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510(k) Summary

510(k) Owner: Empi
Address: 599 Cardigan Rd.

St. Paul, MN 55126

Phone number: 651.389.0771 J~~AiN
Faxn number: 651.6389.04771

Contact person: Carl Beaurline, VP of Global Regulatory Affairs
Date prepared: June 7, 2006

Trade name: SELECT® TENS System
Common name: TENS
Classification name: Transcutaneous Electrical Nerve Stimulator

(21 CFR 882.5890, Product Code GZJ)
Classification: II

Predicate devices: Empi Epix VT® iENS System (K970203),
Chattanooga Group Forte CPS 400 Stim and Forte CPS 200 Stim
(K982828)

Device Description:
The SELECT® is a portable, dual channel TENS device with ten pre-programmed operational
modes. It is powered by 3 standard AAA alkaline or rechargeable batteries. All operational
modes produce the Empi Bi-Sourced® waveform. The user selects a pre-programmed mode by
either pressing a Quick Select button with the picture of a body part needing treatment or by
using the Program buttons to select one of ten program options. The user is able to adjust the
intensity up or down. The lock mode prevents inadvertent changes to the intensity or the
program option. The SELECTO is intended for use in the clinic or in the home with a
prescription. A belt clip allows the patient to wear the Empi SELECT® on a belt or pants
waistband. The SELECT® battery icon on the LCD will flash when the batteries need
replacement. Compliance data can be retrieved by the clinician including number of sessions,
average session length, and average intensity.

Intended Use:

The Empi®) SELECT Transcutaneous Electrical Nerve Stimulator Device is used for the
symptomatic relief and management of chronic, intractable pain and relief of pain
associated with arthritis. It is also used as an adjunctive treatment for post-surgical and
post-trauma acute pain.

Comparison to predicate:
The Empi SELECT® TENS System has the same indications for use as the predicate
devices but the technological characteristics are different. There are no changes to the



output modes (waveforms) for the SELECT® compared to the Epix VT®. The major
difference between the Epix VT® and SELECT® are user interface characteristics. The
Epix VT® has a small LCD display and membrane switches for controlling and
displaying adjustable settings. The SELECT® has a keymat style push button system and
a larger LCD screen controlling and displaying the adjustable settings. Also, the pain
scale used on the Epix VT® is removed from the SELECT® and replaced by an On/Off
button and five Quick Select buttons with pictures of body parts linking to preset
recommended programs already existing on the device. The Quick Select buttons are
similar to the Clinical Protocols on the Chattanooga Group Forte CPS 400 Stim and Forte
CPS 200 Stim. The SELECT® continues to record the number of sessions, the average
session length, and the average intensity for data retrieval by a clinician.

Non-clinical Testing:
Verification of the Empi SELECT® TENS System includes electrical and mechanical
tests to show that the device meets its product specifications over a range of operating
and storage conditions. Validation testing for the Empi SELECT® TENS System
includes testing to show the device meets user needs according to marketing
requirements.

Clinical Testing:
The Empi SELECT® TENS System does not require clinical testing in order to determine
substantial equivalence to the predicate devices.

Conclusion:
The non-clinical testing demonstrates that the Empi SELECT® TENS System is safe,
effective, and performs as well as the predicate devices.








