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Dear Mr. Zamorano:
This letter corrects our substantially equivalent letter of December 5, 2003.

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

- You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809 ); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
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as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and
809), please contact the Division of Industry and Consumer Education at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.  Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

MichaelJ:Hoffmann -S

for  Carlos L. Pefia, PhD, MS
Director
Division of Neurological
and Physical Medicine Devices
Office of Device Evaluation
Center for Devices and Radiological Health
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DEC - 5 2003

Xuas Meprcat, Inc.

September 30, 2003

510(k) Summary

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 510(k) number is K030829.

1.

Submitter:

Xilas Medical Inc. (formerly Salix Medical, Inc.)
12665 Silicon Drive
San Antonio, Texas 78249

Name of Device:

Vibration Perception Threshold (VPT) Meter

Predicate Device Information:

The VPT Meter is similar to the following predicate device:
1) Vibrameter, Somedic AB, Stockholm, Sweden (510(k) number K843486).

Device Description:

The Xilas Medical VPT Meter is designed to identify patients with sensory
neuropathy. These patients have lost sensation and the “gift of pain” from their
extremities or elsewhere. The instrument provides a quantitative measurement of
vibration perception threshold (VPT). The digital device allows the clinician to
quantify the loss of sensation, initially to establish a baseline loss of sensation and
subsequently monitor the progression of established pathology.

Intended Use:

The VPT Meter is an instrument designed to measure simply and accurately the
threshold of appreciation of vibration in human subjects.
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Substantial Equivalence:

The Xilas Medical VPT Meter is substantially equivalent to the Vibrameter, a
product produced by Somedic AB, Stockholm, Sweden.

Both devices consist of a control box and a handheld vibration apparatus. The
handheld apparatus on both devices is similar in size, shape and weight and both
use a tip to transfer vibrations to the patients skin.

Both devices have a digital display and easy access to the control mechanism on
the face of the box.

Both devices are free standing and independent and do not require a computer
interface to achieve the desired output.

Both devices vibrate at a similar frequency and vibration displacement.

Both devices ramp up power to the handheld vibration apparatus, which changes
the amplitude of the vibration displacement at the tip.

Both decvices are dependent on patient acknowledgement of the level where
vibration is being felt.

The Vibrameter measures in microns and the VPT Meter measures in volts,
however in the VPT Meter User’s Manual a conversion graph is provided that
represents the relationship between microns and volts.

Both devices are easy-to-use and non-invasive.

Both devices are designed to be used as a clinical assessment tool by health care
professionals to evaluate peripheral sensory neuropathy on the upper and lower
extremities. '

Conclusions:

The Xilas Medical VPT Meter has the same intended usc and similar
characteristics to the Somedic AB Vibrameter. Testing of the device (included
with this submission) demonstrates the VPT Meter to be both safe and
efficacious. Thercfore, the VPT Meter is substantially equivalent to the predicate
product, the Vibrameter.



