this concern about treatment integration across VA and
private-sector care providers is not unique to psychedelic-assisted ther-
apy; see Rasmussen and Farmer (2022) for a more detailed discussion
about the integration of VA and non-VA care for veterans.
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