
OilTts/
510(k) Summary

for
Globus Genesy Electro-Stimulator SEP 2 12007

1. SPONSOR

Domino S.r.l.
Via San Felice, 4
31020 San Vendemiano (TV)
Italy

Contact Person: Giovanni Cinani
Telephone: 860-539-1309

Date Prepared: Sep 01, 2007

2. DEVICE NAME

Proprietary Name: Globus Genesy Electro-Stimulator
Common/Usual Name: Electric Muscle Stimulator
Classification Name: Powered Muscle Stimulator, Transcutaneous Electrical

Nerve Stimulator (TENS), and Interferential Current
Therapy Stimulator (IFC).

3. PREDICATE DEVICES

Chattanooga Vectra GENiSYS Stimulator Device K031077

4. DEVICE DESCRIPTION

The Globus Genesy Device is a programmable electro stimulator with multiple
uses: Powered Muscle Stimulators, Transcutaneous Electrical Nerve Stimulator.
Premodulated Current Therapy Stimulator, and Microcurrent Therapy Stimulator.

Each device in the family comes with a menu to select different stimulation
programs. The Stimulation Programs have been subdivided in menus and
submenus to facilitate use for various types of uses. The user can create and store
protocols in the device for subsequent recall, and can store them and manipulate
them in a PC for labeling and stimulation parameter changes.
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The Globus Genesy electrical impulses trigger excitations that are transmitted to
the muscle fibers, where they generate mechanical responses that result in muscle
work. This work is used for muscle and range-of-motion rehabilitation therapies.

They also interact with the mechanism of pain generation and transmission in the
nerve fibers; other stimulation currents interact directly with the affected body
part to obtain the effect desired by the physician or licensed practitioner.

The core of the Globus Genesy device is a constant-current generator; a
transformer guarantees insulation between outlet current utilized for the battery
charger, and the circuits utilized for stimulation current. A micro-processor
elaborates the menu selections and drives the constant-current generator that
originates the electrical impulses for the electrostimulation. This is accomplished
according to the parameters stored for that particular program. The user can
regulate the current continuously from 0-120 mA.

5. INTENDED USE

The Globus Genesy Stimulator is intended to be used under medical supervision
for adjunctive therapy for the treatment of medical diseases and conditions. It is
intended to be used for therapy that adopts NMES, Russian, TENS, Premodulated
Currents (IFC), and Microcurrent, waveforms.

The Globus Genesy is not intended to be used as an over-the-counter (OTC)
device.

6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The Domino S.r.l. Globus Genesy device and the Chattanooga Vectra GENiSYS
Stimulator are similar in design and function. Both devices offer:

* biphasic waveforms, rectangular, symmetrical,
* asymmetric rectangular waveforms, compensated,
* monophasic rectangular waveforms,
* premodulated waveforms,
* Russian currents,
* Microcurrents,

Both the Globus and predicate devices are software-driven, electro-stimulator
units that provide licensed practitioners with a variety of treatment currents for
therapy.
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The Globus Genesy and the Chattanooga Vectra GENiSYS devices are similar in
technical characteristics and performance. The Globus Genesy device maximum
current output and its maximum electric charge are very similar to the predicate
device.
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