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Device Classification Name System, Simulation, Radiation Therapy 

510(K) Number K964972 

Device Name SHADOWFORM 

Original Applicant I.Z.I. MEDICAL PRODUCTS CORP. 

10 Stream Court 

Owings Mills,  MD  21117 
 

Original Contact E.J. Smith 

Regulation Number 892.5840 

Classification Product Code KPQ   
 

Date Received 12/12/1996 

Decision Date 05/05/1997 

Decision Substantially Equivalent (SE) 

Classification Advisory Committee Radiology 

Review Advisory Committee Radiology 

Type Traditional 

Reviewed By Third Party No 

Expedited Review No 

Combination Product No 
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