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PSYCHEDELIC SCIENCE AFFILIATIONS & DISCLOSURES
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A CENTRE OF EXCELLENCE IN Clinical
PSYCHEDELIC THERAPIES Psychedelic Lab
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PSYCHEDELIC PSYCHIATRY - SECOND WAVE
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WHAT’S ALL THE EXCITEMENT ABOUT?

MDMA/PTSD (MAPS)
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WHERE ARE WE HEADED? ...FOLLOW THE MONEY

n PSYCHEDELIC ALPHA

Sources & Uses (2017 - Q1 2025)

Other

Drug Discovery & Development
| e
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Q325 Phase 2 \
Psychedelic Drug g ~ Clinics & Care Delivery
Development Tracker - /[ \
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The PAT field is drifting toward ‘narrowness’

« Narrow Targets — Symptoms, late-stage pathology; misses prevention, wellbeing,
contextual drivers ...

« Narrow Training — Basic support, manuals, knowledge; misses the centrality of
relationship, personal-professional dev, therapeutic character/presence ...

« Narrow Translation — Products, usual-care; misses psychedelic-specific, system-
level design...
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INNOVATION IN:

1. ACCESS
2. REGULATION

3. IMPLEMENTATION




ACCESS:
DOWN-
SCHEDULED
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WORLD-FIRST DOWNSCHEDULING = 4 ===

“7" MDMA (3,4-methylenedioxy-
etamine) and psilocybin for
> purposes

for psychiatrist prescribers

« Bifurcateddow
« MDMA for PTS

* Psychiatrists (+(\
* Application to F
* Applicationto T,
* Some State/Ter

* RANZCPguide M‘K&s Monoamineridaselnhibitors

Announced 3 instantly >
» Leave Your BO;‘V’; th Entities m

» Meet God
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THE AUTHORISED PRESCRIBER SCHEME

Schedule 10 — prohibition of sale, use and
supply

Schedule 9 — prohibited substances

At recent update, Sep 2025: T——
o MDMAAPS:3O chedule © — controlied supstances
* Psilocybin APs = 26

* Total unique patients treated with MDMA = 87

* Total unique patients treated with psilocybin = 47

University

https://www.tga.gov.au/sites/default/files/authorised-prescriber-six-monthly-report-template.pdf



WORLD-FIRST DOWNSCHEDULING

CONCERNS

Rolled out too quickly — particularly in Aus context?
Inadequate monitoring, not harmonised?
Inadequate reporting, not public?

No working group or formal collaborative learning
process established?

Does not afford multisite best-practice development
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! Australian Government

“O%ges" Department of Health and Aged Care
Therapeutic Goods Administration

Access to MDMA (3,4-methylenedioxy-
methamphetamine) and psilocybin for
therapeutic purposes

Information for psychiatrist prescribers

Version 2.0, February 2023




WORLD-FIRST DOWNSCHEDULING = ===~

A to MDMA (3,4-methylenedioxy-
CO M FO RTS mﬁﬁ:;:hetaminé) an?isilségcginlc;g
th i
. Inf?ai?n%?iﬂgﬁoel:)rs,%zﬁ;?rist prescribers
*  Numerous guardrails - HREC, RANZCP, TGA, state

Gov, drug + therapy, AP/therapist training...

Version 2.0, February 2023

Opportunity to successfully treat greater number and

diversity of patients?
« Real-world implementation — develop best-practice, train
professionals, assess cost-effectiveness, etc? " V( |
+ May afford a ‘soft launch’: compared to drug approval, " ’
more barriers to entry, guardrails, caution, scrutiny... s
(and likely capacity development).’ '
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WORLD-FIRST DOWNSCHEDULING

”SBS»ON JEMAND Home TVShows Movies Live News Sport

Psychedelics: Stepping Into
The Unknown

Special, Documentary
1h15m 2024 English W (2] (cc] E:3

Dr Paul Liknaitzky, head of Australia's first clinical psychedelic laboratory, investigates if psychedelic-assisted therapy can effectively treat
General Anxiety Disorder in a two-year-long clinical trial.

Play
Psychedelics: Stepping Into The Unknown

Subtitles: BJ{FAL, 4ux, EHHY, $H104, Tiéng Viét, English (CC)
itry: Australia

e: Mature Themes, Coarse Language

@ Add to Favourites
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REGULATION:
TOOLS NOT
TREATMENTS




TOOLS NOT TREATMENTS
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TOOLS NOT TREATMENTS

« Addressing the ‘liability’ of psychotherapy for pharma R&D
 Psychedelics as tools, not treatments: a la anaesthetics
 Reframing Psychedelic Regulation:
* Product requlators can focus on ‘therapeutic states’ .
as endpoints (e.g., distress tolerance) _ E;t'egnce
* Practice regulators can focus on procedure (medical, ot creatnie e regulation: Tools, g
psychotherapeutic) D s Sk O oor oo’ LT
() |mp|ications: gb}rs::‘lc::‘g:la n frameworks for medicines struggle to address the com b n of pharmacological and psychothera-

psychedelic (hrapyW /e propose a more appropriate a dvantzgeous pproach may be turegulate
psychedelic drugs as therapeutic tools or adjuncts to psychotherapy, rather \:hnastreatm nts for specific mental diso

‘ , " " [ drs.DramgparaIIImenedwu w‘nhf'alnevarlous edical procedures (through induc gl ofsensaon
* Averts ‘race to the bottom’ in psychedelic practice PRt oo el e e A
drugs s to facil lutepyhorh npuu c treatment Rfmrn gpychedl regulation t oaccummudteﬂﬁ use woul Id
allow drug regulators to focus on relevant acut ugeﬁec\'s rather than chrapunccutc omes that result from complex

interactions between these effects and psyc uterap interventio e appropriate author mcould en regulate

° H the psychotherapy. This ppoachoouldl heemeg gtred psy hedl ic drug development that views psychother-
u p po r S es - p ra c I ce eve O p | I I e n apy as a strategic liability and seeks to de-emphasae or remove it to the potential detriment af safe and durable clinical

‘outcomes.

« Dramatically expands ‘addressable market’! SR, gt e bt

B9 MONASH Wolff, M., Gukasyan, N., Roseman, L., & Liknaitzky, P. (2025). Reframing psychedelic regulation: Tools, not

University treatments. Drug Science, Policy and Law, 11, 20503245251348272.




IMPLEMENTATION:
FIFO-PAT




KEY CHALLENGES FOR
PAT CLINICS

Expensive
Clinics few and far between
Protocols not adequately tailored

_imited continuity-of-care
Difficult to determine client suitability
Opportunity for durable outcomes can be missed

PSYCHEDELIC




THE FIFO-PAT APPROACH

o Cheaper
 Location-independent

M L k
THERAPY .l

J

e Tailored

 Preserves continuity-of-care
 Improves screening / suitability

* Potential for more durable outcomes?
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FIFO-PAT-201 OVERVIEW

45 v

Sekula

[

Puspanathan

Rationale: Distributed model of PAT in community may be more accessible
and beneficial

Design: Sequential, randomised, TAU-controlled trial

Intervention: Psilocybin-assisted psychotherapy with self-directed
extended integration adjuncts

Participants: 30 people with Major Depressive Disorder

Outcomes: Feasibility, safety, acceptability, preliminary efficacy:
| depression, 1 functioning
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FIFO-PAT-201
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TRANSLATIONAL R&D: BEYOND PRODUCTS

Developing modular, distributed system-level design for service quality: training, supervision,
protocols, infrastructure, monitoring, community, compliance, approvals...

@ Prescriber ) (_Treatmentroom > (o0 )
(__PAT Practitioner ) @R FsStorage ) @Sereening protocol )
(_PAT nurse/medico ) @ Wedicaton ) @RSk protocol )
C . . C ) (ExtdIntegration )
C 1) ('Medical equipment ) (__ Monitoring )
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TRANSLATIONAL R&D: BEYOND PRODUCTS

Developing modular, distributed system-level design for service quality: training, supervision,
protocols, infrastructure, monitoring, community, compliance, approvals...

(___ Prescriber ) (_Treatmentroom )  (__ PAT protocol )
(__PAT Practitioner ) (__ AV +storage ) ( Screening protocol )
(PAT nurse/medico ) (__Medicaton )  (__ Risk protocol )
(__PAT Training_ ) (__Drugstorage )  (CExtdIntegration )
C 1) (' Medical equipment ) (" Monitoring )
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TRANSLATION: BEYOND PRODUCTS

« Counterpoint to quality decay: Pharma R&D and regulation drifting
pharmaco-centric, constrained within standard care models/contexts

« System design and integration: Protect PAT-specific therapeutic
integrity while bridging into health services

 Dual mandate: Solve simultaneously for access and quality
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