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510(k) Summary:

Application Date: September 29, 2006 _____

Sponsor: nContact Surgical, Inc.
2880 Slater Road, Suite 103,
Morrisville, NC 27560

Correspondent: Jane Ricupero
Director of Regulatory & Quality
2880 Slater Road, Suite 103,
Morrisville, NC 27560

Contact Numbers: Phone: 919 466-9810 x3013
Fax: 919 466-9811
E-mail: jane~ncontact.us

Device Proprietary Name: nContact Coagulation System
Model number: CSK

Device Common Name: Electrosurgical device and
accessories

Device Classification: 21 CFR 878.4400

Product Code: GEl

Classification Name: Electrosurgical cutting and
coagulation device and accessories

Predicate Device(s): Electrosurgical Cutting & Coagulation
Device

Predicate Device Classification: 21 CFR 878.4400

Predicate Device Descriptions: 1. Medtronic, Inc., Cardioblate
Radiofrequency Ablation System
(KO13392)
2. Endoscopic Technologies, Estech
Cobra Adhere Surgical System
(K041599, K053326)
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Device Description:

The nContact Coagulation System consists of a sterile, single-use, disposable
coagulation electrode device (2cm & 5cm sizes provided) intended to be used
to coagulate cardiac tissue. The flexible, cooled electrode device, with a
suction stabilizer feature, transmits radiofrequency (RF) energy from an
Electrosurgical Generator (non-sterile, re-useable) connected through an
Instrument Cable (sterile).

Intended Use:

The nContact Coagulation System is intended for the coagulation of cardiac
tissue using radiofrequency (RF) energy.

Non-clinical Performance:

The nContact Coagulation System has been compared to the listed predicate
devices with respect to intended use, technological characteristics, and
principle of operation. Performance testing was completed to validate its
intended use. All of the features specified for the subject device are covered
by those listed in at least one predicate device.

Substantial Equivalence:

The nContact Coagulation System may be considered substantially
equivalent to the predicate devices based on performance and comparative
data, and does not raise new questions of safety and efficacy.
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Indications for Use
510(k) Number (if known): -/... 6 30 ~Of

Device Name: nContact Coagulation System

Indications for Use: The nContact Coagulation System is intended for the
coagulation of cardiac tissue using Radiofrequency (RF) energy.

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, i ation (ODE)

(Division Sign-Offi
Division of General, Restorat
and Neurological Devices
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