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The following should be read thoroughly read before use:

Important Notes:

This document is designed to provide instructions on how this
product/s is used. It is not a reference to clinical techniques,
and does not replace local or national guidance or protocols.

Intended User:

For use by both suitably trained healthcare professionals in a
healthcare establishment and ‘Lay Users’ in a home use
environment.

Intended Purpose:
Provides post operative immobilization and range of motion
control.

Indications For Use:

e Combined instabilities/injuries

e Condylar/Tibial Plateau fractures

e Patella tendon, Meniscal or Osteochondral repairs
e High tibial osteotomy

e Post-surgery e.g. Total Knee Replacement

Product Characteristics / Features:

e Easily adjustable telescoping hinge bars - from 44 - 69cm
(27" -27")

e Rom hinge allows 0 - 120° flexion and -10 to +30°
extension control, available in 10° increments

e One touch drop lock allows lock out at -10, 0, 10, 20 and
30°

e Silicone coated breathable pads keep the patient cool and

prevent migration

Strap locking tabs eliminate slippage

Clip strap buckles for easy fastening

Lightweight brace (under 2Ib) for better patient compliance

Universal - one size fits all patients

Available in either Cool or Full Wrap models

How it’s supplied:
It is supplied non-sterile and ready for single patient use.
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XROM-2 - Instructions for Use

Devices Required For Use, And Interoperability
Requirements:
None

Storage Conditions:
Store in a cool and dry environment.

Care and Maintenance:

e Wash periodically by hand with a damp cloth and mild soap

e Use atowel to absorb most of the dampness and then
allow to dry at room temperature.

e Do not expose to alcohol, ointments or solvents.

e The device should be safety checked by the providing
service and/or user every 6 months.

Contraindications:
None

Precautions / Warnings / Residual Risks:
If allergic skin rashes occur, please consult your healthcare
professional.

Possible Adverse Reactions:
None.

Directions For Use / Fitting Instructions:

1. The product should be fitted by your orthopaedic
technician or in accordance with a doctor’s advice. This
advice is for the COOL version (FULL instructions overleaf).

2. Lift the fastening clips of the
straps (A) on one side of the brace
and unfasten the buckles on the
other side (B).

3. Separate the hinge bars and
position the device with the knee
centred between the hinges.
Ensure that the hinges are pointed
in the indicated direction, with the
calf pads (the smaller ones)
towards the feet.

4. Fasten the buckles of the two
straps closest to the knee, without
tightening.

5. For correct adjustment, loosen
the friction clips on the side struts
Y and slide the upper and lower
telescopic hinge bars up or down
to accommodate the leg. Close the
friction clips to lock position. The
selected length can be verified by
looking at the length indicators on
the hinge bars.

Cont’d overleaf
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XROM-2 - Instructions for Use

6. Once the friction clips have been locked down, the
telescopic bar can be then double locked to stop the bar
from slipping down. IMPORTANT Use the Allen Key
provided to tighten the sunken grub nuts that can be found
on the opposite side of the friction clip.

7. Fasten the buckles of the 2 remaining straps without
tightening.

8. To tighten the straps, pull on them until there is no gap
behind the leg. Be careful to maintain the lateral and
medial positions of the hinge bars.

9. Close the fastening clips.

10. Then pull the straps through the buckles to tighten. Again,
be careful to maintain the lateral and medial positions of

the hinge bars.

11. Use the Y-tongues at the ends to fasten the straps. If

necessary, remove the Y tongue, cut the strap to the
required length and then reattach the Y-tongue.

12. Adjust the Range of Motion hinge - see instructions

opposite.
FULL WRAP VERSION:
1. Separate the thigh and calf wraps from the orthosis

2. Position the thigh and calf wraps on the leg and cut off any
excess as necessary

3. Follow the instructions above from point 2 onwards.
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Adjusting the Range of Motion hinge

e The values of the extension
limits can be selected
between 10° of hyper-
extension and 30° of
extension by pulling the
plastic stop (C), sliding it to
the desired position and
reinserting.

e The values of the flexion
limits can be selected
between 10-120° of extension in the same way.

e The hinge can be locked by sliding the quick fastening
button (D) down to any of the 5 blocking positions: 10° of
hyperextension, 0° (neutral), 10°, 20° and 30° of extension

Single Patient Use Precaution:

This device is designed and sold for single patient use only.
The effects of any unauthorised reuse can result in the
following complications:

Risk of Cross contamination;

Risk of mechanical fatigue, and/or associated failure.

Disposal
Discard after single patient use and dispose of as common
waste according to national guidelines.

Serious Incident Reporting

Any serious incident that has occurred in relation to the device
should be reported to the manufacturer and the competent
authority of the Member State in which the user and/or
patient is established.

Sizes & REF / Codes

XROM2F

XROM2C
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