PRESS RELEASE
Woke Enters Clinical Agreement with Macquarie
University for WP001 Low-dose Psilocybin for Moderate
Depression
Highlights

•

Agreement with Macquarie University to evaluate WP001, a novel low-dose formulation of
psilocybin, in a Phase IIB trial

•

Ground-breaking, investigator-initiated Phase IIB trial designed to show safety and efficacy in
patients with moderate depression

•

Patient recruitment is expected to commence in H2 2022 with results from the primary outcome
expected in 2024

27 April 2022 – Woke Pharmaceuticals Pty Ltd (‘Woke’ or ‘the Company’), a Sydney NSW-based
company focused on psychedelics for mental health, is pleased to announce that it has entered a Clinical
Trial Research Agreement with Macquarie University (‘Macquarie’) to conduct a Phase IIB trial of Woke’s
novel rapid release microdose capsule of psilocybin, WP001. The trial will evaluate the safety and efficacy
of WP001 for the treatment of moderate depression.
The Phase IIB trial at Macquarie is a randomised, double blind, placebo-controlled study with a target
enrolment of 266 patients suffering from depression of moderate severity. The trial protocol has a threepart design comprising: 1) a small vanguard stage to evaluate safety and feasibility; 2) a randomised,
placebo-controlled stage to evaluate the efficacy of WP001 versus placebo; and 3) an open-label
extension, allowing participants in the placebo arm to access WP001 treatment. Patients will receive 11
doses over a six-week intervention period.
The primary outcome measure will be the industry-standard GRID-Hamilton Depression Rating Scale.
Secondary outcomes will include psychological measures, neurophysiological measures, and omics-based
biomarkers. The trial is expected to commence enrolment in H2 2022 following ethics approval and
completion of GMP manufacture of WP001 clinical material. Results of the primary outcome from the
randomised stage are expected in 2024.
Psilocybin is a naturally occurring psychedelic pro-drug produced by more than 200 fungi. When used at
a sub-hallucinogenic microdose, regular dosing has been shown to be safe and offer benefits related to
mood and mental health.
Under the terms of agreement, Woke will provide the WP001 clinical material and the placebo, as well as
funding for the trial. Woke has exclusive rights to the study results, which will inform further
development, including the design of a definitive Phase III trial.
Macquarie has significant experience in the research and development of psychedelic research studies.
The Principal Investigator for the Phase IIB trial is Dr Vince Polito, a Senior Research Fellow in the School
of Psychological Sciences at Macquarie. Dr Polito has been involved in multiple psilocybin microdosing
studies and is the lead author of the most cited empirical study in the field1.
Dr Vince Polito, Principal Investigator at Macquarie, said: “As a researcher in cognitive science, I have
focused much of my work on investigating the ways that altered states and, in particular, psychedelics
might impact consciousness and cognition. This Phase IIB trial for the treatment of moderate depression
has been designed to evaluate the safety and efficacy of Woke’s WP001 psilocybin drug candidate. The
team supporting this study has the skills, experience, and capacity to successfully implement the project
plan. If our results are consistent with preliminary studies, this world-first clinical trial may provide
important new opportunities for the safe and effective treatment of mood disorders.”
Professor Roger Chung, Deputy Dean of Research and Innovation at Macquarie Medical School,
commented: “We welcome the opportunity to work with Woke Pharmaceuticals on this novel clinical trial.
The trial that has been designed by Dr Polito and his team is an excellent example of the University’s
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expertise both in cognitive and neurosciences and in clinical trials design and management. I look forward
to the partnership with Woke Pharmaceuticals and this important study of psilocybin microdosing as a
potential treatment for depression”.
Mr Nick Woolf, CEO of Woke Pharmaceuticals, added: “We are delighted to have entered a clinical trial
agreement with Macquarie University. This Phase IIB trial is ground-breaking on several fronts. It is the
largest randomised trial of a psychedelic microdose. It also combines a novel suite of secondary measures
including neuroimaging and biomarker analyses. The Principal Investigator, Dr Polito, has assembled an
exceptional interdisciplinary team that includes several of the most experienced psychedelic researchers
within Australia, leading clinicians, and prominent senior scientists. We look forward to working with Dr
Polito and the broader team to assess our novel WP001 rapid-release psilocybin capsule, which has the
potential to offer meaningful benefit to patients with moderate depression.”
1.

Polito V, Stevenson RJ (2019) A systematic study of microdosing psychedelics. PLoS ONE 14(2): e0211023.
https://doi.org/10.1371/journal.pone.0211023

ENDS
This announcement was authorised for release by the Directors of Woke Pharmaceuticals.
For more information, please contact:
Mr Nick Woolf
Co-founder & CEO
info@wokeph.com
+61 417 986 005

ABOUT WOKE PHARMACEUTICALS
Woke Pharmaceuticals Pty Ltd is an Australian-based company focused on the development and
commercialisation of novel psychedelic therapies for the treatment of mental health disorders. The
Company’s lead candidates are based on synthetic psilocybin for the treatment of depression. Psilocybin
is a naturally occurring psychedelic prodrug compound produced by more than 200 species of fungi.
Clinical trials have shown its safety and efficacy in the treatment of depression and other disorders. Woke
Pharmaceuticals is developing a novel micro-dose formulation for treatment of moderate depression and
a novel high-dose formulation with concomitant psychotherapy for treatment of major depression. Both
candidates are expected to enter Phase II trials in 2022 with leading investigators in the field of mental
health. The Company is also embarking on a novel drug discovery programme to identify
pharmacologically optimised analogues of LSD with The University of Western Australia. For further
information, please visit www.wokeph.com.
Macquarie University is a public research university based in Sydney, Australia, in the suburb of
Macquarie Park. Founded in 1964 by the New South Wales Government, it was the third university to be
established in the metropolitan area of Sydney. Led by their academics and researchers, Macquarie
continues its pioneering approach – from inventing in Wi-Fi with the CSIRO, to enhancing graduate
employability through personalised degrees and degrees co-designed with industry. Macquarie serves
and engages its students, staff and the broader community through transformative learning and life
experiences, the discovery and dissemination of ideas, and innovation underpinned by deep and varied
partnerships.
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