Osteonecrosis

of the jaw

A guide for healthcare
professionals and
patients




Purpose of the guidance

e Bone-profective therapy (bisphosphonates or denosumab) is important for maintaining bone health in:'?
- patients with bone metastases (cancer that has spread to the bone)
- patients with bone lesions as a result of multiple myeloma.
* Bone-protective therapy can also be used to:*#
— treat osteoporosis in men and postmenopausal women who have an increased risk of fracture
— treat or prevent bone loss associated with adjuvant cancer treatment or long-term systemic glucocorticoid therapy.

e However, in a minority of patients, bone-protective treatment can be associated with a complication known as
osteonecrosis of the jaw (ONJ).™¢

e Prevention and management of ONJ should be coordinated by a multidisciplinary healthcare team that includes an
oral healthcare team.”

e This guide provides an introduction to ONJ, including information on signs and symptoms, prevention and
management. It should be a helpful aid when discussing ONJ with your patients.

* To help your patients keep their oral healthcare team informed about the risk of ONJ, it is recommended that
they be given an alert card to show at every dental visit.




What is ONJ?

e ONJis a condition that occurs when the jawbone is damaged (usually
following an infection or dental procedure), causing delayed healing and
leading to the jawbone being exposed for longer than would normally
be expected.’
e Some types of tfreatment can lead to an increased risk of ONJ,
these include:!-5101
- high-dose bone protective therapy, used to prevent bone complications
in patients with bone metastases or bone lesions

- low-dose bone protective therapy, used to treat osteoporosis in men and
postmenopausal women who have an increased risk of fracture, and to
treat or prevent bone loss associated with adjuvant cancer treatment or
long-term systemic glucocorticoid therapy

- some cancer therapies that work by blocking blood vessel growth.

* The risk of developing ONJ is different with high or low doses of bone-
protective therapy. It is important to discuss with

e Itis not fully understood what exactly triggers the development of ONJ, patients whether they may be
but there is ongoing scientific research to understand this better. at an increased risk of ONJ

* ONJ needs to be managed by a specialist experienced in managing ONJ.




Who is at risk of ONJ?

The main risk factor for developing ONJ is using bone-protective therapy. The risk of ONJ increases
with more frequent and higher dosing, and longer treatment duration; therefore, patients receiving
high-dose bone-protective therapy have an increased risk of ONJ compared with those receiving
low-dose therapy.” Some other cancer therapies that work by blocking blood vessel growth are also
associated with ONJ."

Various other factors are associated with an increased risk of ONJ in patients receiving
bone-protective therapy.}-#67.1012-16

Patients who are at a higher risk of ONJ include:

those with dental disease or poor dental hygiene (e.g. people who are unable to perform oral care or
those with ill-fitting dentures)

those undergoing invasive dental treatments (e.g. tooth extraction [mainly due to pre-existing gum
disease], insertion of dental implants or surgery in the region of the mouth)




Who is at risk of ONJ? (continued)

those receiving or who have received certain cancer therapies
(e.g. radiotherapy in the region of the head and neck,
chemotherapy, corticosteroid therapy, or previous treatment
with bisphosphonates or inhibitors of blood vessel growth)

patients with other diseases or disorders
(e.g. cancer, anaemia, infections, diabetes mellitus,
immunosuppression or renal failure)

smokers

elderly patients (over 60 years old).




How can patients reduce their risk of ONJ?

Patients should have a dental appointment for a full
dental assessment and to ensure good positioning of
any false teeth.

Any required dental surgery, tooth extractions or
treatment of pressure points from false teeth should
have been completed before bone-protective treatment
is started.

It is recommended that patients maintain good
oral hygiene. Patients should:”815-17

e brush their teeth and tongue using a soft bristle
toothbrush and a fluoride toothpaste two to four
times a day

e rinse their mouth and gargle with a saline or
saltwater solution at least four times a day

¢ clean between their teeth every day (e.g. with
interdental brushes).

All patients should have a dental
assessment and complete any necessary
invasive dental procedures, with full
healing of extraction site wounds, before
starting bone-protective therapy™*""

Prevention



How can patients reduce their risk of ONJ? (continued)

To reduce the risk of ONJ further during treatment with
bone-protective therapy, patients need to:'-#6-215-17

have routine dental check-ups at least every 6 months

and dental treatments as needed (prophylactic dental cleaning,
tooth fillings, non-traumatic treatments or prosthetic insertions
without bone anchoring may be performed)

seek smoking cessation advice

tell their healthcare team, including their oral healthcare
provider, about any problems with their mouth or teeth (e.g. loose
teeth, pain, swelling, non-healing sores, discharge or pus) or
any planned dental treatments as soon as possible

tell their oral healthcare provider if they are having any problems
with the fit of dentures, if worn.

Patients receiving high-dose bone-protective therapy should be referred
to a specialist experienced in managing ONJ if they require invasive
dental treatment or develop tooth or gum disease that doesn’t respond
to treatment within a few weeks.

During treatment, patients

should be encouraged to maintain
good oral hygiene and have
regular dental check-ups™*715

Prevention



Identifying ONJ

e At each consultation, the signs and symptoms of ONJ should be considered, and the importance of patients
maintaining their oral health should be discussed.

e Patients should inform their healthcare team if they are experiencing any problems with their oral health at each consultation,
and should be encouraged to have regular check-ups (at least every 6 months) with their oral healthcare provider.’

¢ The signs and symptoms are also associated with many other common clinical conditions, which need to be ruled out
before ONJ can be diagnosed."

Oral signs and symptoms to be aware of include:13151618

an area of exposed bone in the mouth

pain, numbness or tingling in the region of the jaw
loosening of teeth

holes in the tissue of the mouth

swelling of the jaws or gums

discharge or pus in the mouth

soft tissue infection .

bad breath.

Identification

If a patient presents with
any concerning symptoms,

it is important to seek
specialist advice immediately.




Identifying ONJ (continued)

e ONJis characterised by three main features:”"

an area of exposed jawbone or
necrofic bone that can be probed
through a small opening in the gums

E no healing of the affected area
A,

for more than 8 weeks

‘ no previous radiation to
‘ the jaw.

Before treatment: exposed necrotic bone After treatment
within the gum

ONJ is treatable

Image used with permission, courtesy of Tim Van den Wyngaert



Managing ONJ

If ONJ is suspected, patients should be
referred to a specialist experienced in
managing ONJ.

Identification of ONJ by an oral healthcare professional
at an early stage means that the majority of patients
can experience improvements in symptoms and be
managed using the following measures:é710115

/ maintenance of optimal oral hygiene \

/ treatment of active dental and gum disease This approach will resolve the maijority of
/ use of antibacterial mouth rinses eaﬂy-smge. cas?s or provide long-term .
P symptomatic relief.’*2° For non-responsive
/] treatment with antibiofics. ONJ lesions, consultation by an oral health

specialist is required in order to assess if
surgery (debridement and/or resection) may
be effective.!%222




Bone-protective therapy in patients with ONJ

e If ONJ develops, bone-protective therapy may be
stopped until the jaw has healed; however, the
advantages of stopping treatment should be
balanced against the risk of bone problems if
therapy is discontinued."?® This decision will be
made by the treating doctor in agreement with
the dental specialist team.™*”

The maijority of cases of ONJ can be managed
to improve symptoms and to encourage healing.
Patients and their healthcare providers may
decide to stop bone-protective therapy
temporarily until the jawbone has healed.”
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