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Regeneus hits key stem cell manufacturing
milestone

Regeneus (ASX: RGS) has achieved a key milestone with the manufacture of
its "off-the-shelf" stem cell therapy product Progenza for its First-in-Human trial
for the treatment of osteoarthritis. 
 
The company is on track to receive ethics approval and commence recruitment
for the trial in the first-half of 2015. 
 
Adding interest, the company highlighted the benefit of using adipose or fat
tissue over other tissue types by demonstrating the capacity to produce millions
of therapeutic doses of Progenza from a single donor. 
 
"The production of commercial quantities of stem cells from a single donor is
critical to maximise dose-to-dose consistency," chief executive officer John
Martin said. 
 
"This scale of production will minimise clinical trial and regulatory risks while
reducing the cost of the final product. 
 
"One of the key advantages for manufacturing Progenza at industrial scale is
that it uses stem cells sourced from adipose or fat tissue.  
 
"Adipose tissue is readily available from donors in large quantities and has
significantly higher stem cells per gram of tissue than other tissue sources such
as bone marrow or cord tissue.  
 
"Also adipose derived stem cells show greater capacity for expansion than
stem cells from other tissue types.  
 
"Progenza adipose derived stem cells are adult stem cells, they are not
genetically modified like induced pluripotent stem cells (iPSC).  
 
"A less complex cell source and scalable manufacturing process will translate to a faster, less challenging regulatory
approval pathway." 
 
The Progenza trial product was manufactured by the company's cell production experts in a Good Manufacturing
Practice environment (GMP) at Cryosite's (ASX:CTE) TGA licensed facility in Sydney. 
 
Regeneus' production team leveraged their considerable experience and expertise proven in large-scale stem cell
manufacture of CryoShot, the company's clinical-stage off-the-shelf allogeneic adipose stem cell product for the
treatment of canine and equine musculoskeletal conditions. 
 
Pre-Clinical Study 
 
In March, the company successfully completed a pre-clinical study at a US-based facility with expertise in conducting
preclinical studies that replicate human OA. 
 
The results showed no Progenza-related safety or toxicity issues, even at doses well in excess of the intended human
dose.  
 
Further, Progenza-treated knees showed no deterioration from the time of injection, in contrast to the vehicle control
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group, which continued to deteriorate over the 7-week study. 
 
These study results support the role of Progenza in preventing disease progression. 
 
Analysis 
 
Regeneus continues to progress towards its First-in-Human trial for the treatment of osteoarthritis using its
"off-the-shelf" stem cell therapy product Progenza. 
 
This is on track to commence recruitment for the trial in the first-half of 2015. 
 
Already, the capacity to produce millions of therapeutic doses of Progenza from a single donor has demonstrated the
benefit of using adipose tissue over other tissue types. 
 
This includes the ready availability of adipose tissue, its higher stem cell count per gram of tissue and greater capacity
for expansion. 
 
In addition, the adipose derived stem cells are adult stem cells and not genetically modified like induced pluripotent
stem cells. 
 
Taken together, these translate to a faster, less challenging regulatory approval pathway. 
 
 
Proactive Investors Australia is the market leader in producing news, articles and research reports on ASX emerging
companies with distribution in Australia, UK, North America and Hong Kong / China. 
  

You understand and agree that no content published constitutes a recommendation that any particular security, portfolio of securities, transaction, or investment

strategy is suitable or advisable for any specific person. You further understand that none of the information providers or their affiliates will advise you

personally concerning the nature, potential advisability, value or suitability of any particular security, portfolio of securities, transaction, investment strategy, or

other matter.

You understand that the Site may contain opinions from time to time with regard to securities mentioned in other products, including company related products

and that those opinions may be different from those obtained by using another product related to the Company. You understand and agree that contributors

may write about securities in which they or their firms have a position, and that they may trade such securities for their own account. In cases where the position

is held at the time of publication and such position is known to the Company, appropriate disclosure is made. 

However, you understand and agree that at the time of any transaction that you make, one or more contributors may have a position in the securities written

about. You understand that price and other data is supplied by sources believed to be reliable, that the calculations herein are made using such data, and that

neither such data nor such calculations are guaranteed by these sources, the Company, the information providers or any other person or entity, and may not be

complete or accurate.

From time to time, reference may be made in our marketing materials to prior articles and opinions we have published. These references may be selective, may

reference only a portion of an article or recommendation, and are likely not to be current. As markets change continuously, previously published information and

data may not be current and should not be relied upon.

The contributors make every effort to ensure that the information and material contained in this report is accurate and correct and has been obtained from

reliable sources. However, no representation is made about the accuracy or completeness of the information and material and it should not be relied upon as a

substitute for the exercise of independent judgment. Proactive Investors does not accept any liability, including negligence, for any loss or damage arising from

the use of, or reliance on, the material contained in this report.  There are general risks associated with any investment in securities. Investors should be aware

that these risks might result in loss of income and capital invested. 

WARNING: No recipients should rely on any recommendation (whether express or implied) contained in this document without obtaining specific advice from

their advisers. All investors should therefore consider the appropriateness, in light of their own objectives, financial situation and/or needs, before acting on the

advice. 

DISCLOSURE: The Company, its directors, associates, employees or representatives may not effect a transaction upon its or their own account in the
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investments referred to in this report or any related investment until the expiry of 24 hours after the report has been published.
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