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510(k) Summary

Submitter Information:

Kent Hoffiman
Executive Vice President Research, Development
And Regulatory Affairs and Chief Technical Officer
BioniCare Medical Technologies Inc.
47 R. Loveton Circle
Sparks, MD 21152
(410) 472-1888

Date Prepared:

July 11, 2005

Name and Classification of Device:

Transcutaneous electrical nerve stimulator for pain relief, Class 11, 21 CFR 882.5890,
Product Code GZJ

Device:

BioniCare®>~, Stimulator Model BIG-I OOOTM

Predicate device:

BioniCareCR Stimulator Model BlO-1000Tm, k030332 and k983228

Device Description:

The BIO-1000 is a portable, rechargeable, battery-operated dual-channel device that
utilizes a voltage regulated output circuit to generate a spike-shaped monophasic pulse
with an adjustable amplitude of 0-12 volts peak and repeating at a single fixed frequency
of 100 ± 5 Hertz.
The device consists of electrodes, lead wires and a signal generator.

Statement of Intended use:

BioniCare®W Stimulator Model B1O-1 0O0TNI is indicated for use as an adjunctive therapy
in reducing the level of pain, and stifffiess associated with pain, from rheumatoid arthritis
of the hand.

Summary of technological characteristics of New Device Compared to Predicate
Device:



The new device's signal generator is identical to that in k030332. The electrical
connection to the glove electrode was slightly modified so that if the insulating outer
glove is removed, the conductive middle glove becomes nonconductive. A garment was
added through which the lead wires travel to simplify use of the device and mitigate any
tangling inconvenience or extremely remote strangling hazard.








