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DISCLAIMER/INSTRUCTIONS FOR USE

This policy contains information which is clinical in nature. The policy is not medical advice. The
information in this policy is used by Wellmark to make determinations whether medical treatment
is covered under the terms of a Wellmark member's health benefit plan. Physicians and other
health care providers are responsible for medical advice and treatment. If you have specific health
care needs, you should consult an appropriate health care professional. If you would like to
request an accessible version of this document, please contact customer service at 800-524-9242.

Benefit determinations are based on the applicable contract language in effect at the time the
services were rendered. Exclusions, limitations, or exceptions may apply. Benefits may vary
based on contract, and individual member benefits must be verified. Wellmark determines medical
necessity only if the benefit exists and no contract exclusions are applicable. This medical policy
may not apply to FEP. Benefits are determined by the Federal Employee Program.

This Medical Policy document describes the status of medical technology at the time the
document was developed. Since that time, new technology may have emerged, or new medical
literature may have been published. This Medical Policy will be reviewed regularly and updated as
scientific and medical literature becomes available; therefore, policies are subject to change
without notice.

Related Policies:
e (07.01.03 Artificial Intervertebral Disc
e (07.01.35 Interspinous and Interlaminar Stabilization/Distraction Devices

Summary

Description

Facet arthroplasty refers to the implantation of a spinal prosthesis to restore posterior element structure
and function as an adjunct to neural decompression. This procedure is proposed as an alternative to
posterior spinal fusion for individuals with facet arthrosis, spinal stenosis, and spondylolisthesis.

Summary of Evidence

For individuals with lumbar spinal stenosis who receive spinal decompression with facet arthroplasty, the
evidence includes a preliminary report of an otherwise unpublished randomized controlled trial

(RCT), planned interim analyses of an RCT, and a few case series studies. Relevant outcomes are
symptoms, functional outcomes, quality of life (QOL), and treatment-related morbidity. Interim results from
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a pivotal trial of the ACADIA Facet Replacement System were reported in 2012. No additional
publications from this trial, which was completed in October 2017, have been identified to date. Interim
results from a pivotal randomized trial of the Total Posterior Spine (TOPS) System indicated substantial
improvement compared to baseline at 1 year as well as improvements compared with transforaminal
lumbar interbody fusion (TLIF) in multiple patient-reported outcomes related to functional status and
symptoms up to 2 years post-operatively; the results further suggested relatively preserved range of
motion at the treated vertebral level with TOPS versus TLIF, without increased risk of adverse events.
Based on 24 months results, the TOPS System received U.S. Food and Drug Administration approval in
June 2003; the most recent interim analysis reports results from approximately 50% of the 321 enrolled
patients at 2 years indicating improved clinical success in patients receiving TOPS compared with TLIF.
The evidence is limited by a relatively short postoperative follow-up that prevents long-term durability
assessment, the inability to blind participants and evaluators, and primary outcome reporting in only half
of the randomized sample due to early trial stoppage. The evidence is insufficient to determine that the
technology results in an improvement in the net health outcome.

Additional Information

Not applicable.

OBJECTIVE

The objective of this evidence review is to determine whether facet arthroplasty as an adjunct to neural
decompression improves the net health outcome in individuals with lumbar spinal stenosis.

PRIOR APPROVAL

Not applicable.

POLICY

Total facet arthroplasty in individuals with lumbar spinal stenosis undergoing spinal decompression is
considered investigational. The evidence is insufficient to determine that the technology results in an
improvement in the net health outcome.

POLICY GUIDELINES

Coding

See the Codes table for details.

BACKGROUND

Spinal fusion is a common surgical treatment following surgical decompression when conservative
treatment fails. However, spinal fusion alters the normal biomechanics of the back, which may potentially
lead to premature disc degeneration at adjacent levels. A variety of implants have been investigated as
alternatives to rigid interbody or posterolateral intertransverse spinal fusion. This evidence review
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addresses the implantation of prostheses intended to replace the facet joints and excised posterior
elements, termed facet arthroplasty.

The objective of facet arthroplasty is to stabilize the spine while retaining normal intervertebral motion of
the surgically removed segment following neural decompression. It is proposed that facet arthroplasty
should also maintain the normal biomechanics of the adjacent vertebrae. If normal motion patterns are
achieved by artificial joints in the spine, the risk of adjacent-level degeneration thought to be associated
with fusion may be mitigated.

Regulatory Status

In June 2023, the Total Posterior Spine (TOPS™, Premia Spine) System was approved by the U.S. Food
and Drug Administration (FDA) via premarket approval (PMA) process (PMA: P220002). Per the approval
order statement, “the TOPS System is a motion-preserving spinal implant that is inserted into the lumber
spine via pedicle screws. The TOPS system is intended to stabilize the spine following a lumbar
decompression without rigid fixation. The TOPS System is indicated for patients between 35 and 80 years
of age with symptomatic degenerative spondylolisthesis up to Grade 1, with moderate to severe lumbar
spine stenosis and either the thickening of the ligamentum flavum and/or of the scarring facet joint
capsule at one level from L3 to L5.”

TOPS System was previously granted breakthrough device status through the FDA in October 2020. The
TOPS System has been marketed outside of the U.S. since 2012, and is commercially available in
several European Union countries, in Australia, and in several Asian countries. FDA Product Code: QWK.

Other products are currently under review. The ACADIA® Facet Replacement System (Facet Solutions,
acquired by Globus Medical in 2011) was being evaluated in a FDA regulated investigational device
exemption phase 3 trial, which was completed in October 2017; results without statistical analysis were
posted on ClinicalTrials.gov but have not been published in the peer-reviewed literature. ACADIA Facet
Replacement System is currently only available outside of the U.S.

RATIONALE

This evidence review was created in May 2024 and has been updated regularly with searches of the
PubMed database. The most recent literature update was performed through May 2026.

Evidence reviews assess the clinical evidence to determine whether the use of technology improves the
net health outcome. Broadly defined, health outcomes are the length of life, quality of life, and ability to
function-including benefits and harms. Every clinical condition has specific outcomes that are important to
individuals and to managing the course of that condition. Validated outcome measures are necessary to
ascertain whether a condition improves or worsens; and whether the magnitude of that change is
clinically significant. The net health outcome is a balance of benefits and harms.

To assess whether the evidence is sufficient to draw conclusions about the net health outcome of
technology, 2 domains are examined: the relevance, and quality and credibility. To be relevant, studies
must represent 1 or more intended clinical use of the technology in the intended population and compare
an effective and appropriate alternative at a comparable intensity. For some conditions, the alternative will
be supportive care or surveillance. The quality and credibility of the evidence depend on study design and
conduct, minimizing bias and confounding that can generate incorrect findings. The randomized
controlled trial (RCT) is preferred to assess efficacy; however, in some circumstances, nonrandomized
studies may be adequate. Randomized controlled trials are rarely large enough or long enough to capture
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less common adverse events and long-term effects. Other types of studies can be used for these
purposes and to assess generalizability to broader clinical populations and settings of clinical practice.

Clinical Context and Therapy Purpose

The purpose of facet arthroplasty in individuals who have lumbar spinal stenosis is to provide a treatment
option that is an alternative to or an improvement on existing therapies.

The following PICO was used to select literature to inform this review.
Populations
The relevant population of interest is individuals with lumbar spinal stenosis.

Interventions

The therapy being considered is facet arthroplasty. A variety of implants have been investigated as
alternatives to rigid interbody or posterolateral intertransverse spinal fusion. This evidence review
addresses the implantation of prostheses intended to replace the facet joints and excised posterior
elements, termed facet arthroplasty. The objective of facet arthroplasty is to stabilize the spine while
retaining normal intervertebral motion of the surgically removed segment following neural decompression.
It is proposed that facet arthroplasty should also maintain the normal biomechanics of the adjacent
vertebrae. If normal motion patterns are achieved by artificial joints in the spine, the risk of adjacent-level
degeneration thought to be associated with fusion may be mitigated.

Comparators

The following practice is currently being used to treat lumbar spinal stenosis: lumbar spinal
decompression with spinal fusion. Spinal fusion is a common surgical treatment following surgical
decompression when conservative treatment fails. However, spinal fusion alters the normal biomechanics
of the back, which may potentially lead to premature disc degeneration at adjacent levels. Lumbar spinal
stenosis may also be treated with nerve ablation techniques.

Outcomes

The general outcomes of interest are pain, function, quality of life, and adverse events related to the
surgical procedure. These outcomes should be measured over months to years.

Study Selection Criteria
Methodologically credible studies were selected using the following principles:

e To assess efficacy outcomes, comparative controlled prospective trials were sought, with a
preference for RCTs;

e In the absence of such trials, comparative observational studies were sought, with a preference
for prospective studies.

e To assess long-term outcomes and adverse events, single-arm studies that capture longer
periods of follow-up and/or larger populations were sought.

e Studies with duplicative or overlapping populations were excluded.
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Review of Evidence
U.S. Food and Drug Administration Approved Devices

Smorgick et al (2020) initially reported 11-year outcomes of 10 individuals from a single center in Israel
who received the Total Posterior Spine (TOPS; Premia Spine) System as an adjunct to decompression to
treat neurogenic claudication of at least 12 weeks' duration due to spinal stenosis with single-level grade
1 L4 to L5 degenerative spondylolisthesis. In this study, 6-week improvements in leg pain, back pain,
disability, and quality of life were generally maintained at 11 years. In terms of adverse events, there was
1 case of implant failure at 12 weeks that involved a damaged polycarbonate urethane component that
led to internal locking of the device; no other instances of screw loosening or breakages, spontaneous
fusion, or progression of the spondylolisthesis were observed. These results contributed to breakthrough
device status being granted in October 2020 by the U.S. Food and Drug Administration (FDA).

A planned 1-year interim safety analysis of the randomized, single-blind, multicenter FDA investigational
device exemption (IDE) trial of the TOPS device was conducted by Pinter et al (2023). This interim
analysis only evaluated patients who had undergone implementation of the TOPS device and compared
postoperative results to baseline characteristics. At the time of analysis, 153 patients had undergone
implantation of the TOPS device. Characteristics of patients are described below, by Coric et al (2022).
Postoperative complications occurred in 11/153 (7.2%) patients, including 2 neurological deficits, 2 dural
tears, 2 retained drains, 1 pair of misplaced pedicle screws, 1 screw loosening, 1 infection, 1 seroma, and
1 hematoma. The 2 patients who reported new neurological deficits experienced full recovery within one
year after surgery. Of the 153 patients enrolled, 105 patients (69%) reached 1-year follow-up by the time
of interim analysis and were included in analysis of patient-reported outcomes. From baseline, mean
Oswestry Disability Index (ODI) scores improved from 56.9+12.4 to 22.1+17 at 6 weeks postoperatively
(p<.001), and were maintained at 3, 6, and 12 months postoperatively. At 1-year, mean ODI scores were
11.5+£14.9 and 93.2% of patients had achieved a minimally clinically important difference (MCID) (p<.001).
Pain scores were reported via visual analog scale (VAS). Mean VAS scores for low back pain improved
from 67.2+24.4 preoperatively to 12.7+21.8 at 12 months postoperatively, and 83% of patients had
achieved a MCID (p<.001). Additionally, VAS scores for worst leg pain also improved from 83.9+13.2
preoperatively to 11.5+22.7 at 12 months postoperatively (p<.001), and more than 90% of patients
achieved a MCID in VAS worst leg pain at all postoperative time points. This interim analysis of the TOPS
device demonstrated safety and efficacy compared to baseline at 12 months post-implantation.

Efficacy results of a planned 2-year interim analysis of the randomized, single-blind, multicenter IDE
TOPS trial were published by Coric et al (2022).Z Adults age 35 to 80 years with grade | spondylolisthesis
with symptomatic stenosis despite at least 6 months of conservative therapy (such as physical therapy,
systemic pain management, or local injections or nerve block) were randomized 2:1 to undergo surgical
decompression followed by either stabilization with TOPS or transforaminal lumbar interbody fusion
(TLIF). The primary endpoint is a composite clinical success rate, defined as improvement of at least 15
points from baseline in the ODI without new or worsening neurological deficit or treatment failure (need
for surgical reintervention or radiographic evidence of device breakage or disassembly), analyzed at 24-
month post-operative follow-up. The interim analysis compared the primary endpoint in 170 patients
randomized to TOPS and 79 patients randomized to control (total N=249; planned minimum sample size
for final analysis is 300). While the authors stated the primary endpoint was not being tested for
superiority or noninferiority in this interim analysis and the analysis was descriptive, statistical
comparisons were reported; adjustment for increased risk of type | error was not reported. Composite
clinical success at 24 months was reported in 85% of the TOPS arm and 64% of the TLIF arm (p=.0138).
Proportions of patients in the TOPS and TLIF groups who reported a minimum 15-point improvement in
ODI were 93.1% and 80.6%, respectively; new or worsening neurological deficit was reported in 3.4%
and 12.1%, respectively. Device removal, revision, or supplementation was reported in 2.9% and 6.3%

Wellmark Blue Cross and Blue Shield is an independent licensee of the Blue Cross and Blue Shield Association. 5
© Wellmark, Inc.


file:///C:/Users/iaf783/AppData/Local/Temp/%7bFE7170DD-FB9E-4A66-8359-D974899195E3%7d/%7bB4F5AB06-7646-418B-A11E-6BD239340E54%7d/_blank

and surgical reintervention occurred in 5.8% and 8.8% of TOPS and TLIF patients, respectively.
Improvements by at least 20 points from baseline in patient-reported VAS scores for back pain were
reported in 83.5% of TOPS patients and 65.8% of TLIF patients at 6 weeks post-operatively (p=.004); at
24-month follow-up, 87% of the TOPS group and 64% of the TLIF group reported at least 20-point VAS
improvement from baseline (p=.015). Improvements of at least 20 points from baseline in VAS scores for
leg pain were comparable between TOPS and TLIF patients at both 6 weeks (92% and 93%,
respectively) and 24 months (90% vs. 88%, respectively). Radiographically-assessed range of motion for
flexion/extension of the treated vertebral level in the TOPS and TLIF groups at 24-month follow-up were
3.76 (vs. 3.75 at baseline) and 1.21 degrees (vs. 4.39 at baseline), respectively; range of motion for
left/right lateral bending of the treated vertebral level at 24 months were 3.75 (vs. 3.25 at baseline) and
0.88 degrees (vs. 0.88 at baseline), respectively. In June 2023, the TOPS System was approved by the
FDA via the premarket approval (PMA) process based on 24-month interim results.

Nassr et al (2024) reported an updated analysis of the TOPS IDE pivotal study with 2-year results of 113
patients who underwent arthroplasty with TOPS and 47 who received fusion (TLIF) per an interim
analysis specified when at least 300 patients were randomized. The primary outcome of clinical success
was higher in the arthroplasty group (73.5% vs. 25.5%; difference, 47.9%; 95% CI, 33.0% to 62.8%;
p<.001). The trial was stopped before all patients completed the 24-month follow-up due to the significant
differences observed in the primary composite outcome. The fusion group had higher rates of new or
progressive neurologic deficit (11.4% vs. 2.8%; p=.047) and fusion failure (43.09% vs. 1.0%; p<.001). A
greater proportion of patients in the arthroplasty group achieved the MCID in the ODI (93.8% vs. 77.1%;
p=.01) and in VAS back pain (84.4% vs. 61.8%; p=.01) at 24 months postoperatively. The study is limited
by the reporting of only approximately 50% of the 321 randomized patients, the lack of blinding, and the
relatively short follow-up period.

Unapproved or Off-Label Use Devices

A report by Palmer et al (2011) indicated the FDA regulated multicenter investigational device exemption
trial (NCT00418197) of the Total Facet Arthroplasty System was discontinued due to financial

reasons. Two of 10 Total Facet Arthroplasty System implants performed at the authors’ institution
experienced stem fracture after total facet replacement.

A phase 3 multicenter randomized trial of the ACADIA Facet Replacement System (NCT00401518) was
completed in October 2017, but results have not yet been fully published; results without statistical
analysis are posted on ClinicalTrials.gov. The trial enrolled 390 subjects with lumbar spinal stenosis and
compared facet arthroplasty with the ACADIA system to spinal fusion. An abstract reported by Myer et al
(2014) in conference proceedings provided interim 2- and 4-year results for 243 patients. According to a
2018 case report, 2 of 5 patients at 1 institution who received the ACADIA Facet Replacement System as
part of the trial experienced a return of neurological symptoms, local tissue reaction, and development of
cobalt allergy.

SUPPLEMENTAL INFORMATION

The purpose of the following information is to provide reference material. Inclusion does not imply
endorsement or alignment with the evidence review conclusions.

Practice Guidelines and Position Statements
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Guidelines or position statements will be considered for inclusion in ‘Supplemental Information' if they
were issued by, or jointly by, a US professional society, an international society with US 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.

No guidelines or statements were identified as of May 2026.

Ongoing and Unpublished Clinical Trials

Some currently ongoing and unpublished trials that might influence this review can be located at
clinicaltrials.gov.
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CODES

To report provider services, use appropriate CPT codes, HCPCS codes, Revenue codes, and/or ICD
diagnosis codes.

Codes Number Description
CPT
0202T Posterior vertebral joint(s) arthroplasty (e.g. facet joint[s] replacement)

including facetectomy, laminectomy, foraminotomy and vertebral column
fixation, injection of bone cement, when performed, including fluoroscopy,
single level, lumbar spine

HCPCS None

Type of Service Surgery

Place of Service Inpatient

POLICY HISTORY
Date Reason Action
May 2026 Annual Review Policy Renewed
May 2025 Annual Review Policy Renewed
May 2024 New Policy

New information or technology that would be relevant for Wellmark to consider when this policy is next
reviewed may be submitted to:
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Wellmark Blue Cross and Blue Shield
Medical Policy Analyst

PO Box 9232

Des Moines, IA 50306-9232

*CPT® is a registered trademark of the American Medical Association.
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