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Important Notice  

 
Forward-Looking Statements  
 
This Presentation contains certain statements which constitute forward-looking statements or information ("forward-
looking statements”). These forward-looking statements are based on certain key expectations and assumptions, 
including assumptions regarding the general economic and industry conditions in Australia and globally and the 
operations of the Company. These factors and assumptions are based upon currently available information and the 
forward-looking statements contained herein speak only as of the date hereof. Although the Company believes the 
expectations and assumptions reflected in the forward-looking statements are reasonable, as of the date hereof, 
undue reliance should not be placed on the forward-looking statements as the Company can give no assurances 
that they will prove correct and because forward-looking statements are subject to known and unknown risks, 
uncertainties and other factors that could influence actual results or events and cause actual results or events to 
differ materially from those stated, anticipated or implied in the forward-looking statements. These risks include, but 
are not limited to: uncertainties and other factors that are beyond the control of the Company; global economic 
conditions; risks associated with biotechnology companies, regenerative medicine and associated life science 
companies; delays or changes in plans; specific risks associated with the regulatory approvals for or applying to the 
Company’s products; commercialisation of the Company’s products and research and development of the 
Company’s products; ability to execute production sharing contracts, ability to meet work commitments, ability to 
meet the capital expenditures; risks associated with stock market volatility and the ability of the Company to 
continue as a going concern. The Company assumes no obligation to update any forward-looking statements or to 
update the reasons why actual results could differ from those reflected in the forward-looking statements, except as 
required by securities laws.  
 
No offer to sell, issue or recommend securities 
 
This document does not constitute an offer, solicitation or recommendation in relation to the subscription, purchase 
or sale of securities in any jurisdiction. Neither this presentation nor anything in it will form any part of any contract for 
the acquisition of securities. 
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Key Achievements for FY15  

Progress on clinical programs  

ü  approval for first-in-human trials for 

–  Progenza  - allogeneic “off-the-shelf” stem cell therapy for osteoarthritis 

–  RGSH4K – cancer vaccine     

Scalable technology  

ü  demonstrated capacity to produce millions of doses of Progenza from a single donor 

ü  transition from autologous to allogeneic stem cell technologies 

Progress on partnering and licensing discussions 

ü  progress on partnering discussions 

–  for manufacturing, clinical development and commercialisation of Progenza in 

Japan 

–  for global sales and marketing of Canine CryoShot -  allogeneic “off-the-shelf” stem 

cell therapy for osteoarthritis 

Substantial increase in granted patents  

ü  10 new granted patents  

ü  1st US granted patent   
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Product Pipeline Update 



Product Pipeline & Market Opportunity  

DRAFCan be Changed on Master Page Page 6 



Progenza FY15 Achievements 

ü  Successful production of Progenza for trial 

showing capacity to manufacture millions of 

doses from single donor   

ü  Successful completion of preclinical study 

demonstrating that Progenza prevented 

cartilage degeneration  

ü  Ethics approval for first-in-human trial ‘STEP’ – 

Safety, Tolerability, Efficacy of Progenza 

ü  Safe treatment of the first patient in STEP trial  

ü  Potential Japanese partners engaged for 

development, manufacture and 

commercialisation in Japan  
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Progenza - Positive  Preclinical Results  

Safety:  
 
•  A single intra-articular injection of 

>18 million Progenza cells per 
injection was not associated with 
any adverse local or systemic 
effects or toxicities 

Efficacy: 
 
•  A significant reduction in cartilage 

degeneration scores of the medial 
femur in rabbits treated with 9.7 
x105 Progenza cells (rabbit target 
dose) vs. vehicle control 

•  Progenza prevented further joint 
degeneration in the model  

 
•  52% reduction in osteophyte 

measurements in target dose group 
compared to vehicle control 
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Conducted by independent US research group, a degenerative OA model (partial 
menisectomy) in rabbits (n=46; 23M, 23F): 
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Progenza FY16 Milestones 
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•  Complete Phase 1 enrolment in STEP Trial 

•  Review blinded safety data 

•  Secure Japanese partner for development 

and commercialisation in Japan 

•  Procure donor adipose tissue for Phase 2 and 

manufacture master seed bank 

•  Commence PMDA (Japanese regulator) 

consultations 

•  Investigate licensing opportunities in US and EU  



Human Cancer Vaccine – RGSH4K 

FY15 Achievements   

ü  Secured exclusive global rights for cancer vaccine 
developed at Kolling Institute of Medical Research   

ü  Ethics approval to commence first-in-human 
‘ACTIVATE’ clinical trial obtained in May 2015 

ü  ACTIVATE trial open for recruitment 

ü  Ethics approved tumour bank - receiving patient 
samples to support vaccine manufacture 

 
FY16 Milestones  

•  Complete enrollment in the ACTIVATE trial 

•  Assess emerging study data to: 

–  Investigate vaccine safety, and   

–  Identify a biologically active dose for further 
studies 

Page 10 



Kvax – Canine Cancer Vaccine 

FY15 Achievements  

ü  Marketing trial with Dr Bergman of VCA, 

largest US vet services group, fully 

recruited   

ü  1st dog commercially treated outside of 

the trial in the US 

ü  >100 dogs treated in Australia  

 
FY16 Milestones  

•  Commence further marketing trial for 

lymphoma  

•  Seek global sales and marketing partner  
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Logan – the first dog treated with Kvax in the USA 



Canine CryoShot   

FY15 Achievements  

ü  Further data collected from field trials in 

Australia 

ü  Local efficacy trial leads to new potential IP for 

optimising success of treatment  

ü  Advanced discussions with potential marketing 

partners  

ü  Completed preparation for pre-pivotal US trial  

 
FY16 Milestones  

•  Commence pre-pivotal trial at University of 

Pennsylvania to de-risk FDA trial  

•  Secure partner for further development, sales 

and marketing   

•  Sign off on pivotal trial design, product 

characterisation and manufacture for FDA 
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Patent Portfolio Update 



Patent Portfolio Update 

•  12 patent families underpinning product portfolio  

•  8 patents granted in Australia 

•  2 patents granted in NZ 

•  1st patent granted in USA 
 
•  1 new family - enhanced cell therapies – Progenza & CryoShot 

 
 



Patent Portfolio – Granted Patents  



FY15 Financial Results Overview 



FY15 Financial Highlights   
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•  Expenditure focused on R&D  

production and clinical trials 

•  R&D expenses reduced as 

manufacture for Progenza 

clinical trial completed 

•  Expenditure reduction 

following strategic review  of 

HiQCell business 

•  Reduction in FTE from 40+ to 

less than 20  

S’000’s   2015 2014 Change
Revenue 2,061 2,095 (34)
Cost of Sales (915) (622) (293)
Gross Profit 1,146 1,473 (327)
Other income 3,498 3,868 (370)
R&D expenses (4,945) (5,759) 814
Selling expenses (1,678) (2,253) 575
Occupancy expenses (757) (628) (129)
Corporate expenses (3,815) (3,875) 60
Finance Expenses (56) (349) 293
Loss for year (6,607) (7,523) 916
Non-recurring expenses 1,631 295 1,336
Underlying loss for year (4,976) (7,228) 2,252



Operating Cash Burn 
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•  Cash Burn for past 2 quarters 
(ex one-off costs) was $1.7m   

•  Slight increase anticipated due 

to execution of clinical trials  

•  R&D Incentive of $3.4m to be 

received early October 2015 

    $’000’s 

Cash at 30 June 3,013 

R&D Tax Incentive 3,418 

Cash available 6,431 

Quarterly cash burn 1,700+ 

Cash available 3+ quarters 



FY16 Catalysts  

Page 19 

Secure manufacturing and commercial partners for Progenza in 
Japan H1FY16 

First patient treated in human cancer vaccine trial H1FY16    

Secure global sales and marketing partner for CryoShot 
Canine H1FY16   

Interim safety report on STEP trial for Progenza in Q2FY16 

Complete enrollment in human cancer vaccine safety trial 
H2FY16     

Complete Canine CryoShot pre-pivotal US trial H2FY16 


