ELEMENTS BODY TRIAL BODY

Art. No. 39343 - Instructions for Use - Professional Instructions

General information about Elements Body and HyMo can be found on our website.
The Trial Body is an evaluation tool to establish if the user (child or youth) will benefit
from an Elements Body or a Hymo (youth). The Trial Body can be used for up to two
weeks for evaluation purposes. This product may not be administered to more than

5 patients for evaluation, and it can be used for a maximum of two weeks or less per
user. When fitting the Trial Body, it is advised that the treating clinician instructs on the
correct fitting to both the user and care giver.
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Fitting Instructions

1. Open all hook and loop straps except for one shoulder and one side.

2. Put on the orthosis and close the other side of the torso, the shoulder,

and the strap between the legs.

3. Check the closures at torso and make sure they are symmetrically
fastened on the right and left sides. Adjust and ensure that the orthosis

provides the correct pressure.

4.  Check the closures at the shoulders and the crotch, ensuring that the
length is evenly distributed between the shoulders and the crotch and

that the orthosis provides the correct pressure.




ELEMENTS BODY TRIAL BODY

Product description
Elements Body Trial Body is a textile dynamic orthosis with hook and loop
adjustments for length and circumference.

Intended use

This trial body is intended to be used in order to evaluate whether the user
is likely to respond favorably to an Elements Body or Hymo. The trial body

is only intended for short term use. The trial body is targeting children and
youth and may be indicative for both Elements Body (children and youth) and
Hymo (youth).

Indications

The trial body does not have any medical indications in itself. This is an evalu-
ation tool that should be used to establish whether it is reasonable to expect
positive outcome with a made to measure Elements Body or Hymo.

Contraindications
Oedema, poor temperature control, bad circulation, skin problems, fragile
skeleton and/or multiple disabilities.

Sizes
5 sizes: XXS-L

Limitations
The trial body may only be fitted by a medical professional with the purpose
to evaluate if Elements Body or Hymo might be a good solution for bracing.

The trial body may not be used for more than 8 hours/day and maximum
during two weeks. The trial body should not be used at night.
The trial body may not be altered.

Use underwear and a T-shirt under the Trial Body for hygiene
reasons and to protect your skin from the hook and loop closure.

Warnings

The prescriber is responsible for providing a clean and damage free product
to the next user. See product for wash and care information. The product
chart can be utilised to document usage. The product may only be used as an
evaluation tool.

. Should not be used damp or wet.

. Not flame retardant.
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. Check garment and skin daily before usage.

° Product should be machine washed and inspected between change of
users.

. Make sure that the Trial Body is closed symmetrical, both on the sides
of the body, at shoulders as well as crotch.

Inspection

. Product is intact and free from damages.

. Seams are intact.

. Washing label is still readable.

° Hook and Loop still have good fastening ability.

. Inspect that the material is still comfortable with good elastic proper-
ties.

° Make sure that no adjustments to the trial body have been carried out.

. If the test patient is suspected of having an infection, dispose of the

product immediately after use.

Material Specifications
Nylon, Spandex, Polyester, Polyurethane

Washing Instructions
Close all hook- and loop fasteners prior to laundering. Use a washing bag.
Machine wash at 60°C. Do not tumble dry, iron, dry clean or bleach.

Adjustments / Questions

Fitting and modification of this product may only be performed by qualified
healthcare professionals. For any questions or issues, please contact your
healthcare professional/fitter.

Disposal
Disposal in accordance with local legislation.

Information

Any serious incident that may occur in relation to the device should be repor-
ted to the manufacturer and the competent authority of the Member State in
which the user and / or patient is established.
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