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INSTRUCTIONS FOR USE
Bone Access Needle
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INDICATIONS FOR USE

Bone Access Needles are intended only for percutaneous access to bone.

DEVICE DESCRIPTION
Bone Access Needle (See Figure 1)
A. Cannula Handle
B. Stylet Handle
C. Direction Marker
D. Tip

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

WARNINGS
Breakage of the device may require intervention or retrieval.

This device was designed, tested and manufactured for single patient use only. When used
repeatedly in the same patient, the device should be inspected for damage or wear after
each core sample is taken. Reuse or reprocessing has not been evaluated and may lead to
its failure and subsequent patient illness and/or injury. DO NOT reuse, reprocess or re-
sterilize this device.

PRECAUTIONS

o |tis important to read the Instructions For Use and these precautions carefully prior to
device operation.

o Use the device prior to the use by date noted on the package.

» Do not use if package is opened or damaged because product integrity including sterility
may be compromised.

» Do not use damaged products. Before use, inspect the device and packaging to verify
that no damage has occurred.

o Do not use this product if you have not been properly trained in its use. Physicians using
the device should be familiar with the physiology and pathology of the selected anatomy,
and be trained in the performance of the chosen surgical technique.

o This device should be manipulated only while under fluoroscopic observation with
radiographic equipment that provides high quality images.

o Access to the vertebral body via the pedicle requires a minimum pedicle width
dependent on needle gauge. Insertion of the instrument requires specific
knowledge of the dimensions of the site of insertion as assessed by MRI, CT, or
other imaging method.

» Never use electric power (or any other alternative power sources) in conjunction with the
Bone Access Needle. Use only manual power when using the Bone Access Needle.

* Reconditioning, refurbishing, repair, modification, or resterilization of the device to
enable further use is expressly prohibited.

ADVERSE EVENTS

Adverse events potentially associated with use of the device include:

o Nerve injury including puncture of the spinal cord or nerve roots potentially resulting in
radiculopathy, paresis or paralysis

o Thrombus or other materials resulting in symptomatic pulmonary embolism or other

clinical sequelae

Hemothorax or pneumothorax

Deep or superficial wound infection

Unintended puncture wounds including vascular puncture and dural tear

Bleeding or hemorrhage

Hematoma

Pain

DIRECTIONS FOR USE

1. Make a skin incision with a scalpel blade over the selected area for initial access.

2. Hold the Bone Access Needle with the handle in the palm of the hand.

3. Using manual control and appropriate imaging guidance, advance the needle with gentle
but firm pressure through the incision to the selected bone surface. Rotate the needle in
an alternating clockwise and counterclockwise motion for insertion into bone to the
desired depth.

4. To remove the stylet from the access needle cannula, hold the handle of the access
needle cannula while rotating the stylet handle counterclockwise 90° and pull it straight
out from the access needle.

5. Advance a guide pin (not included) within the lumen of the access needle cannula, to the
desired depth using manual control and appropriate imaging guidance. Hold the guide
pin in place and remove the access needle cannula using an alternating clockwise and
counterclockwise rotation.

6. A working channel can now be created using the bone access tools.

7. To re-insert stylet into the access needle cannula, insert it into the access needle and
rotate the stylet clockwise to lock the handles. The handles will be aligned when locked.

STERILIZATION
Sterilized with Ethylene Oxide.

HOW SUPPLIED
The Bone Access Needle is supplied sterile in a peel-open package. In the event of
damage to the sterile packaging, do not use and notify the manufacturer.

STORAGE
The instrument should be stored in their original shipping materials. Proper care should be
taken to ensure that the instruments will not be damaged. Store in a cool dry place.
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