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' '“s'j.: A cLWSIng doc rs*and*the aplsts on the legal boundaries of psychedelic

assisted therapy, mcludlng ketamine and state legal psychedelics
Licensure defense for professionals accused of wrongdoing with psychedelic
assisted therapy, including responding to DEA audits and enforcement
actions
Assisting companies to be licensed in the Colorado psilocybin program
Attorney for two ayahuasca churches who gained federal recognition from
DEA
Advisory Board, Psychedelic Parenthood Community, Brazilian led
education project
Outside General Counsel to MAPS’ Psychedelic Science Events, LLC
General Counsel to Zendo Project, Inc., a psychedelic harm reduction
organization
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Sean MCcAllister is not speaking on behalf of any of his clients during
this Workshop.

No illegal conduct is encouraged by this presentation.
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Unregulated Areas: decrim and religious use

Disciplinary issues for therapists

Future of psychedelics



Brief history psychedelics




Brief history psychedelics, cont.
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ufactt tation,
stributi allclassic psychedellc substances:
mescallne |boga DMT, 2CB, etc.

The U.S. DepartmentofJustlce Drug Enforcement Agency (DEA) is
responsible for applying the CSA.

Only exemptions under federal law are: FDA clinical trials, Right to Try
law, researchers and manufacturers who hold Schedule I license, and
religious exemptions under RFRA




FDA Status/Clinical Trials

e Abbreviations: TRD: Treatment-Resistant Depression; MDD: Major
PSYC H E D E LI C A L P H A Depressive Disorder; GAD: Ceneralized Anxiety Disorder; SAD: Social Anxiety
Disorder; IBS: Irritable Bowel Syndrome; PPD: Postpartum Depression; AUD:
. Alcohol Use Disorder; SL: Sublingual; IV: Intravenous; PTSD: Post-Traumatic
s Otsuka Stress Disorder; IM: Intramuscular; ODT: Orally Disintegrating Tablet; OTF:
MSP-1014 - Psilocybin-Like NCE Oral Thin Film; XR: Extended Release; SC: Subcutaneous; OUD: Opioid Use
MDD . Disorder; BTD: FDA Breakthrough Therapy Designation.
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- subs ance use disorders; (4) end-of-life care.” The law also allows the New
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d as eligible for psi Tocybin treatment: “(1)

- Mexico Department of Health to promulgate regulations that would add
qualifying conditions to that list. The law also establishes a research fund
to allow New Mexico state universities to research additional medical
benefits of psilocybin. Finally, the law establishes an “equity fund’” which
allows for qualified patients who meet certain income requirements to
receive psilocybin treatment. The law requires the program to be
iImplemented by December 31, 2027.

State approved research allowed in UT (psilocybin) and TX (iboga)
Study bills in MN and MD




Unregulated areas where
research might be possible
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e “Re%w your standards of care and scope of practice

Discipline is rare for psychedelic work, but there was a loss of
license around MDMA therapy

Some states uncomfortable with ketamine therapy, see AL

What is your training and expertise, how did you keep the patient
safe

Liability concerns: LIB case, several threats of lawsuits



The Future of Psychedelics

1. FDA approved MDMA, psilocybin and other molecules in the next 5
years

2. Rescheduling of FDA approved psychedelics out of Schedule |

3. Pharma development of neuro-plasticity drugs based on psychedelics
but minus the trip

4.  Expansion of state regulated programs to CA, WA, MD, NJ, NV and
other states in coming years.

5.  Increasing numbers of federally recognized psychedelic churches in the
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