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510(k) SUMMARY 

Reference: Clear Medical, Incorporated 
Section 5 10(k) Notification 
Reprocessed Single Use, Electric and Mechanical Biopsy Forceps 

Classification name: 
Common/Usual Name: Gastrointestinal Biopsy Forceps 
Proprietary Name: Reprocessed Biopsy Forceps 

Classitication: 

Instrument, Biopsy, Mechanical, Gastrointestinal 

Establishment Reg. No.: 30171 10 
The FDA has classified gastrointestinal biopsy forceps as a 
Class I1 device in 2 1 CFR 876.1075. 

Clear Medical intends to m k e t  Reprocessed Used Disposable Biopsy Forceps. 
Reprocessing Biopsy Forceps is performed by Clear Medical to Clear Medical protocol 
Number 40003. 

"Reprocessed," means all operations performed to render a contaminated single-use 
device patient ready (Enforcement Priorities for Single- Use Devices Reprocessed by 
Third Party Reprocessors and Hospitals). Clear Medical is a "third party reprocessor" 
and reprocesses used, single-use medical devices. 

Clear Medical believes that Used Disposable Biopsy Forceps can be considered "reusable 
- by Clear Medical" as d e h e d  in the Food and Drug Administration Compliance Policy 
Guide #7 124.16: they are able to withstand the necessary cleaning and sterilization 
process, the physical characteristics or quality of the device will not be adversely 
effected, and the device remains safe and effective for its intended use. 

Clear Medical, Inc. reprocessed Microvasive, single use, electric and mechanical biopsy 
forceps are intended to be used during GI procedures for endoscopic tissue sample 
acquisition. 

Clear Medical Reprocessed Used Disposable Biopsy Forceps are substantially equivalent 
to disposable biopsy forceps currently marketed new by Microvasive under 5 1 O(k) 
932266. 
















