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I am delighted to report that the past year has been a particularly strong one for the Company with 

impressive, positive BNC210 clinical trial results, continued progress in our collaboration with MSD 

and greater recognition of our rich development pipeline from global investors. 

 

STRATEGY 

 

 
 

 

As part of our desire for continuous improvement Bionomics undertook a thorough review of its 

strategy and business operations with the result that some difficult decisions have been made to 

ensure that Bionomics remains an agile yet focussed organisation. In order to facilitate continued 

company success and extend our cash runway, Bionomics has closed its US operations.  This 

decision has allowed us to focus on our essential operations in Australia and France, and resulted in 



 

 

significant cost saving and increased efficiency for the Company, whilst ensuring that our core 

business remains strong.  

The Company also underwent a strategic realignment to focus its capital on its ion channel assets. In 

focussing on our core strengths and strong competitive advantage in ion channel biology and drug 

discovery, we have recognised that our clinical stage oncology drugs BNC105 and BNC101 are no 

longer central to our strategy. Consequently, Bionomics is seeking to monetise both assets. A formal 

process for divestment, through partnering, licensing and other mechanisms, is underway.  

While the depth and breadth of our pipeline has provided Bionomics with multiple shots on goal, as 

our clinical programs mature we must concentrate our resources on those therapeutic candidates 

addressing high unmet patient needs for safe and effective treatment, where there is limited 

competition and therefore high potential value, and which offer the greatest promise of generating 

returns for our shareholders. BNC210 – a first in class negative allosteric modulator of the α7 

nicotinic acetylcholine receptor –fits all of these criteria. In the coming year we are looking forward to 

results from the ongoing Phase 2 trial evaluating the effectiveness of this therapeutic candidate in 

treating Post-Traumatic Stress Disorder or PTSD. The Phase 2 clinical trial – known as the 

RESTORE trial - has been expanded as foreshadowed at last year’s AGM to 192 patients across 

four treatment arms with 20 clinical trial sites in the US actively recruiting patients in addition to five 

trial sites in Australia.  I am delighted to report that recruitment in the trial is on track.  

 

 

BNC210: A NEXT GENERATION THERAPEUTIC CANDIDATE FOR THE TREATMENT OF 

ANXIETY, DEPRESSION AND STRESS AND TRAUMA RELATED DISORDERS  

 

 

 
 

 

It is worthwhile spending a few minutes on the impressive BNC210 Phase 2 trial results in 

Generalised Anxiety Disorder or GAD patients. As you will no doubt recall, BNC210 not only met its 

two co-primary endpoints in this trial, it also outperformed the current acute standard of care 



 

 

Lorazepam when compared to placebo. It reduced anxiety as measured by both imaging and 

behavioural read-outs.  

BNC210 caused significant changes to blood flow in the brain, reduced amygdala activation in 

response to an anxiety provoking task – the fearful faces task – and reduced anxiety-induced 

behaviour in the Joy Stick Operated Runway Task or JORT.  

BNC210 has now achieved positive results in multiple clinical trials aimed at demonstrating its safety 

and tolerability, its lack of side-effects relative to currently marketed drugs for anxiety and depression, 

its ability to modulate its target the α7 receptor and its ability to reduce the symptoms of panic attacks 

in addition to its usefulness in the treatment of GAD. 

 

 

 

We believe that BNC210 has a number of clear competitive advantages when it comes to side-

effects. It is non-sedating, doesn’t impair memory and current data indicates that it is non-addictive 

with no withdrawal syndrome. Yet BNC210 is fast acting in its anti-anxiety effects which adds to its 

attractiveness.  



 

 

 

Clinical data have therefore provided sound evidence for the anti-anxiety effects of BNC210. A next 

generation product like BNC210 could have broad therapeutic potential across a range of anxiety 

disorders including Panic Disorder and Social Anxiety Disorder in addition to GAD, depressive states 

where there is also anxiety such as major Depressive Disorder and Bipolar Disorder, trauma related 

disorders and potentially in neurodegenerative disorders for example in the treatment of agitation and 

anxiety in the elderly. 

 

 
 



 

 

To assist us in the prioritisation of the path forward for BNC210 and also to better understand the US 

market potential, Bionomics commissioned independent market research from New York based 

Torreya Insights. The results indicated a much larger market opportunity for BNC210 than had 

previously been expected.  Importantly it highlighted the market opportunity for BNC210 in PTSD as 

an innovative, first-in-class drug where there is an unmet need in a large patient population and 

where BNC210 could represent a major advancement in care.  

 
 

 
 

 

Up to nine million Americans are estimated to suffer from PTSD and the Australian statistics are 

similarly sobering. Despite the high need, treatment of PTSD remains challenging and is lacking in 

treatment options. Only two anti-depressants are FDA approved for the treatment of PTSD with an 

additional two anti-depressants recommended by Veterans Affairs and the US Department of 

Defence.  

Despite the increasingly recognised and politically sensitive harms that have been associated with 

the chronic use of benzodiazepines such as Valium, an estimated 2.8 million prescriptions are written 

off label each year in the US for the treatment of PTSD.  There is a reported 50% increase in overall 

mortality rates associated with long-term benzodiazepine use in PTSD patients – and the efficacy of 

benzodiazepines in this patient population has been questioned. Despite their lack of efficacy in 

PTSD and their addictive properties this class of drug is still over-prescribed.   

BNC210 may therefore represent a potential opportunity to displace current therapies and expand 

the already large PTSD market with a safe, non-addictive and effective therapy. 

 

 

 
 



 

 

 
 

 

What are our reasons to believe that BNC210 might be an effective treatment for PTSD? PTSD is a 

complex disorder with multiple symptom clusters. It can develop in some people who have been 

through a traumatic event such as combat, a natural disaster, a car accident or sexual assault, which 

threatened their life or safety or that of others around them. People who suffer from PTSD continue 

to experience memories and feelings of intense fear, helplessness or horror long after the trauma 

was experienced.  

We believe that the way that BNC210 works – its mechanism of action and pharmacology – supports 

its potential effectiveness in treating several PTSD symptom clusters. These symptom clusters 

include anxiety, depression, re-experiencing and sleep disturbances. 

Our market research indicates that clinicians find anxiety to be a persistent and difficult to treat 

symptom in PTSD patients. If you can reduce anxiety you may reduce its sleep disturbances. In 

addition to their anxiety PTSD, patients suffer from panic attacks as they re-experience the fear 

associated with their trauma. They also suffer from high rates of depression and we have preclinical 

evidence that BNC210 has anti-depressant activity as well as anti-anxiety effects.  

In June this year Bionomics was invited to participate in and to present its’ work at the PTSD State of 

the Science Summit hosted by the US Army Medical Research and Materiel Command. This 

invitation highlights Bionomics’ position as a key subject matter expert in the development of more 

effective drug therapies for the treatment of PTSD. 

 



 

 

 
 

This next slide indicates some of the details of our robust Phase 2 clinical trial of BNC210 in patients 

with PTSD. The trial is actively recruiting in the US and Australia with recruitment on target. It is 

noteworthy that Bionomics now has two separate BNC210 Investigational New Drug (IND) 

applications accepted by the US Food and Drug Administration (FDA) and that one of these is 

specifically directed to the treatment of PTSD.  

PTSD, relative to some other potential applications, is considered to be a faster path to market, one 

which may be able to take advantage of the FDA’s Breakthrough Designation after completion of the 

current trial. This designation would be extremely valuable and highly attractive from a licensing 

perspective. 

 



 

 

I would like to share with you some of the advertising for the PTSD trial across multiple platforms that 

is assisting our recruitment efforts. It includes leaflets such as those shown here 

 

 
 

It also includes social media sites such as the Australian Facebook site, dedicated clinical trial web 

sites and the US specific StudyKIK advertising. Top line data from the trial is anticipated in CY2018. I 

look forward to updating you when the new data are available.  

 

STRATEGIC COLLABORATION WITH MERCK & CO (MSD) 

 

 



 

 

 

Our ionX ion channel and MultiCore chemistry platforms enable us to accelerate the discovery of 

novel therapeutic candidates that have the potential to substantially improve outcomes for many 

patients.  

This is evident with the Phase 2 success of BNC210 and the strength of these two platforms has also 

been recognised by our collaborator, MSD. Earlier this year we were very pleased to announce the 

attainment, by MSD, of the first clinical milestone in our collaboration to develop novel candidates for 

cognitive dysfunction associated with Alzheimer’s disease. 

The first administration of a candidate therapy in a clinical trial resulted in a US$10 million milestone 

payment to Bionomics by MSD. As a reminder Bionomics is eligible to receive up to US$506 million 

from MSD comprised of the upfront payment, research payments and milestones under our 

agreement. MSD is responsible for all investment into the program. Our agreement also includes 

eventual undisclosed royalties on product sales. We hope that this milestone payment will be the first 

of many! 

MSD has been an exemplary partner for Bionomics – a partner that has exceeded our expectations – 

as both companies have moved forward with a single focus and a shared commitment.   

 

 

 

Aside from its 4.5% equity stake in Bionomics, MSD supports our collaboration through the annual 

Bionomics – MSD Frontiers of Neuroscience Symposium. The 5th Symposium was held here in 

Adelaide last month as a satellite event of the annual AusBiotech industry association national 

conference. The Symposium has grown in both size and stature and it has become a feature of the 

neuroscience agenda in Australia. It attracts a high calibre audience from academia with its stellar list 

of speakers with this year’s speakers from Harvard Medical School, Kings College London, MSD, 

Celgene and Adelaide University. 



 

 

I will now briefly report on some of this year’s developments in our clinical stage oncology pipeline.  

 

BNC101 

Despite promising data from the Phase 1 clinical trial Bionomics has initiated a formal process of 

partnering BNC101 to focus our resources on BNC210 and our ion channel core. This year’s 

excellent progress in the BNC101 development program was marked by completion of patient 

enrolment in the clinical trial together and important, key data to support further development of 

BNC101 as well as our ongoing monetisation process.  

 



 

 

BNC105 

As with BNC101, BNC105 is now in a formal partnering process. This process has been helped by a 

number of new data sets that became available throughout 2017, including positive data supporting 

the use of BNC105 in combination with a relatively new class of anti-cancer agent, the checkpoint 

inhibitors such a MSD’s Keytruda and also exciting new data supporting the use of BNC105 for the 

treatment of blood cancers. This very focused work has been funded primarily through non-dilutive 

financing and is extremely supportive of both the ongoing partnering process and the continued 

development of BNC105. 

Bionomics strongly believes in the therapeutic potential of both BNC101 and BNC105 however the 

level of investment required for both assets to reach the next value inflection point is significant in 

terms of financial and human resources. Divestment extends our cash runway and allows us to focus 

on generating value from BNC210 and our ion channel core. 

 

 

 

FINANCIALS 

I am pleased to report that Bionomics is in a very strong position to complete the BNC210 PTSD 

clinical trial with $42.87 million in cash and cash equivalents at the end of June 2017, which includes 

the milestone payment of US$10 million from MSD plus the R&D tax incentive refund of $8m 

received in October 2016.  

Revenue and other income for the FY17 financial year was more than $28.2 million. 

The after tax loss of $6.8 million reflected investment in the clinical development of BNC210 and 

BNC101 and continued research on our other pipeline programs. 



 

 

 

 

 

OUTLOOK 

2017 has been an excellent year for Bionomics.  We are well positioned to progress the development 

of BNC210 for the treatment of PTSD in the current Phase 2 trial. Bionomics is also in an excellent 

position to continue to support MSD to reach milestones and to provide further demonstration of the 

Company’s strength in drug discovery and development. 

We are working diligently on additional strategic partnership opportunities, including the monetisation 

of BNC101 and BNC105, to achieve our corporate objectives. 

I believe that through the decisions taken in 2017, our renewed focus on our ion channel core, the 

potential for BNC210 to deliver value and the strength of our collaboration with MSD we have laid a 

solid foundation for success. 

I thank our Board and Management and our entire team for their support and hard work during a very 

productive year. Thank you to our shareholders for your support during 2017 and I look forward to 

sharing news of future progress with you all as we continue to implement our strategy and 

demonstrate both our agility and our focus in the coming 12 months. 
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About Bionomics Limited  

Bionomics (ASX: BNO) is a global, clinical stage biopharmaceutical company leveraging its proprietary platform 

technologies to discover and develop a deep pipeline of best in class, novel drug candidates focused on the 

treatment of serious central nervous system disorders and on the treatment of cancer. Bionomics’ lead drug 

candidate BNC210, currently in Phase 2 for the treatment of generalized anxiety disorder and for post-

traumatic stress disorder, is a novel, proprietary negative allosteric modulator of the alpha-7 (α7) nicotinic 

acetylcholine receptor. The Company is also developing BNC101, its lead humanised monoclonal antibody 

targeting a key receptor on cancer stem cells that is overexpressed in metastatic colorectal cancer, metastatic 

pancreatic cancer and many other solid tumours; BNC101 entered clinical trials in the first quarter of 2016. 

Bionomics has a strategic partnership with Merck & Co., Inc (known as MSD outside the United States and 

Canada). 
 

www.bionomics.com.au 

 

 

Factors Affecting Future Performance 
This announcement contains "forward-looking" statements within the meaning of the United States’ Private 

Securities Litigation Reform Act of 1995. Any statements contained in this announcement that relate to 

prospective events or developments, including, without limitation, statements made regarding Bionomics’ drug 

candidates (including BNC210 and BNC101), its licensing agreements with Merck & Co. and any milestone or 

royalty payments thereunder, drug discovery programs, ongoing and future clinical trials, and timing of the 

receipt of clinical data for our drug candidates are deemed to be forward-looking statements. Words such as 
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http://www.bionomics.com.au/


 

 

"believes," "anticipates," "plans," "expects," "projects," "forecasts," "will" and similar expressions are intended to 

identify forward-looking statements.  

 

There are a number of important factors that could cause actual results or events to differ materially from those 

indicated by these forward-looking statements, including unexpected safety or efficacy data, unexpected side 

effects observed in clinical trials, risks related to our available funds or existing funding arrangements, our 

failure to introduce new drug candidates or platform technologies or obtain regulatory approvals in a timely 

manner or at all, regulatory changes, inability to protect our intellectual property, risks related to our 

international operations, our inability to integrate acquired businesses and technologies into our existing 

business and to our competitive advantage, as well as other factors. Results of studies performed on our drug 

candidates and competitors’ drugs and drug candidates may vary from those reported when tested in different 

settings. 

 

 


