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Company Description:
Zelda Therapeutics is developing and hopes to soon license medicinal cannabis
formulations that treat common medical disorders. The Company has clinical trials
underway in autism and insomnia and pre-clinical research programs progressing
in cancers of the breast, pancreas and brain and in diabetes-related cognitive
decline. Zelda is differentiated from competitors in the medicinal cannabis space
by its focus on whole plant extracts and investment in rigorous clinical trials. The
Company’s strategic partnerships with world leaders in medical cannabis are a
major competitive advantage, providing Zelda with access to exclusive patient data
evidencing past therapeutic successes. This existing data is helping to guide
pipeline development, reduce research costs, streamline the development process
and accelerate time to market.
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Financial Data (USD):
Share Price:
.……………………………….......................0.081
Market Capitalization (mln):
…….……...........................61.18
Shares Outstanding (mln):
………..................................755.34
Float (mln): ………….……………...……........................431.58
Average Volume (90 Day approx.):
…..........................890,720
52 Week Range: ………………….……...............0.067 – 0.160
Exchange: ...………………...……...………………………ASX

Overview Report Highlights:

§

Zelda targets large patient populations. Insomnia affects roughly onethird of the world’s population. Autism occurs in one of every 100 births.
Breast cancer is the most commonly diagnosed cancer in women.
Pancreatic cancer is the 12th most common cancer overall. Diabetes
affects 422 million people globally and increases the risk of developing
cerebral capillary damage associated with cognitive decline to 2.77X
greater than that of the general population.

§

Significant research progress reported. Early results in breast cancer
indicate Zelda’s cannabis plant extracts have better anti-cancer properties
than synthetic compounds. Studies are underway in cancer stem-like
cells, assessing the ability of Zelda formulations to inhibit tumor
regrowth. In autism, Zelda reported favorable results at the World
Congress of Neurology last year and recently secured ethics approval for
US observational trials as a prelude to clinical trials. In insomnia, patient
recruitment is complete for clinical trials with Australia’s leading sleep
research center and dosing will soon commence.

§

Recent Milestones:

§

Forms distribution and manufacturing partnership
with HAPA Medical, giving Zelda access to the German
market upon successful completion of clinical trials.
§ Appoints Dr. Richard Hopkins as full-time
Managing Director. Hopkins is an experienced biotech
CEO who also holds a PhD in Molecular Biology.
§ Completes patient recruitment for insomnia clinical
trial. In the next phase of the study, patients undergo
baseline sleep measurements and commence
pharmaceutical dosing.
§ Commences new research program in diabetesrelated cognitive decline in animal models with
researchers at Australia’s Curtin University.
§ Receives IRB approval and will shortly
commence US observational study in childhood
autism.

Clear pathway to commercialization. Zelda plans to use data sets
obtained from clinical trials to negotiate licensing deals with distribution
partners in key markets. In the medium to longer-term, the data packs
and associated intellectual property derived from its cancer research will
be licensed to big pharma. The Company is generating a suite of
intellectual property to ensure it has a defensible position.

Zelda’s management team has decades of experience leading bioscience
start-ups, defending IP, raising capital and negotiating licensing
agreements. The Company is adequately capitalized with roughly A$5.7
million of cash on hand to fund research activities.
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Financial Metrics
Multikine®: An Immune Simulator Multikine® (Leukocyte Interleukin, Injection) consists of a defined mixture of natural
cytokines that are combined to accurately replicate the natural, healthy immune system. It is a multitargeted, non-tumorspecific
combination of immune components
that triggers the immune system to mount an attack against cancer cells. Multikine® is designed
SHARE PRICE
to be given to patients before surgery,
$0.081 when the immune system is still intact and is capable of launching its most effective antitumor immune response. Multikine® functions by clearing micrometastases from areas around the tumor’s margin as well as from
within the regional lymph nodes. In doing so, it decreases the likelihood that cancerSHARE
cellsSTATISTICS
would remain after surgery, and in turn,
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anticipates that fewer patients may need to receive the highly toxic, follow-on combined radiation/chemotherapy regimen that would
routinely be administered. However, if concurrent
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the U.S., Europe, Canada, and Israel, which have demonstrated that Multikine® is safe and well tolerated, with significant clinical
impact. Most importantly, there has not been a single reported severe adverse
event associated with the use
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with
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year median overall survival versus the median values for overall survival reported in 55
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Company Overview
Zelda Therapeutics is an Australia-based bio-pharmaceutical company developing
cannabinoid-based formulations for the treatment of a variety of medical conditions. The
Company is focused on delivering validated medical cannabis therapies to large patient
populations worldwide. Zelda Therapeutics has clinical trials underway in insomnia and
autism and pre-clinical programs progressing in diabetes-related cognitive decline,
breast cancer, pancreatic cancer and pediatric glioblastoma (brain cancer).
Through
partnerships
with
various
organizations, Zelda has access to preexisting data on patients who have been
treated with medicinal cannabis for a variety
of medical conditions.

Through partnerships with US-based Aunt Zelda’s, a medicinal cannabis formulary, the
Children’s Hospital of Philadelphia, a world-leading pediatric healthcare facility, and its
clinical advisory team, Zelda Therapeutics has access to many years of data concerning
patients with a range of debilitating medical conditions that have been treated with
cannabinoid formulations. This existing patient data provides strong antidotal evidence
of therapeutic safety and efficacy, forms the basis for the existing pipeline and clears a
pathway enabling Zelda Therapeutics to advance some programs directly to clinical
trials. By leveraging existing patient data, the Company may potentially trim millions of
dollars from development costs and shorten development timelines as well as time to
market. Zelda Therapeutics is partnering with some of the world’s leading research
institutions, including Complutense University in Madrid, Curtin University in Perth,
Australia, Telethon Kids Institute in Perth, and St. Vincent’s Hospital in Melbourne to
advance its research programs and generate IP.

At present, the Company’s business strategy is focused on generating comprehensive
data sets from its pre-clinical and clinical programs that will then be used to negotiate
licensing agreements with pharmaceutical and biotech industry partners. Zelda
Therapeutics plans to concentrate its development efforts in markets where pathways to
regulatory approvals of medicinal cannabinoids are clear and where it has local
relationships that can be leveraged. Its initial targets are Australia, Chile, Brazil and
Germany.
Zelda Therapeutics has A$5.7 million of cash on hand that it is using to fund 2018
research initiatives, investigate new opportunities and grow its clinical pipeline of
cannabinoid-based therapeutics. The Company’s extensive pipeline, steadily advancing
research programs and favorable results from preliminary studies are all indications of
its significant progress since shares began trading on the Australian Securities Exchange
in November 2016. Zelda Therapeutics anticipates reporting initial results from its
insomnia clinical trials later this year. The Company also plans to provide periodic
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updates regarding the progress of the cancer and diabetes-related cognitive decline
research programs.
Major reasons to invest in Zelda Therapeutic include the following:
The advantages of having access to preexisting patient data include a better
framework for designing research programs
and the product pipeline, lower development
costs and accelerated time to market.

Huge market opportunity in medical cannabis. Increasing acceptance and regulatory
approvals in many countries have made medical cannabis one of the world’s fastestgrowing industries. Over the next decade, global spending on legal cannabis products is
expected to reach $57 billion. North American spending is forecast to rise five-fold from
roughly $9 billion currently to $47.3 billion by 2027 and Australian spending is projected
to increase from A$52 million to A$1.2 billion, according to ArcView Market Research.
Germany is the cannabis leader in Europe, followed by Italy, with $1.2 billion of sales
by 2027.
Zelda targets common, debilitating medical conditions. Zelda Therapeutics’ research
programs target medical conditions that affect millions of people worldwide. Insomnia
affects approximately 35% of the world’s population. Autism is diagnosed in one of
every 100 births. Breast cancer accounts for roughly one-quarter of all new cancers
diagnosed in women. Pancreatic cancer is the 12th most common cancer overall. An
estimated 422 million diabetes sufferers worldwide are at risk of developing diabetesrelated cognitive decline.

Significant research progress to-date. In pre-clinical studies in breast cancer, Zelda
Therapeutics has demonstrated that cannabinoid plant extracts had more potent anticancer effects than synthetic cannabinoids. The Company also found that cannabinoid
formulations used in combination with chemo drugs to treat cancer were more effective
than chemo drugs alone. The Company recently commenced follow-on studies in breast
cancer investigating cannabinoid’s effects on cancer stem-like cells, which have been
linked to tumor regrowth. In clinical trials in insomnia, patients have been recruited, first
dosing is imminent and preliminary study results should be available before year-end
2018. In autism, Zelda Therapeutics reported favorable findings from an observational
study assessing cannabinoid formulation as a treatment for childhood autism at the
World Congress of Neurology conference last year. The Company recently received
ethics approval for a US observational trial in autism and has begun recruiting patients
for the trial, which is being done in collaboration with Children’s Hospital of
Philadelphia (CHOP) – one of the world’s leading pediatric hospitals. Studies in
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pancreatic cancer and brain cancer are already underway and pre-clinical work in
diabetes-related cognitive decline will soon commence.
Zelda plans to use data sets from clinical
trials to negotiate licensing agreements with
industry partners. The Company expects to
capture revenues opportunities from
milestone payments, licensing fees and
royalties on sales.

Clear path to commercialization. Zelda Therapeutics plans to use the data sets
generated from the various clinical and pre-clinical studies trials as tools in negotiating
licensing agreements with pharma industry partners. In the medium to longer-term, the
Company will seek to license the data packs and associated intellectual property derived
from its cancer research to big pharma. The Company continues to invest in generating
a suite of intellectual property to ensure it has a defensible position. As a result of having
several programs underway and at various stages of development, Zelda Therapeutics
should be able to capture multiple revenue opportunities from licensing fees, milestone
payments and royalties on product sales.
In September, Zelda Therapeutics formed a partnership with German medicinal cannabis
company HAPA Medical, providing HAPA with first rights to distribute and/or
manufacture Zelda’s clinically validated formulations into the rapidly growing German
market. This partnership not only reinforces the global breadth of Zelda’s relationships
and its progress towards rapidly commercializing its clinically validated formulations,
but also provides Zelda with a foothold in what is expected to become the world’s largest
single medical cannabis market.
Zelda may pursue similar agreements with distribution partners in other global markets
to ensure maximum penetration for Zelda products.
Industry-leading management team. Zelda Therapeutics has assembled a board of
directors, medical advisory board and senior management team who combine decades
of experience in building bioscience businesses, defending IP, tapping capital markets
and negotiating licensing agreements. In addition, Zelda Therapeutics benefits from its
relationships with leading medical cannabis companies such as AusCann, CannPal,
CliniCann and US-based Aunt Zelda’s, whose operations span the entire value chain
from plant genetics, product development and clinical research to licensing and
marketing.
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Products/Technology Overview
Medicinal Effects of Cannabinoids
Cannabis has been used for medicinal
purposes for thousands of years. Cannabis
has at least 85 types of cannabinoids.
Different cannabinoids have different effects
on the body, depending upon which
receptors they bind with.

Cannabis is a flowering plant that contains at least 85 types of cannabinoids and has been
used for medicinal purposes for thousands of years. Cannabis flowers secrete chemical
compounds known as cannabinoids, the best-known of which are THC
(tetrahydrocannabinol) and CBD (cannabidiol). When cannabis is consumed,
cannabinoids bind to receptor sites in the brain and body, mimicking naturally occurring
compounds known as endocannabinoids. The endocannabinoid system is the system in
the body that is responsible for maintaining homeostasis, which is regulating bodily
functions such as temperature and blood sugar so that they remain within a narrow range.

Cannabis was used by both the ancient Greeks and Romans and Chinese emperors left
written records regarding the use of cannabinoids in 2727 BC. The safety of cannabis
has been well-established. Pre-clinical studies in animals have shown animals can safely
tolerate doses of up to 1,000 milligrams of cannabis per kilograms, equivalent to a person
weighing 70 kilograms ingesting 70 grams of the drug, which is 500 times the amount
required to induce a cannabis high.
Different cannabinoids have different effects on the body, depending on the receptors to
which they bind. For example, THC binds to CB1 and CB2 receptors in the brain and
other body sites, whereas CBD has low affinity for these receptors, but conceivably a
stronger affinity for other receptors that are not yet well-understood. A variety of
medicinal effects can be achieved by targeting different receptors using varying amounts
of specific cannabinoids. The efficacy of cannabinoids is the result of their ability to bind
with various receptors throughout the brain and body and underscores their potential
usefulness as medicines.
There is already a considerable body of
anecdotal evidence suggesting cannabinoids
are effective in treating insomnia and autism
symptoms.

In common medical conditions such as insomnia and autism, there is already a
considerable amount of anecdotal evidence indicating that cannabinoids can be used
effectively to treat these conditions. At present, Zelda Therapeutics is advancing clinical
programs in both of these indications and gathering rigorous safety and efficacy data that
can be used for regulatory submissions.
The palliative effects of cannabinoids in oncology have also been well-documented.
These compounds are already being used to inhibit chemotherapy-induced nausea and
vomiting. Capsules of the synthetic THC compound dronabinal (trade name Marinol)
and its synthetic analog nabilone (trade name Cesamet) are often prescribed for this
purpose. Additional palliative effects of cannabinoids that have been documented in

-7September 5, 2018

VIRIATHUS | RESEARCH

Zelda Therapeutics Limited (ASX: ZLD)

clinical studies include appetite stimulation and pain suppression. Dronabinol is often
prescribed for anorexia associated with weight loss in AIDs patients.
A major advantage of cannabinoids for
oncology use is their favorable safety
profile. Cannabinoids don’t produce the
generalized toxic effects of chemotherapy
drugs and have been used to treat chemorelated nausea, vomiting and appetite loss.

An exciting new application for cannabinoids, which has already produced promising
results in cell cultures and animal models, is inhibiting the growth of cancer cells.
Cannabinoids have demonstrated the ability to modulate key cell-signaling pathways,
thereby arresting the growth of tumor cells and causing these cells to die. Cannabinoids
are also demonstrating some ability to inhibit tumor angiogenesis (growth of a new
vascular supply) and metastasis (spread of cancer cells from a primary site to secondary
sites). Importantly, cannabinoids show the ability to be selective in their anti-tumor
effect, killing cancer tumor cells without affecting healthy cells. Researchers believe this
selectively happens because cannabinoid receptors regulate cell survival and cell death
pathways differently in tumor versus non-tumor cells.
A major advantage for cannabinoids in oncology applications is their favorable drug
safety profiles. Cannabinoids don’t produce the generalized toxic effects associated with
conventional chemotherapy drugs. At present, the medicinal use of cannabinoids is
somewhat limited by their psychoactive effects, but cannabinoid formulations are being
developed that are devoid of or minimise these unwanted side-effects. In fact,
cannabinoid-based medicines Marinol and Cesamet are usually innocuous when
administered to cancer patients. Moreover, tolerance to the unwanted side-effects of
cannabis usually develops quickly in humans and lab animals. Immunity grows over time
because of pharmacokinetic changes that occur gradually, such as a reduction in the
number of coupled cannabinoid receptors on the cell surface.
Cannabinoids may be addictive for some individuals. Withdrawal symptoms such as
irritability, insomnia, restlessness and hot flashes have been observed in some chronic
cannabis smokers after quitting. However, withdrawal symptoms are seldom seen and
when they are present, symptoms appear mild and usually dissipate after a few days. In
clinical settings, surveys of patients taking prescription strength Marinol for long periods
show no evidence of addiction.
Zelda Therapeutics Product Pipeline
Zelda Therapeutics has clinical programs underway in pediatric autism and insomnia:
Insomnia. Zelda Therapeutics has a clinical program underway in collaboration with the
Center for Sleep Science at the University of Western Australia in Perth studying the
potential for certain cannabinoid formulations to treat insomnia. The study began in 2016
under the supervision of principal researchers Professor Peter Eastwood and Associate
Professor Jennifer Walsh and the work is ongoing. Zelda Therapeutics recently
completed recruitment of patients for clinical trials in insomnia, is taking baseline sleep
measurements and anticipates that dosing will commence shortly. Dosing for the trial
will be sub-lingual (not oral) using oil-based extracts.

Insomnia affects 35% of the world’s
population. The tranquilizers used to treat
this condition are highly dangerous if used
improperly. Overdoses have resulted in
patient deaths.

Insomnia is a condition that causes patients to have difficulties falling and/or staying
asleep and affects approximately 35% of the adult population worldwide, according to
GlobalData. The medication most frequently prescribed for insomnia sufferers is
Benzodiazepine, a type of tranquilizer that is also used to treat anxiety. However,
Benzodiazepine can be higher dangerous when used improperly. Overdoses resulting
from Benzodiazepine misuse cause nearly three times more deaths than heroin and
methamphetamine misuse combined. Due to the high-risk profile of Benzodiazepine,
there is an urgent need for a safer treatment for insomnia.
Zelda Therapeutics’ clinical trial in insomnia targets a statistically significant sample
population of clinically diagnosed, chronic insomnia patients and is a “gold standard”
randomized, placebo-controlled, double-blinded crossover study. The study will
generate data measuring the effect of cannabinoid formulations on the time of onset of
sleep, the duration of the sleep cycle and the quality of sleep. In addition to gathering
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analytical data, Zelda Therapeutics also plans to gather subjective feedback from patients
via questionnaires that will be collected and analyzed.
Netherlands-based pharmaceutical manufacturer Eurofins Sinensis is manufacturing the
cannabinoid formulation for the insomnia study to pharmaceutical-grade GMP
standards. Zelda Therapeutics anticipates publishing the preliminary results from the
insomnia clinical trial in late 2018. If the study yields promising results, Zelda
Therapeutics may pursue additional clinical trials and a regulatory filing for a
cannabinoid-based therapeutic.
Childhood Autism. Zelda Therapeutics has multiple trials underway in childhood
autism. The Company completed an observational study in childhood autism in Chile
last year in collaboration with healthcare services provider Fundacion Daya. The results
from the study indicated that cannabis extracts were more effective than conventional
autism medicines in treating core symptoms of the condition. These findings were
presented at the prestigious 23rd World Congress of Neurology in 2017 in Japan. Among
the children with autism who were treated, 71.4% showed significant improvements in
at least one core symptom and 66.7% displayed significant general overall improvement.
In earlier studies of autism patients treated
with Zelda’s cannabis formulations, 71.4%
showed improvement in at least one core
symptom and 66.7% displayed significant
overall improvement.

Zelda Therapeutics is taking the results from this observational study forward into
rigorous clinical trials. Clinical trial protocols are being finalized for the follow-on study
in Chile under the research supervision of Santiago-based neurologists at a leading
research institute. In addition to the planned clinical trial in Chile, Zelda Therapeutics
recently received Ethics approval from an Institutional Review Board (IRB) to
commence a study in the US assessing cannabinoid formulations as a treatment for
symptoms of childhood autism. The study is being done in collaboration with the
Children’s Hospital of Philadelphia (CHOP) under the supervision of lead researcher Dr.
Athena Zuppas. The US study will monitor pediatric autism patients who are already
being treated with medicinal cannabis formulations. Dosing will be sub-lingual. The
study’s purpose is to better understand the efficacy of cannabinoids and identify
appropriate components, dosage and effectiveness. Zelda Therapeutics anticipates
reporting preliminary results from the US observational study within the next six months.
If the results are favorable, Zelda Therapeutics may commence follow-on clinical trials
in childhood autism during 2019.
The Company is also advancing pre-clinical research programs in breast cancer,
pancreatic cancer, pediatric glioblastoma and diabetes-related cognitive decline.
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In breast cancer studies, Zelda’s plant
extract formulations showed more potent
anti-cancer
activity
than
synthetic
compounds. Used in combination with
chemo drugs, Zelda’s compounds enhanced
the effectiveness of chemo.
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Breast Cancer. Studies in human breast cancer began in 2015 and are ongoing.
Outcomes from Zelda Therapeutics initial studies in breast cancer indicated that full
spectrum cannabis plant extracts were more potent in their anti-cancer activity than
synthetic compounds and that cannabinoids combined with chemotherapy agents were
more effective in treating breast cancer than chemotherapy agents alone. These
encouraging initial results led to an expansion of the research program in breast cancer,
which is in collaboration with Complutense University in Madrid, under the supervision
of principal researchers Dr. Cristina Sanchez and Dr. Manuel Guzman – pioneers in the
study of cannabinoids as anti-cancer agents. The expanded breast cancer program will
investigate the effect of cannabinoids on cancer stem cell-like cells, which are the cells
found in tumors that are self-renewing and associated with tumor regrowth.
Zelda Therapeutics has tested cannabinoid formulations in vitro on three breast cancer
lines – Hormone Receptor Positive, HER2 Positive and Triple Negative. The results
confirmed that cannabinoids caused a statistically significant anti-cancer effect across a
range of breast cancer cell types. Assuming these preliminary results are confirmed by
later research, the Company’s breast cancer program could lead to new treatment
regimens for a variety of highly resistant breast cancer tumor types.
A THC-rich plant derived extract developed by Zelda for the study showed a greater
anti-cancer effect across all tumor sub-types than pure synthetic THC in highly resistant
Triple Negative breast cancers. In addition to being more potent than synthetic THC, the
Company’s formulation was as potent as Lapatanib (a chemo drug used to treat advanced
breast cancer) in reducing tumor re-growth.
Pancreatic cancer. Zelda Therapeutics is partnering with researchers at Curtin
University, the largest university in Western Australia, on pre-clinical studies that will
investigate the effects of cannabinoid-based formulations on pancreatic cancer when
used in combination with existing chemotherapy agents Abraxane and Gemcitabine.
In March 2018, Zelda Therapeutics expanded this collaboration to include in-vivo animal
models, which may set the stage for human clinical trials in the future. Recent data has
shown that treatment of mice using synthetic CBD in combination with gemcitabine, the
current standard of care for pancreatic patients, resulted in a three-fold improvement in
lifespan using a gold-standard model of pancreatic disease. This research, which is
supervised by Professor Marco Falasca and Dr. Alice Domenichini, will potentially add
to the growing body of evidence that whole cannabis plant extracts help impede tumor
growth and make cancer tumors more susceptible to the effects of chemotherapy agents.

In pancreatic cancer, Zelda hopes to build on
a growing body of evidence that cannabinoid
extracts can impede tumor growth and make
tumors more susceptible to chemotherapy.

Zelda Therapeutics’ study is designed to closely mirror standard-of-care protocols used
by oncologists to treat patients with pancreatic cancer. Results from the pre-clinical study
will generate data highly relevant to assessing the efficacy of cannabinoid formulations,
which in turn will guide the Company’s decision whether to advance the program in
pancreatic cancer to human clinical trials.
Pancreatic cancer is the 12th most common cancer globally with over 330,000 cases
diagnosed annually. In Australia alone, approximately 3,000 new cases are diagnosed
each year. Difficult to detect in its early stages, pancreatic cancer is very aggressive once
established and is associated with high mortality rates. Pancreatic cancer is resistant to
both radiation and chemotherapy, leaving physicians with few effective treatment
options. Five-year survival rates for pancreatic cancer are dismal at less than 6%. As a
result, there is a compelling need for research evaluating how this disease originates and
proliferates, which may lead to the development of more effective treatments.
Pediatric glioblastoma (brain cancer). Pediatric glioblastoma is a type of highly
malignant brain cancer found in children. Zelda Therapeutics is partnering with
Australia-based Telethon Kids Institute, a not-for-profit organization that researches
treatments for childhood diseases, on pre-clinical studies of the Company’s compounds,
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formulations and protocols in treating pediatric brain cancer. The lead researchers for
this study are Dr. Raelene Endersby and Dr. Clara Andradas. The research will assess
the potential for Zelda Therapeutics formulations to act as anti-cancer agents, either
alone or in combination with other existing treatments. A series of experiments are being
designed with the goal of producing a comprehensive data set that can be used to support
future clinical trials. Cell assays have already been developed and validated and studies
assessing the efficacy of the Company’s formulations are poised to commence. Zelda
Therapeutics anticipates reporting preliminary results from initial studies in glioblastoma
sometime during 2018.
Cannabinoids may moderate the harmful
effects of damage to capillaries that occurs
in diabetes sufferers and increases their risk
of cognitive decline.

Diabetes-related cognitive decline. In 2018, Zelda Therapeutics commenced a research
program to evaluate selected cannabinoid formulations for their ability to protect against
diabetes-related cognitive decline. Initial studies are in collaboration with Curtin
University in Perth Australia, led by principal researcher Professor Ryu Takechi. The
research will focus initially on assessing the effectiveness of cannabinoid-based
therapeutics in moderating the harmful effects of damage to cerebral capillaries that is
associated with Type 2 diabetes.
Diabetes is a chronic medical condition that occurs when the body either doesn’t produce
enough insulin or cannot efficiently process insulin. The inability to produce or process
insulin can lead to serious medical complications, including damage to the blood vessels
of the brain that has been linked to cognitive decline and an increased risk of dementia.
Worldwide, an estimated 50 million people already suffer from dementia. Researchers
believe that the 422 million people worldwide suffering from diabetes are at greatly
increased risk of developing dementia. Dementia risk for diabetes sufferers is 2.77 times
greater than that of the general population.
Zelda Therapeutics’ research program in diabetes-related cognitive decline will occur in
well-validated animal models and proceed over the next 12-18 months.
The incidence of diabetes-related cognitive decline is expanding globally due to the
world’s aging population. The number of dementia patients is forecast to nearly double
every 20 years and reach 75 million by 2030 and 131.5 million by 2050. The costs of
treating dementia are estimated to exceed US$1.0 trillion this year. A cannabinoid-based
therapeutic that may slow or halt the progress of dementia would benefit millions of
sufferers worldwide and address a multi-billion-dollar market opportunity.

.
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Business Strategy
Zelda’s most advanced programs are in
insomnia and autism. The Company plans to
use licensing fees and royalties from earlier
products to advance clinical studies of later
products and expand the IP portfolio.

At present, Zelda Therapeutics’ overall business model is focused on clinical studies to
assess the effectiveness of various cannabinoid formulations in treating common medical
conditions, partnering with leading research institutions and specialist CROs to advance
its pipeline, and monetizing its discoveries by licensing its IP portfolio to established
pharma and biotech companies.
The Company recently formed a partnership with German company HAPA Medical
giving HAPA first rights to distribute and/or manufacture Zelda products in Germany.
The Company’s licensing agreements are likely to include up-front and milestone
payments, licensing fees and royalties on product sales. Zelda Therapeutics plans to use
the revenue stream generated from earlier products to advance clinical programs for
other products and expand its IP portfolio.
The Company’s most advanced programs are in insomnia and autism. Patients have been
recruited for the insomnia study, the medicinal cannabis formulation has been
manufactured and dosing is poised to begin. Preliminary results from the insomnia study
should be available in late 2018. In addition, Zelda Therapeutics has received
Institutional Review Board approval to commence a US observational study in autism.
Preliminary results are expected within six months.
Zelda Therapeutics is partnering with researchers at Complutense University, Madrid on
pre-clinical studies of cannabinoid-based formulations in breast cancer and has preclinical programs underway in pediatric brain cancer at Australian Telethon Kids
Institute and in pancreatic cancer at Curtin University. In April 2018, the Company
expanded its relationship with Curtin University to include research studies in diabetesrelated cognitive decline.
Strategic Partnerships
The Company benefits from its strategic relationships with institutions and companies
that are world leaders in medicinal cannabis research. These relationships provide Zelda
Therapeutics with exclusive access to patient and animal model data, clinical experiences
and tested cannabis formulations.
Through its relationship with Aunt Zelda’s, a medicinal cannabis provider based in
California that has been formulating cannabis-infused oils, full strength strain-specific
cannabis extracts and cannabis-infused topical creams since 2010, Zelda Therapeutics
has access to patient data, proven formulations and trial protocols covering a variety of
medical conditions. The exclusive patient data access agreement in place with Aunt
Zelda’s helps guide the Company’s decision regarding which therapeutic candidates
should move forward into pre-clinical and clinical programs.

Zelda has partnerships with the Children’s
Hospital of Philadelphia to treat autism
patients with medicinal cannabis and with
Aunt Zelda’s a medicinal cannabis provider
that has been formulating whole plant
extracts for nearly a decade.

In the US, Zelda is partnered with Children’s Hospital of Philadelphia (CHOP) on
clinical studies in childhood autism. CHOP is a nationally ranked pediatric healthcare
facility rated as a top US hospital in 10 pediatric specialties by US News & World Report.
Zelda is also working with Fundacion Daya in Chile, which together with CHOP
provides access to several years of accumulated anecdotal data documenting the
effectiveness of pure cannabis plant extracts in alleviating certain symptoms of autism.
The clinical experience and data shared by its collaborators is helping guide Zelda
Therapeutics in the design of its clinical trials.
These efforts are further supported by the recent clinical appointments of Dr. David
Cassarett and Dr. Dustin Sulak to Zelda’s advisory board. Both have extensive
experience with medicinal cannabis, having treated over 18,000 patients in a range of
clinical settings. Their insights are being used to help inform the design of Zelda’s
clinical trial protocols.
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Its partnership with Australian animal health company CannPal Animal Therapeutics,
whose mission is developing medicinal cannabis products for animal markets, provides
Zelda Therapeutics with rights to human markets for all of CannPal’s data regarding
cannabinoid effects on animals. Furthermore, Zelda Therapeutics holds options
representing more than a 7.5% stake in CannPal, providing a strategic link to the
important veterinary market.
Zelda’s research partners include leading
universities in Europe and Australia and a
nationally ranked US pediatric research
hospital.

Zelda’s distribution and manufacturing strategic partnership with German medicinal
cannabis company HAPA Medical provides ready access to the rapidly growing
German market for Zelda formulations that have successfully completed clinical trials.
With a population of 83 million, Germany is likely to become the world’s largest single
medical cannabis market. German physicians have been prescribing medical cannabis
since 2017 and the German regulatory framework makes costs of cannabis medicines
potentially reimbursable for patients in that country.
Zelda Therapeutics’ academic partners include prominent universities such as
Complutense University in Madrid, Curtin University in Perth, Australia and the
University of Western Australia in Perth. Through its research collaboration with
Telethon Kids Institute, Zelda Therapeutics is conducting pre-clinical research in brain
cancer. Telethon Kids Institute is an Australian not-for-profit organization that employs
nearly 600 researchers and support staff, and works towards discovering causes, cures
and treatments for children afflicted with autism, cancer, respiratory diseases and
diabetes.
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Market Overview
In its review of over 100,000 different
studies, the National Academy of Science
and Medicine has found compelling
evidence that cannabis is effective as a
medicine.

According to data provided by European investment bank, Bryan, Garnier & Co., the
legal global cannabis market is poised for 1,000% growth over the next decade and could
reach $140 billion by 2027. The global market for medicinal cannabis is estimated to
reach $31.5 billion by 2021, according to Forbes. In the US and Canada, about 1.2% of
the population uses cannabis for medical purposes, which would equate to approximately
300,000 people in Australia. At present, medical formulations of cannabis are most
frequently prescribed to control the side-effects of chemotherapy and are also sometimes
used to treat chronic pain, post-traumatic stress disorder (PTSD), sleep disorders,
anxiety, epilepsy, nerve pain, Tourette Syndrome and glaucoma. Therapeutic effects
ranging from pain control to anti-inflammatory activity have been achieved by using key
cannabinoids in varying ratios.
The National Academy of Science and Medicine reviewed approximately 100,000
studies that generated pre-clinical and clinical trial data about medicinal cannabis and
found compelling evidence that cannabis works as a medicine for health conditions that
included chronic pain, Multiple Sclerosis, spasticity and chemo-induced nausea. At
present, Americans spent roughly $40 billion a year on prescriptions to treat these
conditions and prescription spending is forecast to rise 10% in 2019 to $44 billion. For
chronic pain sufferers, cannabis may offer a viable alternative to addictive opiate drugs
and may thus help stem the opiate epidemic that has swept the US. The opioid crisis has
already cost the US more than $1.0 trillion according to one study and may cost US
taxpayers another $500 billion over the next three years. Canadian physicians have been
treating chronic pain patients with medicinal cannabis for roughly five years, which has
allowed opiate use in that country to drop and helped Canada avoid its own opiate
addiction crisis.
European Market
The second edition of the European Cannabis Report produced by London-based
advisory group Prohibition Partners indicates that roughly 12% of the continent’s 739
million citizens are cannabis consumers. The overall cannabis market in Europe is
projected to grow to 56.2 billion euros ($66.8 billion) over the next decade, with
spending on medicinal cannabis forecast to reach 35.7 billion euros ($42.8 billion).

Germany legalized medical cannabis last
year and there has been a domino effect, with
several other major EU countries presently
considering its legalization.

The German parliament voted to legalize cannabis for medicinal purposes last year and
also voted to allow the cultivation of cannabis within that county under strict conditions.
Since then, there has been a domino effect as other EU countries are considering the
legalization of cannabis. Portugal may soon vote to legalize cannabis for medicinal use
and already permits cannabis to be cultivated for export. Early in 2018, Denmark
initiated a four-year medicinal cannabis pilot program that will allow companies to apply
for the admission of cannabis medicines to the Danish Medicines Agency. Products that
have been accepted by that Agency may be freely prescribed by doctors and distributed
through Danish pharmacies. In Italy, cannabis has been legal for medicinal use since
2015. Austria, the Czech Republic, Finland, Poland and Spain also currently allow
cannabis to be used as a medicine.
Four cannabis-based medicines have already been approved by either the European
Medicines Agency (EMA) or national authorities and are available under the brand
names Sativex, Bedrocan, Marinol, and Cesanet. Sativex is approved in eighteen
European countries for the treatment of symptoms of MS. In addition, GW
Pharmaceutical recently submitted a cannabinoid-based medicine for treating childhood
epilepsy to the EMA and is waiting for regulatory approval.
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Australian Market
Medicinal cannabis was legalized in Australia in November 2016 and the first Australian
licenses to grow medicinal cannabis are currently being issued. In 2018, the Australian
government also began allowing the export of medicinal cannabis products.
At present, Australia’s medicinal cannabis market is valued at approximately $100
million, but that amount could skyrocket into billions of dollars if Australia gains a strong
foothold in the export market. Canada has the most mature cannabis industry and
dominates global production, with exports valued at C$6.2 billion in 2015, according to
the country’s statistics office, but cannot keep pace with rising world demand. Australia
joins Uruguay, Israel and the Netherlands as countries looking to step up exports of
medical cannabis and fill any potential shortfall.
US Market
The US market for medicinal cannabis is currently valued at $6.1 billion, according to
Statista, and forecast to reach $8.9 billion by 2021 and $13.2 billion by 2025.

In the US, medicinal cannabis has been legalized in 29 states, plus Guam and Puerto
Rico. Laws regarding medical cannabis vary from state to state, regulating its production
and distribution, consumption and what medical conditions it may treat. At the federal
level, however, cannabis remains a prohibited substance under the Controlled Substance
Act of 1970, which classifies cannabis as a Schedule I drug.
South American Market
The South American market for medical
cannabis is expected to grow nearly sevenfold by 2027 to $776 million.

In South America where Zelda Therapeutics has several research programs in progress,
medicinal cannabis has been legalized in Argentina, Columbia, Uruguay and Chile and
partially legalized in Brazil and Paraguay.
Led by Brazil, Argentina, Peru and Uruguay (the first country in the world to legalize
adult recreational use for all citizens), the South American medical cannabis market is
projected to grow from $125 million in 2018 to $776 million by 2027.
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Management & Board of Directors
The founders of Zelda are also the founders of three other Australian medicinal cannabis
companies – AusCann Group Holdings Ltd (ASX:AC8), CannPal Animal Therapeutics
Ltd (ASX:CP1) and CliniCann Ltd (expected to list in 2018), as well as a German
company being acquired by 1-Page/EuroCann (ASX:1PG). Zelda’s officers and
directors were pioneers in Australia’s medical cannabis sector. Their established industry
relationships provide the Company with many opportunities for business partnerships
and a global reach that covers every aspect of the medicinal cannabis business, from
plant genetics and cultivation to formulations, clinical development and
commercialization.
Biographies of key Zelda personnel are provided below:

Harry Karelis
Founder and Executive Chairman

Dr. Richard Hopkins
Managing Director/CEO

Mr. Karelis is a co-founder of Jindalee Partners and brings more than 25 years of
experience in finance, including specialist med-tech private equity investing, to Zelda.
He has served as a Director of several public and private companies in Australia,
Singapore and the United Kingdom. He is a Fellow of the Financial Services Institute of
Australia, a Fellow of the Australian Institute of Company Directors and holds Chartered
Financial Analyst (CFA) designation with the CFA Institute in the US. He obtained an
MBA and Honors degree in Biochemistry and Microbiology from the University of
Western Australia.
Dr. Richard Hopkins was appointed full-time Managing Director in May with his service
commencing July 1, 2018. Dr. Hopkins is a seasoned bio-pharmaceutical industry
executive with over 11 years of experience in corporate leadership roles. He has an
established track record in the development of novel cancer therapies and deep
experience in corporate strategy, business development and IP. He has overseen multiple
strategic alliances and negotiated licensing agreements with global pharmaceutical
companies.
He most recently served as CEO of an ASX-listed biotech, PharmAust Ltd. He earlier
served as a Managing Director of Phylogica Ltd., a company he co-founded where he
also held a variety of positions, including COO and CSO. Dr. Hopkins holds a PhD in
Molecular Biology, has authored more than 25 peer-reviewed publications and is an
inventor on 17 patents. He serves as Chair of the WA Ausbiotech State Committee.

Mara Gordon
Founder and Non-Executive Director

Jason Peterson
Founder and Non-Executive Director

Dr. Stewart Washer
Founder and Non-Executive Director

Ms. Gordon is the co-founder of both Aunt Zelda’s and Zelda Therapeutics. She
specializes in the development of cannabis extract treatment protocols for seriously ill
patients in California. Prior to founding Aunt Zelda’s, she worked as a process engineer
for Fortune 500 companies, creating intelligent software utilizing the Rational Unified
Process. This experience guided her work in developing a scientific approach to utilizing
cannabis as a biopharmaceutical-grade treatment. She has presented at multiple CMEaccredited medical conferences and medical cannabis conferences worldwide.
Mr. Peterson is a Director, major shareholder and Head of Corporate operations at
investment banking firm CPS Capital. He has more than 21 years of experience in the
financial advisory sector. He obtained a Bachelor of Commerce degree from Curtin
University and a graduate degree in Finance from FINSIA (Financial Services Institute
of Australia)/SDIA (Securities & Derivatives Institute of Australia.
Dr. Washer has more than 25 years of CEO and Board level experience in the medical
and biotech sectors. He currently serves as Chairman of Orthocell Ltd (ASX-listed
company culturing tendon cells to repair damaged tendons), Director of Cynata
Therapeutics Ltd. (private company developing stem cell therapies) and Chairman of
privately-held Minomic International Ltd (developing a non-invasive test for prostate
cancer).
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Clinical Staff
Dr. Deborah Cooper
Director of Clinical Operations

Dr. Dania van Der Meer
Clinical Trial Manager

Amanda Soogun
Medical Affairs Manager

Dr. Cooper has over 12 years of experience in the management of commercial
technology organisations, including seven years at the executive level with three ASXlisted and one private company. Before joining Zelda, she worked as an independent
consultant to the Biotech sector and has developed expertise in product development and
commercialisation, regulatory submissions, feasibility studies, GMP contract
manufacturing, intellectual property and pre-clinical and clinical program management.
After obtaining her PhD in Cellular Immunology from Cambridge University, Dr.
Cooper worked for various companies specialising in the development and
commercialisation of products for the cosmetic, nutraceutical and medical markets.
Dr. van Der Meer has over 12 years of experience coordinating clinically driven research
in Australia’s public hospital system, working with emergency medicine clinicians in
implementing clinical studies in toxicology, cardiology, trauma, neurology and posthospital emergency care. More recently she worked with a team at University of
Melbourne investigating modifiable lifestyle risk factors that predict the progression of
multiple sclerosis. After obtaining her PhD from the University of Western Australia,
she worked in public health and collaborated with the International Organization for
Migration in Vietnam and Cambodia where she trained and managed field officers and
coordinated research projects studying cohorts of potential migrants with tuberculosis.
Ms. Soogun has more than 15 years of experience working in the alcohol and drug
education sector for Australian government and private entities. At the Australian
Institute of Health and Welfare, she managed the data and reporting of national data sets
for a range of health publications. Earlier she delivered alcohol-related health education
programs to Aboriginal communities, in roles ranging from direct client service delivery
to senior policy manager. She obtained a Master’s degree in Public Health while leading
statewide campaigns on methamphetamines and implementing amendments to the
Australian government’s Drugs, Poisons and Controlled Substances Act.

Medical Advisory Board
Dr. Manuel Guzman
Complutense University, Madrid

Dr. Manuel Guzman is a Full Professor of Biochemistry and Molecular Biology at
Madrid’s Complutense University and a leading expert on the molecular mechanisms of
action and role of cannabinoids in controlling cell generation and cell death. Dr. Guzman
has published over 130 articles, supervised 15 PhD theses and holds seven patents. He
served as Secretary of the Spanish Society for Biochemistry and Molecular Biology
(SEBBM) from 2006-10 and Secretary of the Spanish Society of Cannabinoids Research
(SEIC) where he is also currently its President. He is also an Academic Member of the
Royal National Academy of Pharmacy (Spain) and a member of the Board of Directors
of the International Association of Cannabinoid Medicines (IACM).

Dr. Cristina Sanchez
Complutense University, Madrid

Dr. Cristina Sanchez is an Assistant Professor at Complutense University and a specialist
in the areas of lipid signaling, including cannabinoids, in an oncology setting. The focus
of her current research is to understand and exploit cannabinoids as potential anti-tumor
agents in breast cancer. More recently, she has been researching new cannabinoid
receptors and their possible involvement in cannabinoid anti-tumor action in breast
cancer and other types of cancer. She has been Secretary of the Spanish Cannabinoid
Research Society (2010-15) and is one of the founders and the Secretary of the Spanish
Observatory on Medicinal Cannabis.

Dr. Noah Federman
University of California, Los Angeles

Dr. Noah Federman is a prominent pediatric, clinical and research oncologist and
Director of the Pediatric Bone and Soft Tissue Sarcoman Program at University of

- 17 September 5, 2018

Zelda Therapeutics Limited (ASX: ZLD)

VIRIATHUS | RESEARCH

California, part of the prestigious UCLA Sarcoma Program and UCLA’s Jonsson
Comprehensive Cancer Center. He specializes in treating children, adolescents and
young adults with these aggressive cancers. He manages a comprehensive, multidisciplinary program that involves pediatric and medical oncologists, radiation
oncologists, orthopedic oncology surgeons, radiologists and pathologists, nuclear
medicine specialists, physical therapists and prosthetic therapists. He leads an
experienced clinical research team conducting clinical work in refractory, recurrent and
metastatic bone and soft tissue cancers. He obtained his medical degree from New York
University’s Mount Sinai School of Medicine, completed a residency and fellowship
training in pediatric hematology/oncology at the University of California, Los Angeles
and is now a full-time faculty member at UCLA.

Dr. Davis Casarett
Duke University, Durham, North Carolina

Dr. Dustin Sulak

Dr. David Casarett is a leading palliative care physician and health services researcher
whose work focuses on improving systems of care for patients with life-threatening
illnesses. His research interests include evaluating the use of cannabis to treat
neuropathic pain and nausea. He is a Professor of Medicine at Duke University School
of Medicine and Chief of Palliative Care at Duke Health. Dr. Casarett has authored more
than 100 articles for peer-reviewed journals such as JAMA and The New England Journal
of Medicine. His writing has also appeared in-print and online in Salon, Discover,
Newsweek, New York Times and Wired. He has also authored three non-fiction books,
including “Stoned: A Doctor’s Case for Medical Marijuana,” laying out the case for
medical marijuana use. He is a recipient of the Presidential Early Career Award for
Scientists and Engineers, the highest honor given by the US government to researchers
in the early stages of their careers.
Dr. Dustin Sulak is an integrative medical practitioner and leader in the emerging field
of cannabinoid medicine. His clinical practice focuses on treating refractory conditions
in adults and children. He holds an undergraduate degree in nutrition science and biology
from Indiana University, a doctorate of osteopathy from the Arizona College of
Osteopathic Medicine and completed his internship at Maine-Dartmouth Family
Medicine Residency. He is the founder of two specialist clinics in the US that have
treated over 18,000 patients with medical cannabis. Dr. Sulak is also the founder of
Tested Labs, a cannabis analytic laboratory, and healer.com, a medical cannabis
education resource. He sits on the board of directors of the Society of Cannabis
Clinicians and lectures internationally on the science and clinical applications for
cannabis. As a US expert and educator on medical cannabis, Dr. Sulak has contributed
to the standard of care for the use of medical cannabis in conditions such as epilepsy,
autism, pain, spasticity, seizure disorders and PTSD.
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Competition
The Company’s closest direct competitor is
GW Pharmaceuticals. Both companies focus
on pure cannabis plant extracts rather than
synthetics and are investing in rigorous
clinical trials.

According to Canaccord Genuity, there are 10 ASX-listed companies involved in the
production or development of medicinal cannabis products. Two of these companies
(AusCann (ASX:ACB) and Cann Group (ASX:CAN)) are primarily involved in the
production and sale of cannabis. A third listed company, Hydroponics (ASX:THC),
specializes in selling equipment and greenhouses for growing cannabis. Zelda
Therapeutics’ partner CannPal (ASX:CP1) focuses on veterinary applications for
medicinal cannabis products.
All of the five ASX-listed companies described below have research programs in
medicinal cannabinoid products for use in humans. Zelda Therapeutics also considers
Kalytera Therapeutics (US) and GW Pharmaceuticals (UK) among its competitors, with
GW Pharmaceuticals being the most directly comparable. Both Zelda Therapeutics and
GW Pharmaceuticals use whole cannabis plant extracts in their formulations and are
sponsoring robust clinical trials to advance their product pipelines.
Botanix (ASX:BOT)
Botanix develops proprietary topical formulations of synthetically manufactured
cannabinoids for the treatment of various skin conditions, including eczema, psoriasis
and atopic dermatitis. The company has exclusive rights to a topical delivery technology
that utilizes non-alcohol formulations to deliver medicines to specific layers of the skin.
Botanix commenced Phase I clinical trials of its lead product candidate in acne (BTX
1503) last year. If the trials are successful, the company plans to advance to Phase II
trials during 2018 and potentially expand its clinical program for BTX 1503 to include
psoriasis and atopic dermatitis.
Botanix’ business development strategy focuses on research collaborations and
potentially licensing its transdermal delivery technology to other pharmaceutical
companies.
Creso Pharma (ASX:CPH)
Creso plans to develop and commercialize cannabinoid-based nutraceutical products.
The company focuses on opportunities in both human and animal health and plans to
market its products in the European Union. At present, Creso is working on various
formulations for delivering cannabinoid-based nutraceuticals, including sub-lingual and
soft gum, and has formed marketing partnerships in Switzerland and Brazil.
In addition, the company plans to launch products in the companion animal market for
treating chronic pain, arthritis, stress and behavioral problems. Creso recently launched
a human product (CannaQix) for stress reduction and support of the nervous system
functions.
Creso is partnering with Canadian-based CanniMed to distribute its medicinal cannabis
products in Europe, Australia and parts of Asia Pacific and Latin America. The company
purchased a privately-held Canadian business last year that owns land in Nova Scotia
suitable for cannabis cultivation and has applied for a cannabis cultivation license from
Health Canada.

Cannabis has proven effective in treating
chronic pain and chemo-induced nausea and
shows strong promise as a treatment for
epilepsy, insomnia, anxiety and autism.

MGC Pharma (ASX: MXC)
MGC produces bulk cannabinoid extracts in Slovenia and develops cannabinoid- based
products for cosmetic and skin care applications. Its anti-aging skin care products
received FDA clearance in 2016 and are sold in the US through an exclusive distribution
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agreement with C&M CDB Holdings of California. MGC has been selling cannabinoidbased cosmetic products in the Czech Republic since 2016 and received regulatory
approval in 2017 to market these products in EU countries. In addition to anti-aging skin
lotions, MGC is developing cannabinoid-based therapeutics for relief from and
prevention of psoriasis, acne and seborrhea conditions.
MGC has partnered with Epilepsy Action Australia on a research program in epilepsy at
the University Children’s Hospital in Ljubljana. The company also signed an MOU with
the Royal Melbourne Institute for Technology to conduct research into medicinal
cannabis.
MGC recently secured ethics board approval to conduct Phase II clinical trials in treating
key symptoms of dementia.
MMJ Phytotec (ASX: MMJ)
MMJ owns a 100% stake in an Israeli cannabis R&D company (Phytotech Therapeutics)
and a 60% stake in a Canadian cannabis grower (HarvestOne). HarvestOne owns a Swiss
company (Satipharm) which has developed oral formulations of cannabinoid-based
supplements. Satipharm is already marketing its supplements in the EU and plans to
expand its geographical reach into Canada and Australia this year.
MMJ’s wholly-owned Israeli subsidiary Phytotech is working on oral formulations of
cannabinoid therapeutics and has Phase II clinical trials underway in childhood epilepsy
and MS.
MedLab (ASX: MDC)
Zelda Therapeutics is focused on completing
clinical trials in areas such as insomnia and
autism, where there is already strong
anecdotal evidence of efficacy.

MedLab develops probiotic-based therapeutics and novel formulations of established
drugs using its proprietary NanoCelle delivery technology. NanoCelle allows drugs to
be delivered across the mucosal skin layer inside the mouth.
The company plans to develop cannabis-based therapeutics using its NanoCelle
technology and is targeting applications for its products in cancer pain, chemotherapyinduced vomiting and nausea and seizures. MedLab secured ethic approvals to
commence clinical trials last year and has an agreement with Canadian-based Aphria
(TSX: APH) to supply cannabis for its clinical trials, which it will formulate using
NanoCelle technology.
Kalytera Therapeutics (TSX Venture: KALY)
US-based Kalytera is developing a cannabinoid-based medicine for the prevention and
treatment of Graft versus Host Disease. This is a life-threatening, multi-system disorder
that occurs when transplanted donor stem cells attack the patient’s organs, including the
skin, gastrointestinal tract, liver, lungs and eyes. Kalytera has been granted orphan drug
status for this product by US and European regulatory authorities and has Phase II
clinical trials in Graft versus Host Disease underway.
GW Pharmaceuticals (NASDAQ: GWPH)
GW Pharmaceuticals has operations in the US and the UK. This company developed the
first prescription medicine derived from cannabis. Its Sativex product has been approved
in numerous countries outside of the US for the treatment of spasticity due to Multiple
Sclerosis.
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GW’s current pipeline is primarily focused on neurological conditions. Its lead product
candidate Epidiolex is being evaluated as a treatment for early-onset, drug-resistant
epilepsy syndromes. The company has Phase III clinical trials underway in tuberous
sclerosis and Phase I/Phase II trials progressing in infantile spasms, epilepsy, autism
spectrum disorders, encephalopathy, glioblastoma and schizophrenia.
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Milestones
Key milestones for Zelda during the first half of 2018 included 1) securing approval from
the Institutional Review Board (IRB) for its observational study in childhood autism, 2)
expanding its research program in pancreatic cancer to include in-vivo animal models
developed by Curtin University researchers, 3) establishing a new research program
targeting diabetes-related cognitive decline and 4) completing patient recruitment and
commencing dosing in its insomnia clinical trials.
Zelda shares also began trading on the US OTCQB Venture Market this year under the
ticker symbol ZLDAF.
Brief summaries of specific milestones achieved during the first half of 2018 are
provided below:
Negotiates Partnership with German Firm
In early September, 2018, Zelda announced the formation of a strategic distribution and
manufacturing partnership with German medicinal cannabis group HAPA Medical.
Through this agreement, Zelda gains access to the rapidly growing German market for
medicinal cannabis upon successful completion of clinical trials.
Adds Two New Members to Scientific Advisory Board
On August 22, 2018, Zelda appointed two leading medicinal cannabis experts to its
Scientific Advisory Board. Professor David Casarett is a leading palliative care physician
and researcher at Duke University in North Carolina. He is Chief of Palliative Care at
Duke Health and a Professor of Medicine at Duke University School of Medicine. The
second appointee, Dr. Dustin Sulak, is an integrative medicine practitioner and leader in
the emerging field of cannabinoid medicine. He is the founder of two specialist clinics
in the US that have treated more than 18,000 patients with medical cannabis.

The recent appointment of an experienced
biotech CEO as full-time Managing Director
will help Zelda Therapeutics advance its
clinical programs and built relationships
with potential partners for licensing
agreements.

Appoints New Managing Director
On May 22, 2018, Zelda appointed Dr. Richard Hopkins as a full-time Managing
Director, commencing July 1, 2018. Dr. Hopkins is a seasoned bio-pharmaceutical
industry executive with over 11 years of experience in corporate leadership roles. He has
an established track record in the development of novel cancer therapies and deep
experience in corporate strategy, business development and IP. He has overseen multiple
strategic alliances and negotiated licensing agreements with global pharmaceutical
companies.
He most recently served as CEO of an ASX-listed biotech, PharmAust Ltd. He earlier
served as a Managing Director of Phylogica Ltd., a company he co-founded where he
also held a variety of positions, including COO and CSO. Dr. Hopkins holds a PhD in
Molecular Biology, has authored more than 25 peer-reviewed publications and is an
inventor on 17 patents. He serves as Chair of the Ausbiotech Committee.
Patient Recruitment Completed for Insomnia Clinical Trial
On April 23, 2018, Zelda completed patient enrollment for its insomnia clinical trial. The
next phase is expected to commence shortly with patients undergoing baseline sleep
measurements before commencing pharmaceutical dosing. A randomized, placebocontrolled cross over study design will be used, where patients are selected at random to
be treated with Zelda’s cannabis formulation or a placebo. The study will collect data
assessing the effect of the Zelda formulation on time of onset of sleep, sleep duration
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and quality of sleep. It is anticipated that preliminary results from this clinical trial will
be available in late 2018.

Zelda Therapeutics commenced a research
program in diabetes-related cognitive
decline during 2018.

New Research Program Commences in Diabetes-Related Cognitive Decline
On April 18, 2018, Zelda expanded its pre-clinical research program with Australia’s
Curtin University to include diabetes-related cognitive decline. The research will assess
the ability of cannabinoid formulations to moderate the effects of cerebral capillary
damage associated with diabetes. Studies will occur in well-validated animal models of
diabetic cognitive decline over the next 12 to 18 months.
IRB Approval Secured for US Autism Observational Study
On April 14, 2018, Zelda received Institutional Review Board approval to commence
autism observational trials at Children’s Hospital of Philadelphia. The study will monitor
pediatric patients already being treated with medicinal cannabis formulations and seek
to better understand the efficacy of these treatments and identify appropriate components,
dosage and effectiveness. Preliminary results from this study are expected within six
months.
Pancreatic Cancer Research Program Expanded
On March 6, 2018, Zelda expanded its pre-clinical research program in pancreatic cancer
with Curtin University to include animal model studies that will be pivotal to facilitating
future human clinical trials. The study will investigate the effect of cannabinoid extracts
and combinations with chemotherapy agents Abraxane and Gemcitabine in animal
models.
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Investment Risks
Zelda Therapeutics hopes to launch medical
cannabis formulations to treat medical
conditions and must convince physicians,
patients, hospitals, clinics and insurance
companies of the safety and effectiveness of
its products.

Early stage of commercializing products
Zelda Therapeutics plans to introduce novel formulations of medical cannabis and may
face an uphill battle in convincing physicians, hospitals, third-party payers and patients
to embrace these products. There is no guarantee that any of the Company’s clinical and
pre-clinical programs will lead to the development and launch of a commercial product.
Commercial success depends on broad-based market acceptance
Zelda Therapeutics and its marketing partners must reach a large end-user audience that
includes thousands of test centers, hospitals, clinics and specialty and general practice
physicians worldwide. The Company’s long-term success depends on the acceptance of
its products by the medical community. Zelda Therapeutics is minimizing out-of-pocket
costs and development risk by leveraging patient data provided by its partners to guide
development of the product pipeline.
Clinical study risk
Zelda Therapeutics is investing in clinical studies during 2018 with the goals of
establishing the safety and efficacy of its patented cannabis formulations vis-à-vis the
existing standard of care. While earlier studies have evidenced favorable outcomes, the
possibility exists that results from follow-on clinical trials may fall short of expectations.
If that is the case, shares of Zelda Therapeutics could plummet.

While its formulations are protected by
patents, Zelda Therapeutics may need to
protect its IP from third-party challenges.
Such challenges may be costly and timeconsuming and the Company may be at a
disadvantage due to its limited capital.

Financing risk
Zelda Therapeutics has A$5.7 million to fund 2018 initiatives, but may need to raise
additional capital in the future to further develop its pipeline of therapeutic candidates.
However, there is no guarantee that the Company will be able to secure additional
funding in the future. If the Company opts to raise capital through a debt offering,
financial risk increases. An equity offering also presents risk since the ownership stakes
of current shareholders are diluted. Also, the possibility exists that the Company’s cash
burn rate will be higher than expected. Failure to obtain sufficient financing or control
the cash burn rate could delay the progress of clinical trials and the successful
commercialization of products.
Intellectual property risk
Zelda Therapeutics commercial success depends on its ability to obtain patents and
enforce and defend its intellectual property against third-party challengers. At present,
the Company is not a party in any lawsuits, but future challenges to its patents cannot be
ruled out. Defending a challenge to its patents would be both costly and time-consuming
and Zelda Therapeutics may be at a disadvantage to a potential challenger because of
limited financial resources.
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Summary
Zelda Therapeutics is building an impressive pipeline of medical cannabis formulations
and is targeting initial indications for its patented therapeutics in insomnia, autism,
cancers of the breast, pancreas and brain, and diabetes-related cognitive decline. Unlike
most competitors, Zelda Therapeutics products are based on whole cannabis plant
extracts, not synthetics. In the Company’s preliminary research studies, plant extracts
have demonstrated better anti-cancer properties than synthetic compounds.
Zelda Therapeutics anticipates reporting
preliminary results from its lead clinical
programs in childhood autism and insomnia
during 2018.

Zelda Therapeutics has a major competitive advantage because of its strategic
relationships with established leaders in the medical cannabis space such as Aunt
Zelda’s, Telethon Kids Institute, CannPal and Fundacion Daya. Through these
partnerships, the Company gains access to existing data on thousands of patients who
have been treated with medical cannabis covering a range of medical indications. Zelda
Therapeutics has been able to leverage this patient data to refine its pipeline, design
clinical trials, reduce R&D costs and accelerate development timeframes. The Company
anticipates reporting preliminary results from its most advanced clinical program,
insomnia, later this year and regularly updating investors regarding the progress of
clinical and research programs in autism, cancer and diabetes-related cognitive decline.
If results from the insomnia and autism studies are favorable, Zelda Therapeutics intends
to fund follow-on clinical trials. Because the Company is making use of known safety
data and focusing on markets where regulatory pathways are clear, Zelda Therapeutics
is able to more rapidly advance its pipeline. The Company could be commercially
launching cannabinoid therapeutics for treating insomnia and symptoms of autism within
three years.

The market opportunity in medical cannabis is huge. Arcview Market Research predicts
worldwide consumer spending on legal cannabis will reach $57 billion by 2027. While
the adult-use market will dominate in North America, the medical market will expand
fastest overseas due to fewer regulatory hurdles and government subsidized health
systems covering patient costs. Zelda Therapeutics plans to initially target patient
populations in Germany, Chile, Brazil and Australia. Europe, which has 739 million
citizens and more than $1.5 trillion of healthcare spending, has the potential to be the
largest medical cannabis market worldwide. South America has some of the most liberal
policies regarding medical cannabis and spending is projected to reach nearly $0.8 billion
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by 2027, led by Brazil and Argentina. In Australia, legal cannabis spending is projected
to grow 53% annually to $1.2 billion by 2027, making Australia the fifth largest market
in the world.
At the end of the June 2018 fiscal year, Zelda Therapeutics had cash of A$5.7 million
available. Management believes this amount is sufficient to fund all of the Company’s
already announced trials and investigate new opportunities. Spending is tightly
controlled; Zelda Therapeutics consumed cash of A$2.6 million in its operations during
fiscal 2018 and the Company also benefits from receiving a 43% cash rebate on R&D
outlays expended in Australia. According to management, this year’s rebate should total
nearly A$400,000 and has yet to be received. Typically, these rebates are made available
to the Company during each year’s third quarter. Management estimates that the R&D
rebate for fiscal 2019 will be substantially higher than A$400,000.
Zelda Therapeutics cash burn rate is modest
and the Company benefits from a 43% rebate
on R&D dollars expended in Australia.

Accordingly, Zelda Therapeutics envisions no necessity for raising additional capital in
the foreseeable future since all of its research activities are fully funded. However, if the
Company’s shares experience strong price action when preliminary results from clinical
and pre-clinical studies are announced, the Company may opt to accelerate
implementation of the business plan and expand its portfolio of activities, which may
require raising more capital.
Revenue Opportunity in Insomnia
Zelda Therapeutics plans to use the data sets obtained from clinical studies to negotiate
licensing agreements with established pharma industry partners for its various products.
While many of the Company’s research programs are still in early stages of development,
we can roughly calculate the revenue opportunity for one of Zelda’s more advanced
clinical programs, insomnia, based on the following assumptions:
Insomnia occurs in approximately 35% of the population. Extracting from that
percentage, we assume that the potential insomnia patient population, broken down by
geographic market, is as follows: 28.8 million Germans, 6.2 million Chileans, 72.6
million Brazilians and 8.4 million Australians. Assuming 5% of that population takes a
prescription product for their condition, the patient population in insomnia across these
four markets would likely exceed 5.8 million.
Assuming Zelda Therapeutics captures a 10% share of this patient population, the
number of patients taking the Company’s insomnia therapeutic would break down by
country as follows - 144,000 Germans, 31,000 Chileans, 363,000 Brazilians and 42,000
Australians, or a total population of 580,000 patients.

Through its relationship with local
distributor partners, Zelda Therapeutics
expects to capture 50% of the retail selling
price of its patented medical cannabis
formulations.

In Germany, health insurers reimburse 100% of medical costs and we assume daily retail
pricing for the Company’s insomnia product at approximately 20 euros per patient,
equivalent to US$23.60 at the recent exchange rate. In Chile and Brazil, retail pricing for
Zelda Therapeutics products is likely to be considerably lower. We estimate retail prices
in these markets will range between $2 and $3 per patient per day. In Australia, we think
retail prices may average approximately $9 per patient per day. Because Zelda
Therapeutics plans to work with local partners to distribute its products, we assume the
Company will likely capture 50% of retail sales.
Capturing 50% of retail pricing suggests Zelda Therapeutics would be able to tap the
following revenue stream:
§ Germany – daily revenues per patient of $11.80
§ Chile and Brazil – daily revenues per patient of $1.50
§ Australia – daily revenues per patient of $4.50.
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If we assume each patient uses the insomnia therapeutic for a total of 60 days per year,
Zelda Therapeutics revenues from the insomnia product would break down as follows:
§
§
§

Germany: 144,000 patients x 60 days x $11.80 = $101.9 million
Chile and Brazil: 394,000 patients x 60 days x $1.50 = $35.46 million
Australia: 42,000 patients x 60 days x $4.50 = $11.34 million

This implies a total revenue opportunity for Zelda Therapeutics in the insomnia
indication alone of roughly $148 million. This estimate evaluates only the Company’s
four initial target markets. The overall EU and North American revenue opportunity
associated with an effective insomnia therapeutic is likely to exceed hundreds of millions
of dollars.
Revenue opportunities in childhood autism would be similar or greater. Autism is
thought to occur in one of every 100 births and the United Nations estimates annual birth
rates are 292,000 in Germany, 245,000 in Chile, 2.9 million in Brazil and 311,000 in
Australia. In addition, while the Company’s research programs in cancer and diabetesrelated cognitive decline are at early stages, cannabinoid therapeutics that may improve
patient outcomes in these indications could be blockbusters for the Company, potentially
generating billions of dollars of sales.
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Income Statement
For the Fiscal Period Ending

12 months
Jun-30-2016

12 months
Jun-30-2017

12 months
Jun-30-2018

AUD

AUD

AUD

Revenue

-

-

-

Gain (Loss) on Sale Of Invest. (Rev)

-

-

0.537

-

-

0.139

0.3
0.3

0.1
0.1

0.423
1.098

Currency

Interest and Invest. Income (Rev)
Other Revenue
Total Revenue
Cost of Goods Sold

-

-

-

0.3

0.1

1.098

Selling General & Admin Exp.
Stock-Based Compensation

0.447
-

0.968
0.871

0.846
0.028

R & D Exp.
Depreciation & Amort.

0.014
-

0.668
-

1.792
-

-

0.036

0.013

0.461

2.543

2.679

(0.161)

(2.443)

(1.581)

Gross Profit

Other Operating Expense/(Income)
Other Operating Exp., Total
Operating Income
Interest Expense
Interest and Invest. Income
Net Interest Exp.
Currency Exchange Gains (Loss)
Other Non-Operating Inc. (Exp.)
EBT Excl. Unusual Items
Merger & Related Restruct. Charges
EBT Incl. Unusual Items
Income Tax Expense
Earnings from Cont. Ops.
Extraord. Item & Account. Change
Net Income to Company
Minority Int. in Earnings

-

-

-

0.004

0.068

-

0.004

0.068

-

-

(0.001)

-

(0.022)
(0.179)

(0.063)
(2.439)

(0.149)
(1.73)

(0.09)

(3.718)

-

(0.269)

(6.157)

(1.73)

-

-

-

(0.269)

(6.157)

(1.73)

-

-

-

(0.269)

(6.157)

(1.73)

-

-

-

Net Income

(0.269)

(6.157)

(1.73)

NI to Common Incl Extra Items
NI to Common Excl. Extra Items

(0.269)
(0.269)

(6.157)
(6.157)

(1.73)
(1.73)

Per Share Items
Basic EPS
Basic EPS Excl. Extra Items
Weighted Avg. Basic Shares Out.

0
0
91.874

(0.01)
(0.01)
495.341

0
0
752.09

Diluted EPS
Diluted EPS Excl. Extra Items
Weighted Avg. Diluted Shares Out.

0
0
91.874

(0.01)
(0.01)
495.341

0
0
752.09
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Balance Sheet
Balance Sheet as of:
Currency

Jun-30-2016

Jun-30-2017

Jun-30-2018

AUD

AUD

AUD

ASSETS
Cash and Equivalents
Total Cash & ST Investments

0.722
0.722

7.868
7.868

5.686
5.686

Accounts Receivable

0.059

-

0.091

Other Receivables

0.039

0.099

-

0.098

0.099

0.091

Total Receivables
Other Current Assets

-

-

-

0.82

7.967

5.777

-

-

-

Long-term Investments

-

-

0.537

Other Long-Term Assets

-

-

-

0.82

7.967

6.314

0.045
1.0

0.071
-

0.099
-

Total Current Assets
Net Property, Plant & Equipment

Total Assets
LIABILITIES
Accounts Payable
Short-term Borrowings
Other Current Liabilities
Total Current Liabilities
Other Non-Current Liabilities
Total Liabilities
Common Stock
Additional Paid In Capital
Retained Earnings
Treasury Stock
Comprehensive Inc. and Other
Total Common Equity
Total Equity
Total Liabilities and Equity

-

-

-

1.045

0.071

0.099

-

-

-

1.045

0.071

0.099

0.0
-

13.803
-

13.823
-

(0.224)
-

(6.382)
-

(8.112)
-

-

0.475

0.503

(0.224)

7.897

6.214

(0.224)

7.897

6.214

0.82

7.967

6.314
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Cash Flow
For the Fiscal Period Ending
Currency
Net Income
Depreciation & Amort., Total

12 months
Jun-30-2016

12 months
Jun-30-2017

12 months
Jun-30-2018

AUD

AUD

AUD

(0.269)
-

(6.157)
-

(1.73)
-

(Gain) Loss on Sale of Invest.

-

-

(0.646)

Asset Write-down & Restructuring Costs

-

0.676

(0.314)

Stock-Based Compensation

-

0.871

0.028

Other Operating Activities

-

2.986

-

(0.118)
0.054
-

(0.001)
0.026
-

0.008
0.029
-

(0.334)

(1.6)

(2.625)

Capital Expenditure

-

(0.007)

-

Cash Acquisitions

-

0.034

-

Divestitures

-

-

-

Sale (Purchase) of Intangible assets

-

(0.601)

-

Investment in Marketable & Equity Securities

-

-

0.109

Net (Inc.) Dec. in Loans Originated/Sold

-

-

-

Other Investing Activities

-

0.132

0.314

Cash from Investing

-

(0.442)

0.423

Short Term Debt Issued

-

-

-

Long-Term Debt Issued

-

-

-

Total Debt Issued

-

-

-

Short Term Debt Repaid

-

(0.211)

-

Long-Term Debt Repaid

-

-

-

Total Debt Repaid

-

(0.211)

-

1.26

10.0

0.02

-

-

-

Change in Acc. Receivable
Change in Acc. Payable
Change in Other Net Operating Assets
Cash from Ops.

Issuance of Common Stock
Total Dividends Paid
Special Dividend Paid
Other Financing Activities
Cash from Financing
Net Change in Cash

-

-

(0.06)

(0.601)

-

1.2

9.188

0.02

0.866

7.146

(2.182)
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Disclaimer
This report has been prepared by Viriathus Holdings LLC, Viriathus Research, LLC Series (“Viriathus Research”) based upon information
provided by the Company. Viriathus Research has not independently verified such information and cannot guarantee the total accuracy of the
information in this report. This is not a research report under NASD Rule 2711 and has not been prepared by Viriathus Capital LLC Series.
Viriathus Research has been compensated for the authoring of this report. This report is not directed to, or intended for distribution to or use
by, any person or entity who is a citizen or resident of or located in any locality, state, country or other jurisdiction where such distribution,
publication, availability or use would be contrary to law or regulation or which would subject Viriathus Research, its subsidiaries, or its affiliates
(“Viriathus”) to any registration or licensing requirement within such jurisdiction. Some of the information in this report relates to future
events or future business and financial performance. Such statements constitute forward-looking information within the meaning of the Private
Securities Litigation Act of 1995. This report is published solely for information purposes and is intended to provide investors and interested
parties with a fundamental understanding of the company covered herein including the company’s technology, business model, financial
condition and business prospects. It is not intended as an offer or a solicitation with respect to the purchase or sale of a security, and it should
not be interpreted as such. Past performance does not guarantee future performance. Viriathus will not treat recipients as its customers by
virtue of their receiving this report. Affiliates of Viriathus Research do and seek to do business with companies covered in its informational
reports. Viriathus Research and its clients, affiliates and employees, may, from time to time, have long or short positions in, buy or sell, and
provide investment advice with respect to, the securities and derivatives (including options) thereof, of companies mentioned in this report and
may increase or decrease those positions or change such investment advice at any time. Viriathus Research is not registered as a securities
broker-dealer or an investment adviser either with the U.S. Securities and Exchange Commission or with any state securities regulatory
authority.
® VIRIATHUS is a registered mark of Viriathus Holdings LLC.
© Viriathus Research LLC, 2018. All rights reserved. Any unauthorized use, duplication or disclosure is prohibited by law and will result in
prosecution.
Financial data provided by:
Historical Equity Pricing Data supplied by:

- 31 September 5, 2018

