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ASX Announcement        15th March 2005 
VRI PRODUCT LAUNCH BOOSTED AS FDA CLAMPS DOWN ON COMPETITORS  

Highlights: 

• FDA issues health warning on competing eczema drugs, Elidel and Protopic 

• VRI’s proTract® treatment a safer alternative to leading eczema drugs without adverse side 
effects 

• proTract®, the first oral therapeutic for eczema, to be launched in Australia in April 2005 

Sydney, 15th March 2005 – VRI Biomedical Limited (ASX: VRI) the Australian biopharmaceutical company 

specialising in the development and commercialisation of its world leading probiotic technology, announced that 

the United States Food and Drug Administration (FDA) warning of a cancer risk on leading eczema treatments, 

Elidel and Protopic, should have a significant benefit for VRI’s own safer eczema product, proTract®. 

 

Given protract® is considered a safer alternative to Elidel and Protopic, the FDA’s warning is expected to have a 

positive impact on VRI’s proTract® sales which is due to be launched in Australian pharmacies in April 2005. 

 

proTract® is the first oral therapeutic for eczema.  Its effectiveness was demonstrated in a clinical trial conducted 

with the Princess Margaret Hospital in Perth in September 2004.  This was the first study to show the positive 

effect of a probiotic on moderate to severe eczema with a 92% improvement in the condition. 

 

The active ingredient in proTract® for atopic dermatitis is PCC®.  This is a naturally occurring strain of the 

probiotic bacterium Lactobacillus fermentum, which has demonstrated clinical benefits without any adverse 

events reported during several clinical trials.  Probiotics are generally considered to be safe, without posing any 

health threats from short or long term consumption. 

 

VRI has a major PR campaign planned for the proTract® (eczema) launch with a concerted pitch to practitioners 

who are now likely to be considerably more receptive to new, safer treatments. 

 

As part of the warning issued by the FDA, health care professionals have been advised to prescribe Elidel and 
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Protopic only when other eczema treatments have failed to work.  The FDA is adding a high risk warning label on 

the two products and developing a Medication Guide for patients.   

Currently, the TGA in Australia has approved the use of Elidel and Protopic for infants over three months of age. 

Protopic and Elidel sales in 2003 were US$343 million.   Until the FDA warning, the treatments were considered 

effective and much safer than steroid creams which can be used only for short periods and have a variety of 

negative side effects. 

Eczema (atopic dermatitis) is a distressing chronic skin condition that causes redness and itching and affects up 

to 15% of infants, some of whom will continue to suffer with the condition into adulthood. 

- Ends -  

ABOUT VRI BIOMEDICAL 

VRI Biomedical Limited (ASX Code: VRI) is an Australian biopharmaceutical company specialising in the 

development and commercialisation of its world leading probiotic technology. 

In 2004 VRI launched its proTractTM range of gastrointestinal products in Australian pharmacies and has since 

negotiated distribution/licensing agreements in other countries. 
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