Quality Sleep Is the Beginning of Everything

a A Jd
mﬂmﬂmmﬁﬂtjumm (Zinc: Zn)

Wellness & Healthcare Business Opportunity
Program for Executives (WHB)
2022



Wellness & Healthcare Business Opportunity Program for Executives (WHB1) 165

Quality Sleep Is the Beginning of Everything
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Figure 2. Comorbidities associated CARDIOVASCULAR
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Figure 1. Pathophysiology of insomnia (VLPO: ventrolateral preoptic nucleus; TMN:
Tuberomammillary nucleus; DR: dorsal raphe; LC: Locus coeruleus; GABA: gamma-aminobutyric acid)
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protocol for a randomised, placebo-
controlled, double-blinded, proof-of-

concept trial
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ABSTRACT

Introduction Insomnia is a highly prevalent and costly
condition that is associated with increased health risks
and healthcare utilisation. Anecdotally, cannabis use

is frequently reported by consumers to promote sleep.
However, there is limited research on the effects of
cannabis on sleep and daytime function in people with

insomnia disorder using objective measures. This proof-

of-concept study will evaluate the effects of a single
dose of an oral cannabis-based medicine on sieep and
daytime function in participants with chronic insomnia
disorder.

Methods and analysis A randomised, crossover,
placebo-controlied, single-dose study design will be
used to test the safety and efficacy of an oral oil solution
(‘ETC120') containing 10 mg A°-tetrahydrocannabinol
(THC) and 200mg cannabidiol (CBD) in 20 participants
diagnosed with chronic insomnia disorder. Participants
aged 35-60 years will be recruited over an 18-month
period commencing August 2019. Each participant will
receive both the active drug and matched placebo, in

a counterbalanced order, during two overnight study

134

Strengths and limitations of this study

» This is the first study to use novel assessment
techniques including high-density electroencepha-
lography (EEG) with structural brain MRI to compre-
activation during sleep and wake periods in partici-

» This study uses a randomised, controlied trial de-
sign to investigate the effects of a pharmaceutical-
grade oral ol soluion containing 10mg
A*-tetrahydrocannabinol (THC) and 200mg cannabi-
_wmmmmwmm‘

» Participants will have sleep physician-confirmed in-
somnia disorder and will be thoroughly screened to
rule out other sleep disorders.

» This study is a single-dose design investigating only
the acute effects of a cannabis-based medicine
over a 24-hour period in a controlied in-faboratory
environment.

» This study cannot assess the individual contribution
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Key partner
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