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TREATING GAD

TRAINING THERAPISTS

REDUCING POLARISATION



PsiGAD1
Safety and efficacy of psilocybin-assisted psychotherapy 
for Generalised Anxiety Disorder: a randomised 
quadruple-blind active-placebo-controlled trial

PsiGAD1 Trial



PsiGAD1 TRIAL BASICS
• World-first psilocybin-AT trial for a primary anxiety condition
• Sponsor: Monash University (IIT)
• Funder: Incannex Healthcare Ltd 
• ANZCTR number: 12621001358831; pre-registered Statistical Analysis Plan: osf.io/m24ag
• FPFV: May 2022; LPLV: Dec 2023 (Main); Feb 2024 (OLE)

• Participants: Severe GAD, n=73

• Design: quadruple-blind, randomized active-placebo-controlled trial with open-label extension 
[psilocybin vs diphenhydramine]

PsiGAD1 Trial



INTERVENTION

• 9x 1.5hr therapy sessions
• 2x psilocybin sessions 

(25mg and 30mg)
• 2x highly qualified and experienced 

psychedelic-trained therapists
• Therapist consistency through course of treatment (with rare exceptions)
• ‘Set-setting’ psychotherapy (including ‘limited best care’ approach) 

PsiGAD1 Trial



Determine whether a brief psilocybin-assisted psychotherapy program:
• is superior to active placebo-assisted psychotherapy in decreasing 

symptoms of GAD [efficacy]
• is safe, in terms of serious adverse events, adverse events and 

suicidality [safety]
• is tolerable, in terms of retention [tolerability]

KEY OBJECTIVES

PsiGAD1 Trial



PARTICIPANTS

HAM-A scoring thresholds 
• Mild Anxiety: 0-17
• Mild to Moderate Anxiety: 18-24
• Moderate to Severe Anxiety: 25-30

PsiGAD1 Trial
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PRIMARY EFFICACY RESULTS

Between-group effect size: 
Cohen’s d = 0.95, p < 0.0001

Within-group – pre-post effect 
size: Cohen’s d = 1.44

Translation: very large clinical 
effect, highly significant.

PsiGAD1 Trial



PRIMARY EFFICACY RESULTS

PsiGAD1 Trial



EFFICACY RESULTS

Response = clinically substantial 
reduction (HAM-A ≥50% of baseline)

Remission = anxiety-free, or normal 
levels (HAM-A ≤7)

43%

27%

10%
5%

PsiGAD1 Trial



SAFETY RESULTS

Note: total number of events  |  total number participants  |  (% participants)

PsiGAD1 Trial



SAFETY RESULTS

Note: total number of events  |  total number participants  |  (% participants)
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SECONDARY EFFICACY RESULTS

PsiGAD1 Trial



DURABLE EFFICACY RESULTS

PsiGAD1 Trial



PSIGAD1 SUMMARY
• Single site; investigator designed, initiated, and run; cohesive team.

• Well-controlled trial, highly-trained therapists (including Monash Psilocybin Therapist 
Study), pre-registered Statistical Analysis Plan.

• Compared to placebo, psilocybin showed large and highly significant reduction in 
anxiety at primary endpoint, which endured to at least 23 weeks.

• No SAEs, no severe AEs, one withdrawal.

• Compared to placebo, psilocybin showed large and significant improvements across 
multiple secondary clinical measures.

PsiGAD1 Trial
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MPTS
Monash Psilocybin Therapist Study

MPTS Study



RATIONALE – PRECEDENT, DEMAND, OPINION

1. Therapists say it's useful: Anecdote and early reports: Attunement? 
Participant trust? Adequate informed consent?

2. Patients want it: Mturk sample indicates preference for ‘guide’ to 
have had prior psilocybin experience1

3. Its common: eg 88% of sample of contemporary trial therapists2; 
indigenous psychedelic shamanism3

4. There’s precedent: Spring Grove; MAPS; TheraPsil.

1) Earleywine, M., et al. (2023). Journal of Psychoactive Drugs, 55(1), 51-61. 
2) Aday, J. S., et al. (2023). Psychedelic Medicine, 1(1), 27-37.

3) Winkleman, M. (2010).Journal for the Study of Religion, Nature and Culture, 3(4), 458–489. 

PSYCHEDELIC-ASSISTED TRAINING

MPTS Study



RATIONALE - METAPHOR

PSYCHEDELIC-ASSISTED TRAINING

Prescriber Midwife Tour GuideGround control

EssentialUnimportant

MPTS Study

The value of first-person experience?



RATIONALE – INFERENTIAL

1. Therapist competencies: empathise, attune, provide useful support, 
engender trust and safety, build alliance… with client + their situation

2. The psychedelic situation: ineffable, inconceivable, profoundly ‘different’, 
and central in PAT (i.e., important information is non-transferable)

3. The conjecture: For PAT, the development of (1) may benefit from 
exposure to (2) 

PSYCHEDELIC-ASSISTED TRAINING

MPTS Study



MONASH PSILOCYBIN THERAPIST STUDY
• World-first study approval to test psilocybin as therapist training tool
• Two purposes: therapist exposure + initial (“practice”) therapist session with 

healthy participant
• Key Questions: 

• Safety, feasibility, benefits and harms 
(personal, professional)?

• Methods of use?
• Attitudes of clinical participants?

MPTS Study



Selection
• Qualified and experienced MH clinicians (>Masters MH; >1000 clinical 

hours; experience with GAD; membership in good standing with peak 
body; interview… )

Training and Supervision
• 3 months: online (50hrs); in-person (7 full days): no fees
• Optional participation in Psilocybin Therapist Study
• Supervision for duration of clinical trial

THERAPIST TRAINING FOR PsiGAD1
Supported by experts from:

MPTS Study



STUDY TIMELINE

1x preparation
1x 25mg psilocybin
1x integration
2x therapists

MPTS Study



PARTICIPANT CHARACTERISTICS

Variable N % Mean SD
Age 42.8 11.5
Gender: Woman 5 35.7
Gender: Man 9 64.3
Relationship: current long-term 12 85.7
Ethnic/cultural: Non-indigenous Australian 9 64.3
Ethnic/cultural: Non-Australian 5 35.7
Employment: full time 7 50.0
Highest education: postgraduate 13 92.9
Years mental health practice 14.1 9.2
Lifetime psychedelic use - Yes 9 64.3

• n=14 (therapists working on PsiGAD1 clinical trial)
• Not all therapists participated

MPTS Study



ACUTE EFFECTS
mDEQ1

1) Morean,et al. (2013). Psychopharmacology, 227, 177-192. MPTS Study



KEY OUTCOMES

No SAEs, no severe AEs

No withdrawals

0 20 40 60 80 100

Professionally beneficial
Professionally harmful

Personally beneficial
Personally harmful

Mean (SD)

– “It was a pivotal moment for me professionally and personally”
– “Profoundly improved my understanding of the work”

MPTS Study



KEY OUTCOMES

No SAEs, no severe AEs

No withdrawals

0 20 40 60 80 100

Professionally beneficial
Professionally harmful

Personally beneficial
Personally harmful

Mean (SD)

– “…having such a radically altered state experience in the middle of a busy 
life knocked me out of rhythm. This is not harmful, but is challenging”

MPTS Study



OUTCOMES – REPORTED CHANGES

-3 -2 -1 0 1 2 3

Empathy
Alliance

PAT Motivation
Confidence
Attunement

Self-awareness
Personal wellbeing

Care/sympathy

Mean (SD)

MPTS Study



OUTCOMES – RATED VALUE
Therapist-rated necessity and sufficiency for training already qualified mental healthcare 
workers

(Count)

MPTS Study



OUTCOMES – RATED VALUE
Clinical (GAD) Participants’ rated importance and necessity for training therapists

MPTS Study



KEY FINDINGS

• First case-series evidence for the use of high dose psilocybin with 
support as a safe and valuable therapist training tool

• Strong support from patient/client community

• Needs to be embedded within broader PAT training

• Method of use developed – added emphasis on
‘personal’ sessions; ‘authentic’ relationships; 
‘professional’ systems

MPTS Study

Sessions: 
Personal

Relationships: 
Authentic
Systems: 

Professional

Extra emphases?



CONSIDERATIONS

• Cheaper, easier, more accessible alternatives? (eg, HBW)  

• Risk of ‘narrowed’ therapeutic support, reduced psychological safety, 
evangelism? (eg, therapist projection; discounting negative 
reports/outcomes…).

• Inequities of access? (marginalised communities may suffer greater stigma)

• Problematic social/institutional pressure to participate?

MPTS Study



FUTURE DIRECTIONS
• Further research to determine utility

• Therapist self-reported benefit 
• Patient demand and attributed benefit 
• Validated competency assessment

• Develop best-practice guidelines, standards

• If evidence for use, aim for “on-label” psychedelic-assisted training

MPTS Study



FUTURE
Psilocybin research plans within new Centre..!





PSILOCYBIN PEACE PROJECT
• Problem: Rising polarisation — political, religious, ethnic… — 

threat to social cohesion, linked to hostility and violence.
• Participants: Leaders of polarised groups.
• Therapeutic Intervention: Group coaching and individual psilocybin with support.
• Key Rationale: Psilocybin enhances connectedness, empathy, cognitive flexibility…
• Leader- and Community-Level Outcomes: outgroup attitudes (empathy, tolerance, 

respect, connectedness…) and interactional dynamics (civility, active listening, 
perspective taking…)

• Goal: Increase capacity in leaders/groups to disagree and interact with the ‘other’, in the 
absence of hostility, while humanising and connecting to the ‘other’.





THE MONASH PSYCHEDELIC EDUCATION PROGRAM 

Launches in 2025! – short 
courses (externally available), 
postgrad and undergrad units!

For notifications, 
subscribe at: 
monash.edu/psychedelics
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