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Progen Update on Phase 3 Clinical Program for PI-88 in Liver Cancer 
 
Brisbane, Australia.  2 November 2007: Progen Pharmaceuticals Limited (ASX: PGL; NASDAQ: 
PGLA) today announced that in light of the recent Fast Track designation awarded to PI-88 for the 
prevention of tumour recurrence following curative resection of primary liver cancer and in order to 
commence the Phase 3 program as rapidly as possible, the Company will no longer continue with the 
Special Protocol Assessment process.  
 
The Company has used the Special Protocol Assessment (SPA) process to obtain valuable FDA 
feedback on specific elements of our trial design. By incorporating this feedback into the trial design 
and with Fast Track designation for the assessment of delaying tumour recurrence following curative 
resection, Progen is confident that its Phase 3 trial meets the FDA requirements for approval under 
the Fast Track designation.   
 
Justus Homburg, Progen’s Chief Executive Officer, commented: “We will avail ourselves of the 
additional FDA access that the Fast Track designation affords us as we proceed towards trial 
completion. With the FDA feedback we have received to date and Fast Track designation, it is now 
time to lock trial design and prepare to commence patient recruitment.”   
 
The Phase 3 double-blinded placebo-controlled trial is scheduled to be run in countries in North 
America, Europe and Asia. Approximately 600 patients with post-operative primary liver cancer will 
be enrolled in the trial. The benefits of this trial design include the treatment of more patients than 
the Phase 2 program, which strengthens the clinical and statistical significance of the data. Patients 
will be treated for a longer period of time potentially prolonging the time to recurrence. The double-
blinded, placebo-controlled nature of the trial will ensure the best possible data under the most 
rigorous of conditions.    
 
We remain on track to enroll the first patient into the Phase 3 trial before year’s end. An Asian 
investigators’ meeting has been held in Thailand, the North American investigators’ meeting is being 
held this week and one is planned for Europe in the coming weeks. In addition, key sites have 
submitted the protocol for ethics approval and regulatory submissions have been filed in key 
countries. 
 
About Progen: Progen Pharmaceuticals Limited is an Australian-based globally focused 
biotechnology company committed to the discovery, development and commercialisation of small 
molecule therapeutics primarily for the treatment of cancer. 
 
About PI-88: PI-88 is one of a new class of multi-targeted cytostatic cancer therapeutics. It is a 
novel anti-cancer compound with a first-in-class mechanism as a heparan sulfate mimetic. Its anti-
tumor activity is based on inhibition of two biological processes – angiogenesis (the growth of new 
blood vessels) and metastasis (the spread of cancer to other sites) – critical to the growth and 
progression of cancer. In a Phase 2 trial in post-resection liver cancer, 160mg of PI-88 demonstrated 
a 25% improvement in the primary endpoint of disease-free rate at 48 weeks and 78% improvement 
in secondary endpoint of disease-free survival.  
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This press release contains forward-looking statements that are based on current management expectations.  These 
statements may differ materially from actual future events or results due to certain risks and uncertainties, including without 
limitation, risks associated with drug development and manufacture, risks inherent in the extensive regulatory approval 
process mandated by the United States Food and Drug Administration and the Australian Therapeutic Goods Administration, 
delays in obtaining the necessary approvals for clinical testing, patient recruitment, delays in the conduct of clinical trials, 
market acceptance of PI-88, PI-166 and other drugs, future capitals needs, general economic conditions, and other risks and 
uncertainties detailed from time to time in the Company’s filings with the Australian Stock Exchange and the United States 
Securities and Exchange Commission.  Moreover, there can be no assurance that others will not independently develop similar 
products or processes or design around patents owned or licensed by the Company, or that patents owned or licensed by the 
Company will provide meaningful protection or competitive advantages.  
 
 

 



 

 

 


