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INDICATIONS

The RestorabiteTM is indicated for use in individuals
whose mouth opening is limited. Restricted mouth
opening is known as ‘trismus’. Trismus can arise
because of many medical conditions. Commencing
rehabilitation for trismus should always be
undertaken under the guidance of the user’s
physician and experienced clinician.

The RestorabiteTM can be used for both
rehabilitation and prevention of trismus.
Rehabilitation exercises are undertaken when a user
has trismus to improve their condition. Prevention
or prophylactic use is for those who are at risk of
developing trismus.

The minimum mouth opening distance
RestorabiteTM is able to accommodate for is 8.0
mm.

POTENTIAL BENEFIT
and RISK

Potential Benefits

The purpose of the RestorabiteTM is to increase
mouth opening. Reduced ability to open the mouth
can lead to several health-related problems such
as pain, difficulty swallowing, speaking, conducting
oral/dental care and accessing the airway.

Addressing trismus using RestorabiteTM has led to
improvements in mouth opening, speech and
swallowing related quality of life and improved
pain scores. The amount of improvement depends
on the individual and their personal circumstances.

The use of RestorabiteTM for trismus therapy
provides a personalised exercise program for
patients. Patients who used RestorabiteTM report
increased adherence to exercise program and
motivation for exercise program, improved quality
of life, and a decreased pain (Charters et al 2022)

The report has shown the following benefits:
e Improved mouth opening
¢ Increased adherence to exercise program and
motivation for exercise program
e Improved quality of life

Risks

Failure to follow the instructions for use may
result in complications. Incorrect device handling
(such as overstretching of the device), and device
cleaning (such as using the wrong cleaning agent)
will increase the risks.

The RestorabiteTM should not be used without an
individualised exercise program provided by your
physician and/or trained clinician. Application of
excessive force to the teeth or jaw can cause
complications such as fractures. A patient’s
physician can select the maximum force suitable
for a patient based on their individual
circumstances to mitigate this risk.

The following risks were associated with the
RestorabiteTM:

e Tension headache

e Neck pain

e Temporomandibular joint (TMJ) pain

e Tooth loss

If any of these complications occur, the user
should contact their prescribing clinician.

CONTRAINDICATIONS

RestorabiteTM is not recommended for patients
with any of the following conditions:
e Osteomyelitis or osteoradionecrosis of their
jaw (maxilla or mandible)
e Fracture of their jaw (maxilla or mandible)
¢ Unstable dentition
e Have active disease (e.g. untreated cancer of
the jaw)
e The Restorabite has not been trialled in
patients under the age of 18 years.
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e Active range of motion exercises

WHEN TO CONTACT YOUR

o Squeeze the wings of the RestorabiteTM
together.

o Insert the RestorabiteTM between upper and
lower teeth or gum, keeping your fingers in
position.

o Gradually release the pressure from your fingers,

allowing the RestorabiteTM to open and press
against your upper and lower teeth or gums.

o Bite down on the RestorabiteTM for up to 30
seconds. Do not hold the exercise over 30
seconds.

o Release the RestorabiteTM.

o Rest briefly before the next repetition.

o Itis normal for the stretch to be somewhat

uncomfortable, however it should not be painful.

Cease the stretch if you experience pain.

DOCTOR

For your safety, comfort and best therapeutic gain, it is

important to follow these recommendations:

YOU MUST IMMEDIATELY CONTACT YOUR TREATING

DOCTORIIF:

You experience sudden pain.

There is a swelling in your jaw.

The location where your RestorabiteTM contacts
your teeth or gum becomes inflamed, swollen or
painful.

There is a break in the tooth, or loss of tooth.

Contact your physician or clinician if you have any

questions about your exercise program.
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CLEANING

Itis important to inspect and clean the
RestorabiteTM after each use.

e The RestorabiteTM should be cleaned
thoroughly following each use by rinsing in
warm water, wash with a PH neutral
detergent removing any soiling or debris with
a soft toothbrush.

e Alternatively, the RestorabiteTM should be
wiped with a clean wet cloth and PH neutral
detergent.

e Letall the components of RestorabiteTM air-
dry completely after each clean.

DO NOT sterilise or use a dishwasher to clean
the RestorabiteTM, this can damage the device.

HYGEINE

Itis important to inspect the area where the
RestorabiteTM contacts your dentition or gums
prior to commencing your exercises. Good oral
care involving twice daily cleaning (or as guided
by your dentist) is recommended.

You should not use the RestorabiteTM on any
areas of broken gum or exposed bone.

IN CASE OF IRRITATION OR INFECTION

¢ If you have sings of infection stop using the
device and notify your clinician.

¢ |f you have any signs of irritation or infection
such as redness, or mild pain stop using the
device and notify your clinician

e IN CASE OF ANAPHYLAXIS, HIGH FEVER
AND/OR SEVERE PAIN, YOU SHOULD
IMMEDIATELY GO TO THE HOSPITAL
EMERGENCY ROOM.
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Australia

Tel: +61 2 8514 0268

Email: IntegratedPR@lh.org.au

Website: http://mylifehouse.org.au/IntegratedPR
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