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CLINICAL PSYCHEDELIC LAB

About the Clinical Psychedelic Lab

Australia's first psychedelic laboratory is pioneering a rigorous program of
research and training in psychedelic therapies. Led by Dr Paul Liknaitzky, the
lab is focused onii novel ions for ic therapies,

translating evidence into best clinical practice, exploring and mitigating under-
examined risks, delivering next-generation therapist training, and improving
access and affordability.
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Psychedelic therapies for future
generations
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Learn abaut our vision for transforming psychedslic therapies.

fa
[

The Clinical Psychedelic Lab is part of the Department of Psychiatry within the

School of Clinical Sciences.
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Our work Qur team Participant information

Learn about our key projects. Moat ous team members. Participate in our research.

Support us

Join ug and help Saa 1he latost naws from our Lab. Gatin touch.

breakthroughs in elineal psyehodelic
sciance,
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Psychedelic Lab »

Psychedelics: Stepping Into The
Unknown

Special, Documentary
1h15m 2024 English [ (20 [cc] BB

Dr Paul Liknaitzky, head of Australia's first clinical psychedelic laboratory,
investigates if psychedelic-assisted therapy can effectively treat General Anxiety

Disorder in a two-year-long clinical trial.

Resume
Psychedelics: Stepping Into The Unknown
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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

PsiIGAD1 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]

i PsiGAD1 Trial



INTERVENTION

* Ox 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)

i PsiGAD1 Trial



KEY OBJECTIVES

Determine whether a brief psilocybin-assisted psychotherapy program:

* |s superior to active placebo-assisted psychotherapy in decreasing
symptoms of GAD [efficacy]

* s safe, in terms of serious adverse events, adverse events and
suicidality [safety]

* s tolerable, in terms of retention [tolerability]

i PsiGAD1 Trial



PARTICIPANTS
(N=35) (N=38) (N=73)

Age
Mean (SD) 39.5 (11.30) 38.1 (9.84) 38.8 (10.52)
Sex assigned at birth
Female 23 (65.7%) 23 (60.5%) 46 (63.0%)
Male 12 (34.3%) 15 (39.5%) 27 (37.0%)
HAM-A Baseline (severity)
Mean (SD) 29.5 (6.81) 29.8 (7.96) 29.6 (7.38)
Duration of GAD (years)
Mean (SD) 20.8 (13.58) 19.3 (11.74) 20.0 (12.59)
Antidepressants at pre-screening
Yes 5(14.3%) 13 (34.2%) 18 (24.7%)
Prior psychedelic use
No 18 (51.4%) 22 (57.9%) 40 (54.8%)
Country of birth
Australia 25 (71.4%) 31(81.6%) 56 (76.7%)
BMI (kg/m2)
Mean (SD) 244 (3.53) 23.7 (4.01) 24.0 (3.77)
Highest completed education
HAM-A Scorinq thresholds High school 4 (11.4%) 7 (18.4%) 11 (15.1%;
. . Undergraduate degree 13 (37.1%) 16 (42.1%) 29 (39.7%
‘ M | |d AﬂXlety: 0_1 7 Postgraduate degree 17 (48.6%) 15 (39.5%) 32 (43.8%)
« Mild to Moderate Anxiety: 18-24 Relationship status

Currently in a long-term relationship 24 (68.6%) 26 (68.4%) 50 (68.5%)

* Moderate to Severe Anxiety: 25-30

i PsiGAD1 Trial
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PRIMARY EFFICACY RESULTS

Between-group effect size:

=

o 0T Cohen’s d =0.95, p < 0.0001
& 25

= Within-group — pre-post effect
< 47 size: Cohen’s d = 1.44

=

<C B [ «=Psilocybin | .

- —Placebo Translation: very large clinical

| effect, highly significant.
Baseline Week 11

i PsiGAD1 Trial



PRIMARY EFFICACY RESULTS

e Psilocybin Diphenhydramine
Statistic (N=35) (N=38)
Crude change - Mean (95% CI) -12.8 (-16.6, -9.0) -3.7 (-6.4, -1.0)
Adjusted for baseline
Estimated change - Mean (95% Cl) -12.9 (-15.9, -9.8) -3.6 (-6.5, -0.7)
Estimated difference in change - Mean (95% Cl) -9.2 (-13.4, -5.0)
P-value <.0001

Adjusted for baseline, sex, age and duration of GAD
Estimated change - Mean (95% ClI) -13.4 (-16.5, -10.4) 4.4 (-7.3, -1.5)
Estimated difference in change - Mean (95% CI) -9.0 (-13.2, -4.9)
P-value <.0001

=9 MONASH PsiGAD1 Trial
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EFFICACY RESULTS

509% m Psilocybin = Placebo
43%

40%
30% 27%
Response = clinically substantial
10% reduction (HAM-A 250% of baseline)
0 Remission = anxiety-free, or normal
0

levels (HAM-A <7)

% participants

Response Remission

i PsiGAD1 Trial



SAFETY RESULTS

Psilocybin Diphenhydramine Total

Adverse events
(N=35) (N=38) (N=73)
All Adverse Events 239 34 (97.1%) 208 34 (89.5%) 447 68 (93.2%)
Mild 212 34 (97.1%) 182 33 (86.8%) 394 67 (91.8%)
Moderate 27 16 (45.7%) 26 13 (34.2%) 53 29 (39.7%)
Severe 0 0(0.0%) 0 0(0.0%) 0 0(0.0%)
All Serious Adverse Events 0 0(0.0%) 0 0(0.0%) 0 0(0.0%)
Treatment Emergent Adverse Events 165 32 (91.4%) 92 29 (76.3%) 247 61 (83.6%)
Mild 141 32 (91.4%) 86 27 (71.1%) 227 59 (80.8%)
Moderate 14 9 (25.7%) 6 4(10.5%) 20 13 (17.8%)

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

MONASH

University PSlGAD1 Trial




SAFETY RESULTS

Adverse events Psilocybin Diphenhydramine Total

MONASH
University

(N=35)

(N=38)

(N=73)

Nervous system disorders

60 28 (80.0%)

30 21 (55.3%)

90 49 (67.1%)

Headache 39 25 (71.4%) | 22 15(39.5%) 61 40 (54.8%)
Dizziness 8 8(22.9%) 3 3(7.9%) 11 11 (15.1%)
Paresthesia 7 5(14.3%) 0 0(0.0%) 7 5(6.8%)

Psychiatric disorders

20 14 (40.0%)

27 16 (42.1%)

47 30 (41.1%)

Anxiety 8 7 (20.0%) 9 7(18.4%) 17 14 (19.2%)
Depression 7 6(17.1%) 10 5(13.2%) 17 11 (15.1%)
Insomnia 1 1(2.9%) 4 4(10.5%) 5 5(6.8%)

Gastrointestinal disorders

Nausea

Musculoskeletal and connective tissue disorde

Muscle cramp
Myalgia

Cardiac disorders
Sinus tachycardia
Vascular disorders

Hypertension

35 20 (57.1%)
24 16 (45.7%)
12 9 (25.7%)
7 5(14.3%)
5 5(14.3%)
10 6 (17.1%)
10 6 (17.1%)
7 7(20.0%)
6 6(17.1%)

6 5(13.2%)
3 3(7.9%)
8 6 (15.8%)
4 4(10.5%)
2 2(5.3%)
5 4 (10.5%)
5 4 (10.5%)
4 3(7.9%)
4 3(7.9%)

41 25 (34.2%)
27 19 (26.0%)
20 15 (20.5%)
11 9 (12.3%)

7 7 (9.6%)
15 10 (13.7%)
15 10 (13.7%)
11 10 (13.7%)
10 9 (12.3%)

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

PsiGAD1 Trial



SECONDARY EFFICACY RESULTS

BASELINE WEEK 11 GROUP DIFFERENCE

M Psilocybin Placebo Psilocybin Placebo

ceasure Mean (SD) Mean (SD) Mean (SD) Mean (SD) Mean (95%Cl)  Cohen'sd p-value
Sheehan Disability Scale (SDS) 15.7 (5.39) 16.6 (5.84) 96 (7.22) 15.3 (6.60) 52(-8.2,-2.2) 0.70 0.001
Personal Wellbeing Inventory (PWI) 40.8 (8.78) 40.1 (13.61) 51.6 (12.39) 43.2 (11.46) 7.8 (3.7, 12.0) 0.66 0.0003
Patient Health Questionnaire (PHQ-9) 9.5 (3.00) 10 6 (4.72) 5.5 (5.05) 10.3 (5.27) 4.0 (-6.3,-1.8) 0.79 0.0006
Mini-Social Phobia Inventory (Mini-SPIN) 7.0(2.38) 7.0 (3.04) 4.0 (2.44) 5.3(3.28) 3(-22,-03) 0.41 0.0094
Panic Disorder Screener (PADIS) 2.9 (3.53) 2.9 (2.94) 1.4 (2.53) 1.9 (2.67) 0.5(-1.6,0.6) 0.19 0.3267
Alcohol Use Disorders Identification Test (AUDIT) 3.4 (2.53) 3.1(3.59) 2.8 (2.60) 2.6 (2.96) 0.1(-0.9,1.0) 0.04 0.8577
Drug Use Disorders Identification Test (DUDIT) 0.3 (0.74) 0.3(0.94) 0.3 (0.79) 0.2 (0.63) 0.1(-0.2,0.3) 0.15 0.6686
Cigarette Use (CU) 3.0 (15.20) 0.4 (1.67) 2.3(10.31) 0.4 (1.80) 0.3(-1.3,0.8) 0.03 0.6106
Patient Health Questionnaire (PHQ-15) Somatization 9.9 (4.71) 10. 4 (5.57) 5.2 (3.83) 9.6 (5.02) 4.4 (-6.0,-2.7) 0.98 <.0001

i PsiGAD1 Trial




DURABLE EFFICACY RESULTS ...
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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.

i PsiGAD1 Trial



PSIGAD1 SUMMARY

Home TV Shows Movies  Live News  Sport

Psychedelics: Stepping Into
The Unknown

Special, Documentary
1h15m 2024 English I (&) [cc] KA

Dr Paul Liknaitzky, head of Australia's first clinical psychedelic laboratory, investigates if psychedelic-assisted therapy can effectively treat

General Anxiety Disorder in a two-year-long clinical trial

Play
Psychedelics: Stepping Into The Unknown

5m
1th 15m

B ERSE, 4, BEREARIE, 8H204, Tigng Viét, English (CC)
intry: Australia

Mature Themes, Coarse Language

@ Add to Favourites
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MPTS

Monash Psilocybin Therapist Study

MPTS Study



PSYCHEDELIC-ASSISTED TRAINING

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 experience’

3. Its common: eg 88% of sample of contemporary trial therapists?;
indigenous psychedelic shamanism?

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

MONASH 1) Earleywine, M., et al. (2023). Journal of Psychoactive Drugs, 55(1), 51-61.

N, MOINA 2) Aday, J. S, etal. (2023). Psychedelic Medicine, 1(1), 27-37. MPTS St d
University 3) Winkleman, M. (2010).Journal for the Study of Religion, Nature and Culture, 3(4), 458-489. U y



PSYCHEDELIC-ASSISTED TRAINING

RATIONALE - METAPHOR

The value of first-person experience?

- N
Unimportant Essential

: Prescriber Ground control Midwife Tour Guide

e MPTS Study



PSYCHEDELIC-ASSISTED TRAINING

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)

e 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?

E8 (D
MONASH

University M PTS Stu dy



THERAPIST TRAINING FOR PsiGAD1

Se|eCti0n Supported by experts from:

* Qualified and experienced MH clinicians (>Masters MH; >1000 clinical
hours; experience with GAD; membership in good standing with peak
body; interview... )

'.:.'... OOOOOOOOOOOO
Center for Psychedelic &
Consciousness Researc h

P RATI PSYCHEDELIC RESEARCH
AND TRAINING INSTITUTE

Training and Supervision
3 months: online (50hrs); in-person (7 full days): no fees

« Optional participation in Psilocybin Therapist Study @ o nrsora srupes
* Supervision for duration of clinical trial Jsona B
Institute ey _#2”

e MPTS Study
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PARTICIPANT CHARACTERISTICS

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

Variable \ % Mean  SD
Age 42.8 11.5
Gender: Woman 5 35.7

Gender: Man 9 64.3

Relationship: current long-term 12 82.7

Ethnic/cultural: Non-indigenous Australian 9 64.3

Ethnic/cultural: Non-Australian 5 39.7

Employment: full time / 50.0

Highest education: postgraduate 13 92.9 g
Years mental health practice 14.1 92
Lifetime psychedelic use - Yes 9 64.3

7% MONASH

University M PTS Stu dy



ACUTE EFFECTS

mDEQ!

Mean (SD)

Intensity

Wanting more

1) Morean,et al. (2013). Psychopharmacology, 227, 177-192. M PTS Stu dy



KEY OUTCOMES

Mean (SD)
0 20 40 60 80 100

Professionally beneficial [
I
}

Professionally harmful
Personally beneficial
Personally harmful

No SAEs, no severe AEs

No withdrawals

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

e MPTS Study



KEY OUTCOMES

Mean (SD)
0 20 40 60 80 100

Personally harmful |

— “...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”

e MPTS Study



OUTCOMES - REPORTED CHANGES

Mean (SD)
-3 -2 -1 0 1 2 3

Empathy [ —

Aliance T

PAT Motivation e

Confidence e

Attunement [
Self-awareness [
Personal wellbeing B
Care/sympathy B

e MPTS Study



OUTCOMES - RATED VALUE

Therapist-rated necessity and sufficiency for training already qualified mental healthcare
workers

0 2 4 6 8 10 12 14

Necessary I
Therapeutic context EEEE e
Sufficient  EEEe

mYES mNO
(Count)

e MPTS Study



OUTCOMES - RATED VALUE

Clinical (GAD) Participants’ rated importance and necessity for training therapists

important |

(mean)
0.00 0.10 0.20 0.30 0.40 0.50 0.60 0.70 0.80 0.90 1.00
Necessary _r
(count)
0% 10% 30% 40% 50% 70% 80% 90% 100%

= Essential = Helpful Neutral, unclear = Unhelpful

e 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 Extra emphases?
X {

* Needs to be embedded within broader PAT training Sessions:
Personal
* Method of use developed — added emphasis on Relatlonships:
‘personal’ sessions; ‘authentic’ relationships; / Systems:
‘professional’ systems /

MPTS Study



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

* |f evidence for use, aim for “on-label” psychedelic-assisted training

MPTS Study



FUTURE

Psilocybin research plans within new Centre..!

MONASH

University
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A CENTRE OF EXCELLENCE IN
PSYCHEDELIC THERAPIES

MONASH
» University

&

1. GROUNDBREAKING SCIENCE

High-quality evidence and know-how that can inform
who we treat, how we treat, and who reimburses the
treatment.

=57

2. NEXT-GENERATION TRAINING

Programs that provide comprehensive skills, ongoing
professional development, and mentorship for
psychedelic clinicians and researchers, serving the
community and equipping future leaders in the field.

Y

3. REAL-WORLD IMPACT

Evidence-informed standards, thought leadership, and
public education; informing policy and reimbursement;
supporting institutional partnerships.



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’.

E8 (D
MONASH

University
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THE MONASH PSYCHEDELIC EDUCATION PROGRAM

___________________________________________________________________

[ Short Course 1: Psychedelic Science: | ,{ Unit 3: Applied Skills in Psychedelic \:

| ]
1 : Fundamentals to Frontiers ' Therapies . (_3r_adua!e :
LaunChes IN 2025! — Short o @ =cosscesscesssessscsoscso(iiicoalicalcl TN
. : Short Course 2: Foundations of ' Unit 4: Advanced Topics in Psychedelic ! Ps1¥|<1:hedgllc :
courses (externally available), ' PochedsicTherapies _J 1 LD e
pOStg rad an d un d e rg rad un |tS ' ( Unit1: Introduction to Psychedelic ) Tl e
L Science ) electives in
Unit 2: Introduction to Psychedelic Psychedellc Scler!ce
Therapies and Therapies

BJ MONASH H K
& University andboo

For notifications,
S u bs c ri be at : 202001 - Introduction to psychedelic science
monash.edu/psychedelics

Faculty:
uuuuuuuuuuuuuuuuuuuuuuuuuu

Owning organisational unit:

Learning outcomes

MONASH
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