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FDA Labeling

FDA permission to market the first sNCT/CPT device was granted on June 12, 1986.  A copy
of the notification is shown on the next page. Per FDA requirements, all sNCT equipment is
classified as prescription devices.  Federal law restricts it to sale by or on the order of a health care
provider.

Potential Risks Associated with the sNCT Evaluation

The potential for adverse effects from an sNCT study are minimal because the procedure is
non-invasive and the stimulus is provided by a battery.  Since first coming to market in 1986, no
serious adverse reactions to the studies have ever been reported.  The electrode paste used to
conduct the electrical stimulus is hypo-allergenic and water soluble.  Although it is unlikely, there
is a chance that a slight reddening of the skin may occur under the electrodes.  If so, this will
disappear within 30 minutes.  Conducting this electrodiagnostic study directly over any implanted
electrical device is contraindicated.

Physical Constraints on sNCT Study Sites

Electrode placement is contraindicated at any site where there are visible skin lesions or other
signs recent trauma.  Examination of test sites is a requirement prior to prescribing and performing
sNCT studies.  Placement of the electrodes at the site of a pacemaker, implanted spinal cord or
peripheral nerve stimulator or other implanted devices is not recommended.
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FDA Permission to Market Notice


