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Device Identification

Trade/Proprietary Name: Viberect® Penile Vibratory Stimulation Device (Viberect)

Common/Usual Name: Vibrator

Classification Name: Vibrator for Therapeutic Use
Classification Regulation:  884.5960

Product Code: KXQ

Device Class: Class Il

Classification Panel: Obstetrics /Gynecology

Legally Marketed Predicate Device(s)
Viberect® Penile Vibratory Stimulation Device

Manufactured by Reflexonic, LLC
510(k) K110566
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6. Device Description

The Viberect® device is a hand held medical device intended for use by the person at home
for the purpose of stimulating the nerves of the penis for the purpose of activating several
nerve reflexes which are responsible for initiation of penile erection and rigidity. This device
is unique in that it has two gentle vibrating motors that allow simultaneous vibratory
stimulation of both the upper and lower surfaces of the penis. As each side of the male
penis is supplied by different nerves, simultaneous stimulation of the upper and lower
surfaces increases sexual response.

The device is held by one hand easily, like holding a hair straightener. The penis is placed
between the vibrating ‘soft pads’. As pressure is increased to the device, it is automatically
activated. The device can be deactivated by releasing the hand pressure which immediately
shuts off the vibrating ‘soft pads’. The touch pad on the Viberect provides further control by
the user whereby the user can increase and decrease the frequency of vibration according
to comfort and response. Finally, there are individual modes for the vibratory movement of
the upper housing only, lower housing only, and both. The device is powered by
rechargeable batteries. Vibratory stimulation for approximately 3-10 minutes is
recommended.

7. Indication for Use Statement
Viberect Penile Vibratory Stimulation Device is a hand held medical device indicated to
provoke erections for men who experience erectile dysfunction.
For Over-the-Counter (OTC) use.
8. Substantial Equivalence Discussion
The following table compares the Viberect OTC device to the predicate device with respect

to intended use, technological characteristics and principles of operation, providing more
detailed information regarding the basis for the determination of substantial equivalence.

Table 12A - Device Comparison Chart: Similarities and Differences

Proposed Device

Predicate Device

Manufacturer Reflexonic, LLC Reflexonic, LLC Significant Differences
Trade Name Viberect Penile Vibratory Viberect Penile Vibratory
Stimulation Device Stimulation Device
510(k) Number NA K110566 N/A
Product Code KXQ KXQ Same
Regulation Number 884.5960 884.5960 Same
Regulation Name Vibrator for Therapeutic Use Vibrator for Therapeutic Use Same

Indications for Use

Viberect Penile Vibratory
Stimulation Device is a hand
held medical device indicated
to provoke erections for men
who experience erectile
dysfunction.

Viberect Penile Vibratory
Stimulation Device is a hand
held medical device indicated
to provoke erections for men
who experience erectile
dysfunction and to provoke
ejaculation for spinal cord
injured men.

Removed the indication for use in
spinal cord injured men, as
recommended by the FDA

Intended for
Prescription or OTC

oTC

Prescription

For OTC use; Usability study
performed (per discussion with
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Proposed Device

Predicate Device

Manufacturer Reflexonic, LLC Reflexonic, LLC Significant Differences
Trade Name Viberect Penile Vibratory Viberect Penile Vibratory
Stimulation Device Stimulation Device
Use the FDA); refer to Section 18 and
Exhibit 18-D and 18-E for
Usability Protocol and Report
Class Il 1 Same
Provided Sterile or Non-Sterile Non-Sterile Same
Non-Sterile
Basic Design Hand held vibratory device Hand held vibratory device Same
which upon activation which upon activation
stimulates the nerves of the stimulates the nerves of the
penis. This device has two penis. This device has two
gentle vibrating motors that gentle vibrating motors that
allow simultaneous vibratory allow simultaneous vibratory
stimulation of both surfaces stimulation of both surfaces
(top and bottom) of the penis. (top and bottom) of the
penis.

Length Approximately 10 inches Approximately 10 inches Same
Width Approximately 2 inches (at Approximately 2 inches (at Same
widest point) widest point)

Reusable Yes — provided with cleaning Yes — provided with cleaning Same
instructions instructions
Power Source Rechargeable Nickel Metal Rechargeable Nickel Metal Same

Hydride (NiMH) batteries. Hydride (NiMH) batteries.

Rechargeable (Ni-Cd) Rechargeable (Ni-Cd)

6/1.2V/0.35Ah. The battery 6/1.2V/0.35Ah. The battery

will last a minimum of 20 will last a minimum of 20

minutes (at 100hz and 2.5mm). | minutes (at 100hz and

2.5mm).

Patient Contacting Vibrating Soft Pads Vibrating Soft Pads Same
Materials Polyurethane/ Polyurethane Polyurethane/ Polyurethane

Foam Foam

(IROGRAN®) (IROGRAN®)
Frequency 70-110 Hz 70-110 Hz Same
Amplitude Range 2-3mm 2-3mm Same
(peak to valley)
Adjustability of above | Full range by touch pad control | Full range by touch pad Same
parameters control
Type of motion Pulsatile Pulsatile Same
Auto safety shut off Yes Yes Same
Complies with ISO Yes Yes Same
10993-1
Charger, main voltage | 100-120 / 200-240 volts 100-120 / 200-240 volts Same
Electrical Safety Yes Yes Same

Testing Passed

Non-Clinical Performance Data

The following testing has been performed and determined to be acceptable to support
substantial equivalence:
e Biocompatibility testing in accordance with 1ISO 10993-1
e Electrical Safety testing in accordance with IEC 60601-1
e Electromagnetic Compatibility testing in accordance with IEC 60601-1-2
e Usability testing
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e Shipping testing
e Drop testing
e C(Cleaning testing

As part of demonstrating safety and effectiveness of Viberect device and in showing
substantial equivalence to the predicate device that are subject to this 510(k) submission,
Reflexonic, LLC completed a number of tests. The Viberect device meets all the
requirements for overall design, biocompatibility, and electrical safety, and has been
confirmed that the output meets the design inputs and specifications. The Viberect device
passed all testing stated above as shown by the acceptable results obtained.

The Viberect device complies with the applicable voluntary standards for biocompatibility,
electrical safety and electromagnetic compatibility. The device passed all the testing in
accordance with national and international standards.

Clinical Performance Data

There was no clinical testing required to support the medical device as the indications for
use is equivalent to the predicate device. The predicate device, Viberect has been on the
market for several years with a proven safety and efficacy for the use of the device. The
non-clinical testing detailed in this submission supports the substantial equivalence of the
device.

Usability testing was performed and determined to be acceptable to support OTC
indications for use.

Statement of Substantial Equivalence

By definition, a device is substantially equivalent to a predicate device when the device has
the same intended use and the same technological characteristics as the previously cleared
predicate device. The Viberect device has reduced the indications for use from the
predicate device and has the identical technological characteristics as the predicate device.
The new device does not raise different questions regarding its safety and effectiveness as
compared to the predicate device.
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