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About the NSW Stem Cell Network  

The NSW Stem Cell Network is a professional community with 
an interest in all forms of stem cells. 

The Network strategy is to work with the scientific, health and 
medical research communities, the higher education sector and 
business to promote growth and innovation to achieve positive 
outcomes for the people of NSW. Our work encompasses  
science, medicine, ethics, law, business and public awareness of 
stem cells. 

Objectives of the NSW Stem Cell Network 
The Network, since its establishment in 2002, has worked towards: 

¶ Facilitating communication among members to promote the use of stem cells within an ethical  
framework; 

¶ Acting as a source of information on stem cells for the community and as a public advocate for them; 

¶ Promoting the development of resources to support the use of stem cells within New South Wales; 

¶ Enhancing the R&D and/or commercialisation potential of stem cells within New South Wales. 
 

Contact us: 
www.stemcellnetwork.org.au 

E: stemcellmanager@stemcellnetwork.org.au 

P: +61 (02) 9552 9981 

 

About this Snapshot 

A list of companies was formulated, largely compiled from information that was publicly available. A 

questionnaire was sent out to relevant company representatives, and the information was compiled into this 

Snapshot. Hence, the information contained within this Snapshot is up to date and relevant as of July 2016.  

A draft was circulated back to the company representatives for approval before its publication and launch at 

International Biofest 2016 (24-27th October, Melbourne). 

The second edition of the Snapshot includes a more comprehensive list of companies and contains details of 

clinical trials run by cell therapy companies (page 28). 

 

Disclaimer:  

The information contained in the Snapshot of Stem Cell Companies in Australia: November 2015 is intended solely for 

general information. This publication must not be relied upon as a substitute for medical, investment or other 

professional advice. You are encouraged to speak with the relevant contacts provided in the Snapshot for further 

information. This Snapshot should not be read as reflecting the policies of the NSW Stem Cell Network, its Executive, 

officers or members. Nor does the Snapshot represent an endorsement of the processes, procedures and technologies 

described therein. The NSW Stem Cell Network does not accept any liability arising in any way from information 

contained in this publication, including by reason of negligence for errors or omissions in the information. Only 

companies that have agreed to be published in the Snapshot were included and, any liability resides with them. 
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CƻǊǿŀǊŘ ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΦΧΧΧΧΧ 4 

/ƻƳƳŜǊŎƛŀƭƛǎŀǘƛƻƴ hǇǇƻǊǘǳƴƛǘƛŜǎ ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΦΧΦΧΧ 6 

Companies   
Australian-based Stem Cell CompaniesΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΧΦΦΧΧΧΧΧ 8 

Mesenchymal Lineage Adult Stem Cells   

aŜǎƻōƭŀǎǘ [ǘŘΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΦΦΧΧΧ 9 

Mesenchymal Stem Cells   
/ȅƴŀǘŀ ¢ƘŜǊŀǇŜǳǘƛŎǎ [ǘŘΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΦΧΦΦΦΦΦΦΦΦ 10 

wŜƎŜƴŜǳǎ [ǘŘΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΧΧΧΧΦΧΧΧΦΦ 11 

Biobanking   

/Ŝƭƭ/ŀǊŜΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦ 12 

Biotechnology  

/ŀƭƛƳƳǳƴŜ !ǳǎǘǊŀƭƛŀ tǘȅ [ǘŘΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΦΦΦΦΦΦΦΦΦ 13 

DŜƴŜŀ .ƛƻŎŜƭƭǎ tǘȅ [ǘŘΦΦΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦ 14 

Manufacturing and Medical Devices   

hǊǘƘƻŎŜƭƭΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΦΧΧΧΦΦΦΦΦ 15 

Manufacturing   

/Ŝƭƭ ¢ƘŜǊŀǇƛŜǎ tǘȅ [ǘŘΦΦΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΦ 16 

Medical Devices   

!Ǿƛǘŀ aŜŘƛŎŀƭ [ǘŘΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΧΧΧΧΧΧΧΧΧΦΦΧΧΦΦΧΦΦΦΦΦΦΦΦ 17 

Overseas Stem Cell Companies with Branches in Australia ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΦΧΧΧΦΧΦΦΦΦΦΦ 18 

/ȅǘƻƳŀǘǊƛȄΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΦΧΧΧΧΧΧΦΦ 19 

¢ŜǊǳƳƻ./¢ !ǳǎǘǊŀƭƛŀ tǘȅ [ǘŘΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΦΧΧΧΧΧΧΦΦΦΧΧΧΧΧΧΦΦΧΧΧΦΦ 20 

Laboratory Supply Companies   

.5 .ƛƻǎŎƛŜƴŎŜǎΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦ 21 

.ƛƻǎŎƛŜƴǘƛŦƛŎΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦ 21 

/ƻƘŜǊŜƴǘ {ŎƛŜƴǘƛŦƛŎ ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦ 22 

9ǇǇŜƴŘƻǊŦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΦΦΦΧΧΧΧΧΧΧΦΦΦΦΦΦ 22 

Lƴ ±ƛǘǊƻ ¢ŜŎƘƴƻƭƻƎƛŜǎ tǘȅ [ǘŘΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΦΦΦ 23 

[ƻƴȊŀΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧ 23 

aŜǊŎƪ aƛƭƭƛǇƻǊŜΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦ 24 

aƛƭǘŜƴȅƛ .ƛƻǘŜŎ ŀƴŘ a!/{ ¢ŜŎƘƴƻƭƻƎȅ ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦ 24 

tǊŜǇǊƻ¢ŜŎƘΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧ 25 

{ŀǇǇƘƛǊŜ .ƛƻǎŎƛŜƴŎŜΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧ 25 

{ŎƛŜƴǘƛŦƛȄΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΦΦΦΦ 26 

{¢9a/9[[ ¢ŜŎƘƴƻƭƻƎƛŜǎ LƴŎΧΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦ 26 

¢ƘŜǊƳƻCƛǎƘŜǊ ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦΦΦΦΦΦ 27 

±²w LƴǘŜǊƴŀǘƛƻƴŀƭΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧ 27 

    
[ƛǎǘ ƻŦ ŎƭƛƴƛŎŀƭ ǘǊƛŀƭǎ Ǌǳƴ ōȅ ŎŜƭƭ ǘƘŜǊŀǇȅ ŎƻƳǇŀƴƛŜǎΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧ 28 
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 Forward 

Great progress has been made since the first attempts to treat diseases using stem cells over the past 50 years, with blood 

disorders being the lead disease treated.  In Australia, there are more than 150 people with acute leukaemia treated 

annually with haemopoietic stem cells.  In this Century, the use of stem cells for other disorders is being contemplated 

and trialled.  These include  multiple sclerosis, diabetes, macular degeneration, spinal cord lesions and cancer.  Despite 

the innovative advances in this field, the full potential of cell therapies is yet to be realized.  

The NSW Stem Cell Network has nurtured the stem cell community for the past 14 years to grow and advance stem cell 

research and development. The Network has over 500 members around Australia including clinicians, researchers, policy 

developers, members of Government, lawyers, ethicists, students, patients and companies, who are all passionate 

advocates working together for the growth of the stem cell industry. With this report, our intention is to elevate stem cell 

business in Australia to the next level. 

In the snapshot, we profile current stem cell companies, some of whom are licensed by the TGA, and are carrying out 

ethically approved controlled stem cell clinical trials registered with an appropriate entity. Details  of Australian clinical 

trials run by stem cell therapy companies can be found in page 28 of this document. 

 

The growing number of stem cell trials registered in Australia and worldwide reflect recent efforts to expand the use of 

cell therapies to a broader range of conditions. However, maximum research and development potential can only be 

achieved with the provision of substantial support from government bodies and the private sector.  

Stem cell research and development is particularly flourishing in countries where there is plenty of investment from both 

Government and the private sector. In the US, Singapore, Israel and Canada, there is a solid business model for 

progressing innovative stem cell research. Meanwhile, changes in regenerative medicine regulations in Japan have 

attracted great international interest for the Japanese market, especially due to accelerated commercialisation 

opportunities.  

In Australia, the commercialisation of Stem Cells has been an enormous challenge over the past ten years for a number of 

reasons. The perception of being a risky investment in biotechnology stem cell companies, lack of strong Government 

funding in stem cells and the small pool of specialist stem cell businessman that sit on company boards and mentor the 

growth in stem cell companies, are just a few of the hurdles.  

A number of companies have chosen to seek investment from overseas organisations to assist their growth in Australia, 

whilst others have secured a foot of their business overseas to create a channel for investment. Some companies are 

desperately seeking partnerships with pharmaceutical companies, with minimal success.  

The companies progressing with autologous stem cell products already on the market for patients with sports or other 

injuries have come up against other challenges relating to a relatively unregulated marketplace including scrutiny from 

Government regulatory bodies.  

According to a number of industry experts, there is a need for stem cell organisations including companies to come 

together under one banner with a united voice. Importantly, the stem cell group needs to have influential advocates who 

can lead the charge in stem cells.  

When the Hon Jillian Skinner, NSW Minister for Health, opened the 23rd of the NSW Stem Cell Network, she advised her 
strong support for the translation of stem cell research from the lab to the clinic.  Well known businessman, Frank Lowy 
invested over $5 million into stem cell research. More advocates like this are needed in Australia to drive the business of 
stem cells.   

The Regulations 

In pursuing the goal of developing stem cell therapies, there is the need to obtain regulatory approval for both 

development of the product, and for conducting clinical trials to test safety and efficacy. 

The Therapeutics Goods Administration (TGA) provides guidance and advice concerning all of the above, with the 

regulatory framework being that for biologicals. It is advantageous for discussions to be held with relevant officers of the 

TGA prior to proceeding with clinical trials, to help circumvent problems that might otherwise arise.   
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The conducting of clinical trials with stem cells requires approval from a duly constituted Human Research Ethics 

Committee. This will require reasonable pre-clinical evidence that they might work in humans, and that the cells are well 

characterized, and free of microbiological contamination. Good Clinical Practice is needed. 

In addition, before the Trial can proceed, acknowledgement by the TGA that the Trial is being conducted (Clinical Trial 

Notification), or a more thorough assessment of it by the TGA (Clinical Trial Exemption), is needed. If the use of the stem 

cells has been approved by the Regulatory Body of another country, especially the Food and Drug Administration of the 

USA, it is probable that the TGA will support its use in a trial in Australia.  

Registration of stem cells as a treatment for a medical condition requires them to have been tested in several phases, 

initially for safety (phase 1), then efficacy in a relatively small study (phase 2), and finally at multiple sites in a larger 

cohort of people (phase 3). Evidence that the therapy will work usually requires it to be tested against a control group, 

to determine the placebo effect, which can be quite large. Registration of the product occurs after phase 3 trials.  

Sometimes, stem cells will be placed in a device before being used. This might be a scaffold to allow the stem cells to 

ŀǘǘŀŎƘ ŀƴŘ ǇǊƻƭƛŦŜǊŀǘŜ ƳƻǊŜ ǊŜŀŘƛƭȅΣ ƻǊ ŀƴ ƛƳƳǳƴƻƛǎƻƭŀǘƛƻƴ ǎȅǎǘŜƳ ǘƻ ǇǊƻǘŜŎǘ ǘƘŜƳ ŦǊƻƳ ǘƘŜ ǊŜŎƛǇƛŜƴǘǎΩ ƛƳƳǳƴŜ ǎȅǎǘŜƳΦ 

Approval for the use of such devises also comes under the biologics framework.  

Unregulated by the TGA as detailed in the Excluded Goods Order is the possibility for a clinician to obtain cells from his/

her patient, process them, and re-administer them to that person, e.g., for the treatment of sports injuries. Some 

members of the autologous stem cell industry have written a Code of Conduct to encourage its self-regulation, and the 

TGA is currently examining what form of regulation would best serve Australia in this contentious area.  

The NSW Stem Cell Network has committed to compiling this list of stem cell companies as the next step forward to 
drive the development of the stem cell industry in Australia, hopefully providing insight around where Australia is at 
right now. Combining this information with the Snapshot of Stem Cell Research in Australia published in 2014 by the 

National Stem Cell Foundation of Australia we believe will create a solid landscape of stem cells R & D in our country .  
 
Professor Bernie Tuch          Dr Daniella Goldberg  

NSW Stem Cell Network                     NSW Stem Cell Network 

Director                         Executive 

 

Dr Goldberg is a Director of the public relations firm Gene Genie Media; Professor Tuch is an endocrinologist and non-

executive Director of the biotechnology company Living Cell Technologies Ltd. 
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Commercialisation Opportunities 

While stem cells hold incredible potential and opportunities, it is a field that also presents many challenges. 

Being a bespoke technology customised for each patient, the clinical development program is expensive and 

economies of scale are smaller. Attracting investors has sometimes been difficult due to the risks 

outweighing the benefits, and the high cost of producing the product. Cost issues are compounded by the 

reliance on materials from other industries. 

{ǇŜŀƪƛƴƎ ŀǘ !ǳǎ.ƛƻǘŜŎƘΩǎ wŜƎŜƴŜǊŀǘƛǾŜ aŜŘƛŎƛƴŜ {ȅƳǇƻǎƛǳƳ нлмрΣ /ŀǊǊȅƴ YƛƴƎΣ bƻǾŀǊǘƛǎΩǎ bŜǿ tǊƻŘǳŎǘǎ 

aŀƴŀƎŜǊ hƴŎƻƭƻƎȅκ IŀŜƳŀǘƻƭƻƎȅΣ ǎŀƛŘ ǘƘŀǘ ōƛƎ ǇƘŀǊƳŀ ƘŀǾŜƴΩǘ ōŜŜƴ ƛƴ ǘƘŜ ŎŜƭƭǳƭŀǊ ǘƘŜǊŀǇƛŜǎ ǎǇŀŎŜ ŦƻǊ ƭƻƴƎ 

and that new approaches are required. The path and timeline for funding are challenging, and highly 

dependant on the offering. There is complexity across all functions ς manufacturing, consumer market access 

(such as how should patients be prioritised and scheduled) and commercialisation model considerations. 

There are also greater education needs for investors and patients, and companies are learning what 

questions to ask. 

Speaking at the same Symposium, Paul Anderson, Managing Director of Orthocell said the challenges are 

ƻƴƎƻƛƴƎ ƻƴ ŀ Řŀƛƭȅ ōŀǎƛǎΥ ά¢ƘŜǊŜ ŀǊŜ ƴƻ Ǌƛǎƪ-ŦǊŜŜ ŀǾŜƴǳŜǎ ŀǾŀƛƭŀōƭŜΣ ǿƻǊƪ ƻǳǘ ǿƘŀǘ ȅƻǳ Ŏŀƴ ŀƴŘ ŎŀƴΩǘ ŎƻƴǘǊƻƭέΦ  

He said companies need to ask the following questions: 

Is there a genuine market need? 

How internationally transferable is it? 

Will it cost more to make than sell? 

Can we protect IP? 

Do we have the money? Can we raise it? 

άLƴǾŜǎǘƻǊǎ ƴŜŜŘ ǘƻ ǳƴŘŜǊǎǘŀƴŘ ȅƻǳǊ ōǳǎƛƴŜǎǎΦ ¢ƘŜǊŜΩǎ ŀ ƭƻǘ ƻŦ ǇŜǊƛǇƘŜǊŀƭ ƴƻƛǎŜ ƛƴ ǘƘŜ ǎǘŜƳ ŎŜƭƭ ǎǇŀŎŜΣ ǿŜ ƴŜŜŘ 

ǘƻ ǎƘƻǿ ǿƘƻΩǎ ŘƻƛƴƎ ƛǘ ǇǊƻǇŜǊƭȅΦέ 

One recent success story is Australian biotech Mesoblast, the shares of which rose by 22% in April 2015 after 

US-based biotech giant Celgene Corporation invested $58.5 million to buy about 4.7% of Mesoblast and get 

access to its anti-cancer drugs. Celgene will also get a six-ƳƻƴǘƘ ǊƛƎƘǘ ƻŦ ŦƛǊǎǘ ǊŜŦǳǎŀƭ ƻƴ aŜǎƻōƭŀǎǘΩǎ 

proprietary adult stem cell product candidates for the prevention and treatment of acute graft versus host 

disease, certain cancers, inflammatory bowel diseases and organ transplant rejection (this was later extended 

for another six months). 

In a Market Insight report for the September 2015 edition of Australasian BioTechnology, Rhenu Bhuller of 

CǊƻǎǘ ŀƴŘ {ǳƭƭƛǾŀƴ ǿǊƻǘŜΥ ά¢ƘŜ !ǎƛŀ-Pacific stem cell market was valued at US$7.10 billion in 2014 and is 

projected to increase to US$18.71 billion by 2018 growing at a compound annual growth rate of 27.3% for 

the period. This growth is a result of the increasing regulatory support regarding stem cell research, 

advancements in regenerative medicine and the opportunities arising from stem cell therapies. These 

opportunities include contract research outsourcing and an increase in the patient population with 

neurological and other chronic conditions in the region. Japan, Singapore and South Korea are the 

frontrunners and set to dominate the Asia Pacific stem cell market in the coming years. 

ά!ǳǎǘǊŀƭƛŀ Ƙŀǎ ǎǘŀǊǘŜŘ ǘƻ ŘŜǾŜƭƻǇ ŎǊƛǘƛŎŀƭ ƛƴŦǊŀǎǘǊǳŎǘǳǊŜ ƴŜŜŘŜŘ ŦƻǊ ǊŜƎŜƴŜǊŀǘƛǾŜ ƳŜŘƛŎƛƴŜ ǊŜǎŜŀǊŎƘ ŀƴŘ ǘƘŜǊŜ 

have been some achievements such as the success of companies like Mesoblast as well as the $153 million 

Australian Regenerative Medicine Institute (ARMI) at the Monash University Clayton campus. Australia is also 

starting to gain ground internally with partnerships like the ARMI-MDI Biological Laboratory one which will 

enable knowledge sharing and hopefully accelerate discoveries in areas such as heart disease, autoimmune 

ŘƛǎŜŀǎŜǎ ŀƴŘ ƳǳǎŎǳƭƻǎƪŜƭŜǘŀƭ ŘƛǎƻǊŘŜǊǎΦέ  
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άIƻǿŜǾŜǊΣ ǘƘŜǊŜ ŀǊŜ ǎǘƛƭƭ ƻƴƭȅ ŀ ƘŀƴŘŦǳƭ ƻŦ ŎƻƳǇŀƴƛŜǎ ǿƛǘƘ ǇǊƻŘǳŎǘǎ ƛƴ ŎƻƳƳŜǊŎƛŀƭƛǎŀǘƛƻƴΦ hƴŜ ƻŦ ǘƘŜ ōŀǊǊƛŜǊǎ 

is the cost and on a more practical level, the supply chain that will enable larger access to such therapies. 

Whilst the Asia Pacific region holds high potential for the commercialisation of regenerative medicine, having 

to transfer material from Australia to Asia and vice versa is a costly exercise. However, opportunities are 

present and results would best be attained through partnerships between Australian researchers and 

companies with those in Asia, for example Japan or Korea, which could be a combination of consultative 

services and lab or on-ǎƛǘŜ ǇǊƻŘǳŎǘƛƻƴ ŦŀŎƛƭƛǘƛŜǎΣέ ǿǊƻǘŜ aǎ .ƘǳƭƭŜǊΦ  

The CRC for Cell Therapy Manufacturing, based at University of South Australia, is a project-based global 

network established to help facilitate the cost-effective manufacture and rapid translation of cell therapies 

into clinical practice.  

Dr Tim Oldham, Chief Executive Officer, Cell Therapies Pty Ltd, writing in the September 2015 edition of 

!ǳǎǘǊŀƭŀǎƛŀƴ .ƛƻǘŜŎƘƴƻƭƻƎȅΣ ǎǘŀǘŜŘΥ ά! ǿƘƻƭŜ ƴŜǿ ƳŀƴǳŦŀŎǘǳǊƛƴƎ ŀƴŘ ǎǳǇǇƭȅ ƛƴŘǳǎǘǊȅ Ƴǳǎǘ ōŜ ŎǊŜŀǘŜŘ ƛŦ 

thousands of patients are to benefit from these breakthrough therapies. Traditional pharmaceuticals are 

inert, largely temperature stable and can be manufactured centrally in batches of thousands or millions of 

doses to sit on a pharmacy shelf until needed. Cellular therapies are patient specific, living products that are 

inherently fragile, have very short shelf-lives unless stored in liquid nitrogen and are highly variable. A clinical 

prescription initiates and just-in-time, time critical production process with each batch producing a single 

ǇǊƻŘǳŎǘ ŦƻǊ ƻƴŜ ǇŀǘƛŜƴǘΦ ¢ƻŘŀȅ ǘƘŜǎŜ ǇǊƻŎŜǎǎŜǎ ŀǊŜ ǾŜǊȅ Ƴŀƴǳŀƭ ŀƴŘ ǾŜǊȅ ŜȄǇŜƴǎƛǾŜΦέ  

ά!ƴ ŀŘǾŀƴŎŜŘ ƳŀƴǳŦŀŎǘǳǊƛƴƎ ŜŎƻ-system is developing around these new therapies. Cell Therapies already 

collaborates with Invetech Ltd in Melbourne for process automation, the CRC for Cell Therapy Manufacturing 

in Adelaide for cost reducing processes and Peter Mac for optimising cell collection by apheresis. Australia 

has a genuine opportunity to be more than a local manufacturing hub ς it can also become an advanced 

ƳŀƴǳŦŀŎǘǳǊƛƴƎ ƭŜŀŘŜǊ ƛƴ ǘƘƛǎ ŦƛŜƭŘΦέ  

Australia faces the challenge of needing a regulatory approach that enables Australian companies to be part 

of this exciting medical frontier, but also addresses the safety and quality concerns. Structural weaknesses in 

ǊŜƎǳƭŀǘƛƻƴ ƛƴ ǎƻƳŜ ƻǘƘŜǊ ŎƻǳƴǘǊƛŜǎ ƘŀǾŜ ǎŜŜƴ ǎƻƳŜ ǇŀǘƛŜƴǘǎ ǘǊŀǾŜƭ ƻǾŜǊǎŜŀǎ ǘƻ ŀŎŎŜǎǎ άǎǘŜƳ ŎŜƭƭ ǘƘŜǊŀǇƛŜǎέ 

the safety and efficacy have yet to be established . To realise the clinical promise of stem cells, companies 

must address the challenges of how to reduce risk, how to increase cost-effectiveness and eventually how to 

deal with explosive demand. 

R & D Tax Incentive and other tax reform 

The 2011 introduction of the R&D Tax Incentive was a momentous point for Australian innovation. The 

Incentive is actively attracting companies from around the world to bring their R&D to Australia and 

supporting medical R&D via small innovation companies. Start-up innovation companies, especially 

ōƛƻǘŜŎƘƴƻƭƻƎȅ ŎƻƳǇŀƴƛŜǎ ǘǊŀŘƛƴƎ ƛƴ ƭƻǎǎΣ ŀǊŜ ǘƘŜ ōƛƎƎŜǎǘ ōŜƴŜŦƛŎƛŀǊƛŜǎ ŦǊƻƳ ǘƘŜ ¢ŀȄ LƴŎŜƴǘƛǾŜΩǎ поΦр҈ 

refundable component. The legislation also benefits large innovative companies by reducing the cost of 

conducting eligible R&D activities in Australia, making Australia a more competitive location for conducting 

biomedical and pharmaceutical R&D and clinical trials. 

Glenn Cross, CEO, AusBiotech 

AusBiotech Investment offers a series of state-based, national and international investor events as a platform 

to showcase Australian biotech companies to potential partners and investors. The annual Australia Biotech 

Invest and Asia Biotech Invest are the keystone events. More details can be found at www.ausbiotech.org/

investment 

http://www.ausbiotech.org/investment
http://www.ausbiotech.org/investment
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Mesoblast Limited is a global leader in cellular medicines. The Company has leveraged its proprietary  

technology platform, which is based on specialized cells known as mesenchymal lineage adult stem cells, to  

establish a broad portfolio of late-stage product candidates. 

 

Mesoblast Limited is committed to delivering innovative cellular medicines. Its ŀƭƭƻƎŜƴŜƛŎΣ ΨƻŦŦ-the-ǎƘŜƭŦΩ ŎŜƭƭ 
product candidates target significantly advanced stages of diseases where there are high unmet medical needs. 
aŜǎƻōƭŀǎǘΩǎ portfolio of mesenchymal lineage adult stem cell-derived product candidates each has its own  
distinct technical characteristics, target indications, individual reimbursement strategy, separate  
commercialization potential, and unique partnering opportunities.  

PIPELINE 

aŜǎƻōƭŀǎǘ Ƙŀǎ ŜǎǘŀōƭƛǎƘŜŘ ǿƘŀǘ ƛǘ ōŜƭƛŜǾŜǎ ƛǎ ǘƘŜ ƛƴŘǳǎǘǊȅΩǎ Ƴƻǎǘ ŎƭƛƴƛŎŀƭƭȅ ŀŘǾŀƴŎŜŘ ŀƴŘ ŘƛǾŜǊǎŜ ǇƻǊǘŦƻƭƛƻ ƻŦ 
cellular medicines. There are five programs, two of which are partnered, in active Phase 3 clinical studies or 
Phase 3-ǊŜŀŘȅΣ ŀƴŘ ŦƻǳǊ ǇǊƻƎǊŀƳǎ ƛƴ tƘŀǎŜ нΦ !ƭƭ ƻŦ ǘƘŜ /ƻƳǇŀƴȅΩǎ ŎƭƛƴƛŎŀƭ ǇǊƻƎǊŀƳǎ ǘŀǊƎŜǘ ǎƛƎƴƛŦƛŎŀƴǘΣ  
under-served therapeutic areas including cardiac diseases, immune-mediated and inflammatory conditions, 
oncology and hematology diseases, and spine orthopedic disorders. 

LATEST NEWS 

Mesoblast licensee in Japan has received Japanese Government regulatory approval for its mesenchymal stem 
cell-based product, which is the first allogeneic regenerative medicine product to receive full approval in Japan. 
Mesoblast believes it is well positioned to have the first industrially manufactured allogeneic stem cell product 

approved in the United States. 

  

 

 

  CEO: Professor Silviu Itescu 

 Established in Australia in 2004 

 ABN: 68 109 431 870 

 Status: Public 

 www.mesoblast.com 

 

 CONTACT 

 Julie Meldrum | Global Head of Corporate Communications 

 P:  +61 (0)3 9639 6036    

E: julie.meldrum@mesoblast.com  

Mesenchymal Lineage Adult Stem Cells (MLCs) comprising Mesenchymal Precursor 

Cells (MPCs) and culture-expanded Mesenchymal Stem Cells (MSCs)  

mailto:julie.meldrum@mesoblast.com
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 Mesenchymal Stem Cells 

Cynata Therapeutics Ltd is developing a proprietary therapeutic stem cell platform technology, CymerusϰΣ ǿƘƛŎƘ 

arose from the University of Wisconsin-Madison, a world leader in stem cell research. Cymerusϰ ŀŘŘǊŜǎǎŜǎ ŀ 

critical shortcoming in existing methods of production of mesenchymal stem cells (MSCs) for therapeutic use: the 

ability to achieve economic manufacture at commercial scale  

Limitations in conventional methods of MSC production include the dependence upon donors, the variability between 

donors, the relative scarcity of MSCs in adult tissue, and the low proliferative capacity of adult stem cells compared to 

ǇƭǳǊƛǇƻǘŜƴǘ ǎǘŜƳ ŎŜƭƭǎΦ /ȅƴŀǘŀ ōŜƭƛŜǾŜǎ ǘƘŀǘ ǘƘŜ /ȅƳŜǊǳǎϰ ǘŜŎƘƴƻƭƻƎȅ Ƴŀȅ ŀŘŘǊŜǎǎ ŀƭƭ ƻŦ ǘƘŜǎŜ ƛǎǎǳŜǎΣ ŀƴŘ ǘƘŜ  

/ƻƳǇŀƴȅϥǎ ŀŎǘƛǾƛǘƛŜǎ ƛƴ ǊŜƭŀǘƛƻƴ ǘƻ ǘƘŜ /ȅƳŜǊǳǎϰ ǘŜŎƘƴƻƭƻƎȅ ŀǊŜ ŀƛƳŜŘ ŀǘ ŀŎƘƛŜǾƛƴƎ ǘƘŀǘΦ ¢Ƙƛǎ ǳƴƛǉǳŜƭȅ ǇƭŀŎŜǎ /ȅƴŀǘŀ 

to capitalise on the flourishing field of stem cell therapeutics. The Company has been covered in highly favourable  

equity research analyses published by Baillieu Holst, BBY, SeeThru Equity, Rodman & Renshaw and Shaw & Partners. 

PIPELINE  
There has been extensive interest in the development of MSCs as therapeutic agents, in light of their ability to secrete 

bioactive molecules such as cytokines, chemokines, and growth factors, in addition to their immunosuppressive and 

immunoregulatory properties. There are currently over 300 active clinical trials of MSCs, covering an extremely wide 

range of therapeutic indications, including haematological, cardiovascular, orthopaedic, gastrointestinal and 

autoimmune disorders, among others.  Cynata is currently planning a Phase 1 clinical study in graft-versus-host 

ŘƛǎŜŀǎŜ όDǾI5ύ ŦƻǊ ǘƘŜ /ƻƳǇŀƴȅΩǎ ƭŜŀŘ a{/ ǇǊƻŘǳŎǘΣ /¸t-001.  Approval for the trial has been granted by the UK 

Medicines and Healthcare products Regulatory Agency (MHRA) and it is expected to commence late in 2016.  It is 

envisaged that this study will serve a clinical proof of concept, and a basis for further development in numerous other 

indications, such as those in which MSCs from other sources have previously been investigated. Cynata is also 

investigating the potential of modified MSCs to treat other conditions, including cancer and announced in 2016 a 

partnership with German company Apceth to investigate engineered MSCs in cancer.   

LATEST NEWS  
Cynata has successfully completed a proof-of-ŎƻƴŎŜǇǘ ǎǘǳŘƛŜǎ ǿƛǘƘ ƛǘǎ /ȅƳŜǊǳǎϰ a{/ ǇǊƻŘǳŎǘ ƛƴ ƳƻŘŜƭǎ ƻŦ ŎǊƛǘƛŎŀƭ 

limb ischaemia, asthma and in GvHD , in which efficacy was clearly demonstrated, and further proof of concept 

studies in models of idiopathic pulmonary fibrosis are ongoing. The company has also completed technology transfer 

and scale-ǳǇ ƻŦ ǘƘŜ /ȅƳŜǊǳǎϰ ƳŀƴǳŦŀŎǘǳǊƛƴƎ ǇǊƻŎŜǎǎ ǘƻ ŀ Dat-compliant manufacturing facility. Cynata is also 

conducting additional programs, one in cardiovascular disease with the University of Sydney and another to develop 

modified MSCs to treat cancer, in collaboration with Massachusetts General Hospital/Harvard Medical School.  The 

Company has also announced a developing strategic alliance with FUJIFILM, a major participant in the regenerative 

medicine sector. 

  CEO: Dr Ross Macdonald  

 Established in Australia in 2011 

 ABN: 98 104 037 372  

 Status: Private 

   www.cynata.com  

CONTACT 

 Dr Ross Macdonald  

 P:  +61 (0) 412 119343  

          E: ross.macdonald@cynata.com  

mailto:ross.macdonald@cynata.com


 

  Snapshot of Stem Cell Companies in Australia 11 

Mesenchymal Stem  
Cells 

                        Regeneus Ltd is an ASX-listed clinical stage regenerative medicine company developing a portfolio 

of innovative cellular therapies for the human and animal health markets  

wŜƎŜƴŜǳǎΩ ŎƭƛƴƛŎŀƭ ŦƻŎǳǎ ƛǎ ƻƴ ƻǎǘŜƻŀǊǘƘǊƛǘƛǎ όh!ύΣ ŎŀƴŎŜǊΣ ƛƴŦƭŀƳƳŀǘƻǊȅ ǎƪƛƴ ŎƻƴŘƛǘƛƻƴǎ ŀƴŘ ǿƻǳƴŘ ŎŀǊŜΦ 

¢ƘŜ ŎƻƳǇŀƴȅΩǎ ǇǊƻŘǳŎǘ ǇƛǇŜƭƛƴŜ ƛǎ ǳƴŘŜǊǇƛƴƴŜŘ ōȅ ǇǊƻǇǊƛŜǘŀǊȅ ǎǘŜƳ ŎŜƭƭ ŀƴŘ ƛƳƳǳƴƻǘƘŜǊŀǇȅ ǘŜŎƘƴƻƭƻƎƛŜǎ 
comprising: 

¶ allogeneic off-the-shelf adipose-derived mesenchymal stem cells (MSCs) for OA and other inflammatory 
conditions (Progenza for humans and CryoShot for animals)   

¶ allogeneic off-the-shelf bioactive secretions from adipose-derived MSCs for inflammatory skin conditions 
and wound care (for humans only)  

¶ ŀǳǘƻƭƻƎƻǳǎ ŎŀƴŎŜǊ ƛƳƳǳƴƻǘƘŜǊŀǇȅ ǘƘŀǘ ǳǎŜǎ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǘǳƳƻǳǊ ŎŜƭƭǎ ŀƴŘ ŀ ōŀŎǘŜǊƛŀƭ ŀŘƧǳǾŀƴǘ ŦƻǊ 
immune recognition (RGSH4K for humans and Kvax for animals)   

MSCs respond to the local disease environment and secrete a diverse variety of bioactive factors including 
cytokines and growth factors that are responsible for reducing inflammation, promoting tissue repair and 
reducing scarring.  

PIPELINE 

The company is conducting two Phase 1 human trials: the STEP trial using Progenza to treat OA has completed 
recruitment and the pre-specified review of patient safety data showed no safety concerns. The 12 month post-
treatment follow-up will be completed in Q3 FY17; the cancer vaccine trial (ACTIVATE) has commenced and 
enrolment should be completed in H2 FY17. The company will be conducting clinical studies for its secretions 
technology for topical applications.  

LATEST NEWS 

Regeneus is well advanced in discussions for licensing its Progenza technology for manufacture, development 
and commercialization in Japan.  Japan has become an active market for partnering of stem cell technologies 
and therapies following the introduction in 2014 of regulations that provide an accelerated pathway to bring 
new cell therapies to market.  

CEO: John Martin  

Established in Sydney, Australia in 2007 

ABN 13 127 035 358 

Status: Public (ASX: RGS) 

 www.regeneus.com.au 

CONTACT  

Sandra McIntosh | Investor Relations  

P: +61 2 9499 8010 
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Biobanking 

 

 

/Ŝƭƭ /ŀǊŜ ƛǎ !ǳǎǘǊŀƭƛŀΩǎ ƭŀǊƎŜǎǘ ŀƴŘ Ƴƻǎǘ ŜȄǇŜǊƛŜƴŎŜŘ ŎƻǊŘ ōƭƻƻŘ ŀƴŘ ǘƛǎǎǳŜ ǎǘŜƳ ŎŜƭƭ ōŀƴƪΦ ²Ŝ ŎƻƭƭŜŎǘ ǇǊƻŎŜǎǎ ŀƴŘ 
store umbilical cord blood and tissue to provide potential medical treatment options for Australian families.  
/Ŝƭƭ /ŀǊŜ ƛǎ !ǳǎǘǊŀƭƛŀΩǎ ƭŀǊƎŜǎǘ ŀƴŘ Ƴƻǎǘ ŜȄǇŜǊƛŜƴŎŜŘ ŎƻǊŘ ōƭƻƻŘ ŀƴŘ ǘƛǎǎǳŜ ōŀƴƪΦ /Ŝƭƭ /ŀǊŜ Ƙŀǎ ǊŜŎŜƴǘƭȅ ŀŎǉǳƛǊŜŘ 
LƴǎŎŜǇǘƛƻƴ [ƛŦŜōŀƴƪΣ /ŀƴŀŘŀΩǎ ƭŀǊƎŜǎǘ ǇǊƛǾŀǘŜ ŎƻǊŘ ōƭƻƻŘ ϧ ǘƛǎǎǳŜ ōŀƴƪΦ ¢ƘŜ ŎƻƳōƛƴŜŘ Ŝƴǘƛǘȅ ŎǊŜŀǘŜǎ ƻƴŜ ƻŦ ǘƘŜ 
ǿƻǊƭŘΩǎ ǘƻǇ мл ŎƻƳǇŀƴƛŜǎ ƛƴ ǘƘŜ ǎŜŎǘƻǊΦ ¢ƻƎŜǘƘŜǊΣ ǿŜ ǎǘƻǊŜ ƻǾŜǊ мллΣллл ŎƭƛŜƴǘ ǎŀƳǇƭŜǎ ŀƴŘ ŜǎǘŀōƭƛǎƘ ŀ Ǝƭƻōŀƭ 
platform to expand its clinical trial initiatives into North America that may potentially include cord blood 
investigations in cerebral palsy and type-1 diabetes.. Cell Care operates according to the highest level of quality 
management systems and is regulated for storage and release by the Therapeutic Goods Administration. All of 
/Ŝƭƭ /ŀǊŜΩǎ ǇǊƻŎŜǎǎŜǎ ŀǊŜ ǎǘǊǳŎǘǳǊŜŘ ŀŎŎƻǊŘƛƴƎ ǘƻΣ ŀƴŘ ŀƭƛƎƴŜŘ ǿƛǘƘ ǘƘŜ !ǳǎǘǊŀƭƛŀƴ ŎƻŘŜ ƻŦ DƻƻŘ aŀƴǳŦŀŎǘǳǊƛƴƎ 
Practice (cGMP) and the Foundation of Accredited Cellular Therapies standard (FACT/ Netcord). Our facility is 
located in Melbourne. Whilst we collect cord blood from virtually all maternity hospitals in Australia, the main 
challenge for the business is to drive awareness and uptake of cord blood banking with only 1-2% of all births in 
Australia storing privately. We invest in driving market awareness through multiple consumer and health care 
professional channels.  We manage our own national network of up to 100 cord blood collectors and own the 
entire value chain from marketing to collections, laboratory processing, storage and release (transport 
excluded). We are experiencing strong growth and have high levels of expertise across all areas of the business.  
 
CLINICAL TRIAL NEWS 
Our research investment program supports pre-clinical and clinical local Australian research investigating 
methods to improve clinical outcomes for approved and potential new indications for cord blood therapy.  
In June 2015 Cell Care received national TV and print news coverage when a four-year Perth girl became the first 
person worldwide to receive her own cord blood (stored at Cell Care since birth) in a clinical trial investigating 
the safety and efficacy of cord blood to prevent or delay the onset of type 1 diabetes. This study, being run by 
{ȅŘƴŜȅΩǎ YƛŘǎ wŜǎŜŀǊŎƘ LƴǎǘƛǘǳǘŜ ŀǘ ǘƘŜ /ƘƛƭŘǊŜƴΩǎ IƻǎǇƛǘŀƭ ²ŜǎǘƳŜŀŘ ƛǎ ŦǳƴŘŜŘ ōȅ /Ŝƭƭ /ŀǊŜ ŀƴŘ ŀƛƳǎ ǘƻ ǎŎǊŜŜƴ 
400-600 high risk type 1 diabetes children with the aim of 20 reinfusions in the next 3 years. 
 
LATEST NEWS  
Cell Care in partnership with the Cerebral Palsy Alliance, is funding a second clinical trial investigating the 
potential of sibling cord blood to treat children with cerebral palsy. The study, sponsored by the Murdoch 
Childrens Research Institute in Melbourne, received governance and ethics approval in August 2016 from the 
wƻȅŀƭ /ƘƛƭŘǊŜƴΩǎ IƻǎǇƛǘŀƭ ŀƴŘ ƛǎ ŎǳǊǊŜƴǘƭȅ ǎŎǊŜŜƴƛƴƎ ǳǇ ǘƻ пу ŎƘƛƭŘǊŜƴ ǿƛǘƘ ǘƘŜ ŀƛƳ ƻŦ ƛƴŦǳǎƛƴƎ мн ŎƘƛƭŘǊŜƴ ǿƛǘƘ 
/ŜǊŜōǊŀƭ tŀƭǎȅ ǿƛǘƘ Ŧǳƭƭȅ ƳŀǘŎƘŜŘ ǎƛōƭƛƴƎ ŎƻǊŘ ōƭƻƻŘΦ ¢Ƙƛǎ ǎǘǳŘȅ ƛǎ !ǳǎǘǊŀƭƛŀΩǎ ŦƛǊǎǘ ŎŜƭƭ ǘƘŜǊŀǇȅ ŎƭƛƴƛŎŀƭ ǘǊƛŀƭ ŦƻǊ 
cerebral palsy, and will add valuable insight to the already growing data investigating the safety and efficacy of 
cord blood in this setting, and further explores the possibility that sibling (related) cord blood delivers better 
outcomes than non-related donors. The above clinical study is being extended by collaboration between Cell 
Care and The Ritchie Centre, at the Hudson Institute of Medical Research exploring the expansion of 
neurotrophic factors from umbilical cord blood cells for the treatment of neurological disorders. This study 
received funding from The Science and Industry Endowment Fund (SIEF) in June 2016 for a three year period. 

 
               CEO: Brent Dennison  

Established in Australia in 2003  

ABN: 35 110 312 537  

Status: Private  

www.cellcare.com.au  

CONTACT  

Brent Dennison  

+61 (03) 8551 0200  

brd@cellcare.com.au  
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CEO: Mr Louis Breton  

Established in Australia  

as Calimmune Australia Pty Ltd in 2009  

ABN: 86 134 900 397  

Status: Private 

www.calimmune.com  

 

CONTACT 

Hailee Jones | Administrative Manager 

P: +61 (02) 8382 4921   

E:  hailee.jones@calimmuneinc.com  

Biotechnology 

Calimmune is accelerating the promise of gene therapy to liberate patients from chronic 

and currently incurable diseases. To achieve our ambitious goal, we have built a suite of 

technologies to advance the delivery, manufacturing, and overall efficiency of these life-

ŎƘŀƴƎƛƴƎ ƳŜŘƛŎƛƴŜǎΦ /ŀƭƛƳƳǳƴŜΩǎ ƭŜŀŘ ŘŜǾŜƭƻǇƳŜƴǘ ǇǊƻƎǊŀƳǎ ŀǊŜ ƴƻǾŜƭ ŜȄ-vivo gene 

therapies for hematologic diseases. 
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 Biotechnology 

Genea Biocells is a neuromuscular disease-focused discovery stage company using proprietary human pluripo-

tent stem cell technologies. Genea Biocells also provides contract research services to pharma and supplies re-

agents to strategic academic collaborators to expand their capabilities and further validate their technologies. 

DŜƴŜŀ .ƛƻŎŜƭƭǎ Ƙŀǎ ƻƴŜ ƻŦ ǘƘŜ ǿƻǊƭŘΩǎ ƭŀǊƎŜǎǘ ōŀƴƪǎ ƻŦ ǇƭǳǊƛǇƻǘŜƴǘ ƘǳƳŀƴ ŜƳōǊȅƻƴƛŎ ǎǘŜƳ ŎŜƭƭǎ ŀƴŘ ŘŜǾŜƭƻǇŜŘ 

ǘƘŜ ǿƻǊƭŘΩǎ ŦƛǊǎǘ ŎƻƴǎƛǎǘŜƴǘΣ ǎŎŀƭŀōƭŜ ŀƴŘ ƘƛƎƘ-yield differentiation process for functional skeletal muscle cells. 

Genea Biocells is based in San Diego, California and is part of the Australian Genea group, a public, unlisted 

company that has been operating world leading IVF clinics since 1985. The company has been supplying com-

mercial stem cell solutions for 10 years, drawing on an almost 30 year research heritage within Genea. 

PIPELINE 

DŜƴŜŀ .ƛƻŎŜƭƭǎΩ ƭŜŀŘ ǇǊƻƎǊŀƳǎ ŀǊŜ όмύ ǎƳŀƭƭ ƳƻƭŜŎǳƭŜ ƳƻŘǳƭŀǘƻǊǎ ƻŦ C{I ƳǳǎŎǳƭŀǊ ŘȅǎǘǊƻǇƘȅΣ ƻƴŜ ƻŦ ǘƘŜ Ƴƻǎǘ 

common genetic muscle disorders, and (2) stem cell-derived satellite cells for cell therapy. 

LATEST NEWS 

/ŀƭƛŦƻǊƴƛŀƴκ!ǳǎǘǊŀƭƛŀƴ ŘǊǳƎ ŘƛǎŎƻǾŜǊȅ ŎƻƳǇŀƴȅ DŜƴŜŀ .ƛƻŎŜƭƭǎ Ƙŀǎ ŘŜƳƻƴǎǘǊŀǘŜŘ ŀƴŘ ŘŜǎŎǊƛōŜŘ ǘƘŜ ǿƻǊƭŘΩǎ 

first human stem cell-based cellular model for a muscular dystrophy that is suitable for high-throughput 

screening and drug development. In research published in Stem Cells Translational Medicine, scientists from 

Genea Biocells analyzed in detail cellular and molecular aspects of facioscapulohumeral muscular dystrophy 

(FSHD) during myogenic development and in myotube cultures by comparing muscle cells generated from five 

FSHD-affected and four normal control stem cell lines.  Facioscapulohumeral Dystrophy (FSHD) is an inheritable 

muscle disease affecting approximately 1 in 8,000 people. There is no cure or treatment strategy for patients 

ǿƛǘƘ C{I5Φ  ¢ƘŜ ŦƛƴŘƛƴƎǎ ƘƛƎƘƭƛƎƘǘ DŜƴŜŀ .ƛƻŎŜƭƭǎΩ ŜŦŦƛŎƛŜƴǘ ŀƴŘ ƘƛƎƘƭȅ ǎŎŀƭŀōƭŜ ƳƻƴƻƭŀȅŜǊ ǎȅǎǘŜƳ ǘƻ ŘƛŦŦŜǊŜƴǘƛπ

ate human pluripotent stem cells into skeletal muscle cells and demonstrate disease-specific phenotypes in 

muscle derived from both human embryonic and induced pluripotent stem cells affected with FSHD. 

 

  CEO: Dr Tomas Stojanov  

 Established in Australia in 2013 

 ABN: 68 074 369 038  

 Status: Private 

 www.geneabiocells.com  

CONTACT 

 Dr Uli Schmidt | General Manager 

 P:  +61 (02) 8484 6510  

  E: uli.schmidt@geneabiocells.com   

http://www.geneabiocells.com
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Orthocell Ltd is an Australian regenerative medicine company dedicated to the development and commercialisation of 

an important new class of autologous cellular therapies and collagen scaffolds for the treatment of human tendons, 

ligaments and soft tissue defects.  

5ŜǾŜƭƻǇƳŜƴǘ ǘƻ ŘŀǘŜ Ƙŀǎ ŦƻŎǳǎŜŘ ƻƴ ǘǿƻ Ƴŀƛƴ ǇǊƻŘǳŎǘǎΥ Ψ!ǳǘƻƭƻƎƻǳǎ ¢ŜƴƻŎȅǘŜ LƳǇƭŀƴǘŀǘƛƻƴΩ όά!¢Lέύ ŀƴŘ ǘƘŜ 

ōƛƻƭƻƎƛŎŀƭ ǊŜŎƻƴǎǘǊǳŎǘƛƻƴ ǎŎŀŦŦƻƭŘ Ψ/ŜƭƎǊƻϰΩΦ hǊǘƘƻŎŜƭƭ Ƙŀǎ ŀŎƘƛŜǾŜŘ ǎƛƎƴƛŦƛŎŀƴǘ ŘŜǾŜƭƻǇƳŜƴǘ ƳƛƭŜǎǘƻƴŜǎ ǘƻ ŘŀǘŜ 

including a licence from the Therapeutic Goods Administration (TGA) to manufacture human tissue in its wholly-

owned, state of the art facility. This facility has enabled the company to commercialise ATI and manufacture its 

ōƛƻƭƻƎƛŎŀƭ ǊŜŎƻƴǎǘǊǳŎǘƛǾŜ ǎŎŀŦŦƻƭŘ /ŜƭƎǊƻϰΦ hǊǘƘƻŎŜƭƭΩǎ ǘŜŎƘƴƻƭƻƎƛŜǎ ƘŀǾŜ ƴƻǿ ōŜŜƴ ǎǳōǎǘŀƴǘƛŀƭƭȅ ŘŜ-risked; its target 

markets are large and growing; its products and procedures are regarded by key opinion leaders as being superior to 

existing therapies  

PIPELINE  

Orthocell is focused on the 3 key areas of regenerative medicine in the musculoskeletal space. Cells, growth factors, 

ŀƴŘ ǎŎŀŦŦƻƭŘǎ ŦƻǊƳ ǘƘŜ ŎƻǊŜ ƻŦ hǊǘƘƻŎŜƭƭΩǎ ǇƛǇŜƭƛƴŜ ƻǇǇƻǊǘǳƴƛǘƛŜǎ ǿƛǘƘ ǎǘǊƻƴƎ ǇǊŜŎƭƛƴƛŎŀƭ Řŀǘŀ ǎǳǇǇƻǊǘƛƴƎ ǘƘŜ ŎƻƴŎŜǇǘ 

of tissue specific growth factor production, a solid pipeline of scaffold opportunities across a multiple specialities and 

applications and continued work on ligament and tendon replacement technologies incorporating both cellular and 

scaffold aspects.  

LATEST NEWS  

¶ The Company partnered in the receipt of an Australian Research Council (ARC) grant of $430,000 to further 

investigate tendon tissue and develop novel therapies such as the laboratory fabricated tendon project announced 

by Orthocell in November 2014.  

¶ ¢ƘŜ ŀƴƴƻǳƴŎŜƳŜƴǘ ƻŦ ǘƘŜ /ƻƳǇŀƴȅΩǎ ƛƴƴƻǾŀǘƛǾŜ ŎŜƭƭ ŦŀŎǘƻǊȅ ŘŜǊƛǾŜŘ ǇǊƻǘŜƛƴǎ ǇƛǇŜƭƛƴŜ ǇǊƻŘǳŎǘ ǿŀǎ ŦǳǊǘƘŜǊ 

validated following the publication of data from a collaborative research project involving centres in Sweden, 

Australia and India. The paper was published in the leading scientific publication Journal of Tissue Engineering and 

Regenerative Medicine and provides peer reviewed support for a new approach to regeneration of damaged 

ŎŀǊǘƛƭŀƎŜ ǿƛǘƘƛƴ Ƨƻƛƴǘǎ ǿƘƛŎƘ ƛǎ ƘƛƎƘƭȅ ŎƻƳǇƭŜƳŜƴǘŀǊȅ ǘƻ hǊǘƘƻŎŜƭƭΩǎ ŎǳǊǊŜƴǘ hǊǘƘƻ-ACITM cartilage repair product;  

¶ The Company held its inaugural user group meeting in Sydney. Attendees included 40 leading orthopaedic 

surgeons, sports physicians, radiologists, physiotherapists and pain clinicians from Australia and New Zealand. The 

ƳŜŜǘƛƴƎ ōǊƻǳƎƘǘ ǘƻƎŜǘƘŜǊ ǎƻƳŜ ƻŦ !ǳǎǘǊŀƭƛŀΩǎ ƭŜŀŘƛƴƎ ŘƻŎǘƻǊǎ ǘƻ ŘƛǎŎǳǎǎ ǘƘŜƛǊ ŜȄǇŜǊƛŜƴŎŜǎ ǿƛǘƘ ¢ƘŜ ǇƻǎƛǘƛǾŜ 

experiences and clinical outcomes presented further demonstrated that Ortho-ATITM technology is a safe and 

effective treatment for degenerate tendons; and  

¶ ¢ƘŜ ǇǊŜǎŜƴǘŀǘƛƻƴ ōȅ hǊǘƘƻŎŜƭƭΩǎ ŎƻƭƭŀōƻǊŀǘƻǊǎ ƻŦ ƛǘǎ ǎǳŎŎŜǎǎŦǳƭ ΨŎŜƭƭ ŦŀŎǘƻǊȅΩ Řŀǘŀ ŀǘ ǘƘŜ 9ǳǊƻǇŜŀƴ .ƻƴŜ ŀƴŘ Wƻƛƴǘ 

Infection Society in Estoril Portugal September 2015. The data was generated as a result successful collaboration 

with institutes in Sweden, Australia, Denmark, India and UK and has supported the role of growth factors and 

extracellular matrix proteins which were derived by the researchers from bone cells cultivated in a cell factory, to 

be combined with scaffolds, to regenerate serious bone defects . 

CEO: Paul Anderson 

Established in Australia in 2006 

ABN: 57 118 897 135 

Status: Public 

www.orthocell.com.au 

CONTACT 

Paul Anderson 

P: +61 411 861 626 

paulanderson@orthocell.com.au 

 

Manufacturing and 

Medical Devices 
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Cell Therapies is leading in cGMP manufacture and distribution of cellular therapies in Asia Pacific. We provide the 
essential deployment infrastructure for the safe, reliable and scalable delivery of cellular therapies into clinical 

trials and for therapeutic use.  
 

Cell Therapies is leading in cGMP manufacture and distribution of cellular therapies in Asia Pacific. We provide 
the essential deployment infrastructure for the safe, reliable and scalable delivery of cellular therapies into clini-
cal trials and for therapeutic use in a region of more than 750 million people. Playing a pivotal role in the cellular 
therapy value chain, we are poised to deliver essential capability to, and capture significant value from, a sector 
now delivering transformative health outcomes. For over a decade, Cell Therapies has operated TGA regulated 
cell processing facilities from our home at Peter MacCallum Cancer Institute and made these facilities available 
on a fee-for-ǎŜǊǾƛŎŜ ōŀǎƛǎ ǘƻ ǎƻƳŜ ƻŦ ǘƘŜ ǿƻǊƭŘΩǎ ƭŜŀŘƛƴƎ ŎŜƭƭǳƭŀǊ ǘƘŜǊŀǇƛŜǎ ŎƻƳǇŀƴƛŜǎΦ ²Ŝ ƘŀǾŜ ǎǳŎŎŜǎǎŦǳƭƭȅ 
helped develop products and processes that are compliant with global regulatory and cGMP requirements and 
have successfully integrated with global manufacturing networks. This capability is in short supply as cellular ther-
apy products reach maturity.  

Cell Therapies is expanding its deployment network with a strategic alliance with PharmaBio in Japan. We have 
also added an apheresis site management service line to provide control over this critical starting material.  

We can now offer a single gateway to Asia to customers at translational research through commercial launch 
scale.  

PIPELINE  

Cell Therapies has broad experience manufacturing and delivering a wide range of cellular therapy products, gen-
erated from a wide range of tissue types, with a wide range of cell processing techniques and in a wide range of 
indications. Our expertise is deepest in autologous therapies in the areas of gene therapies, gene-modified immu-
notherapies (eg CAR-T), immunotherapies (eg DC vaccines), regenerative medicine and apheresis. 

LATEST NEWS  

Recent highlights at Cell Therapies include:  

Entering a strategic alliance with PharmaBio of Japan to create a joint business development collaboration under 
a harmonised quality system  

Opening our new 10 clean room GMP cell processing facility at the new home of Peter Mac, the VCCC Building in 
Melbourne's Parkville precinct. This doubles our capacity in Melbourne and is the template for a new facility 
PharmaBio is constructing in Japan. 

CEO: Tim Oldham, PhD  

 Established in Australia in 2003 

 ABN: 15 100 285 916  

 Status: Private 

www.celltherapies.com.au 

CONTACT 

 Cell Therapies Pty Ltd 

 P: +61 3 8559 7310 

           E: admin@celltherapies.com.au  

Manufacturing 
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 Medical Devices 

Avita Medical develops and distributes regenerative products for the treatment of a broad range of burns, 

ǿƻǳƴŘǎΣ ǎŎŀǊǎ ŀƴŘ ǎƪƛƴ ŘŜŦŜŎǘǎΦ !ǾƛǘŀΩǎ ǇŀǘŜƴǘŜŘ ŀƴŘ ǇǊƻǇǊƛŜǘŀǊȅ ŎƻƭƭŜŎǘƛƻƴ ŀƴŘ ŀǇǇƭƛŎŀǘƛƻƴ ǘŜŎƘƴƻƭƻƎȅ ǇǊƻǾƛŘŜǎ 

ƛƴƴƻǾŀǘƛǾŜ ǘǊŜŀǘƳŜƴǘ ǎƻƭǳǘƛƻƴǎ ŘŜǊƛǾŜŘ ŦǊƻƳ ŀ ǇŀǘƛŜƴǘΩǎ ƻǿƴ ǎƪƛƴΦ 

!ǾƛǘŀΩǎ ƭŜŀŘ ǇǊƻŘǳŎǘΣ wŜ/ŜƭƭϯΣ ƛǎ ǳǎŜŘ ƛƴ ǘƘŜ ǘǊŜŀǘƳŜƴǘ ƻŦ ŀ ǿƛŘŜ ǾŀǊƛŜǘȅ ƻŦ ōǳǊƴǎΣ ǇƭŀǎǘƛŎΣ ǊŜŎƻƴǎǘǊǳŎǘƛǾŜ ŀƴŘ ŎƻǎƳŜǘƛŎ 

ǇǊƻŎŜŘǳǊŜǎΦ wŜ/Ŝƭƭϯ ƛǎ ǇŀǘŜƴǘŜŘΣ /9πƳŀǊƪŜŘ ŦƻǊ 9ǳǊƻǇŜΣ ¢D!πǊŜƎƛǎǘŜǊŜŘ ƛƴ !ǳǎǘǊŀƭƛŀΣ ŀƴŘ /C5!πŎƭŜŀǊŜŘ ƛƴ /ƘƛƴŀΦ Lƴ ǘƘŜ 

United States, ReCell® is an investigational device limited by federal law to investigational use. 

!.h¦¢ w9/9[[ϯΣ w9D9b9w/9[[ϯΦ w9bh±!/9[[ϯΣ !b5 w9{ϰ 

wŜ/Ŝƭƭϯ ƛǎ !Ǿƛǘŀ aŜŘƛŎŀƭΩǎ ǳƴƛǉǳŜ ǇǊƻǇǊƛŜǘŀǊȅ ǘŜŎƘƴƻƭƻƎȅ ǘƘŀǘ ŜƴŀōƭŜǎ ŀ ŎƭƛƴƛŎƛŀƴ ǘƻ ǊŀǇƛŘƭȅ ŎǊŜŀǘŜΣ ŀǘ Ǉƻƛƴǘ ƻŦ ŎŀǊŜ ƛƴ 

ŀǇǇǊƻȄƛƳŀǘŜƭȅ ол ƳƛƴǳǘŜǎΣ wŜƎŜƴŜǊŀǘƛǾŜ 9ǇƛǘƘŜƭƛŀƭ {ǳǎǇŜƴǎƛƻƴ όw9{ϰύ ǳǎƛƴƎ ŀ ǎƳŀƭƭ ǎŀƳǇƭŜ ƻŦ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǎƪƛƴΦ w9{ϰ ƛǎ ŀƴ 

ŀǳǘƻƭƻƎƻǳǎ ǎǳǎǇŜƴǎƛƻƴ ŎƻƳǇǊƛǎƛƴƎ ǘƘŜ ŎŜƭƭǎ ŀƴŘ ǿƻǳƴŘ ƘŜŀƭƛƴƎ ŦŀŎǘƻǊǎ ƴŜŎŜǎǎŀǊȅ ǘƻ ǊŜƎŜƴŜǊŀǘŜ ƴŀǘǳǊŀƭΣ ƘŜŀƭǘƘȅ ǎƪƛƴΦ w9{ϰ 

has a broad range of applications and can be used to restart healing in unresponsive wounds, to repair burns using less 

donor skin yet with improved functional and aesthetic outcomes, and to restore pigmentation and improve cosmesis of 

damaged skin. 

PIPELINE 

Product derivatives to meet new clinical indications, including chronic wounds such as Diabetic Foot Ulcers and Venous Leg 

Ulcers. 

LATEST NEWS 
Business  

¶ Awarded a contract with BARDA for up to US$53.9m 

¶ Received CE Mark for ReGenerCell and ReNovaCell ς product derivatives 

¶ Entered into a research partnership with University of Huddersfield 

¶ Received patent validation in 11 European countries  

¶ International rollout of proposition with distributor appointments in 12 territories, including China 

¶ Strengthened Board and management positions to accelerate commercialisation 

¶ A data-driven commercial execution strategy, with clear milestones, to make the approach mainstream 

¶ Value creation is the main commercial focus of the management team 
Clinical  

¶ Publication in the Journal of Cranio-Maxillo-Facial Surgery of results from a series of cases using ReCell® show 
clinically significant improvements in aesthetic outcomes  

¶ First patient treated in investigator-initiated trauma wound trial at Walter Reed National Military Medical Center  

¶ FDA-approval of expanded Compassionate Use Investigational Device Exemption (IDE) program for ReCell® to 
continue clinical evaluation on twice as many patients as originally permitted  

¶ Presentation of three academic papers at the 16th European Burns Association Congress that further demonstrate 
wŜ/ŜƭƭϯΩǎ ŜŦŦŜŎǘƛǾŜƴŜǎǎ 

¶ Extensive data package that includes more than 60 publications 

¶ Recent RCTs in chronic wounds and repigmentation show significance 

¶ FDA burns trial fully recruited, and on track for PMA pathway submission: approval expected Q3 2017 

¶ Randomized, multi-centre venous 

            CEO: Adam Kelliher 

 Established in Australia in 1993 

         ABN: 28 058 466 523 

 Status: Public 

www.avitamedical.com 

CONTACT 

 Lorraine Glover| General Manager, Asia Pacific  

P:  +61(08) 9474 7738  

E: cs.ap@avitamedical.com  



 

  Snapshot of Stem Cell Companies in Australia 18 

 

Overseas Stem Cell Companies 

with branches in Australia 
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Biotechnology 

Cytomatrix was formed in 2007 to develop a series of technologies licensed in from Cordlife Ltd (a foundation 

shareholder), Barwon Health and Deakin University. This led, in 2014, to the formation of HeiQ Australia, a Joint 

Venture with Swiss chemical company HeiQ AG, to develop a world leading technology for the manufacture of short 

nanofibres, and in 2015 to the formation of Nohla Therapeutics Inc, a US-based company that has licensed in seven 

patent families in the field of haematopoietic stem cell expansion from the Fred Hutchinson Cancer Research Centre. 

²ƘŜƴ ŎƻƳōƛƴŜŘ ǿƛǘƘ /ȅǘƻƳŀǘǊƛȄΩǎ ƻǿƴ ǘŜŎƘƴƻƭƻƎƛŜǎ ƛƴ ǘƘŜ ŦƛŜƭŘ ƻŦ ǎǘŜƳ ŎŜƭƭ ŜȄǇŀƴǎƛƻƴΣ ǿŜ ōŜƭƛŜǾŜ ǘƘŀǘ bƻƘƭŀ 

Therapeutics Inc. will rapidly become a world leader in the field of cell therapies. 

Cytomatrix Ltd holds assets in HeiQ Australia and HeiQ AG, as well as retaining all rights to the development of 

biomedical applications of short nanofibres. The Cytomatrix management team has shown an exceptional ability to 

realize the full potential of its technologies through a series of transactions through 2014 and 2015 which have 

increased shareholder value more than seven fold in 18 months. We anticipate significant potential for further 

commercialization of short nanofibres in the fields of wound healing, tissue engineering, coagulation, diagnostic and 

many others, leveraging established and highly productive R&D relationships with Deakin and Monash Universities. 

PIPELINE  

Cytomatrix is currently reconfiguring its business plan following successful sale of its stem cell assets to Nohla 

Therapeutics Inc. Utilizing existing grant opportunities through the innovative Manufacturing CRC and the Industry 

Transformation Research Hub, together with proceeds from the sale, Cytomatrix Ltd will accelerate development of 

key platform applications of short nanofibres in wound healing, artificial skin, slow release of drugs and modulation of 

coagulation. 

LATEST NEWS  

In November 2014 Cytomatrix Ltd entered into a Joint Venture Agreement with Swiss company, HeiQ AG, to develop 

the Cytomatrix short nanofibre technology. Under this Agreement, a joint venture company, HeiQ Australia, was 

formed to develop manufacturing capabilities for short nanofibres. HeiQ AG retained a license for applications of these 

fibres in the fields of textiles and coatings, with Cytomatrix Ltd retained a license for all biomedical applications. 

Lƴ {ŜǇǘŜƳōŜǊ нлмр /ȅǘƻƳŀǘǊƛȄ ŎǊŜŀǘŜŘ ŀ ƴŜǿ ¦{ ŎƻƳǇŀƴȅΣ bƻƘƭŀ ¢ƘŜǊŀǇŜǳǘƛŎǎ LƴŎ όάb¢LέύΣ ǿƛǘƘ ƳƛǊǊƻǊŜŘ ǎƘŀǊŜƘƻƭŘƛƴƎΣ 

and in October 2015 CTI signed an agreement with Fred Hutchinson Cancer Research Center (FHCRC) in Settle, 

Washington, to license seven patent families in the field of haematopoietic stem cell expansion and related 

technologies. FHCRC is a world leader in bone marrow transplantation, and developed the first successful cord blood 

stem cell expan-sion technology (Nature Medicine, 2010, 16(2):232-6). NTI has licensed this technology, together with 

new patents in the field of chimeric antigen receptors and NK-cell therapeutics. In November 2015, Cytomatrix Ltd. 

sold its stem cell technologies (a novel expansion agent, Ficolin, and 3D cell culture technologies) to NTI. 

CEO: Ben Bergo 

Established in Australia in 2007 

ABN: 109 903 737 

Status: Public unlisted 

www.cytomatrix.com.au 

CONTACT 

Mark Kirkland | Chief Scientific Officer 

P: +61 408 395 012 

mark.kirkland@cytomatrix.com.au 


