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Clinical Treatment Protocol Template Guide
The following headings and sub-headings are provided as a suggested structure only. Applicants may use an alternative format, provided all relevant information is clearly presented and can be readily assessed by the Committee. The template is intended to promote consistency, completeness and ease of review, and does not prescribe a particular clinical model or treatment approach.

1. Protocol Overview
1.1 Protocol Title
1.2 Version Control
1.3 Author(s)
2. Introduction and Rationale
2.1 Background
2.2 Clinical Justification
2.3 Supporting Evidence
2.4 Therapeutic Goods Covered by this Protocol
3. Treatment Team
3.1 Authorised Prescriber
3.2 Therapy Dyad
3.3 Other Members of the Clinical Team
3.4 Roles and Responsibilities
3.5 Training, Qualifications and Experience
3.6 Supervision Arrangements
4. Treatment Setting
4.1 Treatment Location
4.2 Clinical Environment
4.3 Emergency Equipment and Procedures
4.4 After-Hours Support and Emergency Management
4.5 Storage and Security of Schedule 8 Medicines
5. Patient Selection
5.1 Indication
5.2 Inclusion Criteria
5.3 Exclusion Criteria
5.4 Referral Pathways
5.5 Screening and Assessment Process
6. Consent Process
6.1 Patient Information
6.2 Informed Consent
6.3 Ongoing Consent
7. Treatment Procedures
7.1 Patient Preparation
7.2 Dosing Sessions
7.3 Monitoring During Dosing
7.4 Management of Adverse Events
7.5 Integration Sessions
7.6 Completion of Treatment
8. Product Information
8.1 Product Description
8.2 Supplier
8.3 Prescribing and Dispensing Arrangements
8.4 Storage, Handling and Accountability
9. Concomitant Medications and Other Therapies
9.1 Permitted Medications
9.2 Restricted or Prohibited Medications
9.3 Management of Existing Treatments
10. Outcome Assessment and Follow-Up
10.1 Clinical Outcome Measures
10.2 Safety Monitoring
10.3 Follow-Up Schedule
10.4 Treatment Withdrawal or Discontinuation
11. Record Keeping and Confidentiality
11.1 Clinical Records
11.2 Privacy and Confidentiality
11.3 Audio or Video Recording (if applicable)
12. References
Note: Information regarding the Authorised Prescriber, treatment dyad, supervision arrangements, treatment setting, emergency procedures, patient eligibility criteria, product handling and treatment procedures should be addressed within the Clinical Treatment Protocol. Applicants are not required to duplicate information elsewhere within the application package where these matters are adequately described in the Protocol.
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