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Friday, November 23, 2007

WASHINGTON (Reuters) - U.S. Food and Drug Administration staff are recommending new warnings about psychiatric
events observed in patients on Roche Holding AG's Tamiflu and GlaxoSmithKline Plc's Relenza, according to 
documents posted on Friday.

An FDA advisory panel will discuss the recommendations for these influenza drugs at a meeting on the drugs' safety 
next week. The FDA held a similar meeting two years ago on Tamiflu, after reports of deaths of children in Japan linked 
to abnormal psychiatric behavior.

Experts two years ago were unable to find a connection between the drug and the deaths.

In documents prepared for the meeting next week and posted on the FDA Web site, FDA staff recommend that 
Tamiflu's label be changed to note "some cases in Japanese adult and pediatric patients resulted in a fatal outcome."

The FDA staff also reviewed Relenza, a drug in the same class as Tamiflu, recommending its label be changed to note 
"reports of hallucinations, delirium and abnormal behavior" observed in some patients taking the drug.
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