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Introduction 

Back pain is a common symptom and can cause disability in some people. Despite extensive 

knowledge of the bones, nerves, muscles, tendons and structures of the spine, it can still be very 

difficult to identify a specific cause of pain for many people. Scientists and physicians have felt 

that one cause may be pressure put on the nerves by the vertebrae (bones in the spine). Devices 

known as spacers have been designed to be positioned between the vertebrae. Spacers are 

intended to reduce pain. Generally speaking, a surgeon places the device and then expands it. 

This expansion lifts the part of the bone that’s pressing on the nerve. Some devices are used 

after surgery to take pressure off of nerves and some devices are used as a stand-alone 

treatment. These devices are considered unproven for all uses. Published scientific studies show 

high failure and complications rates. 

 
Note:   The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The 

rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for 

providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can 

be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a 

service may be covered. 
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Policy Coverage Criteria  

 

Note: (see Appendix for a list of examples of devices not addressed in the Regulatory 

Status). 

Device Investigational 
Interspinous or 

interlaminar distraction 

device 

Interspinous or interlaminar distraction devices as a stand-

alone procedure are considered investigational as a treatment 

of spinal stenosis. 

Interlaminar stabilization 

device 

Use of an interlaminar stabilization device following 

decompression surgery is considered investigational. 

 

Coding  

 

Code Description 

CPT 
22867 Insertion of interlaminar/interspinous process stabilization/distraction device, without 

fusion, including image guidance when performed, with open decompression, lumbar; 

single level 

22868 Insertion of interlaminar/interspinous process stabilization/distraction device, without 

fusion, including image guidance when performed, with open decompression, lumbar; 

second level (List separately in addition to code for primary procedure)  

22869 Insertion of interlaminar/interspinous process stabilization/distraction device, without 

open decompression or fusion, including image guidance when performed, lumbar; 

single level 

22870 Insertion of interlaminar/interspinous process stabilization/distraction device, without 

open decompression or fusion, including image guidance when performed, lumbar; 

second level (List separately in addition to code for primary procedure) 

HCPCS 

C1821 Interspinous process distraction device (implantable) 

 

Note:  CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS 

codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS). 
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Related Information  

 

N/A 

 

Evidence Review  

 

Description 

Interspinous and interlaminar implants (spacers) stabilize or distract the adjacent lamina and/or 

spinous processes and restrict extension to reduce pain in individuals with lumbar spinal 

stenosis and neurogenic claudication. Interspinous spacers are small devices implanted between 

the vertebral spinous processes. After implantation, the device is opened or expanded to distract 

(open) the neural foramen and decompress the nerves. Interlaminar spacers are implanted 

midline between the adjacent lamina and spinous processes to provide dynamic stabilization 

either following decompression surgery or as an alternative to decompression surgery. 

 

Background 

Spinal Stenosis 

Lumbar spinal stenosis (LSS), which affects over 200,000 people in the United States (U.S.), 

involves a narrowed central spinal canal, lateral spinal recesses, and/or neural foramina, resulting 

in pain as well as limitation of activities such as walking, traveling, and standing. In adults over 

60 in the U. S., spondylosis (degenerative arthritis affecting the spine) is the most common 

cause. The primary symptom of LSS is neurogenic claudication with back and leg pain, sensory 

loss, and weakness in the legs. Symptoms are typically exacerbated by standing or walking and 

relieved with sitting or flexion at the waist. 

Some sources describe the course of LSS as "progressive" or "degenerative," implying that 

neurologic decline is the usual course. Longer term data from the control groups of clinical trials 

as well as from observational studies suggest that, over time, most individuals remain stable, 

some improve, and some deteriorate.1,2 
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The lack of a valid classification for LSS contributes to wide practice variation and uncertainty 

about who should be treated surgically and which surgical procedure is best for each 

individual.3,4 This uncertainty also complicates research on spinal stenosis, particularly the 

selection of appropriate eligibility criteria and comparators.5 

 

Treatment 

The largest group of individuals with spinal stenosis is minimally symptomatic individuals with 

mild back pain and no spinal instability. These individuals are typically treated nonsurgically. At 

the other end of the spectrum are individuals who have severe stenosis, concomitant back pain, 

and grade 2 or higher spondylolisthesis or degenerative scoliosis >25 Cobb angle who require 

laminectomy plus spinal fusion. 

Surgical treatments for individuals with spinal stenosis not responding to conservative 

treatments include decompression with or without spinal fusion. There are many types of 

decompression surgery and types of fusion operations. In general, spinal fusion is associated 

with more complications and a longer recovery period and, in the past, was generally reserved 

for individuals with spinal deformity or moderate grade spondylolisthesis. 

Conservative treatments for spinal stenosis may include physical therapy, pharmacotherapy, and 

epidural steroid injections, and many other modalities.6 The terms "nonsurgical" and 

"nonoperative" have also been used to describe conservative treatment. Professional societies 

recommend that surgery for LSS should be considered only after a individual fails to respond to 

conservative treatment but there is no agreement about what constitutes an adequate course or 

duration of treatment.  

The term "conservative management" may refer to "usual care" or to specific programs of 

nonoperative treatment, which use defined protocols for the components and intensity of 

conservative treatments, often in the context of an organized program of coordinated, 

multidisciplinary care. The distinction is important in defining what constitutes a failure of 

conservative treatment and what comparators should be used in trials of surgical versus 

nonsurgical management. The rationale for surgical treatment of symptomatic spinal stenosis 

rests on the Spine Patient Outcomes Research Trial (SPORT), which found that patients who 

underwent surgery for spinal stenosis and spondylolisthesis had better outcomes than those 

treated nonoperatively. The SPORT investigators did not require a specified program of 

nonoperative care but rather let each site decide what to offer.7 A subgroup analysis of the 

SPORT trial found that only 37% of nonsurgically treated patients received physical therapy in 

the first 6 weeks of the trial and that those who received physical therapy before 6 weeks had 
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better functional outcomes and were less likely to cross over to surgery later.8 These findings 

provide some support for the view that, in clinical trials, individuals who did not have surgery 

may have had suboptimal treatment, which can lead to a larger difference favoring surgery. The 

SPORT investigators asserted that their nonoperative outcomes represented typical results at a 

multidisciplinary spine center at the time, but recommended that future studies compare the 

efficacy of specific nonoperative programs to surgery. 

A recent trial by Delitto et al (2015) compared surgical decompression with a specific therapy 

program emphasizing physical therapy and exercise.9 Individuals with lumbar spinal stenosis and 

from 0 to 5 mm of slippage (spondylolisthesis) who were willing to be randomized to 

decompression surgery versus an intensive, organized program of nonsurgical therapy were 

eligible. Oswestry Disability Index scores were comparable to those in the SPORT trial. A high 

proportion of individuals assigned to nonsurgical care (57%) crossed over to surgery (in SPORT 

the proportion was 43%), but crossover from surgery to nonsurgical care was minimal. When 

analyzed by treatment assignment, Oswestry Disability Index scores were similar in the surgical 

and nonsurgical groups after 2 years of follow-up. The main implication is that about one-third 

of individuals who were deemed candidates for decompression surgery but instead entered an 

intensive program of conservative care achieved outcomes similar to those of a successful 

decompression.10 

Diagnostic criteria for fusion surgery are challenging because individuals without 

spondylolisthesis and those with grade 1 spondylolisthesis are equally likely to have 

predominant back pain or predominant leg pain.11 The SPORT trial did not provide guidance on 

which surgery is appropriate for individuals who do not have spondylolisthesis, because nearly 

all individuals with spondylolisthesis underwent fusion whereas nearly all those who did not 

have spondylolisthesis underwent decompression alone. In general, individuals with 

predominant back pain have more severe symptoms, worse function, and less improvement with 

surgery (with or without fusion). Moreover, because back pain improved to the same degree for 

the fused spondylolisthesis individuals as for the unfused spinal stenosis individuals at 2 years, 

the SPORT investigators concluded that it was unlikely that fusion led to the better surgical 

outcomes in individuals with spondylolisthesis than those with no spondylolisthesis.12,13 

Throughout the 2000s, decompression plus fusion became more widely used until, in 2011, it 

surpassed decompression alone as a surgical treatment for spinal stenosis.14,15,16 However, in 

2016, findings from two randomized trials of decompression alone vs decompression plus fusion 

were published. The Swedish Spinal Stenosis Study (SSSS) found no benefit of fusion plus 

decompression compared with decompression alone in individuals who had spinal stenosis with 

or without degenerative spondylolisthesis.17 The Spinal Laminectomy versus Instrumented 

Pedicle Screw (SLIP) trial found a small but clinically meaningful improvement in the Physical 
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Component Summary score of the 36-Item Short-Form Health Survey but no change in 

Oswestry Disability Index scores at 2, 3, and 4 years in individuals who had spinal stenosis with 

grade 1 spondylolisthesis (3-14 mm).18 The individuals in SLIP who had laminectomy alone had 

higher reoperation rates than those in SSSS, and the individuals who underwent fusion had 

better outcomes in SLIP than in SSSS. While some interpret the studies to reflect differences in 

individual factors-in particular, SSSS  but not SLIP included individuals with no spondylolisthesis, 

the discrepancy may also be influenced by factors such as time of follow-up or national practice 

patterns.19,20,21,22,23,24 As Pearson (2016) noted, it might have been helpful to have individual-

reported outcome data on the individuals before and after reoperation, to see whether the 

threshold for reoperation differed in the two settings.25 A small trial conducted in Japan, Inose et 

al (2018) found no difference in individual-reported outcomes between laminectomy alone and 

laminectomy plus posterolateral fusion in individuals with 1-level spinal stenosis and grade 1 

spondylolisthesis; about 40% of the individuals also had dynamic instability.26 Certainty in the 

findings of this trial is limited because of its size and methodologic flaws. 

 

Spacer Devices 

Investigators have sought less invasive ways to stabilize the spine and reduce the pressure on 

affected nerve roots, including interspinous and interlaminar implants (spacers). These devices 

stabilize or distract the adjacent lamina and/or spinous processes and restrict extension in 

individuals with lumbar spinal stenosis and neurogenic claudication. 

 

Interspinous Implants 

Interspinous spacers are small devices implanted between the vertebral spinous processes. After 

implantation, the device is opened or expanded to distract the neural foramina and decompress 

the nerves. One type of interspinous implant is inserted between the spinous processes through 

a small (4-8 cm) incision and acts as a spacer between the spinous processes, maintaining 

flexion of that spinal interspace. The supraspinous ligament is maintained and assists in holding 

the implant in place. The surgery does not include any laminotomy, laminectomy, or 

foraminotomy at the time of insertion, thus reducing the risk of epidural scarring and 

cerebrospinal fluid leakage. Other interspinous spacers require removal of the interspinous 

ligament and are secured around the upper and lower spinous processes.  
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Interlaminar Spacers 

Interlaminar spacers are implanted midline between adjacent lamina and spinous processes to 

provide dynamic stabilization either following decompression surgery or as an alternative to 

decompression surgery. Interlaminar spacers have two sets of wings placed around the inferior 

and superior spinous processes. They may also be referred to as interspinous U. These implants 

aim to restrict painful motion while enabling normal motion. The devices (spacers) distract the 

laminar space and/or spinous processes and restrict extension. This procedure theoretically 

enlarges the neural foramen and decompresses the cauda equina in individuals with spinal 

stenosis and neurogenic claudication. 

 

Summary of Evidence 

For individuals who have spinal stenosis and no spondylolisthesis or grade 1 spondylolisthesis 

who receive an interspinous or interlaminar spacer as a stand-alone procedure, the evidence 

includes two randomized controlled trials (RCTs) of two spacers (Superion Indirect 

Decompression System, coflex® interlaminar implant). Relevant outcomes are symptoms, 

functional outcomes, quality of life, and treatment-related morbidity. Overall, the use of 

interspinous or interlaminar distraction devices (spacers) as an alternative to spinal 

decompression has shown a high failure and complication rates. A pivotal trial compared the 

Superion Interspinous Spacer with the X-STOP Interspinous Process Decompression System 

(which is no longer marketed), without conservative care or standard surgery comparators. The 

trial reported significantly better outcomes with the Superion® Interspinous Spacer on some 

measures. For example, the trial reported more than 80% of individuals experienced 

improvements in certain quality of life outcome domains. Interpretation of this trial is limited by 

questions about the number of individuals used to calculate success rates, the lack of efficacy of 

the comparator, and the lack of an appropriate control group treated by surgical 

decompression. The coflex® interlaminar implant (formerly called the interspinous U) was 

compared with decompression in the multicenter, double-blind Foraminal Enlargement Lumber 

Interspinous distraXion trail (FELIX). Functional outcomes and pain were similar in the two 

groups at one year follow-up, but reoperation rates due to absence of recovery were 

substantially higher with the coflex® implant (29%) than with bony decompression (8%). For 

individuals with 2-level surgery, the reoperation rate was 38% for coflex® and 6% for bony 

decompression. At two years, reoperations due to absence of recovery had been performed in 

33% of the coflex® group and in 8% of the bony decompression group. The evidence is 

insufficient to determine that the technology results in an improvement in the net health 

outcome. 
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For individuals who have severe spinal stenosis and grade 1 spondylolisthesis who have failed 

conservative therapy who receive an interlaminar spacer with spinal decompression surgery, the 

evidence includes two RCTs with a mixed population of individuals. Relevant outcomes are 

symptoms, functional outcomes, QOL, and treatment-related morbidity. Use of the coflex® 

interlaminar implant as a stabilizer after surgical decompression has been studied in two 

situations-as an adjunct to decompression compared with decompression alone (superiority) 

and as an alternative to spinal fusion after decompression (noninferiority). For decompression 

with coflex® versus decompression with lumbar spinal fusion, the pivotal RCT, conducted in a 

individual population with spondylolisthesis no greater than grade 1 and significant back pain, 

showed that stabilization of decompression with the coflex® implant was noninferior to 

decompression with spinal fusion for the composite clinical success measure. A secondary 

(unplanned) analysis of individuals with grade 1 spondylolisthesis (99 coflex® individuals and 51 

fusion individuals) showed a decrease in operative time (104 vs 157 minutes; p<.001) and blood 

loss (106 vs 336 ml, p <.001). There were no statistically significant differences between the 

coflex® and fusion groups in Oswestry Disability Index, visual analog scale, and Zurich 

Claudication Questionnaire scores after two years. In that analysis, 62.8% of coflex® individuals 

and 62.5% of fusion individuals met the criteria for operative success. The efficacy of the 

comparator in this trial is uncertain because successful fusion was obtained in only 71% of the 

control group, leaving nearly a third of individuals with pseudoarthrosis. The report indicated no 

significant differences in Oswestry Disability Index or visual analog scale between the individuals 

with pseudoarthrosis or solid fusion but Zurich Claudication Questionnaire scores were not 

reported. There were 18 (18%) spinous process fractures in the coflex® group, of which seven 

had healed by the two-year follow-up. Reoperation rates were 6% in the fusion group and 14% 

in the coflex® group (p=.18), including 8 (8%) coflex® cases that required conversion to fusion. 

This secondary analysis is considered hypothesis-generating, and a prospective trial in 

individuals with grade 1 spondylolisthesis is needed. In an RCT conducted in a individual 

population with moderate-to-severe LSS with significant back pain and up to grade 1 

spondylolisthesis, there was no difference in the primary outcome measure, the Oswestry 

Disability Index, between the individuals treated with coflex® plus decompression vs. 

decompression alone. Composite clinical success, defined as a minimum 15-point improvement 

in Oswestry Disability Index score, no reoperations, no device-related complications, no epidural 

steroid injections in the lumbar spine, and no persistent new or worsening sensory or motor 

deficit, was used to assess superiority. A greater proportion of individuals who received coflex® 

plus decompression instead of decompression alone achieved the composite endpoint. 

However, the superiority of coflex® plus decompression is uncertain because the difference in 

the composite clinical success was primarily driven by a greater proportion of individuals in the 

control arm who received a secondary rescue epidural steroid injection. Because the trial was 

open-label, surgeons' decision to use epidural steroid injection could have been affected by 
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their knowledge of the individual's treatment. Consequently, including this component in the 

composite clinical success measure might have overestimated the potential benefit of treatment. 

Analysis was not reported separately for the group of individuals who had grade 1 

spondylolisthesis, leaving the question open about whether the implant would improve 

outcomes in this population. Consideration of existing studies as indirect evidence regarding the 

outcomes of using spacers in this subgroup is limited by substantial uncertainty regarding the 

balance of potential benefits and harms. The evidence is insufficient to determine that the 

technology results in an improvement in the net health outcome. 

For individuals who have spinal stenosis and no spondylolisthesis or grade I spondylolisthesis 

who receive an interlaminar spacer with spinal decompression surgery, the evidence includes an 

RCT. Relevant outcomes are symptoms, functional outcomes, quality of life, and treatment-

related morbidity. The pivotal RCT, conducted in a individual population with spondylolisthesis 

no greater than grade 1 and significant back pain, showed that stabilization of decompression 

with the coflex® implant was noninferior to decompression with spinal fusion for the composite 

clinical success measure. However, in addition to concerns about the efficacy of fusion in this 

study, there is uncertainty about the net benefit of routinely adding spinal fusion to 

decompression in individuals with no spondylolisthesis. Fusion after open decompression 

laminectomy is a more invasive procedure that requires longer operative time and has a 

potential for higher procedural and postsurgical complications. When the trial was conceived, 

decompression plus fusion was viewed as the standard of care for individuals with spinal 

stenosis with up to grade 1 spondylolisthesis and back pain; thus demonstrating noninferiority 

with a less invasive procedure such as coflex® would be adequate to result in a net benefit in 

health outcomes. However, the role of fusion in the population of individuals represented in the 

pivotal trial is uncertain, especially since the publication of the Swedish Spinal Stenosis Study, 

and the Spinal Laminectomy versus Instrumented Pedicle Screw study, two RCTs comparing 

decompression alone with decompression plus spinal fusion that were published in 2016. As a 

consequence, results generated from a noninferiority trial using a comparator whose net benefit 

on health outcome is uncertain confounds meaningful interpretation of trial results. Therefore, 

demonstrating the noninferiority of coflex® plus spinal decompression versus spinal 

decompression plus fusion, a comparator whose benefit on health outcomes is uncertain, makes 

it difficult to apply the results of the study. Outcomes from the subgroup of individuals without 

spondylolisthesis who received an interlaminar device with decompression in the pivotal 

Investigational Device Exemption trial have been published, but comparison with decompression 

alone in this population has not been reported. The evidence is insufficient to determine that 

the technology results in an improvement in the net health outcome. 
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Ongoing and Unpublished Clinical Trials 

Some currently ongoing and unpublished trials that might influence this policy are listed in 

Table 1. 

 

Table 1. Summary of Key Trials 

NCT No. Trial Name Planned 

Enrollment 

Completion 

Date 

Ongoing 

NCT04563793a Postmarket Outcomes Study for Evaluation of the 

Superion Spacer 

3000 Sep 2026 

NCT02555280a A 2 and 5 Year Comparative Evaluation of Clinical 

Outcomes in the Treatment of Degenerative Spinal 

Stenosis With Concomitant Low Back Pain by 

Decompression With and Without Additional 

Stabilization Using the Coflex® Interlaminar Technology 

for FDA Real Conditions of Use Study (Post-Approval 

‘Real Conditions of Use’ Study) 

406 Nov 2027 

NCT04192591a A 5-year Superion® IDS Clinical Outcomes Post-

Approval Evaluation (SCOPE) 

214 Jan 2027 

Unpublished 

NCT02457468a The Coflex®COMMUNITY Study: An Observational Study 

of Coflex® Interlaminar Technology 

325 Dec 2019 

NCT04087811a Postmarket Registry for Evaluation of the Superion® 

Spacer 

1672 Mar 2021 

NCT: national clinical trial. 

a Denotes industry-sponsored or cosponsored trial. 

 

Clinical Input from Physician Specialty Societies and Academic Medical 

Centers  

While the various physician specialty societies and academic medical centers may collaborate 

with and make recommendations during this process, through the provision of appropriate 

reviewers, input received does not represent an endorsement or position statement by the 

physician specialty societies or academic medical centers, unless otherwise noted.  

https://clinicaltrials.gov/ct2/show/NCT04563793?term=NCT04563793&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02555280?term=NCT02555280&rank=1
https://clinicaltrials.gov/ct2/show/NCT04192591?term=NCT04192591&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02457468?term=NCT02457468&rank=1
https://clinicaltrials.gov/ct2/show/NCT04087811?term=NCT04087811&draw=2&rank=1
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2018 Input 

Clinical input was sought to help determine whether the use of interlaminar spacer with spinal 

decompression surgery in individuals with spinal stenosis, predominant back pain and no or 

grade 1 spondylolisthesis who failed conservative treatment would provide a clinically 

meaningful improvement in net health outcome and whether the use is consistent with 

generally accepted medical practice. In response to requests, clinical input was received from six 

respondents, including two specialty society-level responses and four physician-level responses, 

including two identified through a specialty society and two through an academic medical 

center, while this policy was under review in 2018. 

For individuals who have severe spinal stenosis and grade 1 spondylolisthesis or instability who 

have failed conservative therapy who receive an interlaminar spacer with spinal decompression 

surgery, clinical input is not universally supportive of a clinically meaningful improvement in net 

health outcome. While some respondents considered the shorter recovery time and lower 

complication rate to be an advantage compared to fusion, others noted an increase in 

complications and the need for additional surgery with the device. 

For individuals who have spinal stenosis and no spondylolisthesis or instability who receive 

an interlaminar spacer with spinal decompression surgery, clinical input is not generally 

supportive of a clinically meaningful improvement in net health outcomes, with clinical experts 

noting an increase in complications and need for additional surgery compared to laminectomy 

alone. 

 

2011 Input  

In response to requests, input was received from two physician specialty societies and two 

academic medical centers while this policy was under review in 2011. Two of those providing 

input agreed this technology is investigational due to the limited high-quality data on long-term 

outcomes (including durability). Two reviewers did not consider this investigational, stating the 

technology has a role in the treatment of selected patients with neurogenic intermittent 

claudication. 

 



 

Page | 12 of 23 ∞ 

2009 Input 

In response to requests, input was received from one physician specialty society and three 

academic medical centers while this policy was under review in 2009. Differing input was 

received; several reviewers indicated data were sufficient to demonstrate improved outcomes. 

 

Practice Guidelines and Position Statements 

Guidelines or position statements will be considered for inclusion if they were issued by, or 

jointly by, a U.S. professional society, an international society with U.S. representation, or 

National Institute for Health and Care Excellence (NICE). Priority will be given to guidelines that 

are informed by a systematic review, include strength of evidence ratings, and include a 

description of management of conflict of interest. 

 

International Society for the Advancement of Spine Surgery 

In 2016, the International Society for the Advancement of Spine Surgery published 

recommendations and coverage criteria for decompression with interlaminar stabilization.56 The 

Society concluded that an interlaminar spacer in combination with decompression can provide 

stabilization in patients who do not present with greater than grade I instability. Criteria 

included: 

1. Radiographic confirmation of at least moderate lumbar stenosis 

2. Radiographic confirmation of the absence of gross angular or translatory instability of the 

spine at index or adjacent levels 

3. Patients who experience relief in flexion from their symptoms of leg/buttocks/groin pain, 

with or without back pain, and who have undergone at least 12 weeks of non-operative 

treatment. 

The document did not address interspinous and interlaminar distraction devices without 

decompression. 
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North American Spine Society  

In 2018, the North American Spine Society (NASS) published specific coverage policy 

recommendations on lumbar interspinous device without fusion and with decompression.57 The 

NASS recommended that: 

"Stabilization with an interspinous device without fusion in conjunction with laminectomy may 

be indicated as an alternative to lumbar fusion for degenerative lumbar stenosis with or without 

low-grade spondylolisthesis (less than or equal to 3 mm of anterolisthesis on a lateral 

radiograph) with qualifying criteria when appropriate: 

1. Significant mechanical back pain is present (in addition to those symptoms associated with 

neural compression) that is felt unlikely to improve with decompression alone. 

Documentation should indicate that this type of back pain is present at rest and/or with 

movement while standing and does not have characteristics consistent with neurogenic 

claudication. 

2. A lumbar fusion is indicated post-decompression for a diagnosis of lumbar stenosis with a 

Grade 1 degenerative spondylolisthesis as recommended in the NASS Coverage 

Recommendations for Lumbar Fusion. 

3. A lumbar laminectomy is indicated as recommended in the NASS Coverage 

Recommendations for Lumbar Laminectomy. 

4. Previous lumbar fusion has not been performed at an adjacent segment. 

5. Previous decompression has been performed at the intended operative segment. 

Interspinous devices are NOT indicated in cases that do not fall within the above parameters. In 

particular, they are not indicated in the following scenarios and conditions: 

1. Degenerative spondylolisthesis of Grade 2 or higher. 

2. Degenerative scoliosis or other signs of coronal instability. 

3. Dynamic instability as detected on flexion-extension views demonstrating at least 3 mm of 

change in translation. 

4. Iatrogenic instability or destabilization of the motion segment. 

5. A fusion is otherwise not indicated for a Grade 1 degenerative spondylolisthesis and stenosis 

as per the NASS Coverage Recommendations for Lumbar Fusion. 
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6. A laminectomy for spinal stenosis is otherwise not indicated as per the NASS Coverage 

Recommendations for Lumbar Laminectomy.” 

 

National Institute for Health and Care Excellence 

In 2010, NICE published guidance that indicated “Current evidence on interspinous distraction 

procedures for lumbar spinal stenosis causing neurogenic claudication shows that these 

procedures are efficacious for carefully selected patients in the short and medium term, 

although failure may occur and further surgery may be needed.”58 The evidence reviewed 

consisted mainly of reports on X-STOP® Interspinous Process Decompression System. 

 

Medicare National Coverage 

There is no national coverage determination.  

 

Regulatory Status 

Three interspinous and interlaminar stabilization and distraction devices have been approved by 

the U.S. Food Drug Administration (FDA) through the premarket approval (FDA product code: 

NQO) and are summarized in Table 2. 

 

Table 2. Interspinous and Interlaminar Stabilization/Distraction Devices 

with Premarket Approval 

Device Name Manufacturer Approval Date PMA 

X Stop Interspinous Process Decompression 

System 

Medtronic Sofamor Danek 2005 (withdrawn 

2015) 

P040001 

Coflex® Interlaminar Technology Paradigm Spine (acquired 

by RTI Surgical) 

2012 P110008 

Superion® Indirect Decompression System 

(previously Superion® Interspinous Spacer) 

VertiFlex (acquired by 

Boston Scientific) 

2015 P140004 

PMA: premarket approval. 
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The Superion® Indirect Decompression System (formerly InterSpinous Spacer) is indicated to 

treat skeletally mature patients suffering from pain, numbness, and/or cramping in the legs 

secondary to a diagnosis of moderate degenerative lumbar spinal stenosis, with or without 

Grade 1 spondylolisthesis, confirmed by x-ray, magnetic resonance imaging (MRI )and/or have 

computed tomography (CT) evidence of thickened ligamentum flavum, narrowed lateral recess, 

and/or central canal or foraminal narrowing. It is intended for 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 

nonoperative treatment.  

FDA lists the following contraindications to use of the Superion® Indirect Decompression 

System: 

• "An allergy to titanium or titanium alloy. 

• Spinal anatomy or disease that would prevent implantation of the device or cause the device 

to be unstable in situ, such as: 

o Instability of the lumbar spine, e.g., isthmic spondylolisthesis or degenerative 

spondylolisthesis greater than grade 1 (on a scale of 1 to 4) 

o An ankylosed segment at the affected level(s) 

o Fracture of the spinous process, pars interarticularis, or laminae (unilateral or bilateral); 

o Scoliosis (Cobb angle >10 degrees) 

• Cauda equina syndrome defined as neural compression causing neurogenic bladder or 

bowel dysfunction. 

o Diagnosis of severe osteoporosis, defined as bone mineral density (from DEXA [dual-

energy x-ray absorptiometry] scan or equivalent method) in the spine or hip that is more 

than 2.5 S.D. below the mean of adult normal. 

• Active systemic infection, or infection localized to the site of implantation. 

• Prior fusion or decompression procedure at the index level. 

• Morbid obesity defined as a body mass index (BMI) greater than 40." 

The coflex® Interlaminar Technology implant (Paradigm Spine) is a single-piece U-shaped 

titanium alloy dynamic stabilization device with pairs of wings that surround the superior and 

inferior spinous processes. The coflex® (previously called the Interspinous U) is indicated for use 
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in 1- or 2-level lumbar stenosis from the L1 to L5 vertebrae in skeletally mature patients with at 

least moderate impairment in function, who experience relief in flexion from their symptoms of 

leg/buttocks/groin pain, with or without back pain, and who have undergone at least 6 months 

of non-operative treatment. The coflex® “is intended to be implanted midline between adjacent 

lamina of 1 or 2 contiguous lumbar motion segments. Interlaminar stabilization is performed 

after decompression of stenosis at the affected level(s).” 

FDA lists the following contraindications to use of the coflex®: 

• “Prior fusion or decompressive laminectomy at any index lumbar level 

• Radiographically compromised vertebral bodies at any lumbar level(s) caused by current or 

past trauma or tumor (e.g., compression fracture) 

• Severe facet hypertrophy that requires extensive bone removal which would cause instability. 

• Grade II or greater spondylolisthesis 

• Isthmic spondylolisthesis or spondylolysis (pars fracture) 

• Degenerative lumbar scoliosis (Cobb angle greater than 25°) 

• Osteoporosis 

• Back or leg pain of unknown etiology 

• Axial back pain only, with no leg, buttock, or groin pain 

• Morbid obesity defined as a body mass index > 40 

• Active or chronic infection- systemic or local 

• Known allergy to titanium alloys or magnetic resonance (MR) contrast agents 

• Cauda equina syndrome defined as neural compression causing neurogenic bowel or 

bladder dysfunction.” 

The FDA labeling also contains multiple precautions and the following warning: 

• “Data has demonstrated that spinous process fractures can occur with Coflex® 

implantation”.  

At the time of approval, FDA requested additional postmarketing studies to provide longer-term 

device performance and device performance under general conditions of use. The first was the 

five-year follow-up of the pivotal investigational device exemption trial. The second was a 
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multicenter trial with 230 patients in Germany who were followed for five years, comparing 

decompression alone with decompression plus coflex®. The third, a multicenter trial with 345 

patients in the United States who were followed for five years, compared decompression alone 

with decompression plus coflex®.27 FDA product code: NQO. 
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Appendix  

 

Examples of other interspinous and interlaminar distraction devices that are under investigation 

and do not have premarket approval status by the U.S. Food and Drug Administration (FDA), this 

list may not be all -inclusive. 

• Aperius™ PercLID™ System (Kyphon/ Medtronic Spine) 

• DIAM™ Spinal Stabilization System (Medtronic Sofamor Danek) 

• Falena® Interspinous Decompression Device (Mikai Spine) 

• FLEXUS™ Interspinous Spacer (Globus Medical) 

• Helifix® Interspinous Spacer System (Alphatec Spine) 

• In-Space (Synthes) 

• NL-Prow™ Interspinous Spacer (Non-Linear Technologies) 

• Stenofix (Synthes) 

• Wallis® System (Abbott Spine/ Zimmer Spine) 

 

 

History  

 

https://www.spine.org/coverage
https://www.nice.org.uk/guidance/IPG365
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Date Comments 
03/13/07 New Policy – Add to Surgery section. 

08/23/07 Codes updated; no other changes. 

11/11/08 Codes updated; 84.58 removed from policy. 

07/14/09 Replace policy – Policy updated with literature search; no change to the policy 

statement. References added. 

09/14/10 Related Policies updated. 

06/13/11 Replace policy – Policy updated with literature review, reference numbers 10-17 

added, clinical input reviewed, policy statement unchanged. 

02/27/12 Related policies updated; 7.01.130 added. 

08/22/12 Update Related Policies – Change title to 7.01.116. 

12/19/12 Replace policy. References 18, 19, 20 added. No change to policy statement. 

07/24/13 Replace policy. Interlaminar stabilization added to title. New policy statement added 

“Use of an interlaminar stabilization device following decompressive surgery is 

considered investigational”. New, approved device, added to regulatory status section. 

Rationale updated with literature review through April 4, 2013; references 7, 19, 20 

added; others renumbered/removed. Policy statement changed as noted. 

09/30/13 Update Related Policies. Change title to 7.01.120. 

12/06/13 Update Related Policies. Add 7.01.138. 

01/21/14 Update Related Policies. Add 7.01.551 

05/20/14 Update Related Policies. Remove 7.01.116 as it was deleted, and replace with 7.01.555. 

11/20/14 Annual Review. Policy updated with literature review through April 22, 2014. 

References 20-22,28 added; others renumbered/removed. Policy statements 

unchanged. 

11/10/15 Annual Review. In the Regulatory Status section under Coflex® contraindications for 

degenerative lumbar scoliosis, the Cobb angle was corrected to greater than 25°. 

Clinical trials reformatted into a table. Policy updated with literature review through 

March 11, 2015; references 1-2, 7, 9-12, 27 added. HCPCS code C1821 removed from 

policy as not used for adjudication. Policy statements unchanged.  

07/01/16 Annual Review, approved June 14, 2016. Policy updated with literature review through 

February 22, 2016; references 21, 26-27, and 29 added. Rationale section revised; 

policy statements unchanged. 

10/11/16 Policy moved into new format; no change to policy statements. 

01/01/17 Coding update, added new CPT codes 22867-22870 effective 1/1/17. 
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Date Comments 
07/01/17 Annual Review, approved June 6, 2017. Policy updated with literature review through 

February 23, 2017; references 7-8 and 14-16 added. Removed CPT code 22899. Policy 

statements edited for clarification; the intent of the policy is unchanged. 

01/01/18 Coding update; removed CPT codes 0171T and 0172T as they terminated 1/1/17. 

10/01/18 Annual Review, approved September 20, 2018. Reviewed literature through August 

2018. No references added. Policy statement unchanged. 

07/01/19 Annual Review, approved June 20, 2019. Policy updated with literature review through 

March 2019, references added. Policy statements unchanged. 

12/01/19 Interim Review, approved November 6, 2019. Policy updated with literature review 

through July 2019. Policy statements unchanged. 

04/01/20 Delete policy, approved March 10, 2020. This policy will be deleted effective July 2, 

2020, and replaced with InterQual criteria for dates of service on or after July 2, 2020. 

06/10/20 Interim Review, approved June 9, 2020, effective June 10, 2020. This policy is reinstated 

immediately and will no longer be deleted or replaced with InterQual criteria on July 2, 

2020. 

08/01/20 Annual Review, approved July 23, 2020. Policy updated with literature review through 

February, 2020; reference added. Policy statements unchanged. 

11/01/20 Coding update. Added HCPCS code C1821. 

07/01/21 Annual Review, approved June 1, 2021. Policy updated with literature review through 

February 23, 2021; references added. Policy statements unchanged. 

07/01/22 Annual Review, approved June 13, 2022. Policy updated with literature review through 

March 2, 2022; references added. Policy statements unchanged. 

11/01/22 Interim Review, approved October 10, 2022. Appendix added of examples of other 

interspinous and interlaminar distraction devices that are considered investigational 

and not addressed in the Regulatory Status. Changed the wording from "patient" to 

"individual" throughout the policy for standardization. 

 

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The 

Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and 

local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review 

and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit 

booklet or contact a member service representative to determine coverage for a specific medical service or supply. 

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2022 Premera 

All Rights Reserved. 

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when 

determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to 

the limits and conditions of the member benefit plan. Members and their providers should consult the member 
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benefit booklet or contact a customer service representative to determine whether there are any benefit limitations 

applicable to this service or supply. This medical policy does not apply to Medicare Advantage. 

 

 



Premera Blue Cross is an independent licensee of the Blue Cross Blue Shield Association serving businesses and residents of Alaska and Washington State, excluding Clark County.  

052493 (07-01-2021) 

Discrimination is Against the Law 

Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to 
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible 
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters 
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to 
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation, 
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592, 
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a 
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human 
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, 
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201, 
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.  

Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through 
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by 
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.  

Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state, 
outside Anchorage). 

Language Assistance 

ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711). 

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711). 

注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。 

CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn.  Gọi số 800-722-1471 (TTY: 711). 

주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오. 

ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711). 

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711). 

MO LOU SILAFIA: Afai e te tautala  Gagana fa'a Sāmoa, o loo iai auaunaga  fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711). 

ໂປດຊາບ: ຖ້າວ່າ ທ່ານເວ ້ າພາສາ ລາວ, ການບໍລິການຊ່ວຍເຫ ຼື ອດ້ານພາສາ, ໂດຍບ່ໍເສັຽຄ່າ, ແມ່ນມີພ້ອມໃຫ້ທ່ານ. ໂທຣ 800-722-1471 (TTY: 711). 

注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。 

PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam.  Awagan ti 800-722-1471 (TTY: 711). 

УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки.  Телефонуйте за 

номером 800-722-1471 (телетайп:  711). 

ប្រយ័ត្ន៖  បរើសិនជាអ្នកនិយាយ ភាសាខ្មែរ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្ន លួ គឺអាចមានសំរារ់រំបរ ើអ្នក។  ចូរ ទូរស័ព្ទ   800-722-1471 (TTY: 711)។ 

ማስታወሻ:  የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711). 

XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711). 

 (. 711)رقم هاتف الصم والبكم:    800-722-1471:  إذا كنت تتحدث اذكر اللغة، فإن خدمات المساعدة اللغوية تتوافر لك بالمجان.  اتصل برقم  ملحوظة

ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰਜਾਬੀ ਬੋਲਿੇ ਹ,ੋ ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹ।ੈ 800-722-1471 (TTY: 711) 'ਤ ੇਕਾਲ ਕਰੋ। 
เรียน: ถา้คุณพูดภาษาไทยคุณสามารถใชบ้ริการช่วยเหลือทางภาษาไดฟ้รี  โทร 800-722-1471 (TTY: 711). 

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711). 

UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711). 

ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou.  Rele 800-722-1471 (TTY: 711). 

ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711). 

ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis.  Ligue para 800-722-1471 (TTY: 711). 

ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero  800-722-1471 (TTY: 711).  

 تماس بگیريد.   1471-722-800 (TTY: 711): اگر به زبان فارسی گفتگو می کنید، تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد. با  توجه 
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https://ocrportal.hhs.gov/ocr/portal/lobby.jsf
http://www.hhs.gov/ocr/office/file/index.html
https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status
https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx
mailto:insurance@alaska.gov

