ZELDA THERAPEUTICS LTD

About
Zelda Therapeutics Limited (“Zelda”) is an Australian
biotechnology company which listed on the
Australian Stock Exchange (ASX) in November 2016,
trading under the ASX code “ZLD”.
The company is a global leader in medical cannabis,
developing therapies in collaboration with a number
of key international opinion leaders and research
organisations. Through its connection with
Californian company Aunt Zelda’s, it has exclusive
access to years of comprehensive patient data that
has demonstrated therapeutic success using
cannabinoid-based treatments. Using this real world
knowledge as a strong foundation, Zelda has
leveraged this to commence pre-clinical research in
breast, brain and pancreatic cancer.
In addition, it is gearing up to commence a number

of human clinical trials in 2017 in several therapeutic
areas including insomnia and dermatological
conditions such as eczema.
The medical cannabis industry in Australia is set to
boom, with the necessary legislation being passed in
2016 providing the regulatory framework for
clinicians to prescribe medicinal cannabis to patients
in need. This change in regulation has bought with it
an increased awareness from the medical
profession, investors and the general community
on the benefits of medical cannabis. Zelda, is well
placed to take advantage of this new growth market
leveraging off its international connections and solid
research base.
Regulators and medical professionals globally are
also recognising the range of disease indications

with which medical cannabis is assisting. The prestigious US National Academy of Sciences, earlier this year,
released the biggest independent review based on the level of research currently undertaken on the health
effects of cannabis.
This is important information for the sector as we see the push worldwide for changing the legal landscape.
Some of the review’s findings concluded that there was evidence that cannabis/cannabinoids are effective
for treatment of sleep disorders, however there was no conclusive research on the effects on cancer¹.
The report highlights the importance of expanding and improving the quality of cannabis research efforts so
as to provide conclusive evidence of the efficacy of medical cannabis in treating various medical conditions.
Zelda addresses some of these research gaps through its own research which will soon move to clinical trials,
and has gathered significant pre-clinical evidence around the effects of its formulations on certain cancers.
This focus on running robust clinical trials and building knowledge via pre-clinical research activities positions
Zelda as one of the small number of companies operating in this manner in the global medicinal cannabis
sector. Combined with a commitment to building a diversified intellectual property portfolio Zelda is laying
very strong foundations for future value creation for shareholders.
National Academies of Sciences, Engineering, and Medicine. 2017. The Health Effects of Cannabis and Cannabinoids: The Current
State of Evidence and Recommendations for Research. Washington, DC: The National Academies Press. doi:10.17226/24625.
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Corporate Structure

Recent Achievements
Over the last 12 months the company has:

Publicly listed on the Australian
Stock Exchange (ASX) in Nov 2016
under the ticker ZLD

Market Capitalization
$18m (@3.0c)

Top 20 shareholders own
60% of the stock
(50% of the shares are escrowed)

Shares on issue
670m

Established a Medical Advisory Board with globally recognised leaders in their field
Commenced a research collaboration with the prestigious Complutensé University Madrid testing their
formulations in a range of breast cancer models
Raised $4 million and listed on the Australian Securities Exchange (ASX)
Expanded its research into brain cancers and pancreatic cancer with leading medical research institutes
Filed multiple international patents

Issued 160m shares
@ 3.5c to raise $4m

Cash at bank
approximately A$4m

Initiated clinical trial activities, initially for insomnia, in multiple countries
Expanded business development activities to maintain Zelda at the forefront of the medicinal cannabis
field

Board and Management
Zelda has established a world class board, medical advisory committee and management team, that bring
international expertise in financial services, medical technology, and cannabis research and treatments.

“Nature is the Healer of Disease” - Hippocrates

Harry Karelis
FOUNDER &
EXECUTIVE
CHAIRMAN

Mara Gordon
FOUNDER &
DIRECTOR

Jason Peterson
FOUNDER &
DIRECTOR

Dr Stewart Washer
FOUNDER &
EXECUTIVE
DIRECTOR

Harry is the founder of
Titan Capital Partners
and has in excess of 24
years of diversified
experience in the
financial services
sector including
specialist med-tech
private equity
investing.

Mara is the co-founder
of Aunt Zelda’s and
Zelda Therapeutics. She
specialises in the
development of
cannabis extract
treatment protocols for
seriously ill patients in
California.

Jason is a Director,
major shareholder and
Head of Corporate at
boutique stock broking
and investment
banking firm, CPS
Capital. He has more
than 21 years of
experience in the
financial advisory
sector.

Stewart has 20 years
of CEO and Board
experience in
medical technology,
biotech and agrifood
companies. He is
currently Chairman of
ASX-listed Orthocell
Ltd, and Cynata
Therapeutics Ltd.

The medical advisory board is composed of international leaders in the medical cannabis field including
Professor Manuel Guzmán, and Professor Cristina Sánchez from Madrid’s Complutensé University.

Professor Guzmán is the Full Professor of Biochemistry and Molecular Biology at
Madrid’s Complutense University. His PhD and postdoctoral research focused on the
study of the regulation of liver and brain lipid metabolism. During the last twenty years
he has been mostly involved in the study of how cannabinoids act in the body, with
special emphasis on the molecular mechanisms of that action and on understanding
how cannabinoids control cell generation and death. This work has allowed
characterizing new effects and signalling pathways evoked by cannabinoids, as well as
putting forward new physiopathological implications derived from them.

Market Differentiation
Zelda Therapeutics has a two-pronged strategy to quickly develop Zelda into one of the world’s leading
medicinal cannabis biotechnology companies. This approach provides a pathway to revenues in the short
term through fast-tracked clinical trials, whilst generating significant value in the background through our
cancer research activities.

He has been Secretary of the SEBBM (2006-2010) and founder and secretary of the Spanish Society for
Cannabinoids Research (SEIC) where he is the current President. He is also an Academic Member of The
Royal National Academy of Pharmacy (Spain) as well as a member of the Board of Directors of the
International Association for Cannabinoid Medicines (IACM). Professor Guzman resides in Spain.

Firstly, the company has identified several medical disease areas (indications) where it can fast-track its
formulations into human clinical trials – notably sleep disorders such as insomnia and dermatology
indications such as eczema. Zelda is expected to commence these trials during 2017 and has identified a
relatively rapid path to commercialisation. If successful, Zelda could obtain product registrations in selected
markets as early as 2018 with revenues flowing from there.

Dr Sánchez is an Assistant Professor at Complutense University, Madrid Spain. Her PhD
and postdoctoral training were focused on lipid signaling, including that of
cannabinoids in an oncology setting. The goal of her current research is to understand
and exploit cannabinoids as potential antitumoral agents in breast cancer.

Secondly, the company has focused on certain cancers where there is a growing body of evidence that
cannabinoids can improve treatment outcomes and quality for life for patients. Zelda has implemented
research partnerships with leaders in the field of breast, brain and pancreatic cancer using cannabinoids as
therapeutic agents, initially in combination with existing chemo and radio-therapy treatment regimes. Zelda
is also examining the potential to use cannabinoids to reduce the impact of chemotherapy-induced nausea
as well as the potential to reduce the toxicity of certain cancer drugs.

More recently, she has also focused her attention on new cannabinoid receptors and
their possible involvement in cannabinoid antitumoral action in breast cancer and
other type of tumors. She has been Secretary of the Spanish Cannabinoid Research
Society (2011-2015) and is one of the founders and Secretary of the Spanish
Observatory on Medicinal Cannabis. Dr Sanchez resides in Spain.
Dr Noah Federman is the Director of the Pediatric Bone and Soft Tissue Sarcoma
Program at University of California (Los Angeles), part of the UCLA Sarcoma Program
and UCLA’s Jonsson Comprehensive Cancer Centre. He specialises in treating children,
adolescents and young adults with these aggressive cancers.

Key Products and Research Focus
The company’s key focus is testing a range of formulations and depending on the disease either in the form
of oils administered sub-lingually or through creams for topical application.

Dr Federman also specializes in conducting clinical trials and leads an experienced
clinical research team devoted to providing access to clinical trials for children with
refractory, recurrent and metastatic bone and soft tissue cancers. Dr Federman
received a BA in English Literature and minor in neuroscience at Williams College,
Massachusetts. He received a Medical Doctorate Degree from the Mount Sinai School of Medicine- New York
University, New York and completed his residency and fellowship training in Pediatric Hematology/Oncology
at the University of California, Los Angeles. He is now a full-time member of the faculty at UCLA.
As a member of the Scientific Advisory Board Dr Federman will be instrumental in shaping the rigorous
scientific research and clinical trials that Zelda plans to fund as part of its strategy to become a leading
biotechnology company in the emerging medical cannabis sector.
Dr. Joe Goldstrich graduated from the University of Texas Southwestern Medical School
in 1964. He completed fellowships in diabetes, metabolism, and cardiology and
became board certified in internal medicine, cardiology and clinical lipidology.
He has had a distinguished clinical career in preventive cardiology and nutrition,
working as the National Director of Education and Community Programs for the
American Heart Association, Medical Director at the Pritikin Longevity Center and
Medical Director of ProCaps Laboratories, where he designed nutritional supplements
based on published scientific studies. He has authored four books on diet, nutrition and
preventive cardiology. He began practicing cannabis medicine in 2012. He has evaluated over 3500 patients
using cannabis as a fundamental medicine in the management of their medical conditions.
His most recent work has focused on the use of cannabis in the clinical management of cancer. He serves
on the Board of Directors of the Society of Cannabis Clinicians and is their liaison to the California Medical
Board. He lives in Iowa and California.

The company’s research and clinical programmes are fully funded and benefit from the Australian
Government’s research and development tax rebate programme providing non-dilutive funding for the
company. Zelda is pleased to be entering 2017 with sufficient financial runway well into 2018 with the
potential for a number of significant value creating milestones to be achieved.

of action studies, testing other formulations of Zelda
cannabinoids and also testing against other cancer cell
lines including HER2+ cells resistant to HER2-targetted
treatments and triple-negative breast cancer cells.
Professors Sánchez and Guzmán are acknowledged as
world leaders in studying the anti-cancer effects of
cannabinoids and have published pioneering papers in
prestigious scientific journals detailing specific
mechanisms of action of cannabinoids on certain cell
pathways. Both researchers sit on the Zelda Medical
Advisory Board and provide significant guidance in terms
of our pre-clinical research focus.

Zelda Therapeutics will undertake pre-clinical research into breast cancer, brain cancer and
pancreatic cancer. The company will also begin clinical trials in insomnia and dermatology
conditions.

PRE-CLINICAL RESEARCH:
BREAST CANCER STUDIES
Zelda Therapeutics’ initial proof of concept study into the anti-cancer effects of its THC-rich
medical cannabis formulation has produced positive results. The study was conducted on behalf
of Zelda by world leading cannabis cancer researchers at Complutense University of Madrid, led
by Professor Cristina Sánchez and Professor Manuel Guzmán.

The study forms part of a multi-year work programme,
funded by Zelda, at the Complutense University focused
specifically on gaining a better understanding of the
efficacy of certain whole-plant extracts known to have
biological activity in humans through the activities of our
partner Aunt Zelda’s in California.
Our focus in this research programme is to generate data
packs in a form typically expected by the biopharmaceutical industry. The ultimate aim is to licence
this intellectual property to a major group better
resourced to progress into formal human clinical trials in
the area of cancer therapy. As per the Company’s
business model, Zelda will benefit through structuring
deals comprised of up-front payments, milestones and
royalties from these licensees.

Positive results of initial proof
of concept study into the
anti-cancer effects of THC-rich
medical cannabis formulation

Research conducted by world
leading cannabis cancer
scientists at Complutense
University of Madrid.
Results show that Zelda’s
formulation of THC-rich oil is:
•

Significantly more potent
at reducing tumour growth
than pure THC

•

Equally as potent as
Lapatanib in reducing
tumour growth

Initial positive results provide
support for Zelda to continue its
programme of study evaluating
its THC-rich medical cannabis
formulations as anti-cancer
therapeutics

Specifically, this initial study compared the anti-tumour responses of pure tetrahydrocannabinol
(THC) versus the Zelda Therapeutics formulation of THC-rich oil and at the same time compare
the potency against a standard chemotherapy drug, Lapatanib which is a tyrosine-kinase
inhibitor of HER2 and EGFR, both receptors known to play an important role in breast cancer.
“The study showed that the Zelda Therapeutics’ formulation of THC-rich oil was significantly more potent at reducing tumour growth than pure THC and more importantly, was as
potent as Lapatanib in reducing tumour growth.”
The study was carried out in immune-deficient mice hosting xenografts (tissue grafts) of human
breast cancer, HER2+ adenocarcinoma. Treatment was delivered orally and tumour volume was
measured daily.
The positive results provide support to continue the study of Zelda formulations as anti-cancer
therapeutics in their own right or in combination with current chemotherapy and
radiotherapy regimes. A series of follow-on studies are in progress that will include mechanism

Commenting on the study results, Professor Cristina Sánchez stated:
“These preliminary results are very exciting and strongly point in favour of using whole-plant
extracts over single cannabinoid molecules. We are in the process of designing and conducting
a series of follow- on experiments in coming months which will continue to add to our body of
knowledge in this field.”

PRE-CLINICAL RESEARCH:
BRAIN CANCER

PRE-CLINICAL RESEARCH:
PANCREATIC CANCER

Zelda Therapeutics Ltd is working with the highly regarded, Perth-based Telethon Kids Institute
(www.telethonkids.org.au). This collaboration will initially focus on pre-clinical testing of Zelda’s
compounds, formulations and protocols in the area of children’s brain cancer.

Zelda Therapeutics has entered into a research collaboration agreement with Curtin University
(Australia).

The collaboration with the Telethon Kids Institute will be confined to pre-clinical research
accessing the Institute’s validated cell and animal models for the studies. Through the research,
the Institute will examine the potential for Zelda’s compounds to act as anti-cancer agents,
either alone or in combination with existing treatments. The initial studies commence in early
2017 with results expected later in the year.
“The new collaboration with the Telethon Kids Institute demonstrates the company’s
strong momentum towards conducting rigorous pre-clinical and clinical studies aimed at
validating the anecdotal patient responses to medical cannabis observed to date, to
produce industry standard data packs and trial data.” - Harry Karelis, Executive Chairman
The research consists of a series of experiments that have been designed within stringent
scientific protocols to produce a comprehensive data pack that can be used as the basis for any
future clinical trials either in Australia or in other geographies.
The collaboration and studies, build on the company’s pre-clinical research activities at
Complutense University Madrid with renowned researchers Professor Manuel Guzmán and
Professor Cristina Sánchez who are both considered the leaders in the research of anti-cancer
effects of cannabinoids.
We have expanded
pre-clinical research
programme from breast cancer
to now include paediatric brain
cancers

Partnering with one of
Australia’s leading medical
research institutes, the Telethon
Kids Institute

Developing a rigorous series of
experiments to generate high
quality data pack expected this
year

This collaboration will test a range of Zelda’s formulations and protocols against Curtin’s suite of
in vitro pancreatic cancer models. This is where the cannabis formulations will be tested against
human pancreatic cell cancer lines grown in the laboratory.
The aim of this work is to test the impact of Zelda’s cannabinoid formulations as stand-alone
treatments and in combination with existing chemotherapy drugs such as Abraxane, that is often
used to treat pancreatic cancer.
There is a growing body of evidence that whole plant cannabinoid extracts can impede cancer
growth and potentially render the tumour more responsive to chemotherapeutic agents.
This programme will seek to identify whether Zelda formulations can generate anti-cancer
activity both alone and in combination with chemotherapeutic agents.
“Pancreatic cancer is the twelfth most common cancer globally, with over 330,000 diagnoses in 2012¹. In Australia alone, it is estimated that there will be over 3,000 diagnoses
this year (2016)². With a very low five year survival rate, the pancreatic cancer market will
greatly benefit from further research and development using novel approaches.”
Curtin’s Professor Marco Falasca, from the School of Biomedical Sciences, and his team are experts in the investigation of cell signalling pathways, such as those found in cancerous tumour
cells that are responsible for regulating the internal cellular processes where the uncontrolled
growth begins.
In recent years, Professor Falasca and his team have discovered that ‘lipid signalling’ is
over- activated in the initial stages of pancreatic cancer, and this in turn promotes the growth of
cancerous cells. They have also discovered a novel mechanism that uses ABC transporters and
G-protein coupled receptors (important proteins located on the surface of cells) that can halt
cancer progression and cell signalling.
We will be testing Zelda’s formulations using these recent discoveries against specific receptors
and looking to replicate the positive effects observed in our breast cancer research program.
Zelda expects these trials to commence in early 2017, with results to follow thereafter.

We have
expanded our
pre-clinical cancer
activities to include
pancreatic cancer

Project seeks to
replicate success of
Zelda’s cannabinoid
formulations on
breast cancer

Pancreatic cancer is the
twelfth most common
cancer globally with over
330,000 new cases
diagnosed in 2012¹

¹ Source: Pancreatic Cancer World Research Fund International. 2 Source: Australian Government Cancer Council

Upon achieving positive results in the trial, Zelda will pursue the necessary approvals in key geographic
markets to register the product and make it available for sale to consumers as an effective sleep aid.

Trial sites identified in
multiple target
locations, including
the USA and Australia

Discussions with Clinical
Research Organisations
(CROs) underway and
relevant submissions for
ethics approvals in progress

Substantial
anecdotal evidence
of compounds’
effectiveness exists
for sleep disorders

Professor Marco Falasca stated:
“After years of slow progress in the field of pancreatic cancer treatment, we hope to
finally open the path to new therapies for pancreatic cancer.”

CLINICAL TRIALS FOR
SLEEP DISORDERS
Zelda Therapeutics strategy to target the significant sleep disorder market is progressing and has
identified trial sites in multiple target locations, including the USA and Australia.
The Company is also progressing discussions with potential partner Clinical Research Organisations
(CROs) in local markets and submissions for the necessary approvals from the relevant ethics
committees in each location are now in progress.
The Company anticipates receiving approvals during 2017 with the trials to commence shortly
thereafter.
The trials will assess the efficacy of Zelda’s medical cannabis-based formulation for treating sleep
disorders. Zelda will be leveraging the significant amount of anecdotal evidence and data for the compounds’ effectiveness in treating sleep disorders accessed through its exclusive agreement with Aunt
Zelda’s.
The sleep disorder market provides a significant opportunity for Zelda. Insomnia is estimated to impact
approximately 35% of the global population and is considered to be a prime factor for chronic disability
in the workforce. The global sleep aids market was valued at US$58.1 billion in 2014 and is expected to
expand to reach US$80.8 billion by 2020, according to the research firm Persistence Market Research.
Sleep aids are drugs and medical devices that help a person to fall asleep.
“Due to the safety data already in place for medicinal cannabis extracts, Zelda is able to
progress directly to human clinical trials, rapidly accelerating the time to
commercialisation.”

Executive Chairman Harry Karelis stated:
“The sleep disorder market represents a significant opportunity for medical cannabis treatments.
We believe that consumers are looking for safe, effective, affordable alternatives to current
prescription medication. Our exclusive access to Aunt Zelda’s patient data has provided us with
the ability to trial a formula that already has existing evidence and data to demonstrate its
efficacy in this particular disorder. The purpose of these trials is to establish robust, clinical
evidence and to create a comprehensive data pack that can be used to progress later stage trials
and/or seek product registrations in certain markets and generate product sales in the medium
term.”

Trials will assess
the clinical efficacy
of Zelda’s
formulation to
treat insomnia

Trials to clinically validate
effectiveness and drive
broader use of medical
cannabis to treat sleep
disorders, with trial data
expected later this year

Insomnia affects ~35% of the
global population and the
global sleep aids
market alone is expected to
be worth US$80.8 billion
by 2020

Q&A
with Harry Karelis,
Executive Chairman
What a racted you to the medical cannabis industry

My background has largely been in private equity investing in the
biotech/life-science sector which provides me with a different
perspective on what is going on in the global medicinal cannabis
sector. Traditional drug discovery approaches have reached the
point of diminishing returns where more and more money is
being spent with fewer novel drugs being developed.
With cannabis, we have a natural remedy with several millenia of
demonstrable human use for a variety of medical conditions.
Industry has largely avoided studying the cannabis plant for a
variety of well known reasons.
I and my colleagues have taken a view that this approach is unsustainable and that by investing in
further research that novel drugs/treatments can be developed that most importantly will result in
effective and affordable medicines for large sections of the community in need.
We established Zelda as a vehicle to bring together world leaders in their fields and provide the
resources to quickly build a pipeline of research and therapies. We are hopeful that our rigorous
approach to evidence-based treatments will contribute to the pace of uptake by the broader medical
community.

Key Strategic Market Drivers
Since listing on the ASX late 2016, significant investor interest and demand saw the share price increase by
nearly 70% over the first four weeks as a public company.
This strong shareholder interest is a reflection of the growing global demand market for medical cannabis
and the top tier management and advisory team behind Zelda. Some of the key drivers of this are:
Medical Evidence
Strong clinical data being generated that shows the evidence that medical cannabis can
treat specific disease conditions. The science and evidence is gaining strong support from
medical experts world-wide. The National Academy of Science just released an international
review showing positive clinical evidence of medicinal cannabis in certain diseases including
pain and insomnia.

Legal and Regulatory
Many countries are changing their regulatory frameworks to legalize the use of medical
cannabis and put in place measures to allow doctors to prescribe it.

Consumers
Consumers are seeking alternative, botanical derived medical treatments and are changing
perceptions to accept medical cannabis, canvassing governments to legalize it.

The Future Outlook

How would you describe the medical cannabis industry in Australia

Strong global interest in medical cannabis, combined with the company’s clear business strategy to generate
revenues in the short and medium term and build longer term value through its pre-clinical work will
continue to drive strong shareholder interest.

There are still a number of challenges including educating the medical profession but the flood-gates
are now open and we are very well positioned to leverage Australia’s international reputation in
medical research.

Zelda Therapeutics has identified medical areas to fast track its formulations into clinical trials including
insomnia and eczema. While these are relatively niche markets there is potential for Zelda to create
significant shareholder value over the next 12-18 months.

There is broad community support for medicinal cannabis and it has been an amazing change in public
sentiment over the past 24 months. Investors are very receptive to companies like Zelda that are
providing relatively unique exposure to one of the fastest growing sectors in the world.

The company’s cancer research programme will take a longer timeframe before moving into clinical trials, but
has the potential to generate significant advances in treatment options for patients. Successful results will
see Zelda actively engage with the bio-pharmaceutical industry to progress into human clinical trials.

Right now it is a very exciting time to be in Australia. After several years of talking, 2016 saw the
implementation of the necessary legislation and regulatory environment to provide patients with the
ability to access medicinal cannabis legally for the first time.

What have been the biggest hurdles for Zelda Therapeutics

Zelda has experienced all the text-book issues that start-up companies face but I think we have achieved
a significant number of milestones since being set up in 2015. Of course, stigma and continued
regulatory changes are always challenging but these headwinds are diminishing. Being located in
Australia means lots of air-miles

Where do you see the company years from now

We are 100% focused on positioning Zelda as one of a very small number of life science
companies globally with a leadership position in the medical cannabis sector. Five years is a long time
and anything can happen but I would be disappointed if we did not have several products on the
market that have demonstrated success in rigorous clinical trials. We should also have moved our
pre-clinical cancer research into the clinic over that time frame.

Furthermore, the company has an active intellectual property (IP) strategy in place and are focusing on areas
where it can obtain IP protection to create further value for shareholders.
With the strategies outlined above, its achievements to date, together with its Board and leading scientific
advisory team, all the right components in the equation are there to ensure this research focused company
will deliver to the market medically significant cannabis treatments for specific disease conditions.

www.zeldatherapeutics.com
enquiries@zeldatherapeutics.com
@ZeldaTherapeutics

@ZLDTherapeutics

Zelda Therapeutics

