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SUMMARY OF COMMENT
The Foundation for Drug Policy Solutions (“FDPS”) submits these comments in response to
the Food and Drug Administration’s request for comment on considerations for the potential future
therapeutic use of psychedelic drugs in supervised and supportive settings.! Consistent with the
RFC’s express invitation for input on data drawn from State programs and on the characterization
of non-medical use, FDPS also addresses the documented harms associated with the
decriminalization and non-medical use of psychedelic substances, which bear directly on patient

safety and on the design of any data-collection framework.

FDPS’s position is straightforward. The threshold question is not how to implement
psychedelic therapies safely; it is whether the current evidence justifies implementing them at all.
FDPS recognizes the profound need for better treatments for PTSD, depression, addiction, and
other serious psychiatric illnesses. If psychedelic compounds ultimately satisfy the FDA’s
statutory standards for safety and effectiveness, they should be made available under appropriately
evidence-based conditions. FDPS’s concern is not with innovation itself, but with ensuring that

innovation proceeds according to the same scientific standards expected of every other therapeutic

I Considerations for Potential Future Therapeutic Use of Psychedelic Drugs; Public Hearing; Request for Comments, 91 Fed.
Reg. 43,095 (July 14, 2026), Docket No. FDA-2026-N-7542 (“RFC”).



class. The four questions the FDA poses are operational questions (how to train providers, how to
keep patients safe, how to arrange access, and how to collect data) that presuppose a body of
evidence adequate to support therapeutic use. That evidence does not yet exist, and the
Administration’s own recent record confirms as much. In June 2024, the FDA’s
Psychopharmacologic Drugs Advisory Committee voted, nearly unanimously, that the pivotal
trials of the most advanced psychedelic program did not demonstrate substantial evidence of
effectiveness and that its benefits did not outweigh its risks; in August 2024, the FDA declined to
approve that program and asked for another Phase 3 trial.> An independent assessment reached the
same conclusion, rating the evidence “insufficient,” and the American Psychiatric Association has
stated that there is “inadequate scientific evidence for endorsing the use of psychedelics to treat
any psychiatric disorder” outside approved investigational studies.? Against that backdrop, FDPS’s
answer to each of the FDA’s four questions shares a single spine: the Administration should build
the safety, credentialing, and data infrastructure the RFC describes before, not after, any approval,
and should not allow the accelerated-approval posture this hearing is convened to implement to
erode the statutory standard of substantial evidence from adequate and well-controlled

investigations.

INTEREST OF THE FOUNDATION FOR DRUG POLICY SOLUTIONS

FDPS is a nonpartisan, nonprofit organization dedicated to advancing drug policy grounded
in science, public health, and public safety. FDPS was founded by Dr. Kevin Sabet, a three-time

White House Office of National Drug Control Policy appointee who has advised three presidential

ZFDA, Complete Response Letter to Lykos Therapeutics (Aug. 2024) (publicly released Sept. 2025); FDA Psychopharmacologic
Drugs Advisory Committee, Meeting on Midomafetamine Capsules for PTSD (June 4, 2024) (committee voted 9-2 that the data
did not show the treatment was effective, and 10—1 that benefits did not outweigh risks).

3Inst. for Clinical & Econ. Review, Midomafetamine-Assisted Psychotherapy for Post-Traumatic Stress Disorder: Final Evidence

Report (June 27, 2024) (assigning an “Insufficient” evidence rating and declining to issue a price benchmark); Am. Psychiatric
Ass’n, Position Statement on the Use of Psychedelic and Empathogenic Agents for Mental Health Conditions (July 2022).



administrations on drug policy, and former United States Congressman Patrick J. Kennedy, a
longtime national leader on addiction and mental health policy. FDPS’s work is informed by its
Science Advisory Board, composed of physicians, scientists, and researchers with expertise in
addiction medicine, pharmacology, toxicology, and public health, whose review guides the

organization’s assessment of emerging drug threats.

FDPS’s mission is to advance evidence-based policies that reduce drug use and its
consequences, and to protect the public, especially young people and other vulnerable populations,
from addictive and intoxicating substances, rather than policies shaped by the commercial interests
that profit from them. FDPS has a substantial interest in ensuring that the FDA’s consideration of
psychedelic drugs remains anchored in rigorous science and that any framework for training,
safety, access, or data collection is built to protect patients rather than to accelerate a predetermined

result.

ANALYSIS

I Operational Readiness Cannot Precede an Adequate Evidence Base; the Current
Acceleration Inverts That Order.

The RFC is expressly convened to “support implementation of Executive Order 14401,”
which establishes a policy of “accelerating” psychedelic research models and “appropriate drug
approvals,” and it follows the FDA’s April 2026 issuance of national priority vouchers for three
psychedelic programs: psilocybin for treatment-resistant depression, psilocybin for major
depressive disorder, and methylone for post-traumatic stress disorder.* FDPS emphasizes a point

the FDA itself makes in the same notice: “Neither national priority voucher issuance nor

4RFC, 91 Fed. Reg. at 43,096 (citing Exec. Order No. 14401, Accelerating Medical Treatments for Serious Mental Illness, 91
Fed. Reg. 21,709 (Apr. 22, 2026)); FDA, FDA Accelerates Action on Treatments for Serious Mental Illness Following Executive
Order (Apr. 2026).



Breakthrough Therapy designation constitutes an FDA determination of safety or effectiveness,
and neither is a substitute for marketing approval.”> That caveat is the premise of these comments.
The designations and vouchers that frame this hearing are procedural accelerants; they are not
evidentiary findings. The operational questions the RFC poses should therefore be answered on
the assumption that the underlying evidence must still be developed and must still satisfy the same
legal standard that governs every other drug: substantial evidence of effectiveness from adequate

and well-controlled investigations, and an adequate demonstration of safety.

The most authoritative evidence on the state of that record is the FDA’s own. In 2024, the
Administration and its advisory committee examined the single most advanced psychedelic
program and found the evidence wanting, citing functional unblinding, powerful expectancy
effects, questions about generalizability, and gaps in safety monitoring, and the FDA required an
additional Phase 3 ftrial rather than approving the product.® Those same deficiencies, namely
unreliable blinding, expectancy-driven reporting, exclusion of high-risk patients, and inadequate
long-term safety capture, are not artifacts of one sponsor’s program; they are structural features of

the current psychedelic evidence base, and they bear directly on every question the RFC asks.

Consider the problem of prior use, which runs through the very trials on which the case for
these drugs rests. As a rule, the participants in recent psychedelic studies were not drug-naive;
experienced prior users of the same hallucinogen under study made up a large share of those
enrolled, and in several trials a majority or even all of them. Across roughly a dozen recent

MDMA, psilocybin, and LSD trials, reported rates of prior hallucinogen use ranged from near zero

SRFC, 91 Fed. Reg. at 43,096,

SFpA Psychopharmacologic Drugs Advisory Committee (June 4, 2024), supra; FDA Complete Response Letter (Aug. 2024),
supra.



to 100 percent, and in most of those trials a substantial share of participants, frequently a third or
more, had used the study drug before.” In the very MDMA program the FDA declined to approve,
roughly 40 percent of participants had previously used MDMA recreationally, a fact the FDA
identified as evidence of selection bias and of a study population unlike the patients who would
actually receive the treatment.® This matters for two independent reasons. Experienced users can
readily tell whether they received an active psychedelic or an inert placebo, which is the
mechanism of the functional unblinding that inflates apparent efficacy; and a safety and efficacy
record drawn disproportionately from experienced users cannot be extrapolated to the drug-naive
patients, many of them seriously ill and medically complex, who would present for treatment in
the real world. A framework for training, safety, access, or data that is built now, on this record,
would be building on sand. FDPS accordingly urges the FDA to answer each topic in a way that
reinforces its evidentiary standard and to resist any implication that voucher timelines or

Executive-Order deadlines can substitute for that standard.

I1. Provider Training and Credentialing: No Validated Curriculum or Qualified
Endorsing Body Yet Exists.

The RFC asks about the evidence base for training curricula, the expert body that would
develop or endorse them, personnel and training needs by phase of care, and credentialing and

licensure requirements. FDPS’s answer is that the predicate for each of these does not yet exist.

7See, e.g., Francisco A. Moreno et al., Safety, Tolerability, and Efficacy of Psilocybin in 9 Patients With Obsessive-Compulsive
Disorder, 67 J. Clinical Psychiatry 1735 (2006) (all participants had prior hallucinogen experience); Charles S. Grob et al., Pilot
Study of Psilocybin Treatment for Anxiety in Patients With Advanced-Stage Cancer, 68 Archives Gen. Psychiatry 71 (2011);
Stephen Ross et al., Rapid and Sustained Symptom Reduction Following Psilocybin Treatment for Anxiety and Depression in
Patients With Life-Threatening Cancer, 30 J. Psychopharmacology 1165 (2016); Jennifer M. Mitchell et al., MDMA-Assisted
Therapy for Severe PTSD, 27 Nature Medicine 1025 (2021); Robin L. Carhart-Harris et al., Trial of Psilocybin versus
Escitalopram for Depression, 384 New Eng. J. Med. 1402 (2021) (prior hallucinogen use reported across recent trials in
proportions ranging from near zero to 100% of enrolled participants).

8FDA Complete Response Letter (Aug. 2024), supra; see also FDA Psychopharmacologic Drugs Advisory Committee (June 4,
2024), supra (approximately 40% of participants in the MDMA program had prior recreational MDMA use, indicating selection
bias and a population unlike real PTSD patients).



The psychotherapeutic “package” that accompanies psychedelic administration in the trials,
comprising preparation, in-session monitoring by one or more attendants, and post-session
“Integration,” has never been isolated and validated as a discrete, reproducible intervention. It is
not known which elements are active, which are inert, or which can be standardized, and there is
therefore no validated curriculum for a credentialing body to certify and no established expert body

positioned to develop or endorse one.

This is not a technicality. The trial record shows that the “therapy” wrapper is precisely where
the most serious harms have occurred. In a Phase 2 trial of MDMA -assisted therapy, a participant
was sexually abused by an attendant who was not a licensed clinician and therefore was not
answerable to any professional licensing board.’ Independent reviewers likewise flagged that the
intense suggestibility induced by these drugs, combined with close physical proximity and
“therapeutic touch,” created conditions ripe for boundary violations and for compromised data.
Until an evidence-based curriculum and a qualified accrediting body exist, the FDA should treat

credentialing frameworks as unfinished, not as ready to deploy.

None of this means that a credible framework can never be built; it means that the order of
operations matters. If, and only if, the FDA ultimately determines on an adequate record that a
given psychedelic drug is safe and effective, the work of training and credentialing should then
proceed deliberately and through the professional institutions that already govern the relevant
scope of practice, not through the advocacy organizations and commercial sponsors that have
driven the field to date. The American Psychiatric Association is the natural anchor for that work:

its members would bear clinical responsibility for these treatments, and it has already cautioned

9See CBC News, Psychedelic therapy and sexual abuse (2021) (documenting misconduct by unlicensed attendants in a Phase 2
MDMA -assisted therapy trial); see also ICER, Final Evidence Report (June 27, 2024), supra (noting concerns about researcher
and therapist conduct and about pressure on participants to report favorable outcomes).



that the evidence remains inadequate to endorse psychedelics for any psychiatric disorder outside
investigational studies.!® FDPS recommends that the FDA look to the American Psychiatric
Association, together with the relevant State boards of medicine, psychology, and nursing, and,
given the addiction-related risks these substances present, the American Society of Addiction
Medicine, to develop evidence-based training standards, to define minimum qualifications and
supervised-practice requirements, to restrict the responsible clinical role to independently licensed
practitioners answerable to a State board, and to publish any resulting framework for public
comment before it takes effect. What the FDA should avoid is the inverse sequence now underway,
in which access pathways, reimbursement, and “facilitator” credentials are assembled first while

the evidence and the professional consensus are expected to catch up later.

III.  Promotion of Patient Safety: The Documented Risks Are Serious, Poorly Bounded,
and May Not Be Manageable at All.

As a threshold matter, FDPS submits that the premise underlying much of this discussion,
that a standardized safety program can be engineered around these drugs, may not hold.
Psychedelics are extraordinarily difficult to control for. Their effects vary enormously from one
person to the next, and even within the same person from one session to the next, depending on
dose, individual neurobiology, psychiatric history, expectation, and the surrounding environment
(so-called “set and setting”). The identical drug at the identical dose can produce a benign
experience in one patient and an acute psychiatric crisis in another, and adverse reactions can be
idiosyncratic, unpredictable in onset and severity, and delayed by days or months. A safety
program depends on the ability to anticipate, standardize, and mitigate risk; where the response to

a drug is this variable and this resistant to prediction, building a program that reliably protects

10Am. Psychiatric Ass’n, Position Statement (July 2022), supra.



patients may simply be impossible. The FDA should not assume that the safeguards the RFC
contemplates can be made adequate, and should treat the real possibility that they cannot as itself

a reason for caution rather than acceleration.

A. Screening Cannot Substitute for Evidence That Does Not Exist for the Populations
Who Will Present for Care.

The RFC asks for recommended practices to screen patients for conditions “associated with
greater risk of adverse outcomes (e.g., cardiovascular disease, psychosis, or suicidality).” FDPS
supports rigorous screening but cautions that screening cannot cure the central evidentiary
problem: the trials that generate the efficacy and safety data systematically exclude the very
patients most likely to be harmed. Recent hallucinogen trials routinely exclude participants with
co-morbid psychosis, a personal or family history of psychosis or bipolar disorder, active
suicidality, and substance use disorders. The result is that the safety database cannot answer the
question a screening protocol is meant to resolve, namely how these drugs affect higher-risk

patients, because those patients were never studied.!!

The risk is not hypothetical. In one of the largest studies of adolescent psychedelic use,
investigators found that, among adolescents with greater genetic vulnerability to schizophrenia or
bipolar I disorder, psychedelic use was associated with more manic symptoms, while cautioning
that the finding is cross-sectional and must be interpreted carefully.'? The paradox is that trial
eligibility criteria exclude people with exactly these vulnerabilities, yet the populations that will

present in real-world psychiatric practice, patients with treatment-resistant conditions who are

: 1See, e.g., Jennifer M. Mitchell et al., 27 Nature Medicine 1025 (2021), supra, and Robin L. Carhart-Harris et al., 384 New Eng.
J. Med. 1402 (2021), supra (each excluding participants with a personal or family history of psychosis or bipolar disorder, active
suicidality, or substance use disorders); see also ICER, Final Evidence Report (June 27, 2024), supra (describing narrow, low-risk
trial populations).

120tto Simonsson et al., Adolescent Psychedelic Use and Psychotic or Manic Symptoms, 81 JAMA Psychiatry 579 (2024).



frequently co-morbid, include many who would have been screened out of the trials.
Cardiovascular risk compounds the concern: several psychedelics act on serotonin 2B receptors
implicated in cardiac valvulopathy with repeated exposure, and ibogaine, a psychedelic now the
subject of an aggressive access push, blocks the cardiac hERG potassium channel, prolongs the
QT interval, and has been associated with fatal arrhythmias, roughly three dozen deaths in the
published record. The former director of the National Institute on Drug Abuse has said ibogaine
would be “dead in the water” for FDA approval “because of its cardiotoxicity.”!? Screening for
cardiac disease reduces but cannot eliminate this hazard, and for some agents the therapeutic

window is too narrow for outpatient screening to render safe.

B. Informed Consent Must Disclose, but Cannot Neutralize, Drug-Induced
Suggestibility and the Attendant Risk of Abuse.

The RFC asks which topics should be “explicitly addressed in informed consent,” expressly
naming “the potential for an amplified power imbalance between patient and provider, the use of
therapeutic touch, and the risk of psychological distress or a challenging psychedelic experience,”
and asks about “mechanisms to prevent, detect, and report ethical violations.” FDPS commends
the FDA for identifying these risks and urges that informed consent disclose each of them in plain
terms, including the specific risk that the drug’s effects can heighten suggestibility and emotional
openness in ways that increase vulnerability to manipulation or abuse. The developer of the leading
MDMA program has himself been quoted acknowledging that the “loving and trusting feelings™

MDMA induces “can make patients more vulnerable to sexual pressure.”!* But FDPS cautions that

13See Wim van den Brink et al., Ibogaine and Cardiovascular Complications: Prolonged QT Interval and Ventricular
Arrhythmias, Addiction (2026); scoping review of ibogaine cardiac safety, 31 Molecules 545 (2026) (hERG blockade, QTc
prolongation, torsades de pointes; ~33 reported deaths, 1990-2018); Nora Volkow, quoted in PBS NewsHour (July 16, 2025).
FDPS references ibogaine here solely as a patient-safety and screening consideration and takes no position on its scheduling
status.

4Rick Doblin, Regulation of the Medical Use of Psychedelics and Marijuana (Ph.D. dissertation, 2001), as quoted in
contemporaneous public reporting on misconduct in psychedelic-assisted therapy trials.



disclosure has limits: a pharmacologically induced state of heightened suggestibility is, by its
nature, a state in which a patient’s capacity to protect his or her own boundaries is diminished.
Informed consent obtained beforehand cannot fully substitute for structural safeguards during
administration. The FDA should therefore pair robust consent with mandatory two-person
monitoring, session recording, prohibitions on non-clinical “touch” absent documented clinical
justification and consent, and mandatory reporting of ethical violations to State licensing boards

and to the FDA.

C. Diversion and Non-Medical Use Are Already Measurable and Rising; Approval Will
Increase Supply and Normalization.

The RFC asks about “strategies to mitigate potential diversion and non-medical use” of
psychedelic drugs once approved. FDPS notes that diversion and non-medical-use harms are not
speculative and are already measurable. Following localized decriminalization beginning in 2019,
psilocybin exposures reported to U.S. poison centers among people ages 13 to 25 rose sharply after
years of stability, more than tripling among adolescents, and roughly three in four single-substance
cases required medical attention.!> Hallucinogen-associated emergency-department visits and
hospitalizations rose 54% and 55%, respectively, in a single large State over 2016-2022, even as
alcohol- and marijuana-associated visits were flat or falling.!® Approval and the clinical
normalization that follows it would predictably increase availability and perceived safety. The
FDA should therefore require a robust Risk Evaluation and Mitigation Strategy with controlled

distribution, secure storage and chain-of-custody, and diversion surveillance as a precondition of

15 Psilocybin Exposures Reported to U.S. Poison Centers: National Trends Over a Decade, J. Adolescent Health (2024), PubMed
ID 38416101 (4,055 exposures, ages 13-25, 2013-2023; cases stable 20132018 then rising from 2019; 75.3% of adolescent and
72.1% of young-adult single-substance cases required medical attention). FDPS cites these data to characterize non-medical-use
and diversion harms, as the RFC invites, and takes no position on the merits of any State or local program.

16Nicolas Garel, Samantha Tate, Kevin Nash & Anna Lembke, Trends in Hallucinogen-Associated Emergency Department
Visits and Hospitalizations in California, USA, 2016-2022, 119 Addiction 960 (2024).
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any approval. These are elements that do not yet exist and that cannot be designed responsibly

under a compressed timeline.

D. Monitoring Must Extend Far Beyond the Session, Because the Most Serious Harms
Are Delayed.

The RFC asks for “criteria for determining appropriate monitoring during and after drug
administration.” FDPS stresses that acute in-session monitoring, while necessary, is insufficient,
because several of the gravest harms are delayed and can appear long after the patient has left the
clinic. Hallucinogen persisting perception disorder and persistent psychosis can arise days, weeks,
or months after even a single exposure, and psychedelics can precipitate prolonged or recurrent
distressing episodes.!” Any monitoring framework must therefore include structured longitudinal
follow-up over months, explicit protocols for suicidality and psychiatric decompensation, and pre-
arranged coordination with emergency and crisis-response services. Post-administration follow-
up cannot be delegated to telehealth alone or truncated to fit throughput or reimbursement

pressurces.

IV.  Considerations for Access: Building Access Ahead of Evidence Manufactures
Momentum Toward Approval and Cannot Be Scaled With Fidelity.

The RFC asks about evidence needs for coverage and reimbursement, coordination between
providers and payors, implementation logistics, and telehealth. FDPS’s central caution is one of
sequencing. Constructing reimbursement pathways, benefit designs, and clinic capacity before
efficacy and safety are established does not merely prepare for a possible future; it creates

institutional and financial momentum that pushes toward approval regardless of what the evidence

7Nat’] Inst. on Drug Abuse, Psychedelic and Dissociative Drugs (long-term effects, including hallucinogen persisting perception
disorder and persistent psychosis).
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ultimately shows. Access planning should follow, not precede, a determination that these therapies

meet the FDA’s approval standard.

There is also a hard practical constraint the access discussion must confront. The intervention
as studied is inseparable from an intensive, monitoring-heavy protocol: hours of one-to-one or
two-to-one supervision per dose, plus preparation and integration sessions. If that protocol cannot
be reproduced faithfully at scale, the trial results do not transfer to real-world practice, and off-
protocol use carries the documented risks described above. Health-economic analyses should
therefore account honestly for the low-throughput, labor-intensive nature of the intervention and
for the cost of managing adverse events, rather than extrapolating from headline response rates
that independent analysis suggests are inflated by functional unblinding and expectancy.'® Finally,
telehealth should never be used for the administration of psychedelic drugs. These are agents that
induce acute, psychosis-like states and require continuous in-person supervision by trained
personnel; no remote or app-based model can substitute for a clinician physically present with the

patient, and the FDA should foreclose any telehealth pathway for administration.

V. Data Collection and Standardization: Rigorous, Independent Data Infrastructure Is
Essential, and Is Fundamentally in Tension With Fast-Tracking.

FDPS strongly supports the RFC’s interest in data repositories, common data elements,
standardized adverse-event definitions, and longitudinal follow-up. Robust data infrastructure is
indispensable. But FDPS must be candid about a tension the RFC does not name: the
Administration cannot simultaneously demand high-quality real-world safety data and compress

its review to a matter of weeks, waive placebo-controlled confirmatory trials, and treat advisory-

183ce Fredrik Hieronymus et al., Control Group Outcomes in Trials of Psilocybin, SSRIs, or Esketamine for Depression: A
Meta-Analysis, 8 JAMA Netw. Open €2524119 (2025) (control arms in psilocybin trials responded far worse than control arms in
SSRI or esketamine trials despite similar active-arm response rates, consistent with functional unblinding and expectancy
inflating apparent psilocybin efficacy).
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committee scrutiny as dispensable. Reliable data and accelerated approval pull in opposite

directions, and where they conflict, patient safety requires that data quality prevail.

Three points follow. First, adverse-event capture must be designed to overcome the specific
biases that pervade this field. Because psychedelics’ effects are unmistakable, blinding routinely
fails, and both expectancy and the documented pressure on participants to report favorably cause
standard adverse-event reporting to understate harm.!® Adverse-event frameworks should
therefore rely on independent, structured, patient-reported instruments administered by personnel
with no stake in the outcome, should specifically capture under-reported ‘“challenging
experiences,” new or worsening suicidality, and delayed effects such as hallucinogen persisting
perception disorder, and should not depend on attendant-elicited self-report. Second, registries and
Coordinated Registry Networks should be mandatory and independently governed. The
psychedelic evidence base is marked by pervasive financial and ideological conflicts of interest,
including advocacy organizations that lobby for approval while their own affiliates run the pivotal
trials, and investigators who hold equity in the companies whose products they study, so data
governance must be insulated from sponsors and advocacy funders and placed under independent,
conflict-free control. Third, the data infrastructure must be built and validated before approval and
before access expands, not assembled afterward. Common data elements, interoperable records,
and longitudinal follow-up spanning months to years, capturing both medical and, as the RFC
invites, non-medical use through poison-center, emergency-department, and surveillance datasets,
should be operational at the outset, so that the population-level harms already visible in existing

data are measured rather than discovered too late.

19ICER, Final Evidence Report (June 27, 2024), supra; FDA Psychopharmacologic Drugs Advisory Committee (June 4, 2024),
supra; Hieronymus et al. (2025), supra.
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VI. The Documented Harms of Decriminalization and Non-Medical Use, Which Any
Data Framework Must Capture.

Although the RFC states that it does not seek comment on the merits of State or local
programs, it expressly invites input on data drawn from those programs and on the characterization
of non-medical use. FDPS offers the following record because it bears directly on patient safety,
on diversion, and on the design of any data-collection framework, and because it shows what
predictably follows when access to these substances is decoupled from evidence. Where
psychedelics have been decriminalized, measurable harms have risen. As discussed above,
psilocybin exposures reported to poison centers among people ages 13 to 25 climbed sharply
beginning in 2019, after years of stability, with adolescent cases more than tripling and roughly
three in four single-substance cases requiring medical care; hallucinogen-associated emergency-
department visits and hospitalizations rose 54% and 55%, respectively, in a single large State over
2016-2022, even as alcohol- and marijuana-associated encounters were flat or falling.?’ These are
not the signatures of a controlled therapeutic rollout; they are the footprint of expanding

availability and eroding deterrence.

The harms are not confined to poisonings. Acute psychedelic intoxication can produce
dangerous and unpredictable behavior in uncontrolled settings. In October 2023, an off-duty airline
pilot who reported having taken psilocybin mushrooms roughly two days earlier attempted to shut
off a passenger jet’s engines mid-flight; in June 2023, a man who had taken psychedelic
mushrooms fatally shot two people at a music festival.?! These cases illustrate a category of risk

that legalization and normalization make more common by increasing exposure, including among

20Psilocybin Exposures Reported to U.S. Poison Centers: National Trends Over a Decade, J. Adolescent Health (2024), supra;
Garel et al., 119 Addiction 960 (2024), supra.

2lgee NBC News, Oft-Duty Pilot Accused of Trying to Shut Off Jet’s Engines (Oct. 2023) (pilot reported taking psilocybin
approximately 48 hours before the incident); NBC News, Suspect in Washington State Music Festival Shooting Told Police He
Was High on Psychedelics (June 2023).
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the young people for whom use remains unlawful even where adults have been decriminalized.
Destigmatizing these drugs through legalization or any form of commercial expansion weakens
the deterrents that suppress illicit use, and it substitutes ballot-box or legislative approval for the
very evidentiary process this hearing is meant to protect. FDPS urges the FDA to ensure that any
data framework it builds captures these non-medical-use and diversion harms in full, and to
recognize that the same dynamic these programs display, namely access outrunning evidence, is

precisely the risk that the FDA’s own accelerated posture now courts.

CONCLUSION

FDPS urges the FDA to answer each of the four questions in the RFC in a manner that
reinforces, rather than relaxes, the Administration’s statutory standard. Provider credentialing
should be conservative, licensure-based, and enforceable, and should not be treated as ready in the
absence of a validated curriculum or a qualified accrediting body. Patient-safety measures should
include rigorous screening, mandatory multi-person monitoring, full informed consent about
suggestibility and the risk of abuse, robust diversion controls, and longitudinal follow-up,
recognizing candidly that some risks cannot be fully managed and that the trials excluded the
patients most likely to be harmed. Access planning should follow evidence rather than precede it,
and should reckon with an intervention that cannot be scaled with fidelity. Data infrastructure
should be mandatory, independent, and operational before approval. Above all, the FDA should
decline to let Executive Order timelines, national priority vouchers, or industry and advocacy
pressure substitute for substantial evidence from adequate and well-controlled investigations. The
FDA’s 2024 refusal to approve MDMA -assisted therapy on an inadequate record was the system
working as designed; the lesson is to hold that line. Science, not celebrity advocacy, political

pressure, or commercial timelines, should decide whether and how these drugs reach patients.
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People with these complex illnesses deserve the same protections as patients receiving therapies
for other conditions. The urgency of these conditions does not justify compromising both scientific

standards and patient safety.

Respectfully submitted,

FOUNDATION FOR DRUG POLICY SOLUTIONS

Dr. Kevin Sabet
President & CEO
Foundation for Drug Policy Solutions
Washington, DC

Dated: July 31, 2026
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