Editorial

The FDA's Rejection of MDMA-Assisted Psychotherapy for
PTSD: A Short-Sighted Decision with Far-Reaching Conse-

gquences
Tyler Kjorvestad, MD

The U.S. Food and Drug Administration's
(FDA) recent decision to reject MDMA-as-
sisted therapy (MDMA-AT) for the treatment
of post-traumatic stress disorder (PTSD) has
ignited a robust debate within both medical
and psychological communities. This deci-
sion, rendered despite promising clinical trial
results, underscores a pivotal moment in the
evolving landscape of psychedelic medicine.
In June 2024, the FDA's advisory committee
expressed concerns over the study design, the
potential for abuse, and the absence of long-
term safety data, leading to a vote not to rec-
ommend MDMA-AT, which ultimately came
to fruition at the August 2024 meeting [, The
rejection comes at a time when mental health
issues, particularly PTSD, are increasingly
recognized as major public concerns, with
conventional treatments often falling short,
especially for severe cases.

In the general population, the lifetime
prevalence of PTSD is estimated to be around
7-8%, with women being twice as likely as
men to develop the disorder (Kessler et al.,
2005). Annually, the incidence rate of PTSD
can vary, but it is generally noted that approx-
imately 3.5% of adults in the United States
develop PTSD each year [?. The annual eco-
nomic impact of PTSD in the United States is
estimated to be over $42 billion, including di-
rect medical expenses and indirect costs such
as lost wages and decreased productivity B,

Furthermore, individuals with PTSD
have a significantly increased risk of suicide.
The lifetime suicide risk for individuals with
PTSD is significantly higher than for the gen-
eral population, with PTSD patients being up
to six times more likely to attempt suicide 1.
Both the economic impact and elevated sui-

cide risk necessitate the need for effective in-
terventions and support systems to ade-
quately and effectively treat PTSD.

The treatment options for PTSD are lim-
ited and often inadequate for severe cases.
Conventional treatments such as Selective
Serotonin Reuptake Inhibitors (SSRISs), cog-
nitive behavioral therapy (CBT), and pro-
longed exposure therapy are typically most
helpful in mild to moderate PTSD and have
diminishing returns in more severe and re-
fractory PTSD patients 1.

Additionally, the infrastructure support-
ing mental health treatment is under siege.
Physician and nursing shortages, coupled
with the underfunding of mental health ser-
vices, only compound the issues of ineffec-
tive medication and psychotherapy options.
MDMA, when used in a controlled therapeu-
tic setting, has shown remarkable results in
reducing symptoms of PTSD. MDMA facili-
tates the therapeutic process by reducing fear
and defensiveness, allowing patients to re-
visit and process traumatic memories more
effectively 81, The drug's ability to enhance
empathy and trust between the patient and the
therapist provides a unique therapeutic bene-
fit unachievable in traditional psychotherapy
alone.

In a phase 3 trial, 86.5% of MDMA-AT
participants demonstrated clinically mean-
ingful improvement. Moreover, 71.2% of
MDMA-AT participants no longer met
DSM-5 criteria for PTSD by the study's end.
The treatment led to more significant reduc-
tions in CAPS-5 scores and improved func-
tional impairment as measured by the
Sheehan Disability Scale "1,

In contrast, SSRIs such as sertraline and
paroxetine are commonly prescribed for
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PTSD, with studies suggesting that about 20-
30% of patients achieve complete remission
with these antidepressants alone Bl While
SSRIs can help reduce symptoms, they are
often more effective when combined with
psychotherapy. Trauma-focused therapies
like Cognitive Behavioral Therapy (CBT)
and Eye Movement Desensitization and Re-
processing (EMDR) have shown higher re-
mission rates compared to antidepressants
alone, ranging from 30% to 50%, with some
studies reporting even higher rates depending
on the duration and intensity of the therapy
[10.111 - Combining antidepressants with psy-
chotherapy often yields better outcomes than
either treatment alone, with remission rates
around 40-60% [*?1. This combination ap-
proach, which is even more effectively
demonstrated in MDMA-AT, highlights how
leveraging the strengths of both pharmaco-
logical and psychological interventions pro-
vides a more comprehensive treatment strat-
egy for patients suffering from PTSD.

CONCLUSION

MDM-AT produces improvements beyond
the standard of care for patients suffering
from PTSD. MDMA-AT leverages MDMA's
capacity to enhance empathy, trust, and emo-
tional openness, facilitating a therapeutic
process that traditional talk therapies might
not 6. The FDA's decision to not approve
MDMA-AT affects patients' immediate ac-
cess to a transformational treatment option
and also sends a chilling message regarding
the regulatory hurdles for psychedelic thera-
pies. The rejection of MDMA-assisted ther-
apy leaves a significant gap in treatment op-
tions, potentially condemning many to pro-
longed suffering or reliance on less effective
or more side-effect-laden treatments. The
medical community, policymakers, and pa-
tient advocates must continue to push for a
reevaluation of MDMA-AT.
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