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0 Trade Names: Vanguard Reprocessed Diagnostic Electrophysiology 
Catheters 
a EP TechnologiespM Explorer 360” Diagnostic Electrophysiology 

Common Nanic: Electrode Iiecording Catheter, Diagnostic 
Elect ro p h y s i o 1 ogy (E P) Cat he ter 

0 Classification: 2 1 CFR 870.1220 - Class I1 - Catheter, Electrode 
Recording, or Probe, Electrode ftecording 

0 Product Code DRF 

Catheters 
0 

EP Technologies’rM Explorer 360TM diagnostic EP catheters legally marketed 
under various 5 1 O(k) premarket notifications. 

Indications for 
Use 

This catheter is intended for temporary intracardiac pacing and recording 
during electrophysiology studies, e.g. evaluation of arrhythmias or cardiac 
mapping. 
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Contra- 
indications 

0 

0 Patients with prosthetic valves. 
0 

0 

Patients with active systemic infection. 

Retrograde approach in patients with aortic valve replacement. 
Transseptal approach in patients with left atrial thrombus or myxoma, or 
interatrial baffle patch. 
Diagnostic EP catheters are not intended for electrical ablation. 0 

Device 
Description 

Explorer 360TM diagnostic electrophysiology catheters are constructed of a 
6 French hollow polymer shaft 100 cm in length. The quadripolar catheters 
are available with various fixed distal curves and electrode spacing 
configurations. The polymer shaft is manufactured with additives (typically 
barium sulfate) that enhance its radiopacity during fluoroscopic positioning of 
the catheter. The platinum alloy electrodes are sealed to the distal catheter and 
intcrnally wired to a proximal shielded Nexus connector for bi-directional 
transmission of electrical signals (pacing and recording). The connector is 
designed.10 be attached to a compatible instrument cable that interfaces with 
various standard types of sensing, recording, stimulation, and pacing 
equipment . 

Vanguard receives prcviously used diagnostic EP catheters from healthcare 
facilities: cleans, inspects, tests, refurbishes, applies a unique serial number, 
repackages, and sterilizes the devices; and returns them to the healthcare 
facility. 
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Technological 
Characteristics 

The Vanguard reprocessed Explorer 360‘rM diagnostic catheters are essentially 
identical to the currently marketed OEM devices. No changes are made to the 
currently marketed device’s specifications and they possess the same 
technological characteristics. Biocompatibility and performance/functional 
testing demonstrate that the devices are equivalent and continue to be safe and 
effective for their intended use. 

Test Data 

Conclusion 

Cleaning, sterilization, and packaging validations; and functional/ 
performance and biocompatibility testing demonstrates that the reprocessed 
devices perform as intended and are safe and effective. 

Based on the information provided herein and the 5 1 O(k) “Substantial 
Equivalence” Decision Making Process Chart, we conclude that the Vanguard 
Reprocessed Diagnostic EI’ Catheters (EP Technologies.rM Explorer 360‘rM 
Catheters) are substantially equivalent to the predicate devices under the 
Federal Food, Drug and Cosmetic Act. 

v - I’agc -3 01‘3 




