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Psychedelic Medicine on the Rise: How Regulators
Are Shaping Mental Health Treatment

From Counterculture to Clinical Care

After decades of prohibition and stigma,
psychedelic compounds are undergoing a
dramatic re-evaluation by the global medical and
regulatory communities. Once relegated to the
fringes of psychiatry, substances like psilocybin,
MDMA, and LSD are now the focus of serious
scientific inquiry and policy reform. In the United
States, the Food and Drug Administration (FDA)
is playing a pivotal role in this resurgence, issuing
regulatory guidance, supporting clinical trials, and
fostering dialogue with public and private
stakeholders.

This newsletter explores how the FDA and other
international health authorities are paving the way
for safe, evidence-based psychedelic therapies to

treat conditions ranging from depression to PTSD.

The journey is one of both promise and
complexity—a balancing act between urgent need,
scientific rigor, and societal skepticism.

“l in 3 people with major depressive disorder do not respond to current antidepressants”
— National Institute of Mental Health (NIMH)

The Mental Health Crisis

Mental health disorders are a global burden,
affecting more than 970 million people
worldwide!. While antidepressants and
psychotherapy help many, large swaths of
the population remain resistant to
conventional treatment, especially those with
PTSD, major depressive disorder (MDD),
and substance use disorders.

Psychedelics may offer rapid and durable
symptom relief through entirely novel
mechanisms, such as serotonin 2A receptor
modulation and enhanced neuroplasticity?.
For many researchers and clinicians, they
represent a bold new frontier.
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“We are open to evidence-based applications involving psychedelics, especially for high-burden

diseases such as depression and PTSD.”
— EMA Official, Horizon Europe Psychiatry Session, 2024

The Global State of Psychedelic Medicine
The table below shows the status and notable developments in the field of psychedelic medicines

worldwide:
Countr Legal Status Access Type Therapeutic Notable Developments
y g yp Applications P
FDA granted 'breakthrough
. . PTSD therapy' designation to psilocybin
USA > py g p y
Federally illegal; Clinical trials, depression, and MDMA for PTSD and
E . state-level . .
es———  varies by state oorams anxiety, depression; Oregon and Colorado
prog addiction have state-regulated programs for
psilocybin-assisted therapy
Special Access  End-of-life Alberta 1mplement§d a f.ramework
Canada . . for regulating and licensing
[llegal; exceptions  Program, anxiety, . ..
. . . healthcare providers to administer
for medical use provincial depression, .
. psychedelics for mental health
exemptions PTSD
treatment
Australia Legal for medical  Prescription by PTSD, MDMA apd'psﬂocyl')ln approved
i . . treatment- for prescription use in 2023;
1= . use with authorized . . . D
- . L resistant administered under strict clinical
= i restrictions psychiatrists d . .
epression conditions
e Research into psilocybin and
llegal, limited Research use Depression, MDMA for therapeutic use is
research - . . .
. only addiction ongoing; public and academic
exemptions . . .
Interest 18 growing
Illegal; research . . . . .
. Clinical Depression, Increasing number of clinical trials
permitted under A
. I, research only PTSD and research initiatives
strict conditions
Illegal; emerging  Research Anxiety, Studies exploring synthetic
research interest studies depression psychedelics for anxiety reduction
Illegal; growing No medical Depression, Rlslqg de.rn.an.d for mental health
mental health . solutions; limited research on
access anxiety .
concerns psychedelics
Research . .
Illegal; research . . Initiated psychedelic therapy
. hospitals, Depression, .. . . .
permitted under K . . combining ketamine infusion with
. . etamine anxiety .
strict conditions music therapy
therapy

“Authorized psychiatrists may now prescribe MDMA and psilocybin for patients in carefully
controlled settings. This is a world-first regulatory decision.”
— T'GA Press Release, February 2023
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The FDA's Careful Embrace: A Timeline

“It wasn’t just about

feeling better—it was
like having a second
chance at life.”

— Veteran participant
in MAPS MDMA-

assisted PTSD trial

Year Milestone

Psychedelics like psilocybin and MDMA remained
Pre-2010 .

Schedule I, halting almost all research.

Academic institutions (e.g., Johns Hopkins, NYU)
20102017 . . .

publish peer-reviewed safety and efficacy studies.

FDA grants Breakthrough Therapy Designation (BTD)
2017-2019 to MDMA (MAPS) for PTSD, psilocybin (Compass,

Usona) for depression.
June 2023 FDA relegses}ﬁrst—ever draft guidance for psychedelic

clinical trials.

FDA signals openness through public forums and grants
2024 further BTDs to CYBO003 (Cybin) for depression and

LSD D-Tartrate (MindMed) for anxiety.**

Advisory committee raises concerns about MAPS'
May 2025 MDMA trial methods; FDA decision pending based on

request for additional data.’

“There is no FDA-approved psychedelic drug yet, but we are open to exploring the potential

of this class in treating serious conditions.”

— FDA Roundup, January 2024

Clinical Trials Momentum in the U.S

Over 280 psychedelic-focused clinical trials are now registered on ClinicalTrials.gov. Highlights from
2023-2025 include:

Compound Sponsor Condition Phase Key Insights
MDMA Walter Ree.d &. PTSP i U.S. Phase 2 $9.$M Pentagon-funded trial; 91
Emory University  soldiers participants
. . . I d d/tr ithout
Psilocybin UC San Francisco Parkinson’s disease  Early ml,)mve, fOOAITEmors withou
serious side effects
LSD . Generalized 440 participants; results expected
MindMed . Phase 3
(MM120) mave Anxiety B2 Jate 2026
5-MeO-DMT Treatment-resistant 57.7% remission at day 8; well-
GH R h Phase 2b ’
(GH001) eseate MDD BCZD T folerated with no SAEs
Psilocybi . Major d i .
( CSI;;;();O ;)1 Cybin Inc. di:(})(;;erepresswe Phase 3 Recruitment began Q1 2024
Clinicall ingful
Psilocybin Compass PTSD Phase 2 imlnrlcc);afel}‘r]l:rll:'a I;Zf 1;ima safet
(COMP360)  Pathways prot > et primaty saiety
endpoint
DMT/5-MeO- .. D i
DMT Comebo Biomind Labs dizEZiSrlsve Phase 1 Early-stage development
I tigati fract i
Psilocybin UC San Diego Anorexia nervosa Early TIvestigatig retractory cases i

young adults

info@bla-regulatory.com

www.bla-regulatory.com

Gaithersburg, MD USA




BLA &

REGULATORY

Regulatory Hurdles and Ethical Constraints

Any psychedelic therapy seeking FDA approval
must march through the same regulatory gauntlet
as other drugs. Despite the excitement, barriers
remain steep:

e Schedule I classification continues to impose
legal and logistical burdens on researchers.

e Trial design issues—particularly “functional
unblinding,” where participants can tell if
they’ve received the active drug—complicate
placebo-controlled studies.

e Long-term safety data are still limited;
concerns about relapse, adverse reactions, and
misuse remain.

e Specialized therapist training is mandatory,
adding layers of complexity to scaling access.

e Social stigma from decades of anti-drug
rhetoric still lingers, affecting both public
opinion and legislative momentum.

80% of Americans support research into the medical use of psychedelics.
— Harris Poll (2022)

Culture Clash or Culture Shift?

While the science advances, cultural acceptance of
psychedelics remains a mixed bag. On one hand,
growing numbers of Americans—particularly Gen Z
and Millennials—support decriminalization and
medical access. On the other hand, deep-rooted
scepticism persists due to:

e Historical baggage from the 1960s and the War on
Drugs.

e Moral and religious objections to altering

consciousness, particularly in conservative
communities.

e Access inequality, with some fearing that
psychedelic care will be a luxury reserved for the
wealthy.

e Commercialization concerns that Big Pharma may
co-opt the field, prioritizing profits over people.

Public education and responsible policy development
will be essential to integrate psychedelics ethically into mental healthcare.
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Future Implications in Psychiatry

If approved, psychedelic therapies could:

e Replace daily pills with episodic,
high-impact sessions.

e  Offer faster and more durable relief
than SSRIs or antipsychotics.

e Serve as a lifeline for treatment-
resistant patients.

e Bridge neuroscience and
psychotherapy by focusing on
subjective experience and
neurobiological repair.

We’re not there yet, but the journey with
psychedelic drugs is being carefully mapped, studied, and paved with caution and care.

Conclusion: A Measured Yet Hopeful Path Forward

The FDA'’s evolving stance on psychedelic therapies reflects a careful balancing act: honoring the
urgency of mental health crises while maintaining rigorous standards for safety and efficacy. Through
clinical guidance, breakthrough therapy designations, and active dialogue with stakeholders, the
Agency is helping to legitimize and regulate a once-taboo area of medicine. As international health
bodies follow suit, the potential for psychedelics to revolutionize psychiatric care is becoming more
tangible. With continued research, thoughtful policy, and cross-sector collaboration, psychedelic
medicine may soon become a cornerstone of 21st-century mental health treatment.
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About Us

BLA Regulatory is located in the State of Maryland, conveniently close to the FDA’s headquarters. We offer U.S.
agent services for all types of FDA-regulated products, including drugs, cosmetics, medical devices, and more. Our
team can guide you through the entire application and registration process to ensure FDA compliance. Please visit
our office website for more information or if you need any assistance.
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