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DeaI Mr. sharkim . 

I am writing to inform you that the Food and Drug Administration (FDA) has not yet resolved 
the issues raised in your citizen petition dated May 26,1999, on behalf of Novartis 
Pharmaceutical Copration asking FDA to withdraw approval of Urso unless the name of the 
pmluct is changed. 

FDAhasbeenunable~reacha~~ony~petitionbecauseitraisessignificantissucs 
requirhg extensive review and because of the need to address other Agency priorities. This 
interim response is provided in accordance with FDA qulations on citizen petitions (21 CFR 
10.3Oe)(2)). We will respond to your petition as soon as we have reached a decision on your 
request. 
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