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Executive Summary: There is growing interest in psychedelic compounds such as psilocybin,
3,4-metheylenedioxymethamphetamine (MDMA), lysergic acid diethylamide (LSD), and
dimethyltryptamine (DMT) given emerging research on potential uses as treatments for a
variety of health conditions. The United States Food and Drug Administration (FDA) has
granted multiple “Breakthrough Therapy” designations to various psychedelic drugs used as
treatments for mental health conditions, including MDMA-assisted therapy for posttraumatic
stress disorder, psilocybin and 5-MeO-DMT for treatment-resistant depression, and LSD for
generalized anxiety disorder. However, most psychedelics remain classiaied as Schedule I
under the US Controlled Substances Act (CSA) and are not yet FDA approved for medical use.
The Schedule I classiaication is intended for substances with no accepted medical use and a
high potential for abuse, and it carries the strictest federal regulations related to supply,
access, distribution, and storage. Nonetheless, there is a growing body of evidence on the
neurobiological mechanisms and therapeutic potential of Schedule I psychedelics and over
150 active clinical trials assessing the safety and efaicacy of using psychedelics as treatments
for various health conditions. There is also growing support from federal research agencies
interested in potential medical applications of psychedelics, along with bipartisan activities in
Congress and a wide variety of state- and local-level policy reforms. In addition, a recent
Executive Order called for federal reforms to accelerate research and access to psychedelic
drugs used in treatments for serious mental illness, including timely rescheduling by
initiating reviews of relevant products upon successful completion of Phase 3 clinical trials.
Rescheduling at the federal level could reduce costs and administrative barriers for legitimate
uses of psychedelic drugs in research and medicine while maintaining necessary regulations
to ensure safety and accountability of supply and access. This article outlines potential paths
for	rescheduling	various	Schedule	I	psychedelics	given	the	emerging	clinical	applications.

I.	Introduction
Modern drug laws are largely based on guidelines
established in United Nations treaties from the 1961
Single Convention on Narcotic Drugs, the 1971
Convention on Psychotropic Substances, and the
1988 Convention Against Illicit Trafaic in Narcotic
Drugs and Psychotropic Substances (United Nations,
1961, 1971, 1988). These drug regulations use a
“Schedule” classiaication system that categorizes

substances based on medical utility and potential for
abuse or dependence. In the United States, the major
framework for implementing federal drug
regulations was enacted through the Comprehensive
Drug Abuse Prevention and Control Act of 1970,
commonly known as the Controlled Substances Act
(CSA) (US Congress 1970; Congressional Research
Service 2025). Under the CSA, controlled substances
are categorized as Schedule I–V depending on
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whether there is accepted medical use and the level
of	risk	for	abuse/dependence,	see	Table	1.

Schedule I substances are deained as having no
accepted medical use, a lack of accepted safety for
use under medical supervision, and a high potential
for abuse (Congressional Research Service 2025;
DEA 2026). Examples of Schedule I substances
include heroin and most psychedelic compounds
(e.g., psilocybin, LSD, MDMA, DMT, ibogaine,
mescaline). Schedule II-V substances all have some
form	of	accepted	medical	use	but	are	stratiaied	in

terms of the relative risk for abuse and dependence.
Schedule II substances are considered to have a high
potential for abuse and risk of severe physiological
and/or psychological dependence (e.g.,
amphetamine, cocaine, methamphetamine,
methylphenidate, morphine, oxycodone), whereas
Schedule III substances are considered to have a
moderate-to-low risk for physical dependence or
high psychological dependence (e.g., ketamine,
medical marijuana/Δ-9-tetrahydrocannabionol
[Δ9-THC]	products,	Tylenol	with	codeine).

CSA
Schedule

Abuse
Potential

Medical
Use Safety/Dependence Drug	Examples

Schedule
I High Not

accepted

High	potential	for
abuse/dependence,	lack
of	accepted	safety	for	use

under	medical
supervision

5-MeO-DMT,		DMT,	ibogaine,
heroin,	LSD,	marijuana/Δ9-THC

(but	FDA-approved	and
state-licensed	medical	products
Sch	III),	MDMA,	mescaline,

psilocin,	psilocybin

Schedule
II High Accepted

Potential	for	severe
physical	or	psychological

dependence

Amphetamine,	cocaine,
methamphetamine,

methylphenidate,	morphine,
oxycodone

Schedule
III

Moderate
/Low,	less
than

Schedules
I,	II

Accepted

Potential	for	moderate	to
low	physical	dependence
or	high	psychological

dependence

Ketamine,	medical
marijuana/Δ9-THC
(FDA-approved	and

state-licensed	medical	products
only),	Tylenol	with	codeine

Schedule
IV

Low
relative	to
Schedule

III

Accepted

Potential	for	limited
physical	or	psychological
dependence	(less	than
Schedule	III),	approved

medical	use

Alprazolam	(Xanax),	diazepam,
lorazepam,	modaainil,	tramadol,

zolpidem	(Ambien)

Schedule
V

Low
relative	to
Schedule

IV

Accepted

Potential	for	limited
physical	or	psychological
dependence	(less	than
Schedule	IV),	approved

medical	use

Cough	medicine	with	codeine,
anti-seizure	drugs	(ganaxolone,

lacosamide,	pregabalin)

Table	1: Current	Schedule	I–V	Drug	Classiaications in	the	US	Controlled	Substances	Act	(CSA).

Schedule IV drugs are considered to have a lower
risk of abuse and dependence relative to Schedule
III, and Schedule V drugs have a lower risk of abuse
and dependence relative to Schedule IV
(Congressional	Research	Service	2025;	DEA	2026).

In principle, the Schedule I–V classiaications provide
a useful regulatory framework for categorizing
controlled substances in terms of their medical
utility and risks. However, the Schedule I
classiaications for psychedelics such as psilocybin,
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MDMA, LSD, DMT, and ibogaine may need to be
re-evaluated given the growing body of evidence
supporting potential therapeutic efaicacy in various
medical applications (i.e., mental health conditions,
substance use disorders, pain conditions, headache
disorders, and other health indications) and
possibility of future FDA approvals (Allen et al. 2024;
Czopek et al. 2025; Kozlowska et al. 2022; Soylemez
et al. 2025; Wittenkeller et al. 2025; Yao et al. 2025).
The Schedule I classiaication subjects these
compounds to the most restrictive regulations
related to access, supply, distribution, and storage,
which presents logistical challenges for researchers
and clinicians such as increased costs and
administrative barriers (Nutt et al. 2013).
Rescheduling these compounds under the CSA could
be a beneaicial step in removing obstacles for
expanding	research	and	medical	applications.

A recent Executive Order was issued calling for
federal reforms to accelerate research and access to
psychedelic drugs used in treatments for serious
mental illness (White House, April 18, 2026). This
Order includes a section on timely rescheduling,
which directs the Attorney General to initiate
reviews in consultation with Department of Health
and Human Services (HHS) for relevant products
upon successful completion of Phase 3 clinical trials
so that rescheduling can proceed promptly following
FDA	approval,	where	appropriate	under	the	CSA.

In this policy brief, we provide a current overview of
the evolving psychedelics research and policy
landscape and outline potential paths for
rescheduling Schedule I psychedelics at the federal
level, with speciaic considerations for psilocybin,
MDMA, and other psychedelics (i.e., LSD,
5-MeO-DMT,	DMT,	and	ibogaine).

II. FDA breakthrough therapy designations and
clinical	trials	with	Schedule	I	psychedelics
Since 2017, the US Food and Drug Administration
(FDA) has issued multiple “Breakthrough Therapy”
designations (BTDs) to Schedule I psychedelics used
in the treatment of mental health conditions. The
BTD is intended to speed up the development and
review process for drugs that treat a serious or
life-threatening condition and demonstrate a
substantial improvement over available treatments
in early clinical trials (FDA 2018). The list of BTDs
involving Schedule I substances includes

MDMA-assisted therapy for posttraumatic stress
disorder (PTSD) (MAPS 2017), psilocybin for
treatment-resistant depression (TRD) and major
depressive disorder (MDD) (COMPASS Pathways
2018; Usona 2019), deuterated psilocin for MDD
(Cybin 2024), LSD for the treatment of generalized
anxiety disorder (GAD) (MindMed, 2024), methylone
for PTSD (Transcend Therapeutics 2025), and
intranasal 5-MeO-DMT for TRD (Beckley Psytech
2025). Other BTDs involving psychedelic-related
compounds include esketamine (Schedule III and
now FDA approved) for TRD (2013) and MDD with
imminent risk for suicide (2016), and most recently,
luvesilocin (an unscheduled psychedelic compound
not yet FDA approved) for postpartum depression
(Johnson & Johnson 2016; Reunion Neuroscience
2026).

In addition to the multiple FDA-issued BTDs, there
are currently over 150 active clinical trials assessing
the safety and efaicacy of Schedule I psychedelics for
treating a variety of conditions (e.g., depression,
PTSD, anxiety, substance use disorders, pain
conditions, headache disorders, obsessive
compulsive disorder, eating disorders,
neurodegenerative diseases, and traumatic brain
injury) (ClinicalTrials.gov 2026). There has also been
growing support in recent years from federal
research agencies including the National Institutes of
Health (NIH), Department of Defense (DoD), and
Department of Veterans Affairs (VA) (NIH Reporter
2026;	Daly	2025;	VA	2024).

Despite the emerging research evidence and interest
in clinical applications, most psychedelic compounds
remain classiaied as Schedule I substances in the US
with no FDA approved medical use. The recent
Executive Order, “Accelerating Medical Treatments
for Serious Mental Illness,” calls for federal reforms
to accelerate research and access to psychedelic
drugs used in treatments for serious mental illness
(White House, April 18, 2026). This includes a
section on timely rescheduling, which directs the
Attorney General to initiate reviews in consultation
with HHS for relevant products upon successful
completion of Phase 3 clinical trials so that
rescheduling can proceed promptly following FDA
approval (White House 2026). Phase 3 studies have
already been completed with MDMA for PTSD and
psilocybin for TRD, which could make them eligible
for rescheduling reviews to be initiated under the
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recent Executive Order. Other
compounds/indications are currently being studied
in Phase 3 trials (e.g., psilocybin for MDD, LSD for
GAD, and deuterated psilocin for TRD), or Phase 1-2
trials, and these could also be eligible for federal
rescheduling if clinical trials are successful
(Psychedelic	Alpha,	2026).

III. MDMA-assisted therapy for PTSD and
considerations	for	rescheduling	to	Schedule	III
Current evidence-based psychotherapies and
pharmacological treatments for PTSD and other
mental health disorders can be effective, but
response rates are modest and many individuals
don’t achieve full remission (Cuijpers et al. 2024;
Williams et al. 2022). PTSD can be a challenging
mental health condition to treat in individuals who
are active-military/Veterans, airst responders, and
survivors of violence (Milligan et al. 2025). One
study in Veterans comparing the effectiveness of two
widely used PTSD treatments (Cognitive Pressing
Therapy and Prolonged Exposure) showed
60%-73% of participants responded, but only
13%-20% achieved PTSD remission, and dropout
rates ranged from 46-56%, respectively (Schnurr et
al. 2022). This leaves many PTSD patients with
chronic, debilitating symptoms, but MDMA-assisted
therapy has emerged as a promising novel
intervention	(Stanicic	et	al.	2025).

In 2017, the FDA granted Breakthrough Therapy
designation to MDMA-assisted therapy for PTSD
following promising results from Phase 2 clinical
trials sponsored by the Multidisciplinary Association
for Psychedelic Studies (MAPS) (MAPS 2017;
Mithoefer et al. 2013; Mithoefer et al. 2018; Ot’alora
et al. 2018, Oehen et al. 2013). Although aindings
were preliminary given the relatively small sample
size of Phase 2 trials, beneaits were sustained in
long-term follow-up, with patients reporting
functional improvements in quality of life,
relationships, and vocational engagement 12+
months after treatment (Mithoefer et al. 2013).
Phase III trials reinforced these aindings, showing
robust and clinically meaningful reductions in PTSD
symptom severity (Mitchell et al. 2021; Mitchell et al.
2023). Approximately 85% of participants showed
signiaicant clinical improvement, and roughly
two-thirds no longer met diagnostic criteria for
PTSD after a full treatment course (Lewis and Byrne
2023;	Mitchell	et	al.	2021;	Mitchell	et	al.	2023).

However, in August 2024, the FDA rejected the airst
new drug application of MDMA-assisted therapy for
PTSD, citing concerns related to lack of
methodological transparency (i.e., functional
unblinding and the role of psychotherapy vs. drug)
and insufaicient reporting of possible abuse-related
adverse events (e.g., euphoria-related experiences
and positive mood changes) (MAPS 2025). The FDA’s
decision to request additional data has delayed
approval of MDMA-assisted therapy for PTSD, but a
follow-up attempt for approval is expected in the
future given the body of evidence already
accumulated (Psychedelic Alpha 2025). Initiating a
federal review for potential rescheduling of MDMA
could be justiaied under the recent Executive Order
given	the	completion	of	Phase	3	clinical	trials.

If a rescheduling review was initiated for MDMA, the
CSA guidelines on relative abuse potential of
Schedules II-V would be a critical component for
determining an appropriate schedule classiaication.
While MDMA has known abuse potential, research
suggests the abuse liability of MDMA is lower than
Schedule II amphetamine compounds due to its
combined effects on dopamine and serotonin
(Pomrenze et al. 2025; Wang & Woolverton 2007).
Therefore, a Schedule III classiaication for MDMA
could be justiaied if it becomes FDA approved.
Interestingly, the DEA administrative law judge
presiding over the initial case to reschedule MDMA
in 1986 determined the evidence indicated MDMA
should be placed in Schedule III, but it was
ultimately placed in Schedule I due to concerns
about rising use as a recreational drug (Wolfgang et
al. 2025; Young 1986). Rescheduling MDMA to
Schedule III would better align with the CSA
schedule deainitions if MDMA becomes FDA
approved.

IV. Psilocybin treatment for depression and
considerations	for	rescheduling	to	Schedule	IV
According to a 2021 study on the prevalence and
national burden of depression in the US, 8.9 million
adults take medication for MDD and 2.8 million
adults have TRD, meaning they do not respond
adequately to at least two different airst-line
antidepressants (Zhdanava et al. 2021). The FDA
granted BTDs to psilocybin, the psychedelic
compound in hallucinogenic mushrooms, for TRD in
2018 and MDD in 2019 following promising Phase 2
trial results (Compass Pathways 2018; Usona
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Institute 2019). Approximately 70% of patients
treated with psilocybin showed a signiaicant
reduction in depression symptoms (Davis et al.
2020; Carhart-Harries et al. 2021). In addition, the
FDA recently granted another BTD to a psilocybin
analog (i.e., a deuterated version of psilocin, which is
the primary active metabolite of psilocybin) for MDD
after similar promising Phase 2 trial results (Cybin
2024). Aside from these FDA-issued BTDs for
depression, there are currently over 100 active or
recruiting clinical trials investigating the use of
psilocybin or psilocin in the treatment of a variety of
conditions including bipolar disorder II, body
dysmorphic disorder, obsessive-compulsive disorder,
Alzheimer's disease, alcohol use disorder, smoking
cessation, headache disorders, and palliative care
(ClinicalTrials.gov 2026). While psilocybin has not
yet reached FDA approval, Compass Pathways
recently announced successful completion of two
Phase 3 trials for COMP360 psilocybin
demonstrating signiaicant efaicacy in reducing
symptoms of TRD (Compass 2025; Compass 2026).
This means COMP360 psilocybin is now eligible for
rescheduling review to be initiated under the recent
Executive	Order.

When considering the relative abuse potential of
psilocybin compared to other controlled substances,
some experts in the aield recommend a Schedule IV
classiaication based on an assessment of the
8-factors in the CSA (Johnson et al. 2018). Research
demonstrates that psilocybin has a lower risk of
abuse or dependence compared to Schedule II-III
drugs such as methamphetamine (Schedule II), and
ketamine (Schedule III) (Canal & Murnane 2017;
Kolar 2018). Therefore, rescheduling psilocybin to
Schedule IV could be justiaied if it becomes FDA
approved,	which	could	be	in	the	near	future.

V. Rescheduling considerations for other
Schedule I psychedelics (e.g., LSD, 5-MeO-DMT,
DMT,	and	ibogaine)
While psilocybin and MDMA may be closest to FDA
approval (potentially within the next 1-2 years),
there is also growing evidence supporting potential
therapeutic applications of other Schedule I
psychedelics. For example, the FDA granted
Breakthrough Therapy designation to LSD for the
treatment of generalized anxiety disorder (GAD) in
2024, and LSD is also being studied for its potential
therapeutic utility in palliative care/end-of-life

anxiety, cluster headache, depression, and alcohol
use disorder (MindMed 2024; ClinicalTrials.gov
2026). A phase 3 trial is currently underway with
LSD for GAD, which could make it eligible for a
rescheduling review to be initiated upon completion
(ClinicalTrials.gov	2026,	NCT06809595).

The FDA also recently granted Breakthrough
Therapy designation to an intranasal formulation of
5-MeO-DMT for treating TRD, and sublingual
5-MeO-DMT is also being studied as a potential
treatment for anxiety, depression, and cognitive
decline in individuals diagnosed with
mild-to-moderate Alzheimer's disease (Beckley
Psytech 2025; ClinicalTrials.gov 2026). Other clinical
studies are exploring the potential therapeutic utility
of DMT (inhalation or infusion) and the related
natural orally active preparation, ayahuasca (i.e.,
plant leaves containing DMT brewed with
Banisteriopsis caapi vine containing β-carbolines).
DMT and ayahuasca have both demonstrated safety
and preliminary efaicacy in Phase 1–2 studies and
are being investigated as potential treatments for
mental health and substance use disorders (Ruffell
et al. 2023; Swieczkowski et al. 2025). Rescheduling
LSD, 5-MeO-DMT, DMT, and/or ayahuasca to
Schedule III-IV could be justiaied if Phase 3 studies
are successful and medical use is approved at the
federal	level.

Ibogaine is another Schedule I psychedelic with a
distinct pharmacological proaile that could be
leveraged as a treatment for substance use disorders
and potentially other conditions (Mash 2023).
Ibogaine has been used in its natural form
(preparations	from	the Tabernanthe	iboga plant)	for
hundreds of years in areas of West and Central
Africa, such as Gabon. It can be used in low doses as
a stimulant and in high doses to induce a dream-like
state. The anti-addictive properties of ibogaine were
noted by Howard Lotsof in the early 1960s, and
several patents were issued in the 1980s for ibogaine
as a treatment for drug addiction, but the patents are
now expired (Lotsof 1985). The FDA approved an
investigator-initiated Phase 1 trial to study the
pharmacokinetics and safety effects of ibogaine in
1993, but, safety concerns related to cardiac risk and
a lack of consistent research funding has stalled its
clinical development (Mash 2023). Ibogaine can
prolong the QT interval in the heart and has been
associated with at least 38 deaths in non
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FDA-approved settings (Köck et al. 2022).
Nonetheless, there has recently been a resurgence of
research and interest in using ibogaine and related
analogs as potential treatments for opioid use
disorder (Brown et al. 2018), alcohol use disorder
(NCT03380728 2024), and other indications. One
recent study used magnesium pretreatment prior to
ibogaine administration to mitigate cardiac risks and
demonstrated mental health and cognitive
improvements in veterans with a history of
traumatic brain injury (Cherian et al. 2024). Some
observational studies have shown promising
preliminary results in veterans receiving ibogaine
followed by 5-MeO-DMT treatment (Davis et al.
2020; Davis et al. 2023; Armstrong et al. 2024). In
addition, there are research efforts underway to
develop treatments using ibogaine analogs with less
cardiac risk, such as noribogaine, tabernanthalog,
and GM-3009 (FDA 2026; Cameron et al 2021;
Gilgamesh Pharmaceuticals 2024). Ibogaine has
been demonstrated to have a low risk for
abuse/dependence compared to Schedule I–II drugs
(i.e., heroin, cocaine, methamphetamine) but
requires careful medical monitoring due to cardiac
risks. Moving to Schedule III-IV could be justiaied if
Phase 3 studies are successfully conducted and
medical	use	is	eventually	FDA	approved.

VI. Lessons from cannabis with Δ9-THC: the long
road	from	Schedule	I	to	Schedule	III
Marijuana (i.e., cannabis with Δ9-THC) has been
classiaied as Schedule I at the federal level in the US
for over aifty years since the CSA was initially passed
in 1970 (DEA 2025; CSA 1970). Nonetheless, medical
cannabis programs now exist in the majority of the
US (40 states, three territories, and the District of
Columbia), along with legalized adult recreational
use in 24 states, three territories and the District of
Columbia (NCLS 2024). In addition, there are FDA
approved medications containing synthetic Δ9-THC
(i.e., nabilone [Cesamet] and dronabinol
[Marinol/Syndros]) to treat nausea and loss of
appetite in chemotherapy and HIV patients. These
Δ9-THC drugs are classiaied as Schedule II or III
depending on the speciaic formulation, but
marijuana (i.e., cannabis with >0.3% Δ9-THC) and
other	Δ9-THC	products	remain	Schedule	I.

As medical cannabis and Δ9-THC products have
become more widely available, there is a growing
need to support clinical research that can address

knowledge gaps to enhance therapeutic outcomes
and minimize adverse effects. However, the
differential scheduling of synthetic Δ9-THC drugs vs.
marijuana and other Δ9-THC products presents
obstacles for researching products that are available
in state-licensed medical marijuana programs but
are not FDA-approved (Adlin 2025; Kheirbek et al.
2025). To address this, the White House issued an
Executive Order in December 2025 directing the
Attorney General to take all necessary steps to
complete the process of rescheduling marijuana to
Schedule III of the CSA in accordance with federal
law following a Schedule III recommendation from
HHS (The White House 2025). The Order aims to
bolster medical marijuana research after decades of
limited research under the Schedule I classiaication.
In April 2026, the Department of Justice and DEA
made an announcement in response to the Executive
Order to immediately place FDA-approved products
containing marijuana and marijuana products
regulated by a state medical marijuana license in
Schedule III (DOJ 2026). In addition, an expedited
administrative hearing process will be initiated in
late June 2026 to consider the broader rescheduling
of	marijuana	from	Schedule	I	to	Schedule	III.

The federal rescheduling of medical marijuana and
Δ9-THC products demonstrates the road to
rescheduling is long but possible for Schedule I
substances. A key impact of rescheduling medical
marijuana to Schedule III is that the products and
companies are no longer subject to federal tax
provision 280E, which has prohibited businesses
from deducting common business expenses and
operating costs if they are involved in trafaicking a
Schedule I or II controlled substance (CANNRA 2026,
1).

If psychedelic drug products become FDA-approved,
the same type of bifurcated scheduling approach
seen with marijuana and Δ9-THC products (i.e.,
different scheduling of FDA-approved vs. non FDA
approved forms) is likely to occur, which would
result in only rescheduling speciaic formulations that
receive FDA approval (Psychedelic Alpha 2023). For
example, synthetic psilocybin could potentially be
rescheduled following FDA approval while
mushrooms containing psilocybin remain in
Schedule I. As observed with medical marijuana,
bifurcated scheduling of psychedelics could
potentially limit research on products available in
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state-licensed facilities if they aren’t FDA approved,
which could create an evidence gap between
research and access. Rescheduling psychedelic
products once FDA approved along with
state-licensed medical psychedelic products could be
an approach worth considering, as was done in the
Executive Order for medical marijuana (White House
2025).

VII. Psychedelic policy reforms at local, state, and
federal	levels
The psychedelic policy landscape has rapidly evolved
in recent years with various types of local, state and
federal level reform efforts. There have been over
100 psychedelic-related bills introduced across the
US in 2025-2026 (Psychedelic Alpha 2025;
Psychedelic	Alpha	2026).

Some state level reforms involve automatic
rescheduling or “Trigger laws,” which are set up to
re-schedule COMP360 or “crystalline polymorph
psilocybin” at the state level to allow medical access
if it receives FDA approval. Other states have passed
legislation aimed at supporting research with
Schedule I psychedelics, such as a $50 million Texas
bill	and a	$5 million Arizona bill	(each require
matching funds) to allocate funding for ibogaine
research and a recent California law to remove an
extra administrative review requirement for studies
involving Schedule I-II substances (Ofaice of the
Texas Governor, 2025; Arizona House of
Representatives	2025,	CA	State	Legislature	2025).

Other local and state reforms are related to
decriminalization and/or medical access, such as the
New Mexico Medical Psilocybin Act and multiple
local reforms indicating the lowest level of law
enforcement priority for possession of Schedule I
psychedelics (Psychedelic Alpha 2025; Romero
2025). Other reforms include the Oregon Psilocybin
Services Act, which allows legal psilocybin access to
adults 21+ at state-licensed facilities, and
Proposition 122 in Colorado, which decriminalizes
personal possession and use of psilocybin, DMT,
ibogaine, and mescaline (Oregon Health Authority
2025; Kappel et al. 2025). Local- and state-level
policy reforms are expected to continue to evolve,
which may create additional policy gaps between
local, state and federal levels, similar to what has
been	observed	with	cannabis.

At the federal level, there have been multiple
psychedelics-related bills introduced in Congress
since 2020. Examples include the Breakthrough
Therapies Act, which would automatically reclassify
a Schedule I substance as Schedule II if the drug
receives FDA Breakthrough Therapy designation,
and the Freedom to Heal Act of 2025, which would
establish a special registration under the Controlled
Substances Act for schedule I eligible investigational
drugs under the Federal Right to Try law
(Congress.gov 2022, S.5123; Congress.gov 2025,
S.3346). There are also ongoing bipartisan activities
in Congress through the Psychedelics Advancing
Therapies (PATH) caucus, which is co-led by
Representatives Lou Correa (D, CA-46) and Jack
Bergman (R, MI-01) (Correa 2023). In April 2025,
the PATH caucus presented a House bill called the
Innovative Therapies Centers of Excellence Act of
2025, which would allocate $30 million in funding
for VA psychedelics research (Congress.gov 2025,
H.R. 2623). A Senate version of the bill was then
introduced by Senators Gallego (D-AZ) and
McCormick (R-PA) in March 2026 (Congress.gov
2026, S.4031). Another psychedelics-related bill, the
Veterans Health Administration Novel Therapeutics
Preparedness Act, was also introduced by Senator
Sheehy (R-MT) later in March 2026 (Congress.gov
2026, S.4220). All of these examples of
Congressional legislation are still pending as of June
2026.

In April 2026, an Executive Order was issued calling
for federal reforms to accelerate research and access
to psychedelic drugs used in treatments for serious
mental illness (White House, April 18, 2026). The
Order includes several components: 1) directs the
FDA to provide Commissioner’s National Priority
Vouchers to appropriate psychedelic drugs that have
received BTDs for treating serious mental illnesses
and meet the criteria of the National Priority
Voucher Program, 2) directs the FDA and DEA to
establish a pathway for eligible patients to access
investigational psychedelic drugs, including ibogaine
compounds, that are under FDA review and have met
basic safety requirements under the Right to Try Act,
3) requires HHS to allocate $50 million through the
Advanced Research Projects for Health (ARPA-H)
program to match investments made by state
governments to advance research into psychedelic
programs for populations with serious mental
illness, 4) requires HHS and FDA to collaborate with
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VA and the private sector to increase clinical trial
participation and evidence generation surrounding
experimental psychedelic therapies, and 5) directs
the Attorney General to initiate reviews of relevant
products upon successful completion of Phase 3
clinical trials so they can be rescheduled as soon as
possible upon FDA approval, where appropriate
(White House, April 18, 2026). Initial reactions to the
Order seem positive, and the impacts will be
important to follow as they develop over the coming
months	and	years	(Psychedelic	Alpha	2026).

VIII. Future directions for psychedelics policy:
What’s	next	on	the	schedule?
The Schedule I classiaication of most psychedelic
compounds presents logistical challenges such as
additional costs, regulations, and administrative
barriers that have historically limited biomedical
research and clinical applications (Nutt et al. 2013).
However, research has progressed over the past two
decades, and psychedelics such as psilocybin and
MDMA could receive FDA approval for depression
and/or PTSD within the next 1–2 years (Wolfgang &
Hoge 2023, 515; Compass 2026, MAPS 2025;
PsychAlpha 2025). In addition, the recent Executive
Order outlines multiple paths for accelerating
research and access to psychedelic drugs used in
treatments for serious mental illness (White House
2026).

The FDA has already issued three Commissioner's
National Priority Vouchers in response to the
Executive Order, which will prioritize the reviews of
psilocybin for treatment-resistant depression,
psilocybin for major depressive disorder, and
methylone for PTSD (FDA 2026). Regarding timely
rescheduling, the Executive Order directs the
Attorney General to initiate reviews in consultation
with HHS for relevant products upon successful
completion of Phase 3 clinical trials so rescheduling
can proceed promptly following FDA approval
(White House 2026). Phase 3 studies have already
been completed with MDMA for PTSD and psilocybin
for TRD, which could make them eligible for the
initiation of rescheduling reviews. A full analysis of
scheduling factors is outside the scope of this policy
brief, but research suggests psychedelics such as
psilocybin and MDMA have lower abuse potential
relative to Schedule II compounds such as cocaine,
fentanyl, and methamphetamine, so rescheduling to
Schedule III-IV could be justiaied (Henningaield et al.

2023; Heal et al. 2025; Johnson et al. 2018;
Pomrenze et al. 2025). Additional Phase 3 trials are
underway for other compounds (e.g., LSD for GAD,
deuterated psilocin for TRD) which would make
them eligible for rescheduling reviews in the near
future	if	clinical	trials	are	successful.

IX.	Sociocultural	and	ethical	considerations
Rescheduling eligible psychedelics would align
federal policy with emerging scientiaic consensus
and the lived reality of individuals seeking healing
from much needed treatments. Psychedelic therapies
provide an opportunity for improving integrated
models of care that address the biological,
psychological, social, and spiritual dimensions of
recovery (Shnayder et al. 2023). This is especially
important for veterans and trauma survivors, as
trauma often ruptures a person’s sense of meaning,
belonging, trust in self and others, and possibly their
own spiritual beliefs (Lewis et al. 2026). Some may
carry moral injury alongside PTSD, which is a deep
spiritual and existential burden that conventional
therapies do not always address (Norman and
Maguen 2025). Rigorous representative trials along
with increased efforts to train and educate the health
care workforce are needed to safely and effectively
deliver psychedelic treatments at scale and assure
equitable access (Hendricks 2026). Rescheduling
would facilitate expanding research and access to
improve safety, efaicacy, and long-term outcomes
across diverse populations, including veterans and
individuals with complex medical histories and
co-occurring conditions. In addition, psychedelic
policies should consider implementing regulations
such as the Nagoya Protocol for protecting against
appropriation of resources, knowledge, and
practices, especially related to natural forms of
psychedelics (Convention on Biological Diversity
2015). Federal drug policy reforms will also require
coordination with international drug policy
guidelines established by the United Nations (United
Nations	2023).

X.	Conclusion
There is increasing interest and evidence for medical
applications of psychedelics such as psilocybin and
MDMA, but these compounds remain classiaied as
Schedule I, which is intended for drugs with no
accepted medical use and a high risk of abuse.
Rescheduling of eligible Schedule I psychedelics
could reduce barriers for legitimate research and
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access to clinical treatments while maintaining
necessary regulations that ensure safety and
accountability related to access and supply.

Psilocybin and MDMA are eligible for rescheduling
reviews to be initiated under the recent Executive
Order, and other psychedelics may be eligible for
rescheduling	in	the	near	future.
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