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Description:
The X-STOP Interspinous Process Decompression System is a minimally invasive surgical procedure

designed to alleviate painful symptoms of lumbar spinal stenosis. It is a titanium implant that fits between
the spinous processes of the vertebrae in the lumbar spine. The X-STOP is designed to remain permanently
in place without attaching to the bone or ligaments in the back. It consists of two parts: a spacer assembly
that fits between the spinous processes and a wing assembly that is designed to prevent the implant from
moving. The X-STOP is designed to reduce extension of the spine in the affected area and thereby prevent
motions that induce back pain.

Criteria:
l. ODS will cover X-STOP to plan limitations when all of the following criteria are met:
A. The member is age 50 or older; and
B. Presence of neurogenic intermittent claudication secondary to a confirmed diagnosis of
lumbar spinal stenosis at no more than two levels (x-ray, CT or MRI is required); and
C. Member has no more than grade | spondylolisthesis or up to 20° of scoliosis; and
D. Member experiences moderately impaired physical function with relief of symptoms of
leg, buttock or groin pain (with or without back pain) with spinal flexion or sitting; and
E. Member has failed 6 months of non-operative conservative treatment (e.g. nonsteroidal
anti-inflammatory drugs (NSAIDS), muscle relaxants, physical therapy, epidural steroid
injections); and
F. The X-STOP is planned for one or two lumbar levels in patients in whom operative
treatment is indicated at no more than two levels.
Limitations:

l. X-STOP is contraindicated and will not be covered if any of the following conditions apply:
A. Allergy to titanium or titanium alloy
B. Spinal anatomy or disease that would prevent implantation of the device or cause the
device to be unstable such as:
1. Significant instability of the lumbar spine such as spondylolisthesis greater
than grade 1.0; or
2. Anankylosed segment at the affected level(s); or
3. Acute fracture of the spinous process or pars interarticularis; or
4. Significant scoliosis (greater than 20°)
Cauda equina syndrome defined as neural compression causing neurogenic bowel or
bladder dysfunction
Severe osteoporosis, as defined by a bone mineral density in the spine or hip greater than
2.5 SD, with evidence of fragility fracture(s)
Active systemic infection or infection localized to the site of implantation
L5/S1 stenosis (the S1 spinous process is too small)
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Information to be Submitted with Pre-Authorization Request:
e Medical records from the treating physician including subjective and objective findings
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Imaging reports
Conservative treatment attempts
Prior history of spine surgery or other treatment

References:

A Summary of Safety and Effectiveness. X STOP Interspinous Process Decompression System.
Food and Drug Administration website: www.fda.gov/cdrh/PDF4/p040001b.pdf. Accessed
September 19, 2008.

Anderson PA, Tribus CB, Kitchel SH. Treatment of neurogenic claudication by interspinous
decompression: Application of the X STOP device in patients with lumbar degenerative
spondylolisthesis. J Neurosurg Spine. 2006;4(6):463-471.

Asgarzadie F, Khoo LT. Minimally invasive operative management for lumbar spinal stenosis:
overview of early and long-term outcomes. Orthop Clin North Am. 2007 Jul;38(3):387-99;
abstract vi-vii.

AzzazziA, Elhawary Y. Dynamic Stabilization Using X-stop Versus Transpedicular Screw
Fixation in the Treatment of Lumbar Canal Stenosis; Comparative Study of the Clinical Outcome.
Neurosurg Q; 2010 Sept;20(3):165-169.

Bono CM, Vaccaro AR. Interspinous process devices in the lumbar spine. J Spinal Disord Tech.
2007;20(3):255-261.

California Technology Assessment Forum. An interspinous process distractor (X STOP) for the
treatment of spinal stenosis of the lumbar spine: a technology assessment. June 21, 2006.
California Technology Assessment Forum. An interspinous process distractor (X STOP) for the
treatment of spinal stenosis of the lumbar spine: a technology assessment. June 21, 2006.

Chou R, Baisden J, Carragee EJ, et al. Surgery for low back pain: A review of the evidence for an
American Pain Society Clinical Practice Guideline. Spine (Phila Pa 1976). 2009;34(10):1094-
1109.

ECRI Institute. Interspinous process decompression to treat spinal stenosis. [Emerging
Technology evidence report]. Plymouth Meeting (PA): ECRI Institute; 2009 Mar 9.

FDA Summary of Safety and Effectiveness. X STOP Interspinous Process Decompression
System. Food and Drug Administration website. Accessed July 125, 2011 at:
http://www.fda.gov/ohrms/DOCKETS/dockets/06m0014/06m-0014-aav0001-03-SSED-vol1.pdf
Hayes alert. Winifred S. Hayes, Inc. 2006. FDA clears new implant to treat lumbar spinal stenosis.
January 17, 2006.

Hayes alert. Winifred S. Hayes, Inc. 2006. FDA clears new implant to treat lumbar spinal stenosis.
January 17, 2006.

Hayes brief. X-Stop® Interspinous Process Decompression System (Kyphon, Inc.) for Lumbar
Spinal Stenosis. Lansdale, PA: Hayes Inc; ©2007 Winifred S. Hayes, Inc. 2007 Nov 13.

Hsu KY, Zucherman JF, Hartjen CA, et al. Quality of life of lumbar stenosis-treated patients in
whom the X STOP interspinous device was implanted. J Neurosurg Spine. 2006 Dec;5(6):500-7.
Kabir SMR, Gupta SR, Casey ATH. Lumbar interspinous spacers: a systematic review of clinical
and biomechanical evidence. Spine (Phila Pa 1976). 2010 Dec 1;35(25):E1499-506.

Kim DH, Albert TJ. Interspinous process spacers. J Am Acad Orthop Surg. 2007 Apr;15(4):200-7.
Kondrashov D, Hannibal M, Hsu K, et al. Interspinous process decompression with the X-STOP
device for lumbar spinal stenosis. J of Spinal Disorders and Techniques. 2006 July;19(5):323-327.
Kondrashov D, Hannibal M, Hsu K, et al. Interspinous process decompression with the X-STOP
device for lumbar spinal stenosis. J of Spinal Disorders and Techniques. 2006 July;19(5):323-327.
Kong DS, Kim ES, Eoh W. One-year outcome evaluation after interspinous implantation for
degenerative spinal stenosis with segmental instability. J Korean Med Sci. 2007;22(2):330-335.
Kuchta J, Sobottke R, Eysel P, Simons P. Two-year results of interspinous spacer (X-Stop)



http://www.fda.gov/cdrh/PDF4/p040001b.pdf�
http://www.fda.gov/ohrms/DOCKETS/dockets/06m0014/06m-0014-aav0001-03-SSED-vol1.pdf�

ODS Health Plan, Inc. Subject:  Interspinous Process

Medical Necessity Criteria Decompression System (e.g. X-
STOP)
Page 3 of 3
Origination Date: 9/08 Revision Date(s): 7/10, 7/11

Developed By: Medical Criteria Committee

implantation in 175 patients with neurologic intermittent claudication due to lumbar spinal
stenosis. Eur Spine J. 2009 Jun;18(6):823-9. Epub 2009 Apr 22.

Lauryssen C. Appropriate selection of patients with lumbar spinal stenosis for interspinous process
decompression with the X STOP device. Neurosurg Focus. 2007 Dec 15;22(1):E5.

Lauryssen C. Appropriate selection of patients with lumbar spinal stenosis for interspinous process
decompression with the X STOP device. Neurosurg Focus. 2007 Dec 15;22(1):E5.

National Institute for Health and Clinical Excellence (NICE). Interspinous distraction procedures
for lumbar spinal stenosis causing neurogenic claudication. Interventional Procedure Guidance
165. London, UK: NICE; 2006.

National Institute for Health and Clinical Excellence (NICE). Interventional procedure guidance
165. Interspinous distraction procedures for lumbar spinal stenosis. London, UK: NICE; 2010
Nov. Accessed Mar 13, 2011. Available at URL address: http://quidance.nice.org.uk/IPG365
North American Spine Society (NASS). Diagnosis and treatment of degenerative lumbar spinal
stenosis. Burr Ridge, IL: North American Spine Society (NASS); 2007.

Siddiqui M, Smith FW, Wardlaw D. One-year results of X STOP interspinous implant for the
treatment of lumbar spinal stenosis. Spine. 2007;32(12):1345-1348.

U.S. Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH).
Orthopaedic and Rehabilitation Devices Panel Meeting Brief Summary for August 31, 2004.
Rockville, MD: FDA; updated September 3, 2004. Available at:
http://www.fda.gov/cdrh/panel/summary/ortho-083104.html. Accessed January 9, 2006.

Verhoof OJ, Bron JL, Wapstra FH, van Royen BJ. High failure rate of the interspinous distraction
device (X-Stop) for the treatment of lumbar spinal stenosis caused by degenerative
spondylolisthesis. Eur Spine J. 2008;17(2):188-192.

Orthopedic Spine Surgery SpecialistVerhoof OJ, Bron JL, Wapstra FH, van Royen BJ. High
failure rate of the interspinous distraction device (X-Stop) for the treatment of lumbar spinal
stenosis caused by degenerative spondylolisthesis. Eur Spine J. 2008 Feb;17(2):188-92. Epub
2007 Sep 11.

Watters WC 3rd, Bono CM, Gilbert TJ, Kreiner DS, Mazanec DJ, Shaffer WO, Baisden Jet al.
North American Spine Society. An evidence-based clinical guideline for the diagnosis and
treatment of degenerative lumbar spondylolisthesis. Spine J. 2009 Jul;9(7):609-14. Epub 2009
May 17. Accessed Mar 13, 2011. Available at URL address:
http://www.spine.org/Documents/Spondylolisthesis_Clinical_Guideline.pdf

Watters WC, Baisden J, Gilbert T, Kreiner DS, Resnick D, Bono C, et al. Degenerative lumbar
spinal stenosis: an evidence-based clinical guideline for the diagnosis and treatment of
degenerative lumbar spinal stenosis. Spine J. 2008 Mar-Apr;8(2):305-10. Epub 2007 Dec 21.
Accessed Mar

Zucherman J, Simons P, Timothy J. X-STOP interspinous implant for lumbar spinal
decompression. Brussels International Spine Symposium. Nov 18-19, 2005.

Orthopedic Spine Surgery Specialist

Physician Advisors



http://guidance.nice.org.uk/IPG365�
http://www.fda.gov/cdrh/panel/summary/ortho-083104.html�

	Criteria:

