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12 November 2021 
 
 
 
Dear Shareholder, 
 
There have been many positive developments and much progress made since our last shareholder 
update. A brief review of these is as follows: 

Scientific Advisory Board Meeting 
A virtual Scientific Advisory Board (SAB) meeting was held on our night of 6th September with attendees 
based in USA, Germany, UK and Ireland. The SAB reviewed data obtained since the last meeting in 
September 2019 and made comments on our objectives and strategy in both pain and respiratory 
indications.  
 
The SAB backed our focus on obtaining clinical Pharmacokinetic (PK) / Pharmacodynamic (PD), Safety 
and Proof-Of-Concept (POC) data in the upcoming human clinical trial, particularly emphasising the 
importance of PK/PD in both animal models and in humans. The SAB also suggested that Lateral could 
consider positioning itself as a company focussed on its newly discovered host protective target 
pathway (refer Research & Development section). The optimal opportunities were noted to be to 
develop small peptide and low molecular weight (LMW) drugs in neuropathic pain and respiratory 
indications based on our target and its close relative.  
 
The recent efficacy data in SARS-CoV-2 models was thought to be impressive, but the SAB cautioned 
against focusing on COVID-19. Positioning our compounds for future pandemics or as treatments for 
chronic obstructive pulmonary disease (COPD) or viral exacerbations of COPD was preferred by the SAB.  

Several direct practical suggestions have already been incorporated into Lateral’s strategic plan. 

Clinical Trial Plans 
Two stage Proof-of-Concept Neuropathic Pain Study 
Despite the recent discovery of the potential to treat respiratory indications, Lateral remains focused on 
developing its drugs for the treatment of Neuropathic pain.  Our aim is to demonstrate efficacy in a 
human clinical trial using intravenous LAT8881. The study will be split into two components:  

• Part A escalating the dose in healthy volunteers, and 
• Part B testing the highest tolerated dose from Part A for efficacy in patients with lumbar 

radicular pain (sciatica) 
 
The clinical trial design is illustrated in figure 1 below. 
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Figure 1 

 
 
Part A of the trial is set to commence with the first patient dosed in February 2022.  We anticipate that 
the cost of this two-component human study will be less than AUD$2M and should be completed by 
early Q3 2022. 
 
Principal Investigator & sites  
Lateral’s management, in conjunction with SAB pain specialist Profs Tony Pickering, Ralf Baron and John 
Markman reviewed proposals from several candidates for the role of Principal Investigator for the 
upcoming POC trial. After careful consideration, we decided to proceed with Prof Ludbrook’s proposal.  
The rationale for this decision included the following criteria:  

- His Adelaide site is exposed to a low number of COVID-19 cases compared to other sites in NSW 
and Victoria 

- Prof Ludbrook has significant experience with sciatica studies which should ensure optimal 
selection of study subjects for Part B and rapid recruitment as he has an existing network within 
which to recruit subjects  

- He is an anaesthetist by training, so well suited to an intravenous study  
- His site has been very enthusiastic and has driven the ethics committee submission, including 

drafting the clinical trial protocol 
- Prof Ludbrook’s financial proposal was very competitive compared to other candidates  

Research & Development 
Mechanism of Action 
Evotec continue to focus on activities related to MOA, SAR, structural biology, respiratory indications 
and have initiated a virtual screen for potential low molecular weight drug hits. 
 
Working with Evotec and Pacific Discovery services we have previously identified the molecular target 
for Lateral peptides in neuropathy.  Earlier this year, an important paper was published, in the highly 
prestigious journal ‘Cell’, related to the target of the Lateral peptides demonstrating how they act to 
protect cells from damage, attack and stress.  By interacting with the targets, we know that our peptides 

Part A – Dose-Escalation in Healthy 
Volunteers

▪ 8 subjects, each subject has three treatment days, 
1 infusion per day

▪ Subjects arrive morning of treatment day, receive 
a single infusion, leave that afternoon (no 
overnight stay) 

▪ Treatments are on Days 1 (0.8 mg/kg), 7 (1.2 
mg/kg) and 9 (1.8 mg/kg) - gives one week for any 
safety signs after first treatment and good 
washout between treatments

▪ Subjects are randomised, so on each treatment 
day, 6 subjects receive LAT8881 and 2 receive 
placebo (different subjects to receive placebo 
each treatment day)

▪ Blood draws for PK and PD at Baseline, 5, 15, 30, 
60, 120 and 240 minutes

▪ Objective is to identify the maximum tolerated 
dose

Part B – Subjects with lumbar radicular pain 
(a subset of sciatica)

▪ Initiated after results from Part A are available
▪ Randomized placebo-controlled double-blind 

cross-over safety and efficacy
▪ 20 subjects (interim analysis on 10 subjects) with 

a 3-12 month history of constant (at rest) 
moderate-to-severe neuropathic pain

▪ 2 groups, placebo-active & active-placebo via 5 
minute infusion each morning on two consecutive 
days, subjects housed at site for the two days

▪ Dose is 1.8 mg/kg (or MTD from Part A)
▪ Primary endpoint is change in pain within 6 hours 

post-infusion compared to placebo
▪ Secondary endpoints include global impression of 

change, safety, PD and functional endpoints
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enhance protection pathways that can restore normal cellular function.  In neuropathy damage by crush 
injury, surgery, diabetes, chemotherapy or infection with some viruses causes the neurons to become 
highly electrically active and firing off “pain” signals.  By engaging the target in neurons, Lateral’s 
peptides enhance protection pathways that calm the neurons down, reducing the pain signals. 
 
The target protein and a closely related target protein are also expressed in lung and there is a genetic 
association with asthma and the related target in humans.  In respiratory models Lateral has now shown 
that LAT8881 and related LAT peptides have anti-inflammatory effects, reduce viral replication and 
protect animals from severe Influenza A infection and SARS-CoV-2. 
 
Respiratory Disease Opportunity 
Hudson Institute: 
As mentioned in the May 2021 update, LAT8881 was tested in an Influenza A (HKx31 strain) animal 
model and initial data showed a significant improvement in survival following dosing with LAT8881 and 
benefits seen on viral load and several markers of disease. Repeat data confirm that LAT8881 given 
intranasally before or after viral infection reproducibly: 

a) Resulted in ~40% survival vs no survivors at all in the untreated mice in this severe and hard to 
treat model of influenza A infection.  

 
b) Caused a significant reduction in levels of infectious virus in the lungs of infected animals  

c) Reduced the level of lung inflammation - measured as total numbers of leukocytes in lung fluid. 

b 

a 
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d) Reduced inflammatory cytokines including IL6, TNF and MCP-1 in lung fluid 

 
Recently the Hudson Institute confirmed that intranasal activity in the flu model can also be observed 
using some of our new smaller peptides.  These offer several pharmaceutical and commercial benefits 
compared to LAT8881 such as lower cost of goods and longer patent life.  
 
We have also confirmed that the protein identified in the flu model noted in the last update does 
contain an active peptide motif as we predicted.  
 
Recent experiments have shown that lateral peptides have similar efficacy to Tamiflu (an approved flu-
specific antiviral drug) in reducing levels of infectious virus in the lung.  However, our peptides, by acting 
on a host cell target, are predicted to have several advantages over anti-viral drugs includifIng: low risk 
of drug resistance and the ability to protect against multiple different viral infections - a profile that 
would be very attractive in dealing with future pandemics. In support of this “pandemic ready” profile, 
the Hudson has already shown that our peptides can protect against Respiratory Syncytial virus (RSV) 
and with the Centenary Institute we have shown efficacy in animal models of COVID-19.  
 
Centenary Institute:  
In the May 2021 update we reported initial results in the mouse SARS-COV-2 model. Since then, Prof 
Phil Hansbro has confirmed the efficacy seen in the first experiment with improvements in clinical 
condition, body weight, inflammation in the lung and reduction in infectious virus titres.  

a) Improved clinical condition and survival - Clinical score by group at Day 6. Mice were classed as 
having no clinical score (no abnormalities detected-blue bars, refer figure below) or being in 
Category 1-3 with 3 being the most severe.  As expected, sham uninfected animals all stayed 
healthy throughout the experiment and SARS-CoV-2 infected animals all showed symptoms 
(green and orange bars) and did not survive beyond day 6. Infected mice treated with LAT8881 
however did much better with 50% of the mice showing no symptoms and surviving with a 

c d 
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return to normal 
 

 
b) Reduced inflammatory cells in the Bronchoalveolar lavage fluid (BALF) - Taken from mice at day 

6 post-infection  
 

c) Reduced viral load in BALF and lung tissue - Both BALF supernatant and lung homogenate were 
examined for total viral load using plaque assays 
[* = p<0.05] 
 
 

 
Collectively, the results of the experiments showed that systemic delivery of LAT8881 is effective in 
reducing the clinical impact of infection in mouse models of Influenza, COVID-19 and RSV. This supports 
the hypothesis that LAT8881 and our other new peptides have the potential to treat severe respiratory 
viral infection in this and future pandemics.  
  

b c 

a 
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To extend the findings of the Centenary Institute, we also expect to run a slightly different variant of the 
SARS-CoV-2 infection model at WEHI before the end of 2021. 
 
Scientific Publications 
Both the Hudson and Centenary Institutes have submitted poster abstracts to the European Scientific 
Working Group on Influenza: Hot Topics on Influenza, RSV and COVID-19 conference in December 2021. 
This year a limited number of abstracts were chosen to give talks to the conference.  It is very pleasing 
to note that both the Hudson and Centenary abstracts were selected to give talks at this conference.  
Both groups aim to draft scientific papers for submission to appropriate journals in 2022. 
 
Lateral is also working with Prof Spanswick and Dr Wendy Imlach to draft a scientific paper describing 
our novel data in neuropathic pain. The aim is to submit this paper to a high-profile pain journal in 2H 
2022. 

Grant Funding 
Lateral continues to explore opportunities for other non-dilutional funding. Supported by Prof Mark 
Hutchinson’s team at the University of Adelaide, management submitted an application on 13 October 
for the US NIH “Helping to End Addiction Long term” (HEAL) RFA-NS-21-029 grant opportunity1 which if 
successful would provide up to US$500K a year for 2 years. A key objective of the proposed project is to 
develop a human “pain in a dish” model which, if successful, would provide Lateral with a model to 
conduct high-output screens and lead optimisation of the various candidate LAT peptides. If funding is 
gained, the grant would commence in June 2022.  
 
Having put considerable effort into this grant application, including identifying additional collaborators 
(such as Prof Hutchinson and also human tissue provider, AnaBios, in the USA) that can complement 
Lateral’s current collaborators (Evotec, Prof Spanswick etc), management will also explore other 
applications for funding, including in respiratory indications, utilising the ideas and collaborators 
generated from the HEAL RFA-NS-21-029 grant application activities. 

 Intellectual Property 
Lateral has recently filed a very important new patent covering a broad range of new peptide drug 
variants for the treatment of all potential pain, respiratory and a range of other indications. Once 
granted we anticipate this patent will be a very powerful and blocking patent for Lateral Pharma. This 
patent resulted from our structural activity relationship (SAR) research driven by Dr Andy Gearing with 
support from Evotec and the Hudson Institute testing dozens of new peptides for activity. The SAR data 
we have generated has also allowed Evotec to commence a program to identify potential non-peptidic, 
low molecular weight drugs which can mimic the activity of our peptides. This was recommended by the 
SAB as a way to generate orally available drugs suitable for treating chronic neuropathy or lung diseases 
such as COPD. Any new LMW drugs identified will be subject to new patent filings.   

 
1 https://grants.nih.gov/grants/guide/rfa-files/RFA-NS-21-029.html  

https://grants.nih.gov/grants/guide/rfa-files/RFA-NS-21-029.html
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Financial 
Financial information  
As at 31 October 2021, Lateral held cash reserves of $2.5 million.  Additionally, within the next three to 
four months Lateral is expecting to receive a cash refund from the ATO of approx. $1.7 million related to 
the R&D spend for the year to 30 June 2021. This will make total cash available of $4.2 million.  
 
The cost of the forthcoming clinical trial is expected to be approximately $2 million. Along with priority 
research programs with parties such as the Hudson Medical Research Institute, Evotec (France), 
Centenary Institute and general operational costs, Lateral has significant cash requirement over the mid-
term. Consequently, the Board of Lateral has determined it prudent to raise between $2.5 million and 
$3 million in the first half of 2022 to ensure that adequate working capital is available to progress the 
current research objectives. 
 
Attached in the cover email to this report is a link to Lateral Pharma´s 2021 audited financial statements 
for your tax and other records.  Please contact our CFO and Company Secretary, David Williamson, 
(phone 0400 332 743) if you have any questions regarding the accounts. 

 
Rights Issue 
Broadly, the terms are expected to be: 

• A rights issue to existing shareholders raising $2.5 million to $3 million, 
• Any shares not taken up by current shareholders may be offered to new shareholders. 

 
From Lateral´s perspective, we wish to ensure that current shareholders have the first right to purchase 
shares however, understand that some shareholders have already committed a significant investment 
and may not wish to take up their full entitlement. 
 
Full details of the offer will be provided via formal documentation early in 2022. 
 
If you have any questions on any of the above, please feel free to get in touch with me.  
 
Yours Sincerely, 

 
David Kenley OAM, B.Ec, MEI 
Chief Executive Officer 
E: dk@lateral-pharma.com 
M: 0400 151 490 
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