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The Exogen® ultrasound bone healing system delivers low intensity pulsed ultrasound
waves to promote bone healing by stimulating the production of growth factors and
proteins that increase the removal of old bone and the production of new bone. The
procedure involves a short daily treatment using an ultrasound probe that is placed on
the skin at the site of the fracture.

The Priorities Forum has considered the evidence for the treatment of non-union,
delayed healing and fresh fractures and recommends the following:

Long Bone Non-Union!

Low intensity pulsed ultrasound can be considered for treatment of long bone fractures
with non-union for appropriate skeletally mature patients when all of the following criteria
is met:

The patient is over 18 years old.

The patient has a non-union fracture for > 9months and <12 months.

The bones are well aligned and the inter-fragment gap is < 10mm.

The patient has been screened and referred by a Consultant

Radiologist/Consultant Orthopaedic Surgeon following review on at least two

occasions at least 4 weeks apart to allow examination of serial x-rays.

e The patient has received a further assessment in a non-union clinic by surgeon
with expertise of dealing with non-union of long bones; appropriateness of
Exogen® has been determined through agreement of two specialist non-union
Consultants.

e The patient has been counselled and has the ability to comply with usage protocol
and criteria in line with the Exogen® International Performance Program which
includes a 90% minimum adherence to the treatment regimen.

e The patient is registered on the Exogen® International Performance Program.

1 Long-bones are defined as tibia, fibula, femur, radius, ulnar and humerus (and excludes clavicle), for the purposes of
this policy, as per the evidence considered by NICE MTG12.

Page 1 of 2




Long Bone Delayed Healing?

Low-intensity pulsed ultrasound for treating long bone fractures with delayed healing (no
radiological evidence of healing after 3 months) is not supported by the current evidence
and is considered a procedure not normally funded.

Fresh Fractures®

The evidence for low-intensity pulsed ultrasound to promote healing of fresh fractures at

low risk of non-healing does not show efficacy, therefore it is considered a procedure not
normally funded.

The evidence for low-intensity pulsed ultrasound to promote healing of fresh fractures at

high risk of non-healing is very limited in quantity and quality, therefore it is considered a

procedure not normally funded.

Rationale

This policy criteria is in alignment with the updated NICE MTG12 (2013; updated 2019),
which states that the case for adopting the Exogen® ultrasound bone healing system to
treat long bone fractures with non-union (failure to heal after 9 months) is supported by the
clinical evidence, which shows high rates of fracture healing. The MTG12 also notes that
the Exogen® system to treat long bone fractures with non-union is associated with an
estimated cost saving of £2,407 per patient compared with current management, through
avoiding surgery.

2 Delayed healing fractures are fractures that are slower to heal than expected with no radiological evidence of healing
after approximately 3 months.

3 There is no standard definition for a “fresh” fracture. A fracture is most commonly defined as fresh for 7 days after the
fracture occurs, but there is variability.
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NOTE:

¢ This policy will be reviewed in the light of new evidence or new national guidance e.g. from
NICE

¢ Where a patient does not meet the policy criteria or the intervention is not normally funded by
the NHS, an application for clinical exceptionality can be considered via the ICB’s Individual
Funding Request (IFR) Policy and Process

Clinical coding: This procedure (Exogen®) is out of scope of the OPCS-4 classification.
CD-10 code(s):

M84.2- Delayed union of fracture

M84.1- Non-union of fracture [pseudarthrosis]
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