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  26 April 2013  

 

 

AOD9604 – Important Clarifications 
 

 

Metabolic Pharmaceuticals Pty Ltd (a wholly owned subsidiary of Calzada Ltd  (ASX:CZD)) is concerned by a 
number of factual errors and misrepresentations in relation to its AOD9604 compound in  the current public 
discussion on the drugs in sport issue. The following information is provided in order to correct and clarify 
some of those statements and references. 
 
What is AOD9604? 
 
AOD9604 is a small peptide compound modeled on the fat metabolizing region of human growth hormone 
(hGH). The make-up of AOD9604 represents only a small fragment of human growth hormone (hGH).  It is not 
hGH and it is not a variant of hGH. It consists of less than 8% of the homology of hGH. There exists 
substantial scientific and medical evidence showing that AOD9604 has none of the safety concerns associated 
with hGH. 
 
AOD9604 development thus far 
 
AOD9604 was initially targeted as a potential treatment for obesity. Metabolic Pharmaceuticals has previously 
conducted six human clinical studies involving 925 patients. While the trials proved that AOD9604 was 
profoundly safe, they did not show a clinically meaningful weight loss outcome across the total trial population. 
As a result the obesity program was terminated in February 2007. 
 
Over the last 2 years, Metabolic Pharmaceuticals has found that AOD9604 may have potential to be used as a 
treatment for the repair of cartilage, muscle and joint disorders such as Osteoarthritis. To date, work has only 
been done in preclinical studies. It appears that only a repair function is triggered by AOD9604 by providing 
the progenitors or ingredients required to enable a repair to occur. 
 
Results from past in-vitro, pre-clinical and human clinical testing of AOD9604 provide clear scientific and 
medical evidence that AOD9604 does not increase Insulin-like Growth Factor 1 (IGF-1) levels. Furthermore, 
there is no evidence that AOD9604 dosing increases the number of muscle or cartilage cells. 
 
The “Black Market” use of AOD9604 
 
During calendar 2010 Calzada released two statements to the Australian Securities Exchange regarding “black 
market” sales of AOD9604. The announcements stated that AOD9604 was being manufactured in China and  
elsewhere and sold into various countries around the world - in direct contravention of the Company’s patent 
position.  
 
Sales were primarily to distributors, gymnasiums, weight control centres, private clinics and individuals 
(athletes, bodybuilders and the obese).  
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Metabolic Pharmaceuticals does not manufacture or supply AOD9604 
 
Metabolic Pharmaceuticals does not manufacture, distribute or sell AOD9604.  
 
AOD9604’s regulatory use status 
 
 In a statement dated 22 April 2013, the World Anti-Doping Authority (WADA) advised that AOD9604 falls into 
the S0. Non-approved substances category of the 2013 Prohibited Substances and Methods Lists. 
 
AOD9604 has not been granted approval by Australia’s Therapeutic Goods Administration or any other 
government health authority in the world to be marketed as a pharmaceutical product.  
 
However, Australian registered doctors can legally prescribe AOD9604 with prescriptions made up by a 
compounding pharmacy. 
 
Following provision of an unconditional “GRAS” (Generally Recognised As Safe) status, a product containing 
AOD9604 in its intended use in foods, drinks and dietary supplements can be marketed as safe for human oral 
consumption in the USA at daily amounts of up to 1mg per day. 
 
Since April 2011, AOD9604 has been used as an ingredient in a topical cosmetic cellulite cream 
(BodyShaperTM) that is readily available through pharmacies and cosmetic counters at major Department 
stores throughout Australia and Asia. 
 
Safety profile 
 
In the six (6) human clinical trials involving 925 patients conducted at Medeval, Manchester, UK and sixteen 
(16) major Australian hospitals and medical centres between 2001 and 2007, and in further substantial pre-
clinical testing, it has been shown that AOD9604 is very safe.  
 
This record has been further validated in June 2012 by AOD9604 receiving a pivotal GRAS status recognition 
to enter the U.S. market as a food additive, conditional only on publication of existing safety data in peer-
reviewed journals.  One paper in this regard is due for imminent publication.  
 
This status is in accordance with Section 201(s) of the U.S. Federal Food, Drug and Cosmetic Act. The GRAS 
status was verified by an independent panel of U.S. experts who are qualified to make such determinations. 

 

AOD9604 future medical uses and commercialization strategy 
 
Scientific and medical testing, including results generated to date from pre-clinical studies and human clinical 
trials, show that AOD9604 has potential to safely improve the body’s fat, bone, muscle and cartilage profiles. 
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Furthermore, the “black market” manufacture, sale and use of AOD9604 indicate that it is being used to 
reduce body fat and/or aid in the repair of cartilage and muscle.   
 
Calzada is currently investigating commercial opportunities for AOD9604. The primary focus is to attract a 
major global pharmaceutical company to partner in the development of AOD9604. Currently the Company 
believes that the best opportunity is in the field of osteoarthritis and other joint diseases. 
 
 

For further information please contact: 

David Kenley 
Chief Executive Officer 
Metabolic Pharmaceuticals Pty Ltd 
Phone: (03) 8681 4050  
Email: dkenley@calzada.com.au 
 
Simon Watkin  
Market Connect 
Phone: (03) 9686 9931    
Mobile: 0413 153272 
Email: simon@marketconnect.com.au 
 

About Calzada Ltd 
Calzada has 100% ownership of PolyNovo Biomaterials Pty Ltd and Metabolic Pharmaceuticals Pty Ltd. The Company 
is listed on the Australian Securities Exchange (ASX Code CZD). 

 
About PolyNovo Biomaterials Pty Ltd 
PolyNovo owns and develops a suite of state of the art biodegradeable polymers that have potential applications across 
numerous medical fields. PolyNovo has licence agreements and alliances with a number of the world’s leading medical 
device companies and also has joint venture arrangements with local experts in the areas of skin repair.  

 
About Metabolic Pharmaceuticals Pty Ltd 
Metabolic’s major asset is the AOD9604 peptide which has potential applications in the treatment of obesity, bone, 
cartilage and muscle diseases and repair. AOD9604 is a small 16 amino acid peptide modelled on one active segment of 
human growth hormone.  It has proven excellent safety and tolerability in a total of six human clinical trials involving 925 
humans.  AOD9604 is being sold in the market as one of the key components of Phosphagenics’ cosmetic anti-cellulite 
cream called BodyShaperTM.  Metabolic receives royalties from Phosphagenics on worldwide sales of this product and a 
share of any sub-licensing revenue that may be received. 
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