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Revision date(s): 11/2000, 01/2001, 11/05/2003, 01/21/2004

Important note

Even though this policy may indicate that a particular service or supply is considered covered, this conclusion is not based
upon the terms of your particular benefit plan. Each benefit plan contains its own specific provisions for coverage and
exclusions. Not all benefits that are determined to be medically necessary will be covered benefits under the terms of your
benefit plan. You need to consult the Evidence of Coverage to determine if there are any exclusions or other benefit
limitations applicable to this service or supply. If there is a discrepancy between this policy and your plan of benefits, the
provisions of your benefits plan will govern. However, applicable state mandates will take precedence with respect to fully
insured plans and self-funded non-ERISA (e.g., government, school boards, church) plans. Unless otherwise specifically
excluded, Federal mandates will apply to all plans. With respect to Medicare and Medicaid members, this policy will apply
unless Medicare and Medicaid policies extend coverage beyond this Medical Policy & Criteria Statement. Medicare and
Medicaid policies will only apply to benefits paid for under Medicare or Medicaid rules, and not to any other health benefit
plan benefits. CMS's Coverage Issues Manual can be found on the following website:
http://cms.hhs.gov/manuals/pub06pdf/pub06pdf.asp

Overview

An electrical bone growth stimulator (EBGS) is a durable medical equipment (DME) device used to treat
fractures with established nonunion; meaning, fractures with both clinical and radiological evidence of no
progressive signs of healing.

There are three types of electrical bone growth stimulators: invasive, semi-invasive and noninvasive.
Invasive and semi-invasive devices utilize direct current delivered internally via implanted electrodes.
Noninvasive devices may use direct current or pulsed electromagnetic fields. The current is delivered to the
appropriate site via externally mounted cathodes for direct current or coils for electromagnetic fields.

Ultrasound bone growth stimulators are external DME devices that apply low-intensity, pulsed
ultrasound to the skin surface above fracture sites. While the exact mechanism of ultrasound stimulation of
bone healing is unknown, the theory is that the pressure waves it produces provides micro-mechanical
stress and strain causing biochemical alterations at the cellular level, which leads to enhanced bone
formation.

Ultrasound bone growth stimulators are also referred to as Ultrasonic Accelerated Fracture or Sonic
Accelerated Fracture Healing System (SAFHS). It consists of two main components: a signal generator

and a small transducer connected by a cable to the generator. The transducer is applied to the skin over the
fracture site.

Policy and criteria
NOTE: These services require prior authorization by the Plan Medical Director.
When services are covered:

We cover Electrical Bone Growth Stimulators (EBGS) for commercial plan members when the
following Indications and Criteria are met.


http://www.aetna.com/sharedsvcs/Redirect?d=std&t=/exit_disclaimer/external_link.html&u=http://cms.hhs.gov/manuals/pub06pdf/pub06pdf.asp

EBGS Indications:

Criteria:

e Noninvasive
0 Nonunion of long bone fractures; OR
o Failed fusion, where a minimum of 9
months has elapsed since the last
surgery; OR
o0 Congenital pseudoarthroses; OR
0 Asan adjunct to spinal fusion
surgery for patients at high risk for
fusion failure or pseudoarthroses
o0 Fresh, closed posteriorly displaced
distal radius (Colles) fracture; OR
0 Acute closed or Grade | open tibial
fractures after closed reduction or
surgery and immobilization.
e Invasive
0 Nonunion of long bone fractures; OR
0 Asan adjunct to spinal fusion
surgery for patients at high risk for
fusion failure or pseudoarthroses.

Note: Long bones include but are not limited to
the humerus, femur, radius, ulna, tibia, fibula,
clavicle; fifth metatarsal (when significant pain is
present; carpal and/or tarsal bones.

e Patient must be 20 years of age or older
OR demonstrate proof of skeletal maturity:
AND

e The fracture gap is < 1 centimeter; AND

e For nonunion of long bone fractures,
serial radiographs have confirmed that
fracture healing has ceased for 3 or more
months prior to starting treatment with the
BGS, as demonstrated by:

0 A minimum of 2 sets of
radiographs, each including
multiple views of the fracture site

AND
0 Separated by a minimum of 90
days
e High risk of spinal fusion failure exists

when:

o0 Previously failed spinal fusion at
the same site, OR

0 Grade Il or worse
spondylolisthesis, OR

0 Undergoing a multiple level
fusion (involving 3 or more
vertebrae: e.g., L3-L5, L4-S1,
etc.), OR

0 Body mass index (BMI) of > 35,
OR

0 Degenerative osteoarthritis, OR

o Current alcohol or tobacco use,
OR

o Previous disc surgery, OR

o Diabetes or renal disease

We cover EBGS for Medicare plan members when the following Indications and Criteria are met.

EBGS Indications:

Criteria:

¢ Noninvasive

o0 Nonunion of long bone fractures; OR

o Failed fusion, where a minimum of 9
months has elapsed since the last
surgery; OR

o0 Congenital pseudoarthroses; OR

0 Asan adjunct to spinal fusion
surgery for patients at high risk of
pseudoarthrosis due to previously
failed spinal fusion at the same site
or for those undergoing multiple
level fusion. A multiple level fusion
involves 3 or more vertebrae (e.g.,

e For nonunion of long bone fractures,
serial radiographs have confirmed that
fracture healing has ceased for 3 or more
months prior to starting treatment with the
BGS, as demonstrated by:

0 A minimum of 2 sets of
radiographs, each including
multiple views of the fracture site;
AND

0 Separated by a minimum of 90
days
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L3-L5, L4-S1, etc).

e Invasive
o0 Nonunion of long bone fractures; OR
0 Asan adjunct to spinal fusion

surgery for patients at high risk of
pseudoarthrosis due to previously
failed spinal fusion at the same site
or for those undergoing multiple
level fusion. A multiple level fusion
involves 3 or more vertebrae (e.g.,
L3-L5, L4-S1, etc).

Note: Long bones include but are not limited to
the humerus, femur, radius, ulna, tibia, fibula, or

clavicle.

We cover Ultrasound Bone Growth Stimulators (U/S BGS) for commercial plan members when the
following Indications and Criteria are met.

U/S BGS Indications:

Criteria:

e  Fresh, closed or Grade | open
tibial diaphyseal fractures after
closed reduction and cast
immobilization

e Fresh, closed fracture of distal
radius (Colles fracture) after
closed reduction and cast
immobilization

e Treatment of nonunion fractures,
excluding the skull or vertebra,
or fractures related to
malignancy

Note: The nonunion fractures should
not be older than 5 years, as U/S
BGS is not as efficacious for
longstanding fractures.

Patient must be 20 years of age or older OR demonstrate
proof of skeletal maturity: AND
The fracture gap is < 1 centimeter; AND
For nonunion fractures, serial radiographs have
confirmed that fracture healing has ceased for 3 or more
months prior to starting treatment with the BGS, as
demonstrated by:
0 A minimum of 2 sets of radiographs, each
including multiple views of the fracture site
AND
0 Separated by a minimum of 90 days

AND

Indications that the patient failed at least 1 surgical or
medical intervention for the treatment of the fracture

We cover U/S BGS for Medicare plan members when the following Indications and Criteria are met.

U/S BGS Indications:

Criteria:

e Treatment of nonunion fractures

For nonunion fractures, serial radiographs have
confirmed that fracture healing has ceased for 3 or more
months prior to starting treatment with the BGS, as
demonstrated by:
o0 A minimum of 2 sets of radiographs, each
including multiple views of the fracture site
AND
0 Separated by a minimum of 90 days
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AND

e Indications that the patient failed at least 1 surgical
intervention for the treatment of the fracture

Important note: The Medicare national non-coverage policy related to U/S BGS for fresh fractures and
delayed unions remains in place. This policy relates only to non-union as defined above.

When services are not covered:

We do not cover EBGS or U/S BGS devices when the above criteria are not met.

We do not cover EBGS or U/S BGS devices when the ANY of the following CONTRAINDICATIONS

exist:
[ ]

Fracture of the skull, vertebra or due to cancer

Fracture of short bones or epiphyses

Fractures that need additional reduction or are comminuted

Fractures with post-reduction displacement of > 50%

Fractures with internal or external fixation

Fracture gaps > 1 centimeter

Infantile non-union or failed joint fusion resulting from failed arthrodesis of the ankle or knee
Avascularity, vascular insufficiency or other vascular problems (i.e., thrombophlebitis) or severe
osteoporosis

Medications that may interfere with or alter bone metabolism and healing

Osteomyelitis, active infections or necrotic bone

Patients with cardiac pacemakers should consult their cardiologist before using either device
Patients who are pregnant or nursing

Patients with cancer, spondylitis, Paget’s disease, renal disease, or diabetes

Sensory paralysis

Synovial pseudoarthritis

Note: The U/S BGS cannot be used concurrently with an EBGS devices.

Codes:
Codes Number Description
CPT 20974 Electrical stimulation to aid bone healing; non-invasive (non- operative)
20975 Electrical stimulation to aid bone healing; invasive (operative)
20979 Low intensity ultrasound stimulation to aid bone healing, noninvasive,
nonoperative
HCPCS EQ747 Osteogenesis stimulator, electrical, non-invasive, other than spinal
applications
E0748 Osteogenesis stimulator, electrical, non-invasive, spinal applications
E0749 Osteogenesis stimulator, electrical, surgically implanted
E0760 Osteogenic stimulator, low intensity ultrasound, non-invasive

Copyright © 2004 American Medical Association, Chicago, IL
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FCHP Products to which this policy applies:

Direct & Select Care (HMO)

Flex Care Direct & Select (POS)

Fallon Preferred Care (PPO)

Fallon MassHealth

Non-Group: Independent Care, Direct enrollment, & Bill at home
Medicare Plan — reminder to refer to current CMS for policy and
criteria
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Mandated Benefit/Regulatory Issues:

& Federal

& Commonwealth of Massachusetts

@ Medicare — National Policy

@ Medicare — Local Medical Review Policy
& Not applicable

Committee Review Dates:
Technology Assessment Committee: 11/2000, 01/2001, mm/yyyy
Utilization Management Committee: 06/2003, mm/yyyy

Approved by:

Dennis A. Batey, M.D., Vice President and Chief Medical Officer Date
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