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Introduction: Psychedelic therapies have rapidly emerged as potential treatments for complex mental health disorders, creating an urgent need for evidence-based clinical guidelines as regulations evolve and more clinical trial evidence becomes available.
Aims: To describe the development and implementation of clinical practice guidelines for psychedelic therapies and approaches to bridging the evidence-to-practice gap to support appropriate, patient-focused care.
Methods: The Australian Clinical Practice Guideline for the Appropriate Use of MDMA-assisted Psychotherapy (MDMA-AP) for Post-Traumatic Stress Disorder (PTSD) was developed using the GRADE Evidence-to-Decision framework. Gaps in evidence on safety and efficacy from clinical trials were supplemented through qualitative interviews with clinicians, researchers, and lived experience representatives who had real-world experience. Recommendations were formulated through multidisciplinary expert consensus and informed by broader Interest-holder consultation.
Results: The Guideline systematically integrated clinical trial evidence and lived experience data into recommendations for clinical practice. Evidence from clinical trials was of very low certainty and was considered alongside the importance of access to an emerging treatment, acceptability, feasibility, and the resource and equity implications of delivering MDMA-AP within the Australian context. The final recommendation outlines the conditions under which MDMA-AP may (or may not) be considered for the treatment of PTSD outside of clinical trials. A companion guide, co-designed with people with lived experience and clinicians, has been developed to support implementation.
Discussion: The Guideline demonstrates a structured approach to translating emerging, low-certainty evidence into clinical recommendations by integrating lived experience perspectives and multidisciplinary consensus to support decision-making within an evolving clinical and research landscape.

