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Dear Shareholder,  
 
There have been a lot of positive developments and progress made since my last shareholder update. A 
brief update on the company’s activities is as follows:  

NEW BOARD APPOINTMENT 
Lateral is very pleased to advise of the appointment of a new Director to the Board of Lateral Pharma 
Pty Ltd. Ms Dipal Patel joined our Board in April 2021. Dipal is currently the VP, Global Vaccine 
Commercial Lead, Shingrix, which is GlaxoSmithKline’s shingles vaccine. In that role she is responsible for 
ensuring successful & competitive global performance of that world-leading vaccine. In 2020 full year 
sales of Shingrix were £2.0bn.  GlaxoSmithKline is one of the world’s largest pharmaceutical companies. 
 

Dipal’s 20-year experience in driving the commercial success of Medical, Vaccines, HIV & Oncology brands 
across local, regional and international markets, with increasing levels of P&L accountability, commercial 
impact and strategic influence for GSK, will be of huge value and assistance to Lateral.   

NEW STAFF APPOINTMENT 
In September 2020 Dr Nicky Wallis resigned her employment with Lateral to take up a new clinical trial 
management opportunity. Lateral is pleased to advise of the appointment of Dr Stuart Mudge as VP 
Research and Clinical Trials. Stuart joined Lateral in February this year. 
 
Trained originally as a molecular and cellular biologist within an immunology-focused hospital-based 
research group, Stuart has 20 years of experience within the pharmaceutical industry across the USA, 
European, and Australasian markets. 
 
As a Consultant with Paris-based Voisin Consulting and with industry experience at Mayne Pharma 
(rising to VP Scientific Affairs) and CSL, Stuart's experience includes: 

• In-house R&D 
• Industry-Academic collaborations (including two CSIRO STEM SIEF Fellowships) 
• Scientific Advisory Boards 
• Regulatory and Clinical Affairs 
• Drug Safety and Medical Affairs, and 
• Scientific Affairs lead during licensing/acquisition activities. 

 
Stuart led global regulatory and clinical programs and achieved marketing authorizations in the USA, 
Europe and Australia (including in rare diseases/orphan drugs). Stuart has extensive experience 
interacting with Tier 1 regulatory authorities, including the US FDA, European agencies (EMA, MHRA, 
ANSM, BfArM), both pre- and post-commercialisation. 
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As a co-inventor on several international patents and an author on scientific publications, he is driven by 
addressing unmet medical needs through the translation of science while maximizing the financial value 
of the intellectual property. 
 
We are pleased that a candidate of Stuart’s calibre has agreed to join our team. His blend of skills and 
experience will be invaluable in progressing Lateral’s strategic plan and commercialising its intellectual 
property.  

RESEARCH & DEVELOPMENT 

Mechanism of Action 
Lateral Pharma has discovered a new class of naturally-derived peptide motifs and their novel target 
family of proteins that act to restore normal tissue function in mammals under conditions of damage 
and cellular stress. These small synthetic peptides are derived from growth hormone and at least three 
other mammalian proteins. 
 
These motifs have shown reproducible activity in animal models of neuropathic pain, osteoarthritis, 
obesity, COPD and severe influenza A infection. Note: recent initial positive results in a mouse model of 
SARS-CoV-2 need to be confirmed in a repeat experiment. 
 
Evotec 
Evotec continue to focus on activities related to MOA. Binding studies have confirmed the exact amino 
acid residue on the target that attaches to our peptides. Using this information molecular modelling has 
identified a single common binding pocket for all of our known active peptides onto the target surface. 
This information has been used in combination with further bioinformatics, to refine our structure 
activity relationship (SAR) model, to allow prediction of novel peptides with improved activity and cost 
of goods. Multiple newly designed peptides have been ordered to test at the Hudson Institute and at 
Evotec to confirm these predictions and results will be used in our patent drafting. 

Neuropathic Pain 
Pacific Discovery Services (PDS): 
For the first time PDS has used subcutaneously delivered drug in a behavioural study in the Chung 
model.  This study has shown one of our newly designed peptides has similar activity to LAT8881 in 
causing analgesia.  
 
Lateral is working with PDS to draft a scientific publication detailing the breath of activity of our peptides 
in the treatment of neuropathic pain. 
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Respiratory Disease Opportunity 
As previously mentioned, Lateral has identified a new application for its drugs in a range of respiratory 
clinical indications including severe influenza, asthma, COPD, COVID-19 and post COVID Syndrome.  
These indications all have large markets with few effective treatment options. An update of research in 
this area is as follows:  
 
Evotec  
Evotec has recently shown that the growth of a respiratory epithelial cell line is inhibited by both 
oxidative stress and chemotherapy and that our peptides can restore growth. This confirms that our 
peptides act to protect lung epithelium from multiple stressors and is consistent with the effects in 
neuropathy (which is also a host response to multiple stressors).   
 
Hudson 
An RNA-based study comparing the lungs and blood of mice from the flu model and from healthy mice 
has proved useful in identifying genes that are upregulated or downregulated in blood of animals 
treated with LAT8881. Repeat experiments will be performed to compare the effects of LAT8881 on 
gene expression in cultured blood cells from mouse, primate and human.  We hope this will identify 
common PD markers of exposure to our peptides.  In addition, the study identified a protein 
upregulated by LAT8881 that may contain an additional novel peptide motif. This peptide has been 
synthesized and will be tested shortly.  
 
The Hudson Ethics Committee has recently granted permission to establish additional models of viral 
infection in the mouse. These will be used to determine if our peptides have broad activity in viral 
infections. 
 
Centenary Institute: 
Prof Phil Hansbro at the Centenary Institute in Sydney has reported initial results from both the mouse 
SARS-COV-2 and Smoke-induced model of COPD. 
 
In the SARS-COV-2 infection model, LAT8881 dosed intraperitoneally had a large effect on symptoms. 
However, we had no intraperitoneal vehicle arm in the study to enable a comparison due to limited 
capacity in the model. So, this encouraging result remains to be confirmed with comparison with an IP 
vehicle arm. 
 
In an initial two-week COPD smoke model, LAT8881 dosed intra-nasally every second day demonstrated 
profound effects in reducing inflammatory cells in the lung BAL fluid. Importantly this was confirmed in 
an 8-week chronic model either giving LAT8881 throughout the 8-weeks (prophylactic dosing from day 
2) or for the last two weeks only (therapeutic dosing from day 42). The effect on inflammation (shown 
below) has also been reflected in benefit on some of the respiratory function markers.  Prof Hansbro is 
impressed by this data set in such a hard-to-treat model.   
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8-week smoke model of COPD.  Smoke exposure for 8 weeks causes a significant increase in 
inflammatory cells in BALF when compared to the normal air control. This is prevented by prophylactic 
(from day 2) and therapeutic (from Day 42) dosing with intranasal LAT8881. 
 
We are awaiting the final results from both the COVID and COPD models in the next couple of weeks. 
The Centenary Institute are also going to run a steroid-resistant Asthma model with results due by Q3 
2021. Results from the Centenary and Hudson Institutes will determine Lateral’s strategy for exploiting 
the respiratory opportunity. 
 

Clinical Trial Plans 
Lateral is focussed on developing its drugs for the treatment of Neuropathic pain. Lateral aims to 
demonstrate efficacy in a human clinical Phase 2 proof-of-concept (POC) study using LAT8881 within the 
next 12 months. A positive POC trial result should add substantial value to Lateral. We aim to commence 
the study in late 2021.  
 
Dr Stuart Mudge is leading this program and has held active discussions with a large range of clinical 
researchers in pain and their associated research groups within Australia with the aim of generating a 
robust trial protocol design that provides the best chances for a successful trial outcome. He has also 
been directing Lateral’s formulation work to ensure LAT8881 can be given at a sufficient dose to show 
efficacy and in a form that is clinically relevant. 
 
In the event that necessary additional funding can be obtained, Lateral aims to explore the human 
clinical development of our drugs in a respiratory disease such as Influenza, SARS-CoV-2, COPD, Steroid 
resistant asthma and Post-COVID Syndrome (Long-COVID). 
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GRANT FUNDING 
Lateral is actively seeking non-dilutional Government grant opportunities worldwide. The following is a 
brief update on recent success: 
 
US National Institutes of Health (NIH) Preclinical Screening Platform for Pain (PSPP) program 
After several months of evaluation, we are pleased to advise that Lateral has been accepted into the NIH 
PSPP program. This is an extremely positive external and international validation of our intellectual 
property, that provides access to a broad panel of pre-clinical development related activities at no cost 
to Lateral.    
 
NIH Quote – “The Federal Pain Research Strategy identified an urgent need to reduce reliance on 
prescription opioid medications through the development of new, non-opioid pharmacologic and non-
pharmacologic treatments for pain. This critical need aligns with the Helping to End Addiction Long-
term Initiative, or NIH HEAL Initiative, goal to accelerate the discovery and preclinical development of 
non-addictive pain treatments for the more than 25 million Americans who live with daily chronic pain 
and rely on opioid medications for pain management. 

In response, the National Institute of Neurological Disorders and Stroke (NINDS) created the Preclinical 
Screening Platform for Pain (PSPP) to identify and profile non-addictive therapeutics for pain. 

The PSPP is an efficient, rigorous, one-stop screening resource to accelerate discovery of effective, non-
addictive, non-opioid pain therapies. The program offers testing including an assessment of in vitro and 
pharmacokinetic profiles, side effect profiles, abuse liability, and efficacy in models relevant to human 
pain conditions.” 

 
Innovation Connections Grant 
As previously advised, Lateral has successfully applied for an Australian Government Innovations 
Connections grant. The grant will contribute $100,000 towards development of an injectable 
formulation for LAT8881 and an inhalable formulation for LAT9991F. This is being conducted by Monash 
University’s Medicines Manufacturing Innovation Centre. The agreement was executed by the 
Commonwealth on 22 April 2021.  

INTELLECTUAL PROPERTY  
Lateral has filed multiple patents protecting the newly discovered motifs, target proteins and related 
binding sites. 
 
In December 2020, with the assistance of Evotec, Lateral submitted the final data on patent LP009, 
which is a pivotal patent relating to the molecular target and MOA. This patent is set to enter national 
phase.  
 

https://www.iprcc.nih.gov/
https://heal.nih.gov/
https://heal.nih.gov/
https://www.ninds.nih.gov/
https://www.ninds.nih.gov/Current-Research/Trans-Agency-Activities/NINDS-Role-HEAL-Initiative-PSPP
https://www.ninds.nih.gov/Current-Research/Trans-Agency-Activities/NINDS-Role-HEAL-Initiative-PSPP
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In March 2021 Lateral’s infectious respiratory diseases patent went live following receipt of key data 
from the Hudson Medical Research Institute showing positive data in animal models treating Influenza 
A. In May 2021 we lodged a similarly designed provisional patent focused on non-infectious respiratory 
diseases. A further provisional patent is in the final stages of drafting which will aim to cover 
composition of matter of new functionally-active motif drugs. 

FINANCIAL 
As of 30 April 2021, Lateral held cash of $3.34 million. The current cash balance has been impacted 
positively from: 
 

• the receipt of the 2020 income tax R&D tax rebate refund of $2.35 million in late February 
2021, 

• the exercise of various options and the application / subscription of shares in Lateral Pharma 
since 1 September 2020, raising $1.2 million. 

 
The funds on hand are earmarked to further determine mechanism of action, to fund the lead up to 
proposed new human clinical trials and for programs to progress the research into both pain and 
respiratory indications.   
 
Depending on the nature and extent of new human trials to be conducted, it is likely that Lateral will 
need to raise additional funding. Consequently, and as noted in our previous shareholder update, we 
invite shareholders to subscribe for additional shares in the company. We expect the current raise to be 
open until 31 July 2021 and the price is $2.50 per ordinary share.  This price obviously is impacted by the 
fact that the recent clinical trials did not reach the intended endpoints. For any new shareholders, there 
would be a minimum subscription investment of $50,000 and new shareholders would need to be 
Sophisticated (S.708) investors. Please note, that if the uptake for this raise is greater than $2,500,000 
over the next few months, Lateral reserves the right to close the raise early. Please contact David 
Williamson on 0400 332 743 if you would like further information.  
 
If you have any specific 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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