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SAFE HARBOUR STATEMENT

This presentation is provided to you for information purposes only and should not be construed as investment advice or an offer, and shall not form part of an offer, or solicitation to buy 
or sell any securities or derivatives. It should not be considered as an invitation to subscribe for or purchase any securities in Opal Biosciences Limited (“Opal”) or BioDiem Limited 
(“BioDiem”), or as an inducement to make an offer or invitation with respect to those securities. No agreement to subscribe for securities in BioDiem or Opal will be entered into on the 
basis of this presentation. 

This presentation contains forward-looking statements which are based on an assessment of present economic and operating conditions, and on a number of assumptions regarding 
future events and actions that, at the date this presentation was prepared, are expected to take place. Such forward looking statements are not guarantees of future performance and 
involve known and unknown risks, uncertainties, assumptions and other important factors, many of which are beyond the control of BioDiem or Opal. BioDiem or Opal cannot and do not 
give any assurance that the results, performance or achievements expressed or implied by the forward looking statements contained in this presentation will actually occur and you 
should not place reliance on these forward looking statements.

To the maximum extent permitted by applicable laws, BioDiem or Opal and its affiliates make no representation and can give no assurance, guarantee or warranty, express or implied, as 
to, and take no responsibility for the authenticity, validity, accuracy, suitability or completeness of, or any errors in or omission, from any information, statement or opinion contained in 
this presentation. 

The contents of this presentation are confidential. The presentation is being provided to you on the condition that you do not reproduce or communicate it to, or disclose it to, or discuss 
it with, any other person without the prior written permission of BioDiem or Opal . 



Income from royalties 
and milestone 
payments totalling 
$122,617

FY2020 Highlights

Option exercise 
contributing $455,500 
to subsidiary Opal 
Biosciences Ltd

National Medical 
Products Administration 
(Chinese FDA) LAIV 
product approval 



Subsequent to year end



LAIV Influenza Vaccine Program
Changchun BCHT Biotechnology Co 
(China)

• 2018: Application for marketing lodged with 
National Medical Products Administration 
(Chinese FDA)

• Feb 2020: Regulatory approval
• Aug 2020: Defluvac product launch

BioDiem entitled to receive royalties on
sales in the private sector in China.



Changchun BCHT Biotechnology Co 
(China)





LAIV Influenza Vaccine Program

Extension of territories due to 
COVID demand for ‘flu vaccines

BioDiem receives royalties on 
private sector sales 



“While her research on LAIV continues, Rudenko’s other major 
focus has been as an expert for WHO’s Global Pandemic 

Preparedness Plan (GAP). LAIV was included in the GAP as a 
vaccine which, in the event of a pandemic, can be made much 

more quickly and in larger quantities compared with inactivated 
vaccines.”



Opal Biosciences Limited is an innovative player in infectious disease treatment 
An Australian biotechnology company committed to tackling a serious global health threat



FY20 Highlights

New data 
from animal 

studies

$455,500 
raised from 

option 
exercise;

grants 
$25,000

National 
phase entry:
Treatment of 

staph and 
enterococcal

infections

$
Scedosporium
patent grant:

US, Hong 
Kong added

Lab studies: 
protein 
binding; 

membrane 
lysis; fungal 
pathogens

ARC 
Research 

Hub to 
Combat 

Antimicrobial 
Resistance 

partner



Maximum tolerated dose study
(mouse)

• Oral versus intravenous administration of BDM-I
• Formulation re-do
• Single doses up to 1mg/kg intravenously (maximum tested)

• Single doses up to 100mg/kg by mouth (maximum tested)

• Well tolerated and no mortality



Tolerability and PK study
(mouse) – Part 1

• Intravenous (iv) vs intraperitoneal (ip) administration of 
BDM-I
• Reason for the study: Intraperitoneal administration is easier
• Compared BDM-I 32mg/kg and 16mg/kg

• 16mg/kg was tolerated well by iv and ip
• 32mg/kg showed signs of toxicity



Tolerability and PK study
(mouse) – Part 2

• Intraperitoneal (ip) vs oral (po) administration of BDM-I
• Reason for the study: information on absorption of BDM-I
• Compared BDM-I 16mg/kg and 8mg/kg single dose 
• Blood and lung tissue BDM-I concentration measurements

• 16mg/kg ip and 8mg/kg ip gave similar blood concentrations 
• Lung tissue concentrations were too low to measure
• Blood concentrations after oral administration were too low to measure
• No signs of toxicity

NIAID DMID Contract Number:  HHSN272201700020I
Task Order Number:  HHSN27200004 (A-18)



BDM-I (8 mg/kg, IP): Plasma 

 

BDM-I (16 mg/kg, IP): Plasma 

 
 

Blood levels after single dose (mouse) 
8 & 16mg/kg (ip)
(maximum tolerated dose ~32mg/kg)

NIAID DMID Contract Number:  HHSN272201700020I
Task Order Number:  HHSN27200004 (A-18)



Preparation for Proof-of-Concept 
study

Questions: 
• Which formulation?
• Protein binding?
• Multiple dose?
• Which model? Which organism?



Membrane lysis assay
Staphylococcus aureus ATCC 29213

Conducted by Eurofins (Taiwan) 
Reason: to assist predict differential cell 

toxicity in an in vivo model. 

The study compared the effect of BDM-I 
in concentrations of 0.0625-32 
microgram/mL on Staph aureus and 
human red blood cells.



Red blood cell lysis assay



Protein binding study



C. albicans
neutropenic mouse 
study

What is the best dose 
regimen for BDM-I? 

Model used Candida 
albicans R303 (MIC 
4microgram/mL) 



C. albicans neutropenic mouse study



C. albicans neutropenic mouse study

The highest blood concentration 
reading was 800ng/mL or 0.8 
microgram/mL 
(which less than MIC of organism 
being 4microgram/mL)



Outlook FY21 – BDM-I

High insolubility of BDM-I/formulation 
• Other animal models: Candida glabrata or other with lower MICs

“BDM-I” analogues
• Glycosylated derivatives (now manufactured and ready for testing)
• ARC Antimicrobial Research Hub to Combat Antimicrobial Resistance

Alternatives to systemic administration
• Topical
• Oral



Broadening our business

• Consideration of approaches by Australian and international 
researchers with existing projects

• Active identification of existing projects with world-class 
researchers

• Additional value-creation to leverage existing expertise and 
contacts.



“Recognizing the public health threat of the global 
increase in burden of disease of fungal

infections, coupled with existing treatability and 
resistance issues …....,

WHO is extending its efforts to develop a priority fungal 
pathogens list of public health

importance and identify R&D priorities and gaps.

For several fungal diseases, effective treatment is 
missing altogether. Existing antifungal

treatments belong to only a few classes of compounds 
and the pipeline for new antifungals is

sparse.”


