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The Rehabilitation Medicine Society of Australia and New Zealand (RMSANZ) Statement of
Clinical Relevance: For the Listing of an Injection Code for incobotulinumtoxin A (Xeomin) on
the Medicare Benefits Schedule (MBS) for treatment of chronic sialorrhea.

The RMSANZ is the professional body representing rehabilitation physicians and trainees in
Australia & New Zealand. The Society offers a stimulating continuing education program and
a supportive and collegial environment of professional development. The society promotes
and supports education, policy review and research.

Rehabilitation Medicine is the medical specialty concerned with the diagnosis, evaluation
and treatment of adults and children with limited function because of injury, congenital
conditions or disease. It also treats and cares for people living with activity limitation
(disabilities) to improve their independence and their quality of life.

Sialorrhea (drooling: overflowing saliva from the mouth, over the lip margin, or through the
pharynx) is a troublesome and disabling condition resulting from various causes, such as
weakness of throat muscles that lead to swallowing problems or an inability to retain saliva in
the mouth. Both adult and paediatric populations can be affected. Sialorrhea is frequently
associated with underlying diseases including cerebral palsy, Parkinsons disease, traumatic
brain injury, stroke, multiple sclerosis, motor neurone disease and various degenerative
brain disorders. Consequences include:

* Respiratory compromise including aspiration and pneumonia,

* Facial skin irritation and breakdown,

* Psychosocial complications including social embarrassment and isolation and low

self esteem

* Hygiene issues with increase in burden of care

* Halitosis

* Malnutrition

* Dysphonia

Consultant Physicians in Rehabilitation Medicine play a pivotal role in the assessment and
management of the consequences of neurological disorders utilising a multidisciplinary
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approach to maximise function and minimise the potential Limitation in activities (disability)
and loss of quality of life. The management of sialorrhea and its consequences requires the
expertise and training of a Consultant Physician in Rehabilitation Medicine.

Rehabilitation physicians are experienced with the use of botulinum toxin and the use of
ultrasound. Ultrasound assists in the identification of the salivary glands, into which
botulinum toxin can be injected for the management of sialorrhea. This is recommended
evidence based treatment of sialorrhea.

Rehabilitation Physicians are trained, qualified and experienced in the utilisation of
Botulinum Toxin for the treatment of neurological complications of injury/disease of brain,
spine and nervous system, such as spasticity or neuropathic pain, dating back to the PBS
S100 Botulinum Toxin Program.

Incobotulinumtoxin A (Xeomin) has TGA registration and is approved for the treatment of
chronic sialorrhea due to neurogical/neurodevelopmental disorders. The approvals are:

Xeomin is indicated in adults for the treatment of:
e Chronic sialorrhea due to neurological disorders

Xeomin is indicated in children and adolescents aged 2 years to 17 years for the
symptomatic treatment of:
e Chronic sialorrhea due to neurological/neurodevelopmental disorders

The Rehabilitation physicians’ patient cohort includes the patients covered by the TGA
registration for Xeomin and the indication of sialorrhea.

Rehabilitation physicians are currently injecting for sialorrhea regardless of disease state as
per the TGA licence and for neurological/neurodevelopmental disorders in both adults and
paediatric patients. These disease states include but are not limited to cerebral palsy,
traumatic brain injury, stroke, motor neurone disease, multiple sclerosis and Parkinson’s
disease.

Currently Xeomin is the only “On Label” approved Botulinum Toxin treatment for
Rehabilitation physicians to use.

The Rehabilitation Medicine Society of Australia and New Zealand supports the application
for the Listing of an Injection Code for incobotulinumtoxin A (Xeomin) on the Medicare
Benefits Schedule (MBS) for treatment of chronic sialorrhea as Rehabilitation physicians are
experienced with the use of botulinum toxin and the use of ultrasound which is
recommended in the treatment of Sialorrhea.
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The Rehabilitation Medicine Society of Australia and New Zealand acknowledges that the
listing of a Xeomin MBS code for sialorrhea would be beneficial for patients with chronic
sialorrhea as it will allow Rehabilitation physicians to administer a TGA registered “On Label”
treatment for Sialorrhea safely and effectively provide relief from this debilitating condition
and its complications including carer burden, skin infection, possible respiratory infection and
social withdrawal of patients. This will ensure timely management of the condition and its
potential complications and ensure safe and effective treatment. It will also minimise the
need for unnecessary re — assessments thereby improving accessibility of health services

and convenience to patients.

The Rehabilitation Medicine Society of Australia and New Zealand welcomes the opportunity
to work with the Australian Government Department of Health on assisting with providing
treatments that improve patient’s health outcomes and quality of life. For queries or further
information, please contact Dr. Stephen de Graaff, +61 437000866 or
sdegraaff@bigpond.com

Yours sincerely,

B>

Professor Steven Faux AM
President, The Rehabilitation Medicine Society of Australia and New Zealand.
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