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FDA Advisory Committee Split on Recommendation to Approve Xigris™

Eli Lilly and Company (NYSE: LLY) announced today that a U.S. Food and Drug Administration (FDA) advisory committee was split over whether to recommend approval of its novel biotech product, Xigris™ (drotrecogin alfa [activated]) for the treatment of severe sepsis (sepsis with associated acute organ dysfunction).  

"We were surprised by some of the advisory committee's questions, particularly those around the protocol amendment, as they had not been raised by the FDA in the questions distributed to the committee," said Dr. William Macias, medical director of the Xigris product team at Lilly.  "However, we are confident that we can address these issues with the FDA."  While the FDA considers the advisory committee's recommendations, it is not obligated to follow the recommendations made.   

"Eli Lilly and Company will work closely with the FDA to address all the questions raised by the committee," said Dr. John Lechleiter, executive vice president of pharmaceutical products and corporate development at Lilly. "Today, 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 disorder.  We feel strongly that our clinical data support Xigris becoming the first approved treatment for severe sepsis, and we will continue to work toward this end."

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 www.lilly.com.
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.  While the FDA typically follows the recommendations of its advisory committees, it is not bound to do so.  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.
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