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DISPOSABLE SUBDERMAL
NEEDLE ELECTRODE

Single lead wire type
Twisted lead wire type
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DISPOSABLE SUBDERMAL NEEDLE ELECTRODE
Single lead wire type
Twisted lead wire type

Intended use and indications for use

Disposable Subdermal Needle Electrodes for neurological purposes are
intended for use with recording / monitoring equipment for the recording of
biopotential signals including electroencephalography (EEG), electromyogra-
phy (EMG) and nerve potential signals, and are intended for stimulation /
recording with stimulation / recording equipment for EMG and nerve potential
signals.

These products are indicated for the recording, stimulation and monitoring of
EMG, EEG and nerve potential signals of peripheral, cranial and spinal nerve
roots during clinical neurophysiology testing or during surgery combined with
intraoperative neurophysiological monitoring.

Intended users
The intended users are healthcare professionals specifically trained and
certified in electrophysiology techniques.

Patient target groups
The patient target groups are any patients identified by these medical experts
to benefit from the diagnostic procedures as described above.

Use of product

* Select a device of suitable shape, length and diameter for the investigation
being undertaken.

* Safe removal of protection sheath: twist and pull the protection sheath,
while securely holding the shrink tubing just below the connection point or by
holding the hub.

* Do not remove electrodes from patients by pulling on wires.

WARNING

If used as recording electrode, the possible loss of electrocautery return

path may result in high current density passing through the needle, possibly
resulting in tissue heating and damage.

Applying excessive force to the device may cause it to bend or break. In case
the device breaks, parts may remain in the patient and need to be surgically
removed.

Cautions

* Federal law (USA) restricts this device to sale by or on the order of a
physician.

* Do not use the device if the sterile packaging is opened or damaged or if
the use-before-date has passed.

* Inspect the device after opening in a sterile field. Discard if damaged.

* For single-patient use only. Do not reuse or re-sterilize. Cleaning and



re-sterilizing the device can affect its safety, performance and effectiveness
and expose patients and users to unnecessary risks such as infection and
transmissible disease.

* Sterility is guaranteed up to expiration date unless package is opened or
damaged.

* The device has been sterilized using ethylene oxide gas. Some patients
may be allergic to residuals of this gas.

* Do not use the device in strong electrical fields, as any induced electrical
field may influence the stimulation output on the connected equipment (if
applicable), may make the readings on the connected equipment unreliable
and may result in localized tissue heating.

* Do not insert the device into patients all the way up to the hub.

* Do not straighten or re-insert the device if it bends before, during or after
insertion. Bent devices should be discarded and replaced with a new item.

MRI safety information

Do not use in an MRI scanning environment. The device has not been
evaluated for safety in an MR environment. It has not been tested for
heating or unwanted movement in an MR environment. lts safety in the MR
environment is unknown. Performing an MR exam on a person who has this
medical device inserted or positioned on them may result in injury and / or
device malfunction.

Compatibility with accompanying devices

This device is equipped with DIN 42802 connectors and is compatible with
any intraoperative neuromonitoring equipment that is equipped with DIN
42802 connections.

Disposal
Always discard used devices in a properly marked medical biohazard sharps
container.

Reporting incidents

All serious incidents associated with the use of this device should be reported
to Technomed Europe at qualitytechnomed@welcony.com and to a compe-
tent authority of the country where the user is established.

Electronic instructions for use
Access the most recent electronic instructions for use through the link which
is provided on the label of the device.
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*USA only : Federal law restricts this device to
sale by or on the order of a physician.
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