
510(k) Summary

Device Name

Oncobionic System

Common or Usual Name

Tissue Ablation System

5 10(k) Owner's Name, Address, Phone and Fax Numbers, and Contact Person

Oncobionics, Inc.
30211 Avenida de las Banderas, Suite 200
Rancho Santa Margarita, CA 92688
Phone Number: (949) 888-6658
Fax Number: (949) 888-6659

Contact Person: Paul Mikus, Regulatory Manager

Predicate Device:

The Guidant Microwave Ablation System (K041340) and Medtronic Cardioblate
Bipolar Radiofrequency Ablation (K031247).

Date Prepared:

October 30, 2006

Indications For Use:

The Oncobionic System is indicated for surgical ablation of soft tissue, including
cardiac and smooth muscle.

Device Description/Technological Characteristics:

The Oncobionic System comprises a low energy direct current (LEDC) Generator
and two Electrodes. The Oncobionic System applies a LEDC pulse or series of
pulses between two electrodes to ablate tissue.
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Performance Data:

The submission included data from in-vitro testing to confirm the proof of
concept and in-vivo animal tissue testing regarding the use of different voltages of
electric current to determine the minimum voltage needed to achieve the target
lesion size. In addition, Oncobionics conducted in vivo testing comparing the
Oncobionic System to the Guidance Microwave System in ablating pig liver and
cardiac tissue using the treatment parameters recommended in the labeling for
each device. These studies show that the Oncobionic System is at least as safe
and effective as the predicate devices.

Substantial Equivalence

The Oncobionic System has the same indication for use of ablating soft tissue as
the Medtronic's Cardioblate and the Guidant Microwave Ablation System and the
same indications for use of ablating cardiac tissue and smooth muscle as the
Guidant Microwave Ablation System. The Oncobionic System, like Medtronic's
Cardioblate and the Guidant Microwave Ablation System, is made of stainless
steel. All of these devices use one or more electrodes or probes with a needle tip
to deliver the energy to the target tissue. The Oncobionic System has some
technological differences compared to the predicate devices; namely, that it
delivers low energy direct current to ablate tissue, while the Medtronic's
Cardioblate delivers radiofrequency electric energy and the Guidant Device
delivers microwave energy to ablate. However, the Oncobionic System and the
Medtronic Device are bipolar devices, although the Medtronic's Cardioblate is
also a monopolar device. Moreover, performance data demonstrates that the
Oncobionic System is as safe and effective as the Guidant Device in ablating soft
tissue and cardiac tissue. Thus, the Oncobionic System is substantially equivalent
to its predicate devices.
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Indications for Use

5 10(k) Number:

Device Name: Oncobionic System

Indications for Use: The Oncobionic System is indicated for surgical ablation of soft tissue,
including cardiac and smooth muscle.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division'Slgn.Off)
Division of General, Restorative,
and Neurological Devices
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