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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:

| 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.



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
iInsights 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.



Australia’s Limited Access Pathways




AUSTRALIA'S LIMITED ACCESS PATHWAYS | CONTROLLED PATIENT ACCESS OUTSIDE TRIALS
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PSYCHEDELIC ACCESS VIA ‘AUTHORISED PRESCRIBER’, FOR TWO INDICATIONS ONLY
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From 1 July this year, medicines containing the psychedelic O
substances psilocybin and MDMA (3,4-methylenedioxy-
methamphetamine) can be prescribed by specifically authorised \
psychiatrists for the treatment of certain mental health \_
conditions. N
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Evolving Regulator Focus
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THE EVOLVING REGULATORY LANDSCAPE FOR PSYCHEDELICS

Y, Australian Gevernment

* #" Department of Health and Aged Care
Therapeutic Goods Administration

Checklist for prescribing psychiatrists of
MDMA and psilocybine

This checklist summarises key obligations for psychiatrists applying to access MDMA and psilocybine under
the Authorised Prescriber (AP) scheme.
For full details of the Authorised Prescriber scheme requirements summarised in this document, please

review the Authorised Prescriber Scheme guidance for medical practitioners and the Accessing MDMA (3,4-
mett I ) and psil ine as a psychiatrist.

Note 1: This information is provided for guidance only and does not address every aspect
of the relevant legislation. Independent legal advice should be sought to ensure that all
legislative requirements are met.

Note 2: A separate Human Research Ethics Committee (HREC) and AP submission is
required for MDMA and psilocybine.

1 I Prescriber qualifications | Check
Provide evid you are regi asa psychiatrist with the Medical l:l
Board of Australia.

(d) Product

Active ingredient, strength, dosage form, trade name, manufacturer/sponsor
details.

Access and storage.

(i) Products other than pharmaceutical grade psilocybine and MDMA will not
be approved by the TGA.

(ii) Products manufactured at Good Manufacturing Practice (GMP) licenced
sites strongly preferred.

(iiiy Declare products conform with the relevant Therapeutic Goods Order

(see: Complying with the guality requirements for MDMA and psilocybine).

(iv) Extracts of mushrooms will not be approved.

(e) Use and monitoring

Definition of the specified indication, concomitant medications, number of dose
sessions required, rescue ications, of efficacy, of

outcome measures, completion of therapy and follow up.

(f) Efficacy and safety

Any known/expected adverse effects, risks including but not limited to how patient
vulnerability will be managed, safety measures and related toxicology.

Treatment protocol Check

(]

Treatment protocols are required for both the HREC application and the TGA Authorised Prescriber
application. Aspects of the treatment protocol are likely to be very similar to the protocols that have
been used in Australia and internationally in clinical trials of these substances. To include but not
limited to:

(a) Medical practitioner details |:|
The psychiatrist should provide evidence of specific clinical experience and

training applicable to the proposed use of the product

(b) Practice location I:I

Evidence the psychiatrist will conduct administration and monitoring of the
treatment in an appropriate supervised environment (i.e. accredited facility, either
day hospital or inpatient setting).

(g) Participant selection

Screening for eligibility, inclusion and exclusion criteria and patient withdrawal
process.

(h) Consent process (please attach consent form with the clinical protocol)

Details of the consent process, the purpose of the treatment and what is involved,
the medical risks involved with the drug and in using an unapproved drug,
psychological risks and physical risks during the session.

(i) Psychotherapy

Psychoeducation and preparation for the dose sessions, anxiety
management strategies, strategies to monitor mental state and wellbeing,
supporting staff management.

(c) Clinical justification and evidence for use of the unapproved product [:I
10} Consideration of Australian Register of Therapeutic Goods (ARTG)
registered products: psychiatrists must specify that only patients who have
unsuccessfully trialled ARTG registered products for the indication will be
considered for treatment.
(i) Evidence: to support the use of the unapproved product for the intended
indication along with sources of evidence to support the use of the
unapproved good (i.e. RCTs)

(e) Supporting clinical therapists

Supporting therapists are expected to be properly trained on evidence-informed
protocols for psychedelic-assisted psychotherapy and should hold general
registration with the Psychology Board of Australia and an endorsement in the
area of practice of clinical psychology or equivalent.

Obtain HREC approval

Check

Approval from a HREC registered with the National Health and Medical
Research Council (NHMRC).

4

Submit an AP application
() HREC approval and clinical protocel documentation are required for
submission of the AP application.

(b) Submit application through the SAS & Authorised Prascriber Online
System, Information on using the online portal system can be found in the
SAS & Authorised Prescriber Scheme Online system quidance document

‘Other considerations

Check

(a) Onea approved it is the respansibility of the AP or a pharmacist acting on

their behalf to contact the product sponsor/supplier to amange
. The spansor of the TGA approval
latier to release the stock.

(b} MDMA and psilocybine are included in Schedule 4 of the Customs
(Prohitited Imports) Regulations 1956. Importers must ensure they obtain
the necassary licance andior permission from the Office of Drug Conirol
{ODC) prior ta imporiing the product, ODC can be contacted via email at
ncs@healih. gov.au

(c) The psychiatristipharmacist must comply with state or territory laws
around access/parmils in relation o these substances. Stateflerritory
depariments should be contacted directly for further information an these
reguirements.

(d) APs must report the number of patients ireated to tha TGA every &
manths (1 January to 30 June and 1 July to 31 December within ane
manth of that period ending). AP 6 monthly reports can be easily
‘submitied using the SAS 8 Authorised Prescriber Onling System

O 0O O




THE EVOLVING REGULATORY LANDSCAPE FOR PSYCHEDELICS

Y, Australian Gevernment
¥ Department of Health and Aged Care
Therapeutic Goods Administration

Checklist for prescribing psychiatrists of
MDMA and psilocybine

This checklist summarises key obligations for psychiatrists applying to access MDMA and psilocybine under
the Authorised Prescriber (AP) scheme.

For full details of the Authorised Prescriber scheme requirements summarised in this document, please

review the Authorised Prescriber Scheme guidance for medical pr

mett

and the Accessing MDMA (3.4-

(d) Product

Active ingredient, strength, dosage form, trade name, manufacturer/sponsor
details.

Access and storage.

(i) Products other than pharmaceutical grade psilocybine and MDMA will not
be approved by the TGA.

(ii) Products manufactured at Good Manufacturing Practice (GMP) licenced
sites strongly preferred.

(i) Declare products conform with the relevant Therapeutic Goods Order

(see: Complying with the guality requirements for MDMA and psilocybine).

(iv) Extracts of mushrooms will not be approved.

) and bine as a psychiatrist.

i

Note 1: This information is provided for guidance only and does not address every aspect
of the relevant legislation. Independent legal advice should be sought to ensure that all
legislative requirements are met.

Note 2: A separate Human Research Ethics Committee (HREC) and AP submission is
required for MDMA and psilocybine.

(e) Use and monitoring

Definition of the specified indication, concomitant medications, number
sessions required, rescue ications, of efficacy,
outcome measures, completion of therapy and follow up.

(f) Efficacy and safety

Any known/expected adverse effects, risks including but not limited to how patient
vulnerability will be managed, safety measures and related toxicology.

1 I Prescriber qualifications | Check
Provide evid you are regi asa psychiatrist with the Medical l:l
Board of Australia.

2 | Treatment protocol Check

Treatment protocols are required for both the HREC application and the TGA Authorised Prescriber
application. Aspects of the treatment protocol are likely to be very similar to the protocols that have
been used in Australia and internationally in clinical trials of these substances. To include but not
limited to:

(a) Medical practitioner details |:|
The psychiatrist should provide evidence of specific clinical experience and

training applicable to the proposed use of the product

(b) Practice location I:I

Evidence the psychiatrist will conduct administration and monitoring of the
treatment in an appropriate supervised environment (i.e. accredited facility, either
day hospital or inpatient setting).

(g) Participant selection

Screening for eligibility, inclusion and exclusion criteria and patient withdrawal
process.

(h) Consent process (please attach consent form with the clinical protocol)

Details of the consent process, the purpose of the treatment and what is involved,
the medical risks involved with the drug and in using an unapproved drug,
psychological risks and physical risks during the session.

(i) Psychotherapy

Psychoeducation and preparation for the dose sessions, anxiety
management strategies, strategies to monitor mental state and wellbeing,
supporting staff management.

(c) Clinical justification and evidence for use of the unapproved product [:I
10} Consideration of Australian Register of Therapeutic Goods (ARTG)
registered products: psychiatrists must specify that only patients who have
unsuccessfully trialled ARTG registered products for the indication will be
considered for treatment.
(i) Evidence: to support the use of the unapproved product for the intended
indication along with sources of evidence to support the use of the
unapproved good (i.e. RCTs)

(e) Supporting clinical therapists

Supporting therapists are expected to be properly trained on evidence-informed
protocols for psychedelic-assisted psychotherapy and should hold general
registration with the Psychology Board of Australia and an endorsement in the
area of practice of clinical psychology or equivalent.

Obtain HREC approval

Check

Approval from a HREC registered with the National Health and Medical
Research Council (NHMRC).

4

Submit an AP application |
(a) HREC approval and clinical protocol documentation are required for
submission of tha AP application,

(b) Submit application through the SAS & Authorised Prascriber Online
System, Information on using the online portal system can be found in the
SAS & Authorised Prescriber Scheme Online system quidance document

Other considerations |

Check

(a) Onea approved it is the respansibility of the AP or a pharmacist acting on

their behalf to contact the product sponsor/supplier to amange
. The spansor of the TGA approval
latier to release the stock.

(b} MDMA and psilocybine are included in Schedule 4 of the Customs
(Prohitited Imports) Regulations 1956. Importers must ensure they obtain
the necassary licance andior permission from the Office of Drug Conirol
{ODC) prior ta imporiing the product, ODC can be contacted via email at
ncs@healih. gov.au

(c) The psychiatristipharmacist must comply with state or territory laws
around access/parmils in relation o these substances. Stateflerritory
depariments should be contacted directly for further information an these
reguirements.

(d) APs must report the number of patients ireated to tha TGA every &
manths (1 January to 30 June and 1 July to 31 December within ane
manth of that period ending). AP 6 monthly reports can be easily
‘submitied using the SAS 8 Authorised Prescriber Onling System
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THE EVOLVING REGULATORY LANDSCAPE FOR PSYCHEDELICS

(d) Product D 4 Submitan AP application | check
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TGA'S THERAPY DYAD REQUIREMENT | A CONSTRAINT TO REAL-WORLD DELIVERY

The TGA expects that the HREC reviewing the treatment protocols would consider the training and
experience of all staff involved in the treatment. It is likely that a minimum standard of training of others
involved in patient oversight would be that of clinical psychologists who hold general registration with the
Psychology Board of Australia and an endorsement in the area of practice of clinical psychology or
equivalent. The protocol should include details of the informed consent obtained, including consideration
of the risks associated with these treatments.




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?



Flexibility in Real-World Practice



EXAMPLE OF “REAL-WORLD” TREATMENT MODELS

2-4 weeks

_____________________________

| Dosing

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

Integrations

—— Preparation —

ﬁ ﬁ ~ X 3 for MDMA (@80mg - 160mg)

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

Combination of “community” and “hospital” based settings




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

Eg. MAPPI

REAL-WORLD PROTOCOL

CLINICAL

Tight list of
inclusion/exclusion
criteria

Fixed 48kg weight limit

“‘Supplemental dose”
offered to everyone.

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

OPERATIONAL

Stricter overnight
monitoring
requirements

Lighter fasting rule

More / less time between dose cycles



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

Eg. COMP360

REAL-WORLD PROTOCOL

CLINICAL

Single dose of 25mg

Use of single “facilitator”
as therapist in

Wider range of doses
(10Mg - 40mg)

Multiple dose sessions possible.

Must use two therapists.



Real-World Data & Insights



PTSD PROGRAM | 6 MONTHS POST-TREATMENT | Symptom vs Patient Impression of Change
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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

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

(as at August Ist, 2025)
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MDMA-AT for PTSD | 6 MONTHS POST-TREATMENT | Quality of Life
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PTSD PROGRAM | 6 MONTHS POST-TREATMENT | Disability
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PTSD PROGRAM | ADVERSE EVENT TRENDS
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Payer Engagement & Economic Relevance



COST & COVERAGE

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

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

e Payersvalue safety oversight, real-world outcomes, and defined
pricing.



PAYER PRIORITIES DIFFER

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

o Medibank now funding MDMA-AT and PS|L-AT

e Workers' Compensation = Return to Work success

e Government Payers = Improved clinical outcomes (eg. DVA,
reduced suicide risk)




Conclusions and Take-Aways



INFORMING FUTURE CLINICAL TRIAL DESIGN

e 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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