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Alliance Medical Corporation 
10232 51St Street 
Phoenix, Arizona 85044 

Contact Person 

Don Selvey 
Vice President, Regulatory Affairs & Quality Assurance 
Alliance Medical Corporation 
(480) 763-5300 - Telephone 
(480) 763-53 10 - Facsimile 
dselvey@,reprocessing.com - 

Device Name 

a. Trade or Proprietary Name 

Electrophysiology Catheter 

b. Common Name, Usual or Classification Name 

Electrode recording catheter 

Predicate Devices 

Cordis 
Bard 1 Webster" Daig** 

K9 14278 
K942379 
KO02976 

1 Medtronic Technologies 

*The CelsidCelsiusII diagnostic catheters were approved under PMA P950005. 
**The Livewire diagnostic catheter was approved under PMA P9600 16. 

Description of the Device 

Diagnostic Electrophysiology (EP) catheters are specially designed electrode 
catheters that transmit electrical impulses and can be positioned for endocardial 
recording or stimulation. 
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EP catheter designs all incorporate a connector, a handpiece, a flexible polymeric 
shaft, and a distal tip containing two or more electrodes. The distal tips of 
steerable catheters can be deflected into a curve by manipulating the handpiece; 
fixed curve catheters have an established distal tip shape. 

6. Intended Use of the Device 

Reprocessed diagnostic EP catheters are indicated for temporary intracardiac 
sensing, recording, stimulation, and electrophysiological mapping of cardiac 
structures. 

7. Comparison of the Technological Features of the Reprocessed and Original 
Devices 

Diagnostic catheters are available in various configurations. Key parameters 
include the size of the tip, number of electrodes, length, curve of the tip, and 
whether or not the tip is deflectable. Since reprocessing does not significantly 
change any of these parameters, the reprocessed catheters are the same as the 
original devices. 
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