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Thank you for attending todays AGM and for your continuing support 
and interest in the company.  For those of you who have not met me I 
am Peter Pursey and I am the executive chairman of PresSura. 
 
As I am sure you know, PresSura Neuro is the trading name for 
Eustralis Pharmaceuticals Limited. 
 
At the table here with me is your board:  Peter Higgins, John Pereira, 
Robert Vink, and John Higgins (alternate) 
 
Allow me to introduce the staff in attendance today. 
 
Firstly its my pleasure to introduce Dr Leearne Hinch who will take 
over as a full time CEO of the company at the end of this month.  
Leearne is a biotechnology executive and consultant with over 20 
years’ experience in the biotechnology industry. She has the 
leadership, technical and commercial skills required to lead the 
company into the future.  Dr Hinch is currently an executive 
consultant to the company. 
 
I would also like to introduce Dr Pierre Vankan (Head of Drug 
Development) Dr Klaus Kutz ( Leading Phase 1 development) Mr Ash 
Turner (IP advisor) and Stephanie Georgiou (Office Manager) 
  
In the near future, we anticipate appointing a Clinical Advisory 
Committee and other expert consultants to provide disease-specific, 
clinical and regulatory expertise to support the future needs of the 
company’s clinical development programs and related supporting 
work. 
 
Introduction 
 
This time last year, I outlined that we had received some initial 
funding and had just commenced the process of taking the company 
into the preclinical development stage, led by Dr Pierre Vankan, our 
Head of Drug development. 
 
I am pleased to report that we have executed our plans and delivered 
on the preclinical timelines and budget to get us through to the 



commencement of Phase 1 clinical trials. We expect to complete the 
preclinical stage this year and implement the Phase 1 study in line 
with the advice I provided a year ago; with expected completion by 
the fourth quarter 2016. Indeed we are already starting the planning 
process for Phase 2. 
 
We remain firm in our plans to take our two primary indications 
forward into Phase 2 clinical trials; traumatic brain injury (TBI) and 
concussion/chronic traumatic encephalopathy (CTE). Importantly, 
TBI and CTE represent life-threatening diseases with unmet medical 
needs in large billion dollar global markets. 
 
TBI is our lead program we are taking forward and we are preparing 
for a pre-IND meeting with the FDA to discuss our plans for Phase 2 
clinical trials in the USA, which is the phase where efficacy in humans 
is determined. 
 
We are following our TBI effort with our second indication - 
concussion.  We are pursuing two aspects relating to the effects of 
concussion.  Firstly, we are working towards improving the cognitive 
impairment aspects that are a consequence of concussive injuries. 
Secondly, we plan to trial a compound to stop the effects of multiple 
concussions developing into chronic traumatic encephalopathy or 
CTE. 
 
So what have we done in the last 12 months?  Let me highlight the 
key points for you. 
 
Funding 
 
Securing ongoing funding to meet operational requirements and 
execute on the business plan is key for the company.  I am pleased to 
report that the Higgins family has continued to support the company 
as lead investors, which have allowed us to move forward with our 
planned development program. We are most grateful for the support 
they provide the company. I would also like to acknowledge all the 
other investors who have supported the company.  At the moment 
we still have to secure final funding to complete Phase 1, and we have 
plans in place for that and are confident we can achieve that goal 
shortly, as well as looking towards Phase 2 funding requirements. 
 
 



Development 
 
The two key development activities in the last 12 months have been 
initiating GMP drug manufacture (CMC) and completing the 
preclinical  safety and toxicology program. 
 
Our drug manufacture has been undertaken with IDT, a Melbourne 
based pharmaceutical company.  IDT has manufactured the drug 
compound required for preclinical work and are currently working 
on the larger good manufacturing practice (GMP) batch in both oral 
and IV formulations that is required for clinical trials in humans.  
That means in just a few months time we will begin to test our 
compound in healthy humans for the very first time. 
 
In Europe, a contract research organization (CRO) called Aurigon has 
undertaken our preclinical testing.  This work is about testing our 
compound for safety and toxicity using a well-documented set of 
tests and protocols in accordance with GLP and regulatory guidelines 
required before entering human clinical trials. 
 
While all the testing is already complete, the analysis or bio analytic 
work, which provides the detailed results of those tests, is expected 
to be complete and available to us by December this year.  
 
Behind all this work are compliance audits and quality control 
programs that  we have in place to ensure we meet all the 
requirements of the regulatory bodies as we go forward. 
 
The next step for us is our Phase 1 work, where we test the 
compound for the first time in healthy people.  This is a standard part 
of the drug development process and the major focus of this phase is 
safety testing in humans.  Phase 1 will be conducted under a clinical 
trial notification  (CTN) at CMax in Adelaide, which is a world class 
clinical trials unit. 
 
Completion of Phase 1 will see the company commence the Phase 2 
process where the drugs are tested for the first time in patients with 
the relevant disease, ie TBI or a concussive injury. This is an ongoing 
process and planning will continue through 2016. 
 
Importantly, the Phase 1 safety study tests both an oral and 
IV/injectable formulation of our compound, enabling us to move 



forward into Phase 2 safety and efficacy studies for both our TBI and 
concussion/CTE programs. 
 
To ensure our Phase 2 clinical trial is successfully designed to meet 
clinical and regulatory guidelines, we have established a world-class 
clinical advisory board (CAB) to provide scientific and clinical advice 
into the study design including identifying endpoints, selecting the 
target patient population, and appropriate controls.  The CAB 
includes leading neuroscientists, research clinicians, TBI and CTE 
experts from America, Australia and Europe. 
 
Supporting Activity 
 
We are committed to strengthening our intellectual property (IP) 
portfolio for TBI, concussion and other indications.  Our focus has 
been on restructuring our TBI IP, and entering national phase for our 
concussion patent families.  The company will seek to expand its IP 
portfolio through its ongoing R&D efforts and file new patent 
applications to protect any novel formulations, methods, processes 
or additional indications. 
 
A key initiative is our filing of an orphan drug application for TBI 
with the FDA that we plan to follow with a European application.  Our 
US application is already in progress. Success in achieving an orphan 
application for a rare disease provides 7-10 years market exclusivity, 
facilitates more rapid development and commercialization, and 
reduces costs. 
 
We maintain an open co-operative research and development 
agreement (CRADA) with the US based Walter Reed Army Research 
Institute and we have ongoing engagement with them to assess 
potential collaborative research projects of our mutual benefit. This 
organization is a direct link to the US military, particularly the US 
Army. 
 
We access available industry grants that partially fund our R&D and 
overseas marketing activities, plus we continue to pursue non-
dilutive funding sources from various bodies and agencies that focus 
on, or are impacted by, TBI and CTE.  For example, we have opened 
dialogue with a number of major sports bodies and other agencies 
that need to deal with TBI and concussion on a regular basis.  
 



Many of you will know the prominent global publicity and news 
around concussion in so many sports. The movie ‘Concussion’ will be 
released in December outlining the discovery of CTE, which is 
expected to demonstrate even further that concussion is a major 
unmet medical need around the world.  
 
Conclusion 
 
PresSura is now positioned for an exciting future with clinic-ready 
programs for TBI and concussion that will underpin the company’s 
growth.  In addition, the appointment of a full time biotechnology 
CEO, will see us enhance our value proposition over the next period 
as we advance our TBI clinical program, accelerate our concussion 
program, initiate partner engagement activities, implement investor 
roadshows, and seek additional business opportunities. 
 
In summary, we have made significant progress over the last 12 
months in transitioning from a preclinical-stage to clinic-ready 
biotechnology company. Our achievements have included validating 
and protecting our technology for CTE, advancing preclinical 
development, initiating GMP scale-up and clinical product 
manufacturing, preparing for Phase 1 safety studies in Australia, and 
more recently strengthening the management team. PresSura must 
now capitalize on this early success to achieve clinical milestones 
where we can raise additional funds, secure partners and grow 
shareholder value. 
  
I would like to personally thank the Board for its support, and 
management for its commitment to executing the business plan and 
achieving the milestones. And on behalf of PresSura, I thank our 
investors and other stakeholders who have supported the company 
and believed in our vision to deliver valuable therapeutic solutions 
for life-threatening neurological conditions that save patient lives, 
improve quality of life, and reduce healthcare costs. Thank you for 
attending today and we will now move onto the business of the 
meeting. Once we have done that I will provide a time for questions. 
 
Peter L Pursey AM 
Executive Chairman 
PresSura Neuro 
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