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The work I am presenting
was conducted on the lands
of the Wurundjeri people of
the Kulin nation.

I wish to acknowledge them
as the Traditional Owners,
and to pay my respects to
their Elders, past and
present.

This land was never ceded.
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Disclosures, disclaimers & perspectives

• Addiction psychiatrist & researcher

• Supported by a NHMRC Emerging Leader fellowship 
(GNT2008173) in methamphetamine use and 
trauma/PTSD

• CI and site PI on a MRFF-sponsored multisite study of 
MDMA for PTSD/ Alcohol Use Disorder (MPATHY)

• CI on an Eastern Health Foundation grant on the PANDA 
pilot study- Psilocybin assisted treatment for Alcohol and 
Depression 

• Member of the RANZCP Psychedelic Assisted Therapy 
Steering Committee 
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Integrated care

• Over 2 in 3 service users in AOD settings 
have a previous MH diagnosis; 
nearly 1 in 2 people seeking care in MH 
services have a co-occurring AOD 
problem

www.hamiltoncentre.org.au
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Integrated care

• Presence of both problems
• Complicates and impedes recovery 

from both 
• Pressing need for holistic approaches to 

treatment that acknowledge and actively 
treat both problems 

• For many people, substance use is a 
solution an underlying problem

• Attractiveness of integrated treatment 
approaches; and transdiagnostic
treatments that address underlying 
challenges (e.g., trauma/ PTSD)
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Integrated care & psychedelics 

• Transdiagnostic approaches
• Addressing core constructs or 

mechanisms of change

• Neurotransmitter systems that underpin 
both substance use and 
mental health challenges
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background psychedelics & PAT
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What are psychedelics?
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What are 
psychedelics?
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Gregorio et al. https://www.jneurosci.org/content/41/5/891
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MDMA

• MDMA
• Not a ‘classic’ psychedelic
• Actions at 5-HT transporter

(SERT)
• Also blocks DAT (dopamine), and 

promotes release of oxytocin
• ‘Entactogen’, ‘empathogen’
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What is psychedelic assisted 
psychotherapy?

• Crux of the model is 
that this is 
psychotherapy with 
the *addition* of a 
medicine that may 
enhance therapeutic 
process

• Used in 2-3 session 
dosing rather than 
continual/ 
maintenance model
(e.g. antidepressant 
medication)
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How might psychedelics work?

Kelly, J. R., et al (2021). Frontiers in Psychiatry, 12, 800072.
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MDMA-AT for PTSD: How might it work?

Catalysing therapy
• Fear extinction learning, memory 

consolidation; enhancing learning
• BDNF- mediated?

• Openness
• Self-experience

• Self compassion
• Promoting therapeutic alliance

Luoma et al 2021; van der Kolk et al 2024; Basedow et al 2024 
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Potential memory mechanisms

Feduccia et al 2018 
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van der Kolk et al 2024
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context Australian implementation



www.turningpoint.org.au

A sequence of events in Australia…

• Oct 2022 initial TGA decision

• Feb 2023 change in TGA decision, with 1 July 
timeline for implementation 

A close up of a sign

Description automatically generated

https://www.abc.net.au/news/2023-03-18/psychedelic-charity-accused-lobbying-tga-mdma-psilocybin/102103782
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Where are we now?

• Authorised
prescriber 
pathway since 
1 July 2023 for 
psychiatrists
- psilocybin 
(TRD)
- MDMA (PTSD)

• RANZCP Clinical 
Memoranda and 
guide

• TGA Guide

https://www.ranzcp.org/clinical-guidelines-publications/in-focus-topics/psychedelics/psychedelics-faqs
https://www.ranzcp.org/clinical-guidelines-publications/in-focus-topics/psychedelics/psychedelics-faqs
https://www.ranzcp.org/clinical-guidelines-publications/in-focus-topics/psychedelics/psychedelics-faqs
https://www.ranzcp.org/clinical-guidelines-publications/in-focus-topics/psychedelics/psychedelics-faqs
https://www.tga.gov.au/products/unapproved-therapeutic-goods/mdma-and-psilocybin
https://www.tga.gov.au/products/unapproved-therapeutic-goods/mdma-and-psilocybin
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Where are we now?

• Several private clinics across Australia
Metropolitan settings 
(Melbourne, Sydney; Perth)
Model varies – mostly 1-2 dosing sessions in a 
package of assessments & 4-6 sessions of therapy

• Several clinical trials across Australia
Indications include generalized anxiety disorder, 
PTSD, treatment-resistant depression, autism 
spectrum disorder, eating disorder 
e.g., 4 ANZCTR registered RCTs of MDMA 
e.g., 8 ANZCTR registered RCTs of psilocybin
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Where are we now?

• Consumer 
preferences, 
perceptions and 
attitudes
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Where are we now?

• Clinician 
perceptions and
attitudes 
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Where are we now?

• Policymaker and stakeholder views
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research challenges
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Challenges

• Blinding
• 90% of 

participants in 
recent trials 
guessed their 
treatment 
allocation

• Expectancy effects
• Generalisability- less 

than 10% of screened 
participants make it 
on to these trials
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research effectiveness
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Mental Health

• Psilocybin for treatment resistant 
depression
• Several meta-analyses

• 7-10 completed RCTs 
(approx. <500 patients)

• All with major caveats, moderate risk 
of bias – meaning low certainty of 
evidence

• Evidence to date in favour of 
psilocybin; limited medium to longer 
term data 

• Metaxa and Clarke. BMJ 2024. https://doi.org/10.1136/bmj.r111
• Menon et al. Acta Psychiatrica Scandanavica 2025. 

https://doi.org/10.1111/acps.13778

https://doi.org/10.1136/bmj.r111
https://doi.org/10.1111/acps.13778


Athina-Marina Metaxa, and Mike Clarke BMJ 2024;385:bmj-

2023-078084©2024 by British Medical Journal Publishing Group
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Mental Health

• MDMA for PTSD
• Several systematic reviews & meta-analyses

Yong et al 2025 ANZJP review of meta-analyses

https://doi.org/10.1177/00048674251315642
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MDMA - PTSD
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Substance Use Disorder

• Much less evidence
• People with 

SUD often excluded
from MH trials

• Uncontrolled studies, self-reports from self-
experience and non-medicalized settings 
(which may not be transferable)

• Trials for specific SUD indications include
- psilocybin for alcohol use disorder
- ketamine for alcohol use disorder
- psilocybin pilot for methamphetamine use 
disorder
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Bogenschutz (2022) Psilocybin for AUD
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Integrated care

• No completed studies so far
• Promising indications include

- alcohol use disorder + PTSD
- alcohol use disorder + depression
- methamphetamine + depression 

• Major gap in research
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MPATHY study

Lead investigator: 
Kirsten Morley
University of Sydney

PI (Sydney): Paul Haber
PI (Melbourne): Shalini Arunogiri

Investigators: 
Kath Mills, Maree Teesson, Dan Lubman, Andrew Baillie, Alyssa Morse, Yong Yi Lee, Sudie Back
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MPATHY

• Evidence based 
integrated trauma-
focused psychotherapy 
based on prolonged 
exposure (COPE) and 
relapse prevention

• Addition of MDMA 
(x 2 dosing sessions)

• Total of 14 sessions of 
psychotherapy, incl. 2 
MDMA dosing & 
integration sessions

• Primary outcome PTSD 
severity;
Secondary outcome 
AUD severity
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research safety & adverse effects
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Is it safe?

• Current studies have been conducted in 
very selective clinical trial populations, 
and largely in psilocybin and MDMA 
(much less data on other psychedelics)

• Registry and TGA data during this roll 
out will be critical to informing a safety 
signal in a general (non-clinical trial) 
population
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research gaps
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Gaps in research evidence

• Major gaps and 
limitations in existing 
evidence
• Very little to no 

evidence in 
Australian context 
to date 
(but several trials currently 
in planning or underway)
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Gaps in research evidence

• Major challenge in 
providing informed 
consent whilst gaps in 
evidence remain

• Safety; long term 
follow-up data

• Challenges in 
implementation 

• Current model may not 
be widely 
implementable or 
accessible
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Implementation & Integration

Integration as a task of 
making sense, making 
meaning, and applying 
insights 

Implementation as a 
process of evidence 
gathering, perspective 
taking, and application 
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Thank you 
for listening

Shalini.Arunogiri@monash.edu

Thanks to our Melbourne mpathy team
Dan Lubman, Daniel Pham, Sarah 
Catchlove, Liron van Heerden, Taya 
Grainger, Emily Bove, Anna Bough, Trudi 
Mckenzie, Temika Mu, Michelle Sharkey, 
Vicky Phan, Christina Ngo-Nguyen, 
Adam Milne 

and to Kirsten Morley, Paul Haber, 
Katherine Mills, Sudie Back

mailto:Shalini.Arunogiri@monash.edu
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