
 

SuperGen's New Drug Application for Orathecin(TM) (rubitecan) Capsules Accepted by FDA 
for Filing

DUBLIN, Calif., March. 26 /PRNewswire-FirstCall/ -- SuperGen Inc. (Nasdaq: SUPG - ) announced today that the Food and 
Drug Administration (FDA) has officially accepted the Orathecin™ (rubitecan) capsules' New Drug Application (NDA) for filing. 
Orathecin, an investigational anticancer compound, is an oral chemotherapy agent that has been investigated as a treatment 
for pancreatic cancer patients who have failed at least one prior chemotherapy.

The FDA indicated that the user fee goal date for the Orathecin NDA is November 26, 2004. This date is the target date for the 
completion of the FDA's review and resulting action letter for the filed NDA. The filing contained data on more than 1,000 
pancreatic cancer patients who failed at least one prior chemotherapy. Of this population, more than 600 patients received 
Orathecin and the remainder were given control therapies. SuperGen's Phase III clinical program is believed to be the largest 
clinical development program in pancreatic cancer ever initiated worldwide.

"Our clinical and regulatory teams worked tirelessly to submit a through and complete NDA and we are gratified that it has been 
accepted by the FDA," said Dr. James Manuso, Chairman, President and Chief Executive Officer of SuperGen. "Although 
Orathecin is not a cure, we adamantly believe that it can be of benefit to some patients with pancreatic cancer. We are 
committed to working with the FDA to bringing this drug to market so that it can help the very patients who need it most." 

According to the Pancreatic Cancer Action Network (PanCAN), pancreatic cancer has the highest fatality rate of all cancers. 
According to American Cancer Society Cancer Facts and Figures 2004, 31,860 people will be diagnosed with pancreatic 
cancer this year in the United States and 31,270 people will die. Pancreatic cancer is the fourth highest cancer killer in the 
United States amongst both men and women. The 99 percent mortality rate for pancreatic cancer is the highest of any cancer. 

Based in Dublin, California, SuperGen is a pharmaceutical company dedicated to the acquisition, rapid development and 
commercialization of therapies for solid tumors, hematological malignancies and blood disorders. The company's website can 
be reached at www.supergen.com.

This press release contains 'forward-looking' statements within the meaning of Section 21A of the Securities Act of 1933, as 
amended, and Section 21E of the Securities Exchange Act of 1934, as amended, and are subject to the safe harbors created 
thereby. Such forward-looking statements include statements regarding expectations about Orathecin. and its completed FDA 
submission. The success of Orathecin could differ materially from those projected in the forward-looking statements as a result 
of known and unknown risk factors and uncertainties associated with drug development. Such factors include, but are not 
limited to: risks and uncertainties related to the Orathecin NDA filing, how long the FDA review process will take, and if 
Orathecin will ever be approved by the FDA and reach the market. References made to the discussion of the risk factors are 
detailed in the company's filing with the Securities and Exchange Commission including the report on Form 10-K for the year 
ended December 31, 2003. These forward-looking statements are made only as of the date hereof, and we disclaim any 
obligation to update or revise the information contained in any such forward-looking statements, whether as a result of new 
information, future events or otherwise.
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