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Description of Procedure or Service

Image-guided minimally invasive lumbar decompression (IG-MLD) describes a novel percutaneous
procedure for decompression of the central spinal canal in patients with lumbar spinal stenosis. In
this procedure, a specialized cannula and surgical tools (mild®) are used under fluoroscopic
guidance for bone and tissue sculpting near the spinal canal.

Background

In lumbar spinal stenosis (LSS), the space around the spinal cord narrows, compressing the spinal
cord and the nerve roots. The most common symptom of LSS is back pain with neurogenic
claudication, i.e., pain, numbness, or weakness in the legs that worsens with standing or walking
and is alleviated with sitting or leaning forward. Compression of neural elements generally occurs
from a combination of degenerative changes including ligamentum flavum hypertrophy, bulging of
the intervertebral disc, and facet thickening with arthropathy. Spinal stenosis is often linked to age-
related changes in disc height and arthritis of the facet joints. LSS is one of the most common
reasons for back surgery and the most common reason for lumbar spine surgery in adults over 65
years of age. The goal of surgical treatment is to “decompress” the spinal cord and/or nerve roots.
Although treatment of disc herniation may be required as a component of lumbar decompression,
the present policy addresses posterior decompression of central LSS with a percutaneous treatment
that is performed under fluoroscopic guidance.

Percutaneous 1G-MLD using a specially designed tool kit (mild®) has been proposed as an ultra-
minimally invasive treatment of central LSS. In this procedure, the epidural space is filled with
contrast medium under fluoroscopic guidance. Using a 6-gauge cannula that is clamped in place
with a back plate, single-use tools (portal cannula, surgical guide, bone rongeur, tissue sculpter,
trocar) are used to resect thickened ligamentum flavum and small pieces of lamina. The tissue and
bone sculpting is conducted entirely under fluoroscopic guidance, with additional contrast media
added throughout the procedure to aid visualization of the decompression. The process is repeated
on the opposite side for bilateral decompression of the central canal. The devices are not intended to
be used near the lateral neural elements and are contraindicated for disc procedures.

Alternative posterior decompressive surgical procedures include:

e Decompressive laminectomy, the classic treatment for LSS, which unroofs the spinal canal
by extensive resection of posterior spinal elements, including the lamina, spinous
processes, portions of the facet joints, ligamentum flavum, and the interspinous ligaments.
Wide muscular dissection and retraction is needed to achieve adequate surgical
visualization. The extensive resection and injury to the posterior spine and supporting
muscles can lead to instability with significant morbidity, both post-operatively and longer-
term. Spinal fusion performed at the same time as laminectomy or after symptoms have
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developed, may be required to reduce the resultant instability. Laminectomy may be used
for extensive multi-level decompression.

e Hemilaminotomy and laminotomy, sometimes termed laminoforaminotomy, are less
invasive than laminectomy. These procedures focus on the interlaminar space, where most
of the pathologic changes are concentrated, minimizing resection of the stabilizing
posterior spine. A laminotomy typically removes the inferior aspect of the cranial lamina,
superior aspect of the subjacent lamina, ligamentum flavuum and the medial aspect of the
facet joint. In contrast to laminectomy, laminotomy does not disrupt the facet joints, supra-
and interspinous ligaments, a major portion of the lamina or the muscular attachments.
Muscular dissection and retraction are required to achieve adequate surgical visualization.

e Microendoscopic decompressive laminotomy (MEDL) is similar to laminotomy, but
utilizes endoscopic visualization. The position of the tubular working channel is confirmed
by fluoroscopic guidance, and serial dilators (METRX™ lumbar endoscopic system,
Medtronic) are used to dilate the musculature and expand the fascia. For MEDL, an
endoscopic curette, rongeur, and drill are used for the laminotomy, facetectomy, and
foraminotomy. The working channel may be repositioned from a single incision for
multilevel and bilateral dissections.

Regulatory Status

The mild® tool kit (Vertos Medical) initially received 510(k) marketing clearance as the X-Sten
MILD Tool Kit (X-Sten Corp.) from the U.S. Food and Drug Administration (FDA) in 2006, with
intended use as a set of specialized surgical instruments to be used to perform percutaneous lumbar
decompressive procedures for the treatment of various spinal conditions.

Vertos mild® instructions for use state that the devices are not intended for disc procedures but
rather for tissue resection at the perilaminar space, within the interlaminar space and at the ventral
aspect of the lamina. These devices are not intended for use near the lateral neural elements and
remain dorsal to the dura using image guidance and anatomical landmarks.

Note: The abbreviation MILD has also been used for microscopic muscle-preserving interlaminar
decompression, which involves a small skin incision at the interspinous level and partial drilling of
the spinous process, with decompression performed under microscopic visualization.

Related Policies

Spinal Surgery Using Interspinous Distraction Technology

***Note: This Medical Policy is complex and technical. For questions concerning the technical
language and/or specific clinical indications for its use, please consult your physician.

Image-guided minimally invasive lumbar decompression is considered investigational for all
applications. BCBSNC does not provide coverage for investigational services or procedures.

Benefits Application

This medical policy relates only to the services or supplies described herein. Please refer to the Member's
Benefit Booklet for availability of benefits. Member's benefits may vary according to benefit design;
therefore member benefit language should be reviewed before applying the terms of this medical policy.
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When Image-Guided Minimally Invasive Lumbar Decompression for Spinal
Stenosis is covered
Not applicable.

When Image-Guided Minimally Invasive Lumbar Decompression for Spinal

Stenosis is not covered
Image-guided minimally invasive lumbar decompression is considered investigational. BCBSNC
does not cover investigational services.

Policy Guidelines

Posterior decompression for lumbar spinal stenosis has been evolving towards increasingly
minimally invasive procedures in an attempt to minimize post-operative morbidity and spinal
instability. In general, the literature comparing surgical procedures is limited. The evidence
available suggests that less-invasive surgical decompression may reduce perioperative morbidity
without impairing long-term outcomes when performed in appropriately selected patients. In
contrast to surgical decompression, the mild® procedure is a percutaneous decompressive
procedure performed solely under fluoroscopic guidance (e.g., without endoscopic or microscopic
visualization of the work area). This procedure is indicated for central stenosis only, without the
capability of addressing nerve root compression or disc herniation, should it be required. Due to the
unknown impact of these limitations on health outcomes, randomized, controlled studies in
appropriate patients are needed to compare this novel procedure with the established alternatives.

Billing/Coding/Physician Documentation Information

This policy may apply to the following codes. Inclusion of a code in this section does not guarantee that it
will be reimbursed. For further information on reimbursement guidelines, please see Administrative
Policies on the Blue Cross Blue Shield of North Carolina web site at www.bchsnc.com. They are listed in
the Category Search on the Medical Policy search page.

Applicable service codes: 0275T

BCBSNC may request medical records for determination of medical necessity. When medical records are
requested, letters of support and/or explanation are often useful, but are not sufficient documentation unless all
specific information needed to make a medical necessity determination is included.

Scientific Background and Reference Sources

BCBSA Medical Policy Reference Manual [Electronic Version]. 7.01.126, 3/11/2010
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Medical Director 8/2010
BCBSA Medical Policy Reference Manual [Electronic Version]. 7.01.126, 3/2011

Specialty Matched Consultant Advisory Panel — 5/2011

Policy Implementation/Update Information

9/14/10 New policy written. Image-guided minimally invasive lumbar decompression is
considered investigational. Medical Director review 8/12/2010. Notification given
9/14/2010. Policy effective date 12/21/2010. (btw)

6/21/11 Specialty Matched Consultant Advisory Panel review 5/25/2011. No changes to policy.
References added. Added new CPT code, “0275T” to Billing/Coding” section effective
7/1/2011. (btw)

Medical policy is not an authorization, certification, explanation of benefits or a contract. Benefits and eligibility are determined
before medical guidelines and payment guidelines are applied. Benefits are determined by the group contract and subscriber
certificate that is in effect at the time services are rendered. This document is solely provided for informational purposes only and
is based on research of current medical literature and review of common medical practices in the treatment and diagnosis of
disease. Medical practices and knowledge are constantly changing and BCBSNC reserves the right to review and revise its
medical policies periodically.
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