














SECTION 2. SUMMARY AND CERTIFICATION 

A. 51O(K) SUMMARY 

Submitter: SterilMed, Inc. 

Contact Person: Patrick Fleischhacker 
1 1400 73rd Avenue North 
Minneapolis MN, 55369 
Ph: 888-856-4870 
Fa: 763 -48 8-3 3 5 0 

Date Prepared: August 13,2001 

Trade Name: SterilMed Reprocessed Sealed Electrophysiology 
Diagnostic Catheters 

Classification Name: 
and Number: Class II,2 1 CFR S70.1220 

Product Code: DRF 

Predicate Device(s): The SterilMed reprocessed sealed electrophysiology 
diagnostic catheter is substantially equivalent to: the A20 
(K953768), manufactured by Biosense Webster (formerly 
known as Cordis Webster), the Bard Dynamic Tip Catheter 
(K9 122 13), and the Bard Intracardiac Electrode Catheter 
manufactured by C.R. Bard Inc., the Stablemapr EP 
Diagnostic Catheter (K98 1642), manufactured by 
Medtronic Inc., and the original manufacturer's devices. 

Device Description: The device consists of a reprocessed catheter that has a 
high-torque shaft with a handle at the proximal end, and 
may or may not be steerable. These catheters have an outer 
diameter of 4F to 7F, a length ranging from 65 to 120 cm, 
with 2-20 platinum, radiopaque electrodes along the tip 
shaft and a variety of inter-electrode spacings and curve 
styles at the tip. The tip generally is deflectable. Specific 
cables, as recommended by the original manufacturer, 
connect to the handle and interface between the catheter 
and an external stimulator and/or an electrophysiologic 
recorder. It should be noted that this submission pertains to 
the catheter only. It does not include any other components 
in a system such as, connector cables, external stimulators, 
or electrophysiologic recorders. 
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Intended Use: 

Functional and 
Safety Testing: 

Conclusion: 

The reprocessed sealed electrophysiology diagnostic 
catheters, are intended for temporary use during 
electrophysiology studies for intracardiac sensing, 
recording, stimulation and temporary pacing during the 
evaluation of cardiac arrhythmias; and for 
electrophysiologic mapping of cardiac structures during 
these evaluations. 

Representative samples of reprocessed sealed 
electrophysiology diagnostic catheters underwent design 
testing to demonstrate appropriate functional 
characteristics. Process validation testing was done to 
validate the cleaning and sterilization procedures as well as 
the device’s packaging. In addition, the manufacturing 
process includes visual and functional testing of all 
products produced. 

The electrophysiology diagnostic catheters sealed and 
reprocessed by SterilMed are substantially equivalent to the 
A20 (K953768), manufactured by Biosense Webster 
(formerly known as Cordis Webster), the Bard Dynamic 
Tip Catheter (K9 122 13), and the Bard Intracardiac 
Electrode Catheter manufactured by C.R. Bard Inc., the 
Stablemapr EP Diagnostic Catheter (K98 1642), 
manufactured by Medtronic Inc., and the reprocessed 
devices’ counterparts from the original manufacturer. This 
conclusion is based upon the fact that these devices’ are 
essentially identical to the predicate devices in terms of 
functional design, materials, indications for use, and 
construction. 
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