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XigrisTM one step closer to approval
Eli Lilly and Company Receives Approvable Letter From FDA for Xigris 


Eli Lilly and Company (NYSE: LLY) announced today that it has received an approvable letter* from the U.S. Food and Drug Administration (FDA) for Xigris™ (drotrecogin alfa [activated]). Lilly is seeking approval of Xigris in the treatment of severe sepsis (sepsis with associated acute organ dysfunction).  Approval is contingent upon successful negotiation of labeling, including scope of the indication; agreement on post-approval clinical trials, and successful completion of manufacturing inspections.

"The action by the FDA puts us one step closer to the approval of Xigris, which we believe will occur in the near term," says Dr. John Lechleiter, executive vice president of pharmaceutical products and corporate development at Lilly.  "More than 215,000 people die each year from severe sepsis in the U.S., and there is no drug approved to treat this deadly condition.  We feel strongly that our clinical data support Xigris becoming the first approved treatment for severe sepsis." 
 
Lilly, a leading innovation-driven corporation, is developing a growing portfolio of best-in-class pharmaceutical products by applying the latest research from its own worldwide laboratories and from collaborations with eminent scientific organizations. Headquartered in Indianapolis, Ind., Lilly provides answers – through medicines and information – for some of the world's most urgent medical needs.  Additional information about Lilly is available at .

This news release contains forward-looking statements that reflect management's current beliefs about the potential for Xigris in the treatment of severe sepsis.  However, as with any pharmaceutical under development, there are significant risks and uncertainties in the process of development and regulatory review. There are no guarantees that the product will receive regulatory approvals or prove to be commercially successful.  There is also no assurance of the timing of final FDA action on the compound.  For additional information about the factors that affect the company's business, please see Exhibit 99 to the company's latest Form 10-Q, filed August 2001.  The company undertakes no duty to update forward-looking statements.

		
Xigris™ (drotrecogin alfa [activated]), Lilly

*Letter received by Lilly from FDA's Center for Biologics Evaluation and Research is a complete response letter and is referred to in this release as an approvable letter.
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