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Company Overview

George Thomas, PhD, MBA Marsala Biotech Inc. is a drug discovery and development company, concentrating on new
treatments for cancer. The Company’s lead technology, E10A, is an investigational gene
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therapy that utilizes an adenoviral vector to deliver the endostatin gene. E10A is being
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evaluated in patient populations to treat head and neck cancer, which accounts for ~6% of
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all malignancies in the United States. Positive Phase II clinical trials in head and neck cancer
have been completed and Marsala Biotech’s JV partner in China initiated a Phase III clinical
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trial of E10A in head and neck cancer in October 2013. Marsala announced a Special
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Protocol Assessment (SPA) agreement with the FDA for conducting a Phase III trial for head
and neck cancer therapy. The trial initiation is planned for 2017 across various clinical sites
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in North America and Europe.
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Market Overview
The current head and neck cancer (HNC) market is weakly competitive with only two FDA
approved products (Taxotere and Erbitux), the last of which was approved in 2004. Other
marketed products, such as cisplatin, paclitaxel, and carboplatin, are used as off-label
drugs. This clearly indicates that market is currently faced with a high level of unmet need in
terms safety and efficacy. The efficacy of the currently marketed products is moderate in
terms of the management of the disease, and these products have some serious side
effects. Approximately 650,000 are diagnosed globally, and 60,000 people are diagnosed
and 14,000 patients die annually in the US due to HNC. With the advancement in biologic
therapies, the head and neck cancer market is currently valued over $3.0 billion. This
significant growth is primarily attributed to the high incidence, prevalence and diagnosis rate
of the disease and the high prescription rates of the currently approved products.

Lead Product: E10A
E10A is a replication-deficient recombinant adenovirus containing a wild-type human
endostatin transgene constructed from serotype 5 adenovirus (Ad5). This approach has
many advantages, such as improved efficacy & safety, reduce manufacturing costs, longer
half-life, and a simplified dosing regimen.
Key features of E10A are:
• Novel gene therapy anti-cancer agent exploiting an adenoviral vector to deliver the
endostatin gene.
• Huge unmet therapeutic need for various solid tumours such as HNC which has only
two FDA approved drugs.
• Endostatin is a known natural anti-angiogenic agent present in the human body. The
gene therapy approach improves efficacy, patient compliance and safety, reduces
manufacturing costs and simplifies dosing regimen.
Currently marketed products are not highly efficacious and are not able to meet market
demands such as improved survival rates, reductions in tumour sizes and the control of
tumour recurrence. E10A has shown significant improvement over currently available
therapy published in peer-reviewed journals and presented at major oncology and gene
therapy conferences.

Manufacturing Facility
For the manufacture of Ad5-E10A Marsala Biotech has contracted Lonza (Houston, TX), a
global leader in the field of viral therapy manufacturing. Lonza has developed an optimized
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scalable, production and purification process for the cGMP Manufacture of Ad5-E10A that will be used for
Phase III clinical trials and commercialization purposes.

Standard of Care
Standard therapy for the management of various solid tumours is a combination of surgery, radiation therapy,
and chemotherapy. For small primary cancers without regional metastases (stage IV), wide surgical excision
alone, or curative radiation therapy alone is used. For more extensive primary tumours, or those with regional
metastases (stage III or IV), combinations of pre- or post-operative radiation with chemotherapy and
complete surgical excision are generally used. There is a significant need for agents to be administered jointly
with the current standard of care, which reduce tumour size, curtail the extent of resection and delay or
prevent tumour recurrence. Endostatin gene therapy significantly inhibits primary tumours and their
metastases, and also has synergistic effects with chemotherapeutic agents.

Intellectual Property
Marsala Biotech Inc. relies on various patents, confidentiality, material transfer agreements, licenses and
other agreements to protect its Intellectual Property. Global patents and applications encompassing the
manufacturing process and clinical applications protect the E10A technology. In addition, we have initiated a
new drug discovery program, developing novel dual inhibitors as potential anti-cancer agents.

Commercial Strategy
Marsala Biotech plans to develop E10A through various clinical and regulatory phases. We plan to initiate a
Phase III clinical trial in the US, Canada, and Europe in 2017 and seek marketing approval by 2021. Marsala
Biotech is exploring establishing a Swiss subsidiary. This would help navigate the regulatory process,
develop research collaborations, and realize commercial potential of Marsala Biotech’s innovative products in
Europe.
In addition to head and neck cancers, E10A could be beneficial for the treatment and management of other
solid tumours like breast cancer, pancreatic cancer, lung cancer, prostate cancer, etc. In fact, pre-clinical
studies have already proven the beneficial effects of E10A in some of these disease models. Hence, E10A
could play a major role in the treatment and management of various solid tumours. Marsala Biotech believes
that E10A has enormous potential to be a great therapeutic and commercial success. Launch of E10A in
2022 will pave the way for initiating E10A clinical research for other indications for which pre-clinical results
already exists such as breast, colorectal and prostate cancer.
The company plans to raise ~$30 million from Family Offices, venture capital and angel investors in 2016-17.
Positive FDA opinion could also lead to an IPO, which would bring in resources for developing E10A further
for other indications and developing other NCE’s. Country specific licensing of E10A technology and/or
collaborations with big pharmaceutical companies would address the huge unmet therapeutic need that
plague the current HNC treatments, and would also lead to the exponential growth of Marsala Biotech Inc.
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