Medical Coverage Policies

Printer-Friendly Page

Percutaneous Axial Anterior Lumbar Fusion

| EFFECTIVE DATE | 07/07/2009 | | LAST UPDATED | 10/19/2010 |

Description:

Percutaneous anterior lumbar fusion is a minimally invasive technique designed to provide anterior
access to the L4-S1 disc spaces for interbody fusion while minimizing damage to muscular,
ligamentous, neural, and vascular structures. Performed under fluoroscopic guidance, percutaneous
anterior lumbar fusion may also be referred to as axial, trans-sacral, or paracoccygeal interbody fusion.

The AxiaLIF® (Axial Lumbar Interbody Fusion) and AxiaLIF 2 Level systems were developed by TranS

1® and consist of techniques and surgical instruments for creating a pre-sacral access route to perform
percutaneous fusion of the L5-S1 or L4—S1 vertebral bodies. The United States Food and Drug
Administration (FDA) premarket notification (510[k]) summaries indicate that the procedures are
intended to provide anterior stabilization of the spinal segments as an adjunct to spinal fusion and to
assist in the treatment of degeneration of the lumbar disc; to perform lumbar discectomy; or to assist in
the performance of interbody fusion. The AxiaLIF® systems are indicated for patients requiring fusion
to treat pseudoarthrosis, unsuccessful previous fusion, spinal stenosis, spondylolisthesis (Grade 1), or
degenerative disc disease, defined as back pain of discogenic origin with degeneration of the disc
confirmed by history and radiographic studies. They are not intended to treat severe scoliosis, severe
spondylolisthesis (Grades 2, 3, and 4), tumor, or trauma. The devices are not meant to be used in
patients with vertebral compression fractures or any other condition in which the mechanical integrity of
the vertebral body is compromised. Their usage is limited to anterior supplemental fixation of the

lumbar spine at L5-S1 or L4-S1 in conjunction with legally marketed facet or pedicle screw systems.3
Published literature reporting patient outcomes for percutaneous axial anterior lumbar interbody fusion

is limited to a technical report with presentation of 2 cases® and 1 retrospective case series with
patients who received AxiaLIF at L5-S1. In a 2007 review of minimally invasive techniques for lumbar
interbody fusion, Shen et al note that experience with the technique is limited and complication rates
are unknown. Complications may include perforation of the bowel and injury to blood vessels and/or
nerves as well as infection. They also express concern about the increased need for fluoroscopy and
the inability of the surgeon to address intracanal pathology or visualize the discectomy procedure

directly.2 In conclusion, there is insufficient evidence to determine if percutaneous axial anterior lumbar
interbody fusion is as effective or as safe as other surgical techniques; therefore, the technology is
considered not medically necessary.

Note: This policy does not address other minimally invasive techniques for lumbar fusion such as
extreme lateral interbody fusion (XLIF).

Medical Criteria:
Not applicable.
Policy:

Percutaneous anterior lumbar fusion is considered not medically necessary as there is insufficient
peer reviewed medical literature to support the efficacy of this treatment.

Coverage

Benefits may vary between group/contract. Please refer to the Evidence of Coverage, Subscriber
Agreement, Benefit Booklet, or RIte Care Contract for applicable not medically necessary
coverage/benefits.

Coding:



0195T
0196T

Also known as:

Axial, trans-sacral, or paracoccygeal interbody fusion
Related topics:

Not applicable

Published:

Provider Update, Sep 2009
Provider Update, Dec 2010
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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 judgement 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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