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ENGLISH
Medical Device

INTENDED USE

The device is intended to provide gross immobilization of the lumbar
spine and/or compression

The device must be fitted and adjusted by a healthcare professional.

Indications for use

Indications that require gross immobilization of the lumbar region of the
spine, this may include stable, non-displaced spinal fractures (L1-L5), spinal
stenosis, herniated discs, degenerative spinal pathologies,
spondylolisthesis, spondylolysis.

Contraindications
« Unstable, displaced fractures.

Warnings and Cautions:

« This is a supportive device only and is not intended or guaranteed to
prevent spinal injury.

« The patient should be instructed how to tighten and loosen the
compression system while at home. Do not overtighten the
compression system to the point where it causes discomfort or
difficulty breathing.

« For sitting, the patient may find it desirable to slightly loosen the
compression system.

GENERAL SAFETY INSTRUCTIONS
The healthcare professional should inform the patient about everything in
this document that is required for safe use of this device.
Any serious incident in relation to the device must be reported to the
manufacturer and relevant authorities.
The patient should stop using the device and contact a healthcare
professional:
« Ifthere is a change or loss in device functionality, or if the device
shows signs of damage or wear hindering its normal functions.
« Ifany pain, skin irritation, or unusual reaction occurs with the use of
the device.
The device is for single patient — multiple use.

FITTING INSTRUCTIONS

Device Application

Ossur’s recommended application technique is with the patient in
a supine position.

1. Before application, ensure the Belt Compression System (A) is
stretched to its full width and remove the Overlap Closures (B) from
both ends of the belt.

2. Secure Posterior Panel (C) to the inside of the Adjustable Belt (D) via
Hook-and-Loop tabs and close the overlap flap (Fig. 2).

3. Log roll the patient onto their side. Position the Posterior Panel
centered over the spine, with the bottom of the Posterior Panel at
approximately the sacrococcygeal joint.

Note: Panels can be removed from their fabric sleeve and customized
by heat-molding, grinding, or trimming, to achieve correct patient fit

(Fig. 3).



4. Log roll the patient back into the supine position.

5. Wrap the Adjustable Belt around the waist and insert the Ossur Fit
Tool (E) (sold separately) (Fig. 4). Adjust the length of the belt arms to
position the tool centrally. Secure the Belt Ends (F) to desired sizing
(Fig. 5).

Note: If the patient's waist exceeds 127 cm (50"), an optional Belt
Extension (G) can be added to the belt arms to reach a maximum belt
circumference of 178 cm (70").

6. Remove Ossur Fit Tool from belt (Fig. 6).

Note: If an Ossur Fit Tool is not available, lay the belt flat with Overlap

Closures removed and compression system loosened. Fold each belt

arm equally to achieve the desired waist circumference and secure the

Belt Ends (Fig. 7).

Follow steps 2—4.

Place Belt Ends into the Overlap Closures (Fig. 8).

8. Once Belt Ends are secured, the Overlap Closures will serve as belt
ends (Fig. 9).

Note: To obtain the lowest profile fit, the Belt Ends can be trimmed if
later adjustments are not required.

9. If required, the Anterior Panel (H) should be centered on the abdomen
with the bottom edge just above the symphysis pubis, while still
allowing the patient to sit comfortably (Fig. 10). The Anterior Panel will
attach via Hook-and-Loop to the inside of the Overlap Closure.

10. Close the belt securing the Overlap Closures. Slide thumbs through
the holes in the two Compression System Handles (1) and pull until
the device is at the appropriate tightness (Fig. 11). Adjust the
Compression System Cord (J) length, if necessary (Fig. 12).

~N

Device Adjustments
The Belt Compression System also allows adjustments by detaching the
Belt Ends from the Hook-and-Loop Strip posteriorly (Fig. 13).
« Trimming the belts at an angle can give the opportunity to
accommodate different anatomies.
« If trimming posteriorly, ensure the Belt Ends are retained and folded
(Fig. 8).
To heat-mold the panels, use a heat gun (175°C/350°F).

Device Removal
1. Detach Compression System Handles slowly from the belt to loosen
and re-attach them to the sides of the Adjustable Belt.
2. Detach the Overlap Closures and remove the device.
3. To ensure a proper fit, ensure the Belt Compression System is
stretched to its full width before re-applying the device.

Accessories and Replacement Parts
Please refer to the Ossur catalog for a list of available replacement parts
or accessories.

USAGE
Cleaning and care
Washing the device with the soft goods detached allows for more
thorough cleaning.

« Hand-wash using mild detergent and rinse thoroughly.

« Airdry.
Note: Do not machine-wash, tumble dry, iron, bleach, or wash with fabric
softener.



Note: Avoid contact with salt water or chlorinated water. In case of
contact, rinse with fresh water and air dry.

DISPOSAL
The device and packaging must be disposed of in accordance with
respective local or national environmental regulations.

LIABILITY
Ossur does not assume liability for the following:
« Device not maintained as instructed by the instructions for use.
« Device assembled with components from other manufacturers.
« Device used outside of recommended use condition, application, or
environment.
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