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Xl Prospective review is recommended/required. Please check the member
agreement for preauthorization guidelines.

[] Prospective review is not required.
Description:

Low-intensity pulsed ultrasound has been investigated as a technique to accelerate healing of fresh
fractures, delayed unions, and nonunions. Ultrasound is delivered with the use of a transducer applied to
the skin surface overlying the fracture site.

Ultrasound treatment can be self-administered with one daily 20-minute treatment, continuing until the
fracture has healed. The mechanism of action at the cellular level is not precisely known but is thought to
be related to a mechanical effect on cell micromotion/deformation, causing an increase in stimulation of
transmembrane cell adhesion molecules and upregulation of cyclooxygenase-2.

The Sonic Accelerated Fracture Healing System, SAFHS® (also referred to as Exogen 2000®) was
initially cleared for marketing by the U.S. Food and Drug Administration (FDA) in October 1994 as a
treatment of fresh, closed, posteriorly displaced distal radius (Colles’) fractures and fresh, closed, or
grade-I open tibial diaphysis fractures in skeletally mature individuals when these fractures are
orthopedically managed by closed reduction and cast immobilization. In February 2000, the labeled
indication was expanded to include the treatment of established nonunions, excluding skull and vertebra.
According to the FDA labeling, a nonunion is considered to be established when the fracture site shows
no visibly progressive signs of healing.

Fresh (Acute) Fracture

Most fresh closed fractures heal without complications with the use of standard fracture care, i.e., closed
reduction and cast immobilization.

Delayed Union

Delayed union is defined as a decelerating healing process as determined by serial x-rays, together with
a lack of clinical and radiologic evidence of union, bony continuity, or bone reaction at the fracture site for
no less than 16 weeks from the index injury or the most recent intervention.

Nonunion

The definition of non-union in the FDA labeling suggests that nonunion is considered established when
the fracture site shows no visibly progressive signs of healing, without giving any guidance regarding the
timeframe of observation. However, it is suggested that a reasonable time period for lack of visible signs
of healing is 3 months.



There is evidence from published studies that ultrasound improves healing rates in closed fresh fractures,
delayed union, and fracture nonunion. As a result, ultrasound may be considered medically necessary for
these indications. For treatment of open, fresh fractures, the evidence is less consistent across
randomized controlled trials (RCTs), and systematic reviews do not report strong conclusions on efficacy
of ultrasound for improving healing when data on closed and open fresh fractures are combined. Most
fresh closed fractures heal without complications with the use of standard fracture care, i.e., closed
reduction and cast immobilization. Therefore, the most appropriate candidates for ultrasound treatment
may be those with closed fractures at high risk for delayed fracture healing or nonunion. Based on the
available evidence and support from clinical input, low intensity ultrasound treatment may be considered
medically necessary for fresh fractures (closed), delayed union of fractures, and nonunion of fractures.

Evidence is insufficient to evaluate health outcomes with use of low-intensity ultrasound as a treatment of,
including, but not limited too, congenital pseudarthroses, arthrodesis and failed arthrodeses of the
appendicular skeleton, spinal fusions, or stress fractures or any treatment to sesamoid bones. Use of
ultrasound for these conditions is considered not medically necessary as there is no proven efficacy.

Medical Criteria:

1. Fresh Fractures
A fresh closed fracture is defined as one that is less than 14 days old with closed skin over the broken
bone. Low-intensity ultrasound treatment may be considered medically necessary when used as an
adjunct to conventional management (i.e., closed reduction and cast immobilization) for the treatment
of fresh, closed fractures in skeletally mature individuals who meet one of the following criteria for
either patient comorbidities or fracture location:

Any 1 or more of the following patient comorbidities:
Diabetes

Steroid therapy

Osteoporosis

History of alcoholism

History of smoking

OR
Any 1 or more of the following fracture locations:

Jones fracture

Fracture of navicular bone in the wrist (also called the scaphoid)
Fracture of metatarsal

Fractures associated with extensive soft tissue or vascular damage
Fracture of the tibia

2. Delayed Union
A delayed union is defined as one that has not healed in a period of time that would normally be
considered adequate. Delayed union is defined as a decelerating healing process as determined by
serial x-rays, together with a lack of clinical and radiologic evidence of union, bony continuity, or bone
reaction at the fracture site for no less than 16 weeks from the index injury or the most recent
intervention. Although slower than expected, the healing process is continuing and will eventually
occur. Low-intensity ultrasound treatment is medically necessary in the treatment of delayed unions,
excluding the skull and vertebra.

3. Nonunion Fractures
A nonunion fracture is defined as one that after standard treatment has not shown visibly progressive
signs of healing as determined by X-rays, in a normal timeframe (4 to 12 weeks).



Low-intensity ultrasound treatment may be considered medically necessary when used as an
adjunct to standard management (closed reduction and cast immobilization) for the treatment in
skeletally mature individuals with nonunion fractures meeting ALL of the following criteria.

e a minimum of three months have passed since date of fracture, AND

e serial radiographs have confirmed that no progressive signs of healing have occurred, AND

e the fracture gap is 1 cm or less, AND

e the patient can be adequately immobilized and is of an age where he/she is likely to comply

with non-weight bearing.

Policy:
Prior authorization is required for BlueCHiP for Medicare and recommended for all other products.

Low-intensity ultrasound treatment may be considered medically necessary when the medical criteria
is met. Other applications of low-intensity ultrasound treatment are considered not medically
necessary as there is insufficient peer-reviewed scientific literature that demonstrates that the
procedure/service is effective.

Coverage:

Benefits may vary between groups/contracts. Please refer to the appropriate member
certificate/subscriber agreement/statement of coverage for applicable durable medical equipment
(DME)/surgery benefits/coverage.

Coding:

The following code is covered and separately reimbursed under the surgery benefit:
20979

The following code is covered under the durable medical equipment benefit:
E0760

Also Known As:

Ultrasound therapy for fractures
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This medical policy is made available to you for informational purposes only. It is not a
guarantee of payment or a substitute for your medical judgment in the treatment of your
patients. Benefits and eligibility are determined by the member's subscriber agreement
or member certificate and/or the employer agreement, and those documents will
supersede the provisions of this medical policy. For information on member-specific
benefits, call the provider call center. If you provide services to a member which are
determined to not be medically necessary (or in some cases medically necessary
services which are non-covered benefits), you may not charge the member for the
services unless you have informed the member and they have agreed in writing in
advance to continue with the treatment at their own expense. Please refer to your
participation agreement(s) for the applicable provisions. This policy is current at the time
of publication; however, medical practices, technology, and knowledge are constantly
changing. BCBSRI reserves the right to review and revise this policy for any reason and
at any time, with or without notice.
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