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Description
Spinal stenosis is a condition that involves narrowing of the spinal canal, resulting in compression of the surrounding 
nerves.  Symptoms of spinal stenosis include pain in the lower extremities, sensory or motor dysfunctions, claudication, 
and bladder or bowel dysfunction.  Spinal stenosis is thought to be a disease of the aging process.  As connective 
tissue thickens and hardens, bony surfaces enlarge, and osteoarthritic inflammation causes wearing away of cartilage.  
Eventually, symptoms may develop that range from mild to severe.  Conservative treatment consists of analgesic and 
anti-inflammatory medications, physical therapy and exercise, and perhaps an orthotic brace for the lower back to limit 
extension.  Surgery in the form of decompression laminectomy is considered for more severe symptoms such as 
difficulty walking or standing, or when bowel and/or bladder function becomes disrupted.

A minimally invasive alternative to laminectomy is being considered, which is a titanium implant placed between the 
bony processes of the spine to prevent extension, while allowing flexion and rotation.  The rationale is that by restricting 
extension of the spine, the spinal canal is kept in a position that will maintain a wider opening, to minimize pressure on 
nerve roots, and thereby provide symptomatic relief.

The X-Stop® interspinous implant is an example of such a device.

Policy
Interspinous implants for symptomatic spinal stenosis are considered experimental / investigational as they do not 
meet TEC criteria # 2 - 5. 

Policy Guidelines
Experimental/Investigational 
The term "experimental/investigational" describes services or supplies that are in the developmental stage and are in 
the process of human or animal testing. Services or supplies that do not meet all 5 of the criteria listed below adopted 
by the BlueCross BlueShield Association Technology Evaluation Center (TEC) are deemed to be 
experimental/investigational: 

1. The technology* must have final approval from the appropriate U.S. government regulatory bodies; and 
2. The scientific evidence must permit conclusions concerning the effect of the technology on health outcomes; and 
3. The technology must improve the net health outcome; and 
4. The technology must be as beneficial as any established alternatives; and 
5. The improvement must be attainable outside the investigational settings.

* Technology includes drugs, devices, processes, systems, or techniques

Rationale:
1.  The technology must have final approval from the appropriate U.S. government regulatory bodies:  

One device has been specifically approved by the FDA for this treatment.  The X-Stop® Interspinous Decompression 
System (St. Francis Medical Technologies, Alameda, CA) received a PMA clearance on November 21, 2005, indicated 
"for those patients with moderately impaired physical function who experience relief in flexion from their symptoms of 
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leg/buttock/groin pain, with or without back pain, and have undergone a regimen of at least 6 months of nonoperative 
treatment."  The approval also states the X-Stop "may be implanted at one or two lumbar levels in patients in whom 
operative treatment is indicated at no more than two levels".  The FDA approval letter mandates a study to evaluate 
long term safety and effectiveness of the X-Stop® in patients who received the device under an IDE and gives details 
of the framework of the required study.  Another separate study is to be conducted to determine whether patient 
selection criteria based on the language of the approval indication is adequate.

2.   The scientific evidence must permit conclusions concerning the effect on health outcomes:  

The best U.S. study overall on the safety and effectiveness of the X-Stop® was published by Zuckerman, Hsu and 
colleagues in February 2004.  200 patients were enrolled, of which 191 were treated.  The treated patients were 
randomized to receive either the X-Stop® implant (n=100) or non-operative therapy (n=91).  The primary outcomes 
measure was the Zurich Claudication Questionnaire (ZCQ), a patient self-assessment tool which focused on physical 
function, symptom severity, and patient satisfaction.  The questionnaire was completed at 6 weeks, 6 months, and one 
year.  At one year, success rates were described as 59% for the treatment group and 12% for the control group.  No 
adverse events were described.   A later article by the same authors focused on the same study group at two years 
follow-up, in which the authors described an improvement of 45% of the treated patients versus 7.4% of controls over 
mean baseline symptom severity scores.  A similar success rate was observed in the physical function score.   The 
studies have obvious design weaknesses such as lack of placebo control and blinding of observers.  The study focused 
on pain related to neurogenic claudication.  The authors have commented that relief of back pain was also observed 
as an incidental finding but would be addressed on its own in another study.  The authors conclude that success rates 
are similar to those of laminectomy but with considerably less morbidity.

3.  The technology must improve the net health outcome:  

Although the limited studies to date have not documented any appreciable treatment related adverse effects, one 
concern raised was whether the use of the implant at one level would place additional mechanical stress at facet joints 
of adjacent levels.  Wiseman and colleagues undertook a cadaver study on seven spines and measured peak and 
average pressures, force, and contact areas, and concluded that the implant would not likely cause adjacent level facet 
joint pain or accelerated facet degeneration.  Long term outcomes data for this relatively new approach are not yet 
available.

4.  The technology must be as effective as any established alternatives:  

Current techniques of laminectomy are well proven and generally well tolerated, even in the elderly.  Outcomes data 
for surgical intervention are available over periods in excess of eight years, and are favorable for long-term 
improvement.  This type of data is only available over a 1-2-year period for the X-Stop® implant, and although this 
short-term data is favorable and comparable to laminectomy in terms of symptom relief, physical function, and patient 
satisfaction in the short term, it would be premature to generalize this data to the long term.

5.  The improvement must be attainable outside the investigational settings: 

There is limited data on patient improvement in the investigational settings, so whether these results could be obtained 
outside the investigational settings is as yet unclear.

Although the X-Stop® device has been given approval for marketing by the FDA, the approval stipulates that additional 
studies to determine long term safety and effectiveness must be performed.  So far there is limited data from one 
randomized study suggesting that in the short term there is symptomatic relief obtained in about 2/3 of the patients who 
received the device.  This rate of success falls to about 1/2 of the X-Stop® patients over a follow-up of two years.  This 
particular study has design flaws such as lack of blinding of observers and patients, and lack of placebo controls.  
Furthermore, there is no direct comparison study of patients treated with the interspinous device against those treated 
with the well-known decompression laminectomy procedure.  The laminectomy procedure has a known high rate of 
success that has been proven over time, and which is also known to be well tolerated by patients, even the elderly.  
Such a body of supporting evidence is lacking for the X-Stop® device at this time.

Update 2008:
A search of the peer-reviewed literature was performed for the period of May 2006 through December 2007.  Findings 
in the recent literature do not change the conclusions on the use interspinous implants for symptomatic spinal stenosis 
listed in the Policy section of this document.  Therefore, the policy statements are unchanged.
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The North American Spine Society published new guidelines (2006, April) on the diagnosis and treatment of 
degenerative lumbar spinal stenosis.  They concluded that with a single Level 1 study on the X Stop®, "there remains 
insufficient evidence to make a recommendation."

Update 2010:
A search of the peer-reviewed literature was performed through February 2010.  Findings in the recent literature do not 
change the conclusions regarding the use of interspinous vertebral decompression implantation for spinal stenosis, 
therefore the policy statement is unchanged.

Update 2012:
A search of the peer-reviewed literature was performed from March 2010 through March 2012.  Findings in the literature 
do not change the conclusions regarding the use of interspinous vertebral decompression implantation for spinal 
stenosis as the impact of this technology on net health outcome is unknown.  Therefore, the policy remains 
experimental/investigational.

Update 2014:
A search of the peer-reviewed literature was performed from April 2012 through March 2014.  Findings in the literature 
do not change the conclusions regarding the use of interspinous vertebral decompression implantation for spinal 
stenosis, therefore the policy statement is unchanged.

Update 2016:
A search of the peer-reviewed literature was performed from April 2014 through April 2016.  The Superion® 
Interspinous Device (Vertiflex, Inc) received PMA clearance on May 20, 2015.  The device is indicated to treat skeletally 
mature patients suffering from pain, numbness, and/or cramping in the legs (neurogenic intermittent claudication) 
secondary to a diagnosis of moderate degenerative lumbar spinal stenosis, with or without grade 1 spondylolisthesis, 
confirmed by x-ray, MRI and/or CT evidence of thickened ligamentum flavum, narrowed lateral recess, and/or central 
canal or foraminal narrowing.  It is for those patients "with impaired physical function who experience relief in flexion 
from symptoms of leg/buttock/groin pain, numbness, and/or cramping, with or without back pain, and who have 
undergone at least 6 months of non-operative treatment. It may be implanted at one or two adjacent lumbar levels in 
patients in whom treatment is indicated at not more than two levels from L1 to L5."  In 2015, Medtronic elected voluntarily 
to cease sale and distribution of the X-Stop® device.

Interspinous vertebral decompression implantation for spinal stenosis continues to be evaluated in the literature.  
Findings in the literature do not change the conclusions regarding the use of interspinous vertebral decompression 
implantation for spinal stenosis, therefore, the policy statement is unchanged. 

Update 2018:
A search of the peer-reviewed literature was performed from May 2016 through May 2018.  Findings in the literature 
do not change the conclusions regarding the use of interspinous vertebral decompression implantation for spinal 
stenosis.  Therefore, the policy statement remains unchanged.

Update: 2020:
A search of the peer-reviewed literature was performed from June 2018 through May 2020.  Findings in the recent 
literature do not change the conclusions regarding the use of interspinous vertebral decompression implantation for 
spinal stenosis.  Therefore, the policy statement remains unchanged.

Update 2022:
A search of the literature was performed from June 2020 through February 2022. Findings in the recent literature do 
not change the conclusions regarding the use of interspinous vertebral decompression implantation for spinal stenosis. 
Therefore, the policy statement remains unchanged.

Benefit Applications
NOTE:  For FEP members, check the member's contract for benefits.

Provider Guidelines
Preauthorization is required to determine appropriateness and medical necessity for treatment. Providers 
should submit preauthorization requests online at provider.carefirst.com or call 1-866-773-2884 (1-866-PRE-AUTH)
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Cross References to Related Policies and Procedures
There are no Related Policies for this Medical Policy.
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This policy statement relates only to the services or supplies described herein.  Coverage will vary from 
contract to contract and by line of business and should be verified before applying the terms of the policy.
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