PRESS RELEASE
Woke Expands Partnership with Monash University to
Develop Novel Psilocybin Formulation for TreatmentResistant Depression
Highlights

•

Expanded research agreement with Monash University’s Medicines Manufacturing Innovation
Centre

•

New partnership adds novel high-dose psilocybin formulation for treatment of treatmentresistant depression

•

Supports planned Phase IIB trial commencing in late CY2022 at multiple Australian sites

03 March 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 expanded its
partnership with Monash University’s Medicines Manufacturing Innovation Centre (‘MMIC’) to develop a
second high-dose form of psilocybin, WP002, for the treatment of treatment-resistant depression.
This second research agreement extends the current programme with MMIC, which is focused on lowdose psilocybin for treatment of moderate depression. To conduct the additional programme, MMIC will
be engaging additional in-house expertise to support the work and maintain Woke Pharmaceuticals’ time
frame of commencing two Phase IIB trials in 2022.
Psilocybin is a naturally occurring psychedelic pro-drug produced by more than 200 fungi. When used at
a sub-hallucinogenic dose, or at a higher dose in combination with psychotherapy, it has been shown to
be effective for the treatment of patients with depression and other mental health disorders. Under the
terms of the second research agreement, Woke and MMIC will be formulating a synthetic version of highdose psilocybin into a novel tablet that modifies the release profile of the drug when ingested and
improves the stability of the final product.
Woke plans to initiate a Phase IIB trial of WP002-assisted psychotherapy in late CY2022 in patients with
treatment-resistant depression at multiple sites in Australia. This randomised, controlled study is
expected to enrol over 100 patients. Woke is in discussions with leading contract research organisations
to manage the trial and principal trial sites to conduct it. The primary endpoint will be the standard
Montgomery-Asberg Depression Rating Scale (MADRS) and the trial will also include secondary endpoints
that will evaluate neurophysiological and physiological measures.
Mr Nick Woolf, CEO of Woke Pharmaceuticals, commented: “The team at MMIC has broad expertise in
the formulation approaches that Woke is seeking to apply to psilocybin. Their current work on our lowdose psilocybin, WP001, drug candidate, is going to plan with key milestones being achieved on time.
We are pleased to be expanding our relationship with MMIC to include our high-dose candidate, WP-002.
“We aim to complete the formulation work and commence our first clinical trial for treatment-resistant
depression of this 25mg dose alongside psychotherapy later this year, in collaboration with Professor
Dave Nutt from Imperial College London and the team at Drug Science in the UK.”
Professor Michelle McIntosh at Monash University and Director of MMIC, said: “We welcome the expanded
collaboration with Woke Pharmaceuticals. Both the existing programme and this new project are intended
to generate unique formulations of the psychedelic therapy psilocybin for the treatment of mental health
disorders. We look forward to continuing our work with the team at Woke Pharmaceuticals.”
ENDS
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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.

The Medicines Manufacturing Innovation Centre is an initiative between the Victorian State
Government and Monash Institute of Pharmaceutical Sciences (MIPS), based on a proven model of
success between Monash University and GSK. The Centre has a focus on growing exports of medicines
manufactured in Victoria and supports pharmaceutical manufacturers and allied industries by facilitating
the optimisation of processes, current and new product development and building supply of highly skilled,
industry-ready, workforce candidates. MMIC provides clients with access to world-class infrastructure
and a multidisciplinary team to deliver economic impact and competitiveness.
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