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Description

These interspinous implants aim to restrict painful motion while otherwise
devices (spacers) distract the spinous processes and restrict extensio
enlarges the neural foramen and decompresses the cauda equina i
neurogenic claudication. Other types of posterior dynamic stabili

The interspinous implant is inserted between the spinous h a small (4-8 cm) incision
and acts as a spacer between the spinous processes, i of that spinal interspace.
The supraspinous ligament is maintained and assist i implant in place. The surgery does

In November 2005, the XSTOP® Interspig ression System (Kyphon) was approved
by the U.S. Food and Drug Administratio t of patients aged 50 or older suffering from
neurogenic intermittent claudication s rmed diagnosis of lumbar spinal stenosis.” It is
approved for patients with moder. i function who have had a regimen of at least 6
months of non-operative treatm afelief of their pain when in flexion. The device is
approved for implantation at in patients whose condition warrants surgery at no more
than 2 levels.

was a titanium block eration device is composed of a plastic-like polymer that is inserted
between adjace in place with a flat cord that is wrapped around the upper and
i e Wallis System is currently being tested in a FDA-regulated clinical trial.

interspi 1 is secured with laces around the upper and lower spinous processes.
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The Coflex implant (Paradigm Spine) is used in Europe but is not currently FDA a| ved. ds
and CoRoent (both from NuVasive) were launched in Europe in 2005 and 2006.

N\

Policy
v

Interspinous distraction devices are considered investigational treat t of neurogenic intermittent
claudication. \

Policy Guidelines

Effective January 1, 2007, there are specific CPT ¢

0171T Insertion of posterior spinous process distra
ligament for insertion, and imaging guidanc

0172T each additional level

Effective January 1, 2007, there is als H Medicare pass-through code for the device:

C1821 Interspinous process di actm plantable)

Prior to 2007, the procedu ho ve been coded using CPT code 22899 (unlisted procedure, spine).
y -

Rationale _

izedjtrial with follow-up of both groups to 2 years has been reported for this
had medical (nonoperative) therapy including epidural injection. Using the
Zucherman report (1) noted an improvement of 45% over the mean baseline
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(out of the total group of 191 patients with one- or two-level lumbar spinal stenosi
has been reported for 18 of the treated patients in the study (3).

durability of the
also are

While these results are promising, some questions still remain. One questi

0 patients in the
experimental group. Additional studies to better control for poten i methodological issues

2007 Update
A search of the MEDLINE database for the period of 06 through August 2007 did not
identify any evidence that would alter the conclusi Quality of life data (SF-36) were
reported from the Zucherman trial. (1, 4) The patle et a number of inclusion/exclusion
criteria, were assessed at baseline and at 6 wg

treatment. The X STOP group showed imp
and mental component scores compared
was a large loss to follow-up (42%) in
the control subjects underwent Iam e

-factor ANOVA or t-test) in both physical
control subjects. As indicated above, there
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The North American Spine Society published new guidelines on the diagnosis an
degenerative lumbar spinal stenosis. (7) They concluded that with a single Level T
“there remains insufficient evidence to make a recommendation.”

2008 Update
The policy was updated with a MEDLINE search through November
the last update reporting on the X-STOP device were identified. V
12 consecutive patients with symptomatic lumbar spinal stenosis
spondylolisthesis who were treated with X-STOP and followed for a
complete relief of symptoms post-operatively while 4 had n
claudication, worsening of neurological symptoms was
operatlve radlographs and MRI d|d not show changesd

of spinal stenosis complicating degenerative spon
prospectlve observational study of 40 consec

d all questionnaires and were analyzed. By
s and physical function was noted by 54% and
t of patients required caudal epidural after 12

Disability Index, and SF-36. Only twenty
12 months, clinically significant impro

. Brussee et al. reviewed pre- and post-operative
pleted by 65 patients who received the X-STOP device between
as achieved by 31% of patients. Good outcome was not related
planted devices, but was related to the absence of orthopedic
hors conclude that XSTOP does improve the clinical situation;
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colleagues report that implantation of the Wallis interspinous implant failed to redu
recurrent disc herniations. (11) In their series of 37 consecutive patients, 5 were d
herniation between 1 and 9 months after surgery; 2 of them underwent additignal di
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Codes Number Description
CPT 0171T of Posterior spinous process distraction device
necessary removal of bone or ligament for
, and imaging guidance), lumbar; single level
0172T: each additional level
228 Unlisted procedure, spine
ICD-9 Procedure Implantation of interspinous process decompression
device (code discontinued effective 10/1/07)
.8 Insertion or replacement of interspinous process
device(s)(new code effective 10/1/07)
IC Diagnosi Investigational for all codes
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HCPCS C1821 Interspinous process distraction deuige (impl ble
(effective 1/1/07)

Policy History

Date Action Reason

10/10/06 Add to surgery section New policy \

09/18/07 Replace policy re review; reference numbers
unchanged. ICD-9-CM

dated in code table.
12/11/08 Replace policy rature review, reference numbers

statement unchanged.



