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.

« If any 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

1. Before application, ensure the Belt Compression
System is stretched to its full width.

2. If required, secure the Posterior Panel to the inside of
the Adjustable Belt using the posterior panel
attachments. The attachment straps on the belt
should Hook-and-Loop directly into the panels.

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 (Fig. 1).

Note: Panels can be removed from their fabric sleeve and

customized by heat-molding, grinding, or trimming, to
achieve correct patient fit.

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

5. If required, the Anterior Panel should be centered on the
abdomen with the bottom edge just above the
symphysis pubis, while still allowing the patient to sit
comfortably. Attach the Anterior Panel to the inside of
the adjustable belt using the anterior panel attachments.

6. Wrap both belt arms around and to the front of the

patient and secure with the overlapping closures.

Slide thumbs through the holes in the two compression
system handles and pull until the device is at the
appropriate tightness (Fig. 2). Please note that the best
placement for the handles on the belt front is within the
oval area designated in the middle (Fig. 3).
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Device Adjustments

To heat mold the panels, use a heat gun (350°F/175°C).
The belt arms can be trimmed by detaching the belt arms
from the Hook-and-Loop Strip posteriorly (Fig. 4).
Trimming the belts at an angle can give the opportunity to
accommodate different anatomies.

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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Ossur Americas
27051 Towne Centre Drive

Foothill Ranch, CA 92610, USA

Tel: +1 (949) 382 3883
Tel: +1 800 233 6263

ossurusa@ossur.com

Ossur UK Ltd

Unit No 1, S:Park
Hamilton Road
Stockport SK1 2AE, UK
Tel: +44 (0) 8450 065 065
ossuruk@ossur.com

Ossur Europe BV

De Schakel 70

5651 GH Eindhoven
The Netherlands

Tel: +800 3539 3668

Tel: +31 499 462840
info-europe@ossur.com

Ossur Deutschland GmbH
Melli-Beese-Str. 11

50829 Koln

Deutschland

Tel: +49 (0) 800 180 8379
info-deutschland@ossur.com
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Ossur hf.
Griéthals 1-5
110 Reykjavik
Iceland

www.ossur.com

Ossur Canada

2150 - 6900 Graybar Road
Richmond, BC

V6W OAS , Canada

Tel: +1 604 241 8152

Ossur Nordic

Box 7080

106 07 Kista, Sweden
Tel: +46 1818 2200
info@ossur.com

Ossur Iberia S.L.U

Calle Caléndula, 93 -
Miniparc 11l

Edificio E, Despacho M18

28109 El Soto de la Moraleja,

Alcobendas

Madrid — Espafa

Tel: 00 800 3539 3668
orders.spain@ossur.com
orders.portugal @ossur.com

Ossur Europe BV - Italy
Via Dante Mezzetti 14
40054 Budrio, Italy

Tel: +39 051 692 0852
orders.italy@ossur.com
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Ossur Australia

26 Ross Street,

North Parramatta
NSW 2151 Australia
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Ossur South Africa
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3 on London

Brackengate Business Park
Brackenfell

7560 Cape Town
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infosa@ossur.com
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