
1

October 2025
ISCTM

Australian MDMA / 
Psilocybin Experience

Lessons Learned &
Regulatory Considerations

Dr. Michael Winlo MBBS(Hons), MBA
Executive Director & CSO Emyria



22

DISCLAIMER

The views expressed in this presentation are my own and do not represent those of the Therapeutic Goods 
Administration (TGA) or any other regulatory authority. This presentation discusses therapies that are 
currently unapproved and accessed under specific regulatory frameworks, such as the Authorised 
Prescriber and Special Access Schemes. No therapeutic claims are being made regarding the safety or 
efficacy of these treatments.

Conflicts of Interest:

I am the Executive Director and Chief Scientific Officer of Emyria, an Australian company involved in 
delivering and evaluating innovative mental health treatments, including those involving unapproved 
medicines. 

Purpose:

The content is intended for informational and academic purposes only and should not be interpreted as 
medical or regulatory advice.
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TALK OUTLINE: HOW AUSTRALIA CAN CONTRIBUTE TO REAL-WORLD LEARNING

1. Australia’s Authorised Prescriber framework provides controlled access to 
psychedelic-assisted therapy outside of trials, creating a unique “real-world 
testbed.”

1. Greater flexibility in patient selection, dosing, and treatment cycles offers 
insights not possible in conventional clinical trial protocols.

1. The regulatory focus is evolving from drug safety to psychotherapy delivery
and setting, reshaping what care protocols must capture.

These conditions present a rare opportunity for pre-competitive 
learning to inform Phase 3 trial design and system readiness.
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Australia’s Limited Access Pathways
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AUSTRALIA’S LIMITED ACCESS PATHWAYS | CONTROLLED PATIENT ACCESS OUTSIDE TRIALS

Special 
Access 

Scheme

Authorised
Prescriber

“Unapproved 
Goods”

● Must still be 
scheduled
appropriately
for prescription 
otherwise 
states can 
block access.

For individual patients

For ongoing use

Medical 
practitioner

Patient
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MDMA-Assisted Therapy

Psilocybin-Assisted Therapy

PSYCHEDELIC ACCESS VIA ‘AUTHORISED PRESCRIBER’, FOR TWO INDICATIONS ONLY

for PTSD

for
Depression
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Evolving Regulator Focus
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APPROVAL STEPS TO BECOME AN AUTHORISED PRESCRIBER

1

Fellow of the 
College Of 

Psychiatrists

2

Develop a Care 
Protocol

GMP Drug

Patient Selection

Use & Monitoring

Therapist Dyad 
Composition

Psychiatrist Experience

3

Ethics Approval

4

TGA Approval
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THE EVOLVING REGULATORY LANDSCAPE FOR PSYCHEDELICS
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THE EVOLVING REGULATORY LANDSCAPE FOR PSYCHEDELICS

Interest in product
● July 2023: Focus on 

prescriber qualifications, 
medication safety
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THE EVOLVING REGULATORY LANDSCAPE FOR PSYCHEDELICS

Interest in clinical 
practice

2024–2025: Greater 
emphasis on:
● psychotherapy, 

therapist training 
and qualifications, 
integration model.

● Facility standards 
and;

● Medication quality
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TGA’S THERAPY DYAD REQUIREMENT | A CONSTRAINT TO REAL-WORLD DELIVERY
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TGA IS CURRENTLY SEEKING INPUT ON SEVERAL KEY AREAS RE: THERAPY: (JULY 2025)

Areas of interest, not typical for drug regulators:

1. Prescriber Experience
a. Should AP psychiatrists have prior trial experience or formal supervision?
b. What alternative qualifications (if any) are appropriate?

1. Therapist (‘Dyad’) Qualifications
a. Should only psychiatrists and endorsed clinical psychologists lead sessions?
b. Should other AHPRA-registered therapists be considered?

1. Level of Oversight
a. Must AP psychiatrists be physically on-site for treatment?
b. If not, what constitutes appropriate clinical oversight?

1. Treatment Site Requirements
a. Can settings outside hospitals or day hospitals be approved?
b. What minimum clinical, safety, and geographic standards should apply?
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Flexibility in Real-World Practice
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EXAMPLE OF “REAL-WORLD” TREATMENT MODELS

Preparation Integrations

Dosing

~ x 2 for psilocybin (@ 10-45mg)

~ x 3 for MDMA (@80mg - 160mg)

Flexible “dosing blocks” (dose strength & # of cycles) 
inform protocol adaptation

Combination of “community” and “hospital” based settings

2-4 weeks
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SELECT DIFFERENCES BETWEEN PHASE 3 and REAL-WORLD MDMA-AT PROTOCOL

Permit more clinical risk (eg type 1 
diabetes, hyperthyroidism, and 
glaucoma) if the patient’s treating 
specialist approves.

“Catch-all” exclusions if AP decides

“Supplemental dose” may not be 
necessary

REAL-WORLD PROTOCOLEg. MAPP1

CLINICAL

OPERATIONAL

Tight list of 
inclusion/exclusion 
criteria

Fixed 48kg weight limit

“Supplemental dose” 
offered to everyone.

Stricter overnight 
monitoring  
requirements

Lighter fasting rule

More / less time between dose cycles



17

SELECT DIFFERENCES BETWEEN PHASE 3 and REAL-WORLD PSIL-AT PROTOCOL

Wider range of doses 
(10mg - 40mg)

Multiple dose sessions possible.

Must use two therapists.

REAL-WORLD PROTOCOLEg. COMP360

CLINICAL

Single dose of 25mg

Use of single “facilitator” 
as therapist in 
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Real-World Data & Insights
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PTSD PROGRAM | 6 MONTHS POST-TREATMENT | Symptom vs Patient Impression of Change
P

C
L

-5

P
G

I-
C

Baseline

Cycle 1 Cycle 2

Cycle 3

3M F/U

6M F/U
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MDMA-AT for PTSD | VARIABLE TREATMENT JOURNEYS
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MDMA-AT for PTSD | 6 MONTH FOLLOW-UP | PTSD Symptom IMPROVEMENT

Days from Baseline (mean per patient)

Average PCL-5 1 Scores by Visit (up to 6 months follow-up)

(as at August 1st, 2025)

Baseline End of 
1st Cycle

End of 
2nd 

Cycle

End of 
3rd Cycle

3 months after 
end of treatment

6 months after 
end of treatment

Patients continue to improve after active treatment has ended.

SOURCES: 
1. The PCL-5 is a self-administered, 20-item self-report tool 
used to measure PTSD symptoms according to diagnostic 
DSM-5 criteria (Diagnostic and Statistical Manual of Mental 
Disorders, 5th Edition).

62% no 
longer 
meet 

criteria 
for 

PTSD

0%
drop -

out
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SOURCES: 
1. The ReQoL is a patient-reported outcome measure covering 
domains such as wellbeing, functioning, and personal recovery, 
allowing patients to express how their mental health impacts their 
daily lives and overall quality of life.

MDMA-AT for PTSD | 6 MONTHS POST-TREATMENT | Quality of Life

Days from Baseline (mean per patient)

Average ReQoL 1 Scores by Visit (up to 6 months follow-
up)

(as at August 1st, 2025)

Baseline End of 1st 
Cycle

End of 
2nd 

Cycle

End of 
3rd 

Cycle

3 months after end of 
treatment

6 months after end of 
treatment

Patients maintain improvement after active treatment has ended.

Typical last treatment
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PTSD PROGRAM | 6 MONTHS POST-TREATMENT | Disability

Days from Baseline (mean per patient)

Average WHODAS Scores by Visit (up 
to 6 months follow-up)

Baseline End of 
1st 

Cycle

End of 
2nd 

Cycle

End of 
3rd 

Cycle

3 months after 
end of treatment

6 months after end of 
treatment

Typical last treatment
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PTSD PROGRAM | ADVERSE EVENT TRENDS
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Payer Engagement & Economic Relevance
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COST & COVERAGE

● Costs ~A$25–30k per patient (includes 12–15 therapy sessions)

● No standard pricing or MBS item codes = high out-of-pocket costs.

● Payers value safety oversight, real-world outcomes, and defined 
pricing.
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PAYER PRIORITIES DIFFER

● Private Health Insurance = Reduce Mental Health Related 
Hospitalisation (~40% readmission rate in Australia)

○ Medibank now funding MDMA-AT and PSIL-AT

● Workers’ Compensation = Return to Work success

● Government Payers = Improved clinical outcomes (eg. DVA, 
reduced suicide risk)
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Conclusions and Take-Aways
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INFORMING FUTURE CLINICAL TRIAL DESIGN

● The Australian model serves as a live testbed, linking clinical care, 
regulation, and payer engagement.

● Real-world data reveal variability, comorbidity, and functional 
recovery patterns that can refine trial methodologies.

● Payer interest is growing with future funding likely contingent on 
measurable clinical outcomes and ongoing cost-effectiveness.

● Collectively, these insights provide the global field with practical 
lessons to advance Phase 3 trials and prepare health systems for 
broader implementation of psychedelic-assisted therapies.
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