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Description/Scope

Spinal stenosis is a narrowing of the spinal canal diameter in the cervical or lumbar areas and can result in compression of the nerve roots or spinal cord. This document addresses interspinous spacer devices for the treatment of spinal stenosis.  

Position Statement

Investigational and Not Medically Necessary:

Interspinous spacer devices are considered investigational and not medically necessary.

Rationale

X STOP®

The Food and Drug Administration (FDA) granted premarket approval (PMA) for the X STOP® interspinous implant in November 2005. The approval was contingent upon post approval follow up data submission for safety and efficacy at 2 and 5 years.  

The FDA approved indications for the X STOP® implant include treatment of patients aged 50 or older suffering from pain or cramping in the legs (neurogenic intermittent claudication) secondary to a confirmed diagnosis of lumbar spinal stenosis (LSS) and who have undergone a regimen of at least 6 months of nonoperative treatment. During minimally invasive surgery, the X STOP® is placed between the interspinous processes of the symptomatic lumbar levels, expanding and stabilizing the cross-sectional area of the interspinous space to reduce the symptoms of spinal stenosis. The X STOP® device is made from a titanium alloy consisting of an oval spacer in varying sizes and wing assembly that keeps the device from moving. 

Zucherman et al., (2005) in a randomized, controlled, prospective multicenter trial compared the outcomes of neurogenic intermittent claudication (NIC) in patients treated with the X STOP® interspinous process decompression system (n=100) with patients treated nonoperatively (n=91). Using the Zurich Claudication Questionnaire as an outcomes measure, they found that the X STOP® patients had significantly better outcomes. At 2 years, the X STOP® patients improved by 45.4% over the mean baseline Symptom Severity score compared with 7.4% in the control group; the mean improvement in the Physical Function domain was 44.3% in the X STOP® group and -0.4% in the control group. In the X STOP® group, 73.1% patients were satisfied with their treatment compared with 35.9% of control patients.

A study by Talwar et al., (2005) which characterized the lateral failure loads of the spinous process, correlated the failure loads to bone mineral density (BMD), and compared the failure loads to the loads required to insert an interspinous process implant. This study found that BMD must be considered prior to use of a spinous implant. 

In another study (n=10) Lee et al., (2004) using MRI imaging, measured cross-sectional areas of the dural sac and intervertebral foramina at the stenotic level pre- and postoperatively. Quantitative results showed that the cross-sectional area of the dural sac increased 16.6 mm2 or 22.3% and the intervertebral foramina increased 22 mm2 or 36.5%. The intervertebral angle and the posterior disc height changed significantly.

Christie et al., (2005) reviewed dynamic interspinous process technology and concluded that early results suggest a possible role in the management of degenerative disorders of the lumbar spine, but at this time, the use of dynamic interspinous implants is experimental.

Recent studies have addressed the quality of life after X STOP® implantation (Hsu, 2006), efficacy of X STOP® implants with non-operative treatment (Anderson, 2006), and a four year follow up of patients with X STOP® implants (Kondrashov, 2006). Since the sample size of the studies was small, larger studies with long term follow up are needed so that clinical efficacy can be determined.   

The North American Spinal Society, in Diagnosis and Treatment of Degenerative Lumbar Spinal Stenosis addressed X STOP® and concluded that: 

“Grade of Recommendation: I (Insufficient Evidence)

Although the study cited in support of this recommendation is a Level I study, it is a single study. Therefore, until further evidence is published there remains insufficient evidence to make a recommendation (NASS, 2007).”

ExtenSure Bone Allograft Interspinous Spacer 

In December 2004, the FDA granted 510(k) approval for ExtenSure Bone Allograft Interspinous Spacer device manufactured by NuVasive, Inc. The ExtenSure device is a cylindrically fashioned piece of allograft bone intended to effect distraction, restore and maintain the space between 2 adjacent spinous processes and indirectly decompress a stenotic spinal canal at 1 or 2 levels. The procedure promotes fusion of the allograft to the spinous process above, while allowing motion between the allograft and the spinous process below. It is thought that this would provide a long-term biological solution to implant stability while retaining segmental motion. It may also be used to facilitate fusion between 2 or more adjacent spinous processes. This is similar to the action of the X-stop device. A literature search provided no clinical studies demonstrating clinical efficacy of the ExtenSure device.   

TOPS™ System 

This device is indicated for individuals with lower back and leg pain resulting from moderate to severe lumbar spinal stenosis at a single level between L3 and L5 which may be accompanied by facet arthrosis or degenerative spondylolisthesis. The TOPS™ System is not available for commercial use in the U.S. Enrollment for an FDA investigational device exemption (IDE) study was started in May 2008.   

Background/Overview
Spinal stenosis, or narrowing of the spinal canal may cause neurogenic intermittent claudication, a syndrome in which patients may experience progressive pain, numbness and weakness of the legs while standing or walking. Currently, spinal stenosis can be treated by laminectomy, a surgical procedure performed to increase the space between interspinous structures and to reduce neural compression. The risks associated with laminectomy are nerve damage, vertebral instability and return of symptoms at another level of the spine. Neurogenic intermittent claudication (NIC) secondary to lumbar spinal stenosis (LSS) is a bio-mechanical, posture-dependent condition in which symptoms such as lower limb tingling, pain, and numbness are typically exacerbated in extension and relieved in flexion. Generally, the central canal, lateral recess or intervertebral foramen are the sources of stenotic changes and nerve impingement (Truumees 2005). 

Definitions 
Laminectomy: a surgical procedure for treating spinal stenosis by relieving pressure on the spinal cord. The lamina of the vertebra is removed or trimmed to widen the spinal canal and create more space for the spinal nerves 

Neurogenic: originating in the nervous system

Neurogenic Claudication: symptoms of leg pain (and occasionally weakness) on walking or standing, relieved by sitting or spinal flexion, related to neural compression, usually spinal stenosis 

Pre-Market Approval (PMA): the most stringent type of device marketing application required by the FDA. A PMA is an application submitted to the FDA to request clearance to market or to continue marketing of a Class III medical device. Class III medical devices are those devices that present significant risk to the patient and/or require significant scientific review of the safety and effectiveness of the medical device prior to commercial introduction. Frequently the FDA requires follow up studies for these devices 

Vertebrae: bones that make up the spinal column, which surround and protect the spinal cord 
Coding

The following codes for treatments and procedures applicable to this document are included below for informational purposes.  Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or imply member coverage or provider reimbursement policy.  Please refer to the member's contract benefits in effect at the time of service to determine coverage or non-coverage of these services as it applies to an individual member.

When services are Investigational and Not Medically Necessary:
	CPT
	

	0171T
	Insertion of posterior spinous process distraction device (including necessary removal of bone or ligament for insertion and imaging guidance), lumbar; single level 

	0172T
	Insertion of posterior spinous process distraction device (including necessary removal of bone or ligament for insertion and imaging guidance), lumbar; each additional level 

	
	

	HCPCS
	

	C1821
	Interspinous process distraction device (implantable)

	
	

	ICD-9 Procedure 
	

	84.80
	Insertion or replacement of interspinous process device(s)

	84.81
	Revision of interspinous process device(s)

	
	

	ICD-9 Diagnosis
	

	
	All diagnoses
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The use of specific product names is illustrative only.  It is not intended to be a recommendation of one product over another, and is not intended to represent a complete listing of all products available.

Document History

	Status
	Date
	Action

	Revised
	08/28/2008
	Medical Policy and Technology Assessment Committee (MPTAC) review. Position statement reworded, rationale and references updated. 

	
	02/21/2008
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Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and must be considered first in determining eligibility for coverage.  The member’s contract benefits in effect on the date that services are rendered must be used.  Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication.  Medical technology is constantly evolving, and we reserve the right to review and update Medical Policy periodically.
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