APPLICATION FOR HREC ENDORSEMENT TO BECOME AN AUTHORISED PRESCRIBER UNDER SECTION 19(5) OF THE THERAPEUTIC GOODS ACT 1989 for MDMA or Psilocybin
Application Guidance Document
This guidance outlines the information required for applications to the ACT Health HREC’s TGA Authorised Prescriber Sub-Committee (TGA APSC) seeking endorsement to prescribe MDMA or Psilocybin under the TGA Authorised Prescriber Scheme.
Applicants should also review current TGA guidance before applying:
· Becoming an Authorised Prescriber
· Prescribe MDMA or Psilocybin (Psychiatrists)
· MDMA and Psilocybin prescribing guidance
Key TGA Requirements (Summary)
· Must be a specialist Psychiatrist (AHPRA registered, RANZCP Fellow)
· Must obtain HREC endorsement before applying to the TGA
· May prescribe only for:
· MDMA – Post Traumatic Stress Disorder (PTSD)
· Psilocybin – Treatment-Resistant Depression (TRD)
· Must use an evidence-based clinical treatment protocol
· Must obtain informed consent, including that the product is unapproved
· Must comply with TGA reporting and State/Territory requirements
The information requested below may be provided across the following documents:
· TGA APSC - Authorised Prescriber (MDMA or Psilocybin) Application Form
· Clinical Treatment Protocol
· Patient Information Sheet
· Patient Consent Form
Applicants are not required to duplicate information across documents provided the information is clearly addressed within the submission package.
Clinical Treatment Protocol
The Clinical Treatment Protocol must be submitted as a standalone document and should not be incorporated into, or appended within, the Application Form. The Protocol should provide sufficient detail to allow the Committee to assess the proposed treatment model, patient safety measures, therapist roles and responsibilities, and clinical governance arrangements. Applicants are encouraged to following the Committee’s Protocol Template/Formatting Guide when preparing this document.
Applications are considered by the ACT Health HREC’s TGA Authorised Prescriber Sub-Committee (TGA APSC). The TGA APSC meets monthly from January to November. Meeting dates and submission deadlines are available on our website: Human Research Ethics Committee - ACT Government

Applications that do not meet the outlined criteria will not be endorsed. The Committee will determine whether the application meets the requirements for endorsement. If further information is required, formal feedback will be provided to the applicant. The Committee will also decide whether the applicant may provide a response out of session or whether a full resubmission is required for further consideration.  Outcomes and formal correspondence will be provided via email following each meeting.
Applicants are reminded that a fee-for-service model is used to recover costs associated with the work undertaken by the ACT Health HREC, its sub-committee’s and the Research Ethics and Governance Office (REGO). An invoice will be issued upon receipt of an application. Find our more about our fees here. 
If there are any questions during the application process, please contact the Canberra Health Services (CHS) Research Ethics and Governance Office (REGO) via email at ethics@act.gov.au.  
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	2. Administrative Documents

	Has the applicant submitted all required forms/documentation to support the application? 

	☐  Cover letter – On applicant’s letterhead, signed by applicant, detailing request and listing all attachments
☐  Current Curriculum Vitae,Good Clinical Practice (GCP) certificate and any other relevant training certifications (e.g. PAT training) 
☐  Completed TGA APSC Authorised Prescriber (MDMA or Psilocybin) application form, signed by the applicant as evidence of their involvement in preparation
☐  Clinical Treatment protocol
☐  Patient Information Sheet
☐  Patient Consent Form

	Applicants can access templates for some of the required documents.  Please refer to our website:  Human Research Ethics Committee - ACT Government
Use of Artificial Intelligence (AI) Tools
Applicants must disclose whether generative artificial intelligence (AI) tools were used in the preparation of any application documents, including the Application Form, Clinical Treatment Protocol, Patient Information Sheet or Consent Form. 
Where AI has been used, applicants should describe:
· The AI tool(s) used
· Which document(s) were assisted by AI
· The purpose for which AI was used (e.g. drafting, editing, formatting, summarisation)
· The extent of human review and verification undertaken
Applicants remain solely responsible for the accuracy, completeness, appropriateness and regulatory compliance of all submitted documents.

	3. Prescriber Qualifications

	Does the applicant meet the qualification requirements for becoming and Authorised Prescriber?

	☐  Registered as a specialist psychiatrist with the Medical Board of Australia
☐  Current AHPRA registered psychiatrist and RANZCP Fellowship
☐  Training in psychedelic-assisted psychotherapy (PAT) 
☐  Evidence of experience in PAT demonstrated through ONE of the following pathways:
☐  Direct involvement in the conduct of a clinical trial involving MDMA and/or Psilocybin treatment, OR
☐  Supervised practice in psychedelic-assisted psychotherapy under an experienced Authorised Prescriber
☐  Where supervision is relied upon, applicants must provide:
☐  Supervisor qualifications and experience
☐  Confirmation of Authorised Prescriber status or equivalent experience
☐  Scope and duration of supervision
☐  Competencies achieved
☐  How competency was assessed
☐  A supervision plan for the first 1-3 patients
☐  Evidence the supervisor has more than 5 years post-fellowship experience☐  Alternative evidence demonstrating equivalent experience in psychedelic-assisted psychotherapy (to be justified by the applicant) 

	4. Treatment Protocol

	Is the protocol of an acceptable standard?

	☐  Sufficient detail provided to support application
☐  Evidence of applicant’s involvement in preparation of Protocol
☐  Correct references and information relevant to product
☐  Protocol has undergone a comprehensive review for accuracy, completeness and consistency.
☐  Protocol submitted as a standalone document separate to the Application Form

	Has adequate information been provided regarding the treatment dyad, including qualifications, experience, and roles and responsibilities?

	☐  AP role and availability is clearly defined
☐  AP involvement and oversight during administration must be clearly defined, including availability on-site or immediately accessible
☐  The AP is responsible for conducting patient screening and obtaining informed consent directly
☐  The Protocol clearly defines the points at which the AP is directly involved, including screening, consent, and administration oversight
☐  Evidence of qualifications/registration/experience of treatment dyad (primary and secondary) 
☐  Supporting therapists are properly trained on evidence-informed protocols for psychedelic-assisted psychotherapy
☐  Therapy dyad includes at least ONE practitioner registered with an AHPRA National Board (e.g. Psychology Board, Medical Board, Nursing and Midwifery Board with relevant mental health experience, or Occupational Therapy Board)
☐   The practitioner’s scope of practice includes delivery of psychotherapy and is relevant to psychedelic‑assisted psychotherapy, supported by appropriate training and experience
☐  The AP has assessed and documented the qualifications, training and competence of ALL members of the therapy team (including non-registered practitioners, where applicable)
☐  Evidence is provided demonstrating that all therapists have appropriate training and experience in psychedelic-assisted psychotherapy 
☐  The AP accepts responsibility for determining the suitability of all additional practitioners involved in care
☐  Roles of treatment dyad in administration and monitoring (e.g. dosing, medical response)
☐  List of accountable persons and responsibilities when patient is under the influence of psychedelic agent
☐  Supervision plan
☐  After hours emergency and support procedures are clear and meet TGA requirements
Note: information regarding therapy team / treating dyad competency should be provided within the Clinical Treatment Protocol and relevant sections of the Application Form.

	Has the applicant provided sufficient clinical justification and evidence for the use of the unapproved product? 

	☐  Patients should generally have trialled standard approved treatments unless clinically inappropriate
☐  Supporting evidence from current literature and relevant clinical trials to justify the use of the unapproved product

	Has evidence been provided to assure the administration and monitoring of the treatment will take place in an appropriate location?

	☐  Location is a medically supervised environment appropriate for administration of Schedule 8 medicines (Note: this does not need to be an accredited hospital or day procedure centre)
☐  Evidence the site has equipment and trained personnel to manage clinical, psychological, and medical emergencies (including resuscitation capability)
☐  Evidence that rescue medications are immediately available and protocols are in place for adverse event management
☐  Secure storage and record keeping systems for Schedule 8 medicines are in place in accordance with Jurisdictional requirements
☐  The site is located within reasonable proximity to an accredited healthcare facility with an emergency department
☐  Documentation systems are in place to record treatment, consent and adverse events
☐  The AP is responsible for ensuring compliance with all relevant State and Territory regulatory requirements
☐  Location meets regulatory standards and clinical standards described in literature
☐  Treatment space has required essential equipment (e.g. bed/couch, bathroom, light control, fluids available)
☐  Treatment space meets required safety requirements (e.g. rescue medication, first aid, fire extinguisher)
☐  Dosing sessions occur in an appropriate, supervised clinical setting (not suitable for telehealth)

	Does the applicant provide detailed information regarding the product, including manufacturer/supplier, delivery handling and storage?

	☐  Active ingredient
☐  Supplier of product
☐  Licensed distributor / import licence
☐  Prescription and dispensing of product by licenced pharmacist
☐  Delivery handling and storage of drug (S8 licence at clinic)
☐  Clinician administering product (RN, Doctor)
☐  Return or overnight storage arrangements
☐  Meets all relevant state/territory/commonwealth legislative requirements

	Is the patient eligibility/screening/qualification process for the treatment consistent with TGA approved indication and consistent with existing literature?

	☐  Patient meets the TGA-specific eligibility criteria for access to the unapproved good 
☐  Eligibility screening process defined
Note: patient eligibility, inclusion and exclusion criteria should be clearly described within the Clinical Treatment Protocol.

	Is patient recruitment and preparation consistent with current recommended best practice?

	☐  Referral from primary care doctor and/or ability to seek independent second opinion
☐  Strategies to identify and mitigate both actual and perceived coercion have been clearly outlined
☐  Communication continued with primary care doctor or handover of care
☐  Pre-treatment consultation between patient and AP
☐  Psychoeducation and preparation for dosing sessions occurs
☐  Anxiety management strategies and strategies to monitor mental state and wellbeing are discussed
☐  Alteration of or withdrawal from existing therapy occurs prior to start of PAT
☐  Informed consent ability/procedure is clearly defined

	Does the protocol define the use and monitoring of the product and outline the treatment process?

	☐  Definition of specified indication
☐  Definition of concomitant medication
☐  Number of dosing sessions required
☐  Dose, frequency and timing of drug is consistent with existing literature
☐  Medical monitoring consistent with existing literature (i.e. BP, HR, Temp, pregnancy)
☐  Psychological integration and schedule are consistent with existing literature
☐  If more than one patient is treated simultaneously, AP’s role is clearly defined, and additional safety protocols are specified for emergencies should they occur
☐  Assessment of efficacy and outcome measures are addressed and consistent with existing literature
☐  Completion of therapy and follow-up
Committee Position on Group Therapy
The Committee does not currently support the inclusion of group therapy models within treatment protocols submitted under the Authorised Prescriber (AP) Scheme.
The Committee considers group psychedelic-assisted psychotherapy to represent a significant departure from established clinical trial models and notes that such approaches may introduce additional clinical, safety and governance considerations. Novel group-based approaches should be evaluated through appropriately designed and approved clinical trials rather than through the Authorised Prescriber Pathway

	5. Patient Information and Consent

	Are the Patient Information Sheet and Consent Form clear and understandable for a lay person (i.e. the patients and their associates)?

	Is it made clear to the patient that the TGA has not evaluated the unapproved therapeutic good’s safety, quality and efficacy?

	Are the efficacy and safety of the treatment and product clearly explained?

	☐  Any known/expected adverse effects
☐  Expectation of potential benefits and limitations outlined in a balanced manner
☐  Chance of success/failure or spectrum of efficacy
☐  Potential risks during and after dosing sessions outlined in a balanced manner, including:
       ☐  All known risks or emergencies observed in clinical trials (psychological and physical)
       ☐  All other known risks as observed in the community (psychological and physical)
       ☐  Justification for any current and future concerns in the community (both patient and the public)

	Are the rights and responsibilities of the patient clearly outlined?

	☐  Any legal restrictions for the patient following the treatment (e.g. ability to drive a car)
☐  Clarification of role of support person following treatment

	Is the cost of the treatment clearly outlined for the patient?

	☐  Upfront cost
☐  Out of pocket cost
☐  When and how is the patient provided with this information 

	Are the conditions for treatment withdrawal or termination clearly outlined?

	Is confidentiality and data safety clearly addressed for the patient?

	☐  Data usage for future research or secondary purposes (if applicable)
☐  Contribution of data in the Australian Interventional Pharmacotherapy and Psychedelic‑Assisted Psychotherapy Research Registry (AIPPAP‑RR) (if applicable)
☐  Video and audio recordings



image1.png
Canberra
Health
Services

ACT

Government





