
DEPARTMENT OF HFALTH & HUMAN SERVICES 
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Food and Drug Administration 
Rockville MD 20857 

March 14, 2000 

Steven J. Preiss, Vice President 
Clinical and Regulatory Affairs 
UroSurge 
2660 Crosspark Road 
Coralville, IA 52241 

Dear Mr. Freiss: 

Your petition requesting the Food and Drug Administration to convert the PMA 
application for the UroSurge Percutaneous SANS Device for immediate F'DA 
clearance through the Agency expanded "de novotf process was received by this 
office on 03/.X4/00. It was assigned docket number OOP-112O/CCP Z and it was 
filed on 03/14/00. Please refer to this docket number in future 
correspondence on this subject with the Agency. 

Please note that the acceptance of the petition for filing is a procedural 
matter in that it in no way reflects an agency decision on the substantive 
merits of the petition. 


