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INSTRUCTIONS FOR USE
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Summary Plan Description (SPD) or similar plan document] may differ significantly from the standard benefit plans upon which
these Coverage Positions are based. For example, a participant’s benefit plan document may contain a specific exclusion related to
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Coverage Position
Exercise equipment is specifically excluded under most CIGNA HealthCare benefit plans.

CIGNA HealthCare does not cover the use of ANY of the following mechanical devices for the
treatment of back pain in any setting (e.g., home, office, rehabilitation, clinic) because they are
considered experimental, investigational or unproven (this list may not be all-inclusive):

e (uantitative muscle testing and treatment devices (e.g., MedX, Isostation B-200, Cybex, Kin-
Com, and Biodex)

e vertebral axial decompression therapy devices (e.g., VAX-D, DRX, DRX2000, DRX3000,
DRX5000, DRX 9000, DRS, Accu-SPINA™ System, IDD Therapy® [Intervertebral Differential
Dynamics Therapy], Tru Tac 401, Lordex Power Traction device, Spinerx LDM)

e patient-operated spinal unloading devices (e.g., LTX 3000™, Orthotrac™ Pneumatic Vest)

General Background

Low back pain affects approximately 90% of the U.S. population at some point in their lives and ranks
high among the reasons for physician office visits. It has been reported as the most frequent cause of
disability in persons under age 45. In a majority of cases, low back pain is self-limiting and resolves with
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little or no intervention, with 95% of cases resolving within 12 weeks (Kinkade, 2007; Bigos, et al., ACHR
guidelines, 1994). Approximately 1.2% of individuals remain disabled at the end of one year. Recurrence
or chronicity is estimated to occur in 39-79% of individuals.

Back pain may originate from the vertebrae, intervertebral discs, spinal cord, nerve roots, facet joints,
ligaments, muscles, and sacroiliac, atlanto-axial, and atlanto-occipital joints. Common causes of back
pain are muscle strains and spasms, sciatica, and herniated intervertebral discs. Other less frequent but
more serious causes of back pain include: malignancy, infections, fibromyalgia, osteoarthritis,
osteoporosis, fractures, pelvic or abdominal disease, aortic aneurysm, and the cauda equina syndrome.
Symptoms may include numbness and weakness of the lower extremities in addition to back pain. Most
back pain will resolve spontaneously or can be treated with conservative and noninvasive therapies, such
as analgesics, anti-inflammatory drugs, muscle relaxants, exercise, physical therapy, immobilization and
trigger-point injections with local anesthetics. Other nonsurgical methods of treatment include the use of
traction, chiropractic care with spinal manipulation, transcutaneous electrical stimulators, spinal orthotic
devices, acupuncture, and thermal techniques (Hayes, 2001; Maher, 2004). Surgery may be required for
the conditions with underlying pathology as determined by radiological findings.

Various noninvasive treatments have been proposed for use as treatment of low back pain, including
guantitative muscle testing and treatment devices, isokinetic testing and treatment devices, internal disc
decompression devices, vertebral axial decompression devices (e.g., vertebral axial decompression
[VAX-D] devices), and patient-operated spinal unloading devices e.g., LTX 3000™, Orthotrac™ Pneumatic
Vest). Most of these devices require special training of the clinician and, in some cases, certification, and
are generally used by physical therapists as part of rehabilitation programs and are not typically used in a
home setting.

U.S. Food and Drug Administration (FDA)

Classification of devices by the FDA proposed for the treatment of back pain varies. Some have received
approval through the FDA as isokinetic testing and evaluation systems (e.g., Isostation, Cybex Systems,
KinCom, Biodex Systems) and others as powered/mechanical traction devices (e.g., VAX-D, DRS,
AccuSpina System). An isokinetic testing and evaluation system is a rehabilitative exercise device
intended for medical purposes, such as to measure, evaluate, and increase the strength of muscles and
the range of motion of joints. Powered traction devices consist of powered devices intended for medical
purposes for use in conjunction with traction accessories, such as belts and harnesses, to exert
therapeutic pulling forces on the person’s body. These devices are regulated by the FDA as Class |l
devices.

The MEDX Lumbar Extension machine received approval from the FDA as an exerciser, measuring (i.e.,
exercise measuring equipment) and is also regulated as a Class Il device.

Both the LTX 3000 and the Orthotrac Pneumatic Vest are considered Class | devices, further classified as
nonpowered traction apparatus, and are subject to the lowest level of regulatory control by the FDA.
These types of devices present minimal potential harm to the user and are simple in design.

Quantitative Muscle Testing Devices

Quantitative muscle testing devices have been used to quantify muscle strength and an individual's
response to rehabilitation and therapy. Manual muscle testing is most commonly performed and is used
to identify differences in strength between muscles, using qualitative grading to describe the strength of
muscles. Newer computerized technologies have been proposed to quantify muscle strength, and some
authors have reported that quantifying muscle activity and strength may prove useful in the diagnosis and
management of individuals with low back pain. The MedX extension machine (MEDX Corp, Ocala, FL)
and Isostation B200 (Isotechnologies, Inc., Hillsborough, NC) are two devices that have been designed
for muscle testing, and to improve spinal muscle strength through pelvic stabilization and isolation of
specific groups of lumbar muscles. However, evidence in the peer-reviewed scientific literature does not
show that use of these devices for muscle testing is more effective than manual muscle testing.

MedX: The MedX lumbar/cervical extension machine is a device that can provide both functional muscle
testing of the spine and spinal therapy. It provides resistance over a full range of isolated lumbar motion
(72 degrees) or over a preselected limited range. The machine is capable of setting isometric test points
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every three degrees within an individual's range of motion. During the test, a computer software system
plots the individual's actual range of motion and strength in comparison to that of age- and gender-
matched norms. In exercise mode, the compound weight stack can provide resistance from 10-400 foot
pounds in increments of one foot pound. It is proposed that use of this device can specifically test the
strength of the lumbar spine and, through rehabilitation, the device can strengthen muscles. The
rehabilitation program typically lasts 12 weeks, with computerized strength and motion testing performed
every four weeks.

Isostation B-200: The Isostation B-200 lumbar dynamometer is a device that can measure position,
torque and velocity. It allows measurement of increasing fatigue by measuring the reduction speed in
performance and noting increasing motion as muscle substitution becomes necessary. The device has
been recommended for use in the treatment of persons with low back pain.

Other Testing Devices: Other types of quantitative muscle testing and strengthening devices, referred to
as isokinetic testing devices, measure muscle strength by applying a constant resistance over a range of
motion and speed. Based on testing results, strengthening exercises may be recommended. Isokinetic
exercise is exercise performed using a specialized apparatus that controls the speed of contraction within
the range of motion. The exercise device provides variable resistance to movement, but allows movement
at a constant speed. The device registers the force applied to it by the user, and offers the same amount
of force as resistance. Cybex, Kin-Com, and Biodex are machines that provide isokinetic testing and
muscle strengthening exercise. Evidence in the published scientific literature was not found
demonstrating the utility of these specific devices for muscle testing or strengthening therapy.

Literature Review: There is limited evidence in the published peer-reviewed scientific literature
evaluating the use of quantitative muscle testing devices. These devices have not been shown to be
equally effective as other standard exercise equipment utilized in rehabilitation programs, nor is there
sufficient evidence to suggest that use of quantitative muscle testing devices improves clinical health
outcomes when compared to standard manual muscle testing.

A randomized controlled trial was conducted by Choi et al. (2005) to assess the effects of a lumbar
extension muscle strengthening program used on individuals who underwent lumbar microdiscectomy or
percutaneous endoscopic discectomy. A total of 75 individuals were randomized into a control group
(n=40) or an exercise group (n=35). Six weeks after surgery, the exercise group underwent a 12-week
lumbar extension exercise program using the MedX lumbar extension machine. All individuals completed
the visual analog scale and Oswestry disability index to evaluate pain and disability. Return to work data
was also evaluated. The authors noted significant improvements in the exercise group versus the control
group when assessing lumbar extensor power (51.67% versus 17.55%, respectively; p<0.05), the cross-
sectional area of multifidus and longissimus muscle (29.23% versus 7.2%, respectively; p<0.05), and the
visual analog scale score (2.51 versus 4.30, respectively; p<0.05). The number of people who returned to
work four months after surgery was also higher in the exercise group, although not statistically significant
(p>0.05). Additionally, the Oswestry disability index scores were better in the exercise group compared to
the control group (24.6 versus 30.6, respectively). The difference in pain status between groups was
comparable at the end of one year. Long-term effects of the exercise program were not evaluated.

The U.S. Preventive Services Task Force (USPSTF) published an evidence update for primary care
interventions to prevent low back pain (2004) as an update to the 1996 recommendations. The group
reported that there was no new randomized controlled trial-based evidence that exercise or physical
activity can help strengthen low back muscles to prevent low back pain.

A technology assessment was conducted by the Washington State Department of Labor and Industries
(2003) evaluating the effectiveness of MedX in strengthening lumbar extensor muscles and for treating
low back pain. The authors concluded that the evidence they reviewed suggested MedX may help to
increase lumbar strength, although the studies do not clearly show MedX’s efficacy over other
conventional exercise programs.

Vertebral Axial Decompression Therapy and Devices
Vertebral axial decompression therapy, also referred to as mechanized spinal distraction therapy, has
been proposed as a nonsurgical treatment for back pain. Vertebral axial decompression is based on a
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theory that decreased load bearing (i.e., unloading) at the affected site will decrease pain and promote
healing. These devices utilize computer-controlled mechanical tables to apply distractive tension, or
stretching, along the spinal axis. Vertebral axial decompression devices are typically used in a clinic or
rehabilitation setting and include the VAX-D (VAX-D Medical Technologies LLC, Oldsmar, FL), DRS
system (Professional Distribution Systems, Inc., Boca Raton, FL), DRX2000 (Axiom Worldwide, Inc.,
Tampa, FL) and other FDA-approved devices.

VAX-D: Manufacturers suggest that use of the VAX-D table applies distractive forces in a gradual,
progressive fashion through extension of the lower end of the table. The level of tension is preset on a
control panel and can be increased, allowing for various decompression phases and a rest phase.
Various decompression phases allow alternating cycles of distraction and relaxation. Typically, a
treatment cycle consists of 15 cycles of tension and relaxation. The person lies prone on the VAX-D table.
The table is split, allowing the table to slowly extend, thus decreasing load bearing in the intervertebral
discs and/or intervertebral joint spaces.

Decompression Reduction Stabilization System (DRS): The DRS System has been recommended for
treatment of low back pain. This device uses a bed that is split into two cushions. The DRS has a stand-
on/stand-off tilt type design. The individual can step onto a foot pad, have a pelvic and chest harness
attached, after which the individual and bed are lowered to a horizontal position. Distraction tension is
applied by the pelvic harness while the individual's upper body is secured to the locked upper cushion via
the chest harness.

DRX2000": It is suggested by the manufacturers that DRX2000 is designed to relieve pressure on the
anatomical structures that cause lower back pain. It is intended for use in the treatment of pain and
disabling low back conditions caused by disc herniation, degenerative disc disease, sciatica, and
posterior facet syndrome. Each treatment session begins with a physician-prescribed treatment period
and is designed to provide static, intermittent and cycling distraction forces to relieve pressures. lItis a
stand-on/stand-off tilt type bed split into two cushions. Distraction tensions are applied to an individual via
a pelvic harness while the upper body is locked to the upper cushion via a chest harness.

Accu-Spina System™

Internal disc decompression therapy using the Accu-Spina System™ (North American Medical Corp.,
Atlanta, GA) is a noninvasive method of treatment proposed for chronic neck or back pain. According to
the manufacturer, the device is the only device certified to administer IDD Therapy® (Intervertebral
Differential Dynamics Therapy). IDD therapy is a computer-directed type of physical therapy regimen
which theoretically works to create negative intradiscal pressure, retraction of herniation and to promote
natural healing of the damaged area. Each treatment consists of a physician-prescribed treatment on the
Spina System™ and is designed to provide static, intermittent, and cycling distraction forces to relieve
pressures on structures that may be causing back pain. Individuals are fitted with pelvic and torso
harnesses, placed on a platform where they are reclined to a supine position; the harnesses are
connected to a table and the Intelli-Decompression™ head, which is elevated 10 to 25 degrees above the
individual. The system is programmed for intervals of 60 seconds decompression followed by 30 seconds
of partial relaxation. Treatment sessions generally include 20 twenty-five minute treatments provided over
a six-week period.

Other FDA-approved powered traction devices include the following:

Tru Tac 401 (Henley International)
DRX3000, 5000, 9000

Lordex Power Traction Equipment
Spinerx LDM

Literature Review: The published scientific data is insufficient to validate improved clinical outcomes
(e.g., reduction of back pain, improved functioning) associated with vertebral axial decompression
therapy. While several technology assessments have been published, effectiveness of the various
devices have not been proven when compared to standard equipment or testing.
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Daniel (2007) reported that there is very limited evidence in the scientific literature to support the
effectiveness of non-surgical spinal decompression therapy. One randomized controlled trial, one clinical
trial, one case series and seven other papers were available in the published literature for review by the
author as part of an intended systematic review. Due to the limited evidence a systematic review was not
done and each study was reviewed individually. The author noted many of the reviewed studies utilized
the VAX-D unit. Furthermore, the intervention has not been compared to exercise, spinal manipulation,
standard medical care or other less expensive conservative treatments and many better-researched
treatment options are available to clinicians.

Macario and Pergolizzi (2006) conducted a systematic review of the literature to assess the efficacy of
nonsurgical spinal decompression that is achieved with motorized traction for chronic discogenic low back
pain. The authors reviewed data from 10 studies between 1975 and 2003. Seven were randomized
controlled trials of motorized traction using various apparatus types, including split-tabletop, plain
tabletop, and friction-free couch with weights. A total of 408 individuals received placebo, and 438
individuals received motorized spinal decompression. Follow-up averaged 28 weeks. None of the studies
were blinded, and only three had description of the randomization method. Due to the quality of the
studies, the authors could not conduct a meta-analysis; hence, a qualitative review was performed. Six of
the seven randomized trials reported no difference with motorized spinal decompression, and one study
reported reduced pain but not disability. In the author’s opinion, the efficacy of spinal decompression
achieved with motorized traction for discogenic low back remains unproven.

In a randomized, controlled study, Sherry et al. (2001) reported on the efficacy and appropriateness of
VAX-D therapy compared to transcutaneous electrical nerve stimulation (TENS) therapy as a control
treatment or placebo in a group of 44 individuals with chronic low back pain of greater than three months’
duration. All subjects had confirmed disc protrusion or disc herniation. The VAX-D treatment group (n=19)
had treatment five times a week for four weeks, then once weekly for four weeks. The TENS treatment
group (n=21) had treatment 30 minutes daily for 20 days, then once weekly for four weeks. Non-narcotic
pain relievers and anti-inflammatory medication were administered in all subjects as required. The
outcomes were self-reported; a successful outcome was defined as a 50% reduction in pain using the
Visual Pain Analogue Scale and an improvement in the level of functioning as rated by individually
selected disability ratings. The authors reported a 0% (0/21 subjects) success rate in the TENS treatment
group compared to a success rate of 64.8% (13/19 subjects) in the VAX-D treatment group immediately
following the treatment session (p<0.001). Follow-up at six months consisted only of the successful
VAX-D cases (13/19), with a reported continued success in 70% (7/10) of the studied population (two
individuals were lost to follow-up, and one suffered other injury). While the authors reported a positive
short-term outcome, the study was limited by small sample size, self-reported outcome measures, and
lack of blinding. Four individuals were excluded from the analysis because of study withdrawal or failure
to meet inclusion criteria. No data were provided regarding procedure-related complications; therefore, no
conclusion could be drawn regarding the safety of VAX-D.

In review of a single study of DRS therapy (Shealy, Borgmeyer, 1997), the authors reported on a
comparison of DRS therapy to conventional traction for both ruptured lumbar discs and chronic facet
arthrosis. The subjects (n=39) were randomized to DRS therapy (n=25) or conventional traction treatment
groups (n=14). The authors concluded that, for individuals with ruptured intervertebral discs, the results
were good to excellent for 86% of persons treated with DRS, compared to good results in 55% of those
treated with traction (none of this treatment group had excellent results). For the facet arthrosis group,
75% of those treated with DRS had good to excellent results, while 50% treated with traction had good to
excellent results. The scale used to quantify results in this study was not clearly defined, and the study
consisted of small sample size lacking clearly defined methods of randomization.

The Agency for Healthcare Research and Quality published an evidence report regarding decompression
therapy for the treatment of lumbosacral pain (Jurecki-Tiller, et al., 2007). Ten published articles in total
were reviewed. Upon conducting their review, the authors noted that the current evidence is too limited in
quality and quantity to allow for evidence based conclusion regarding efficacy of decompression therapy
when compared to other nonsurgical treatment options for back pain.

The Workers Compensation Board (WCB) of British Columbia, Evidence Based Practice Group (2005)
conducted a systematic review of vertebral axial decompression for low back pain and concluded that
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there is no evidence that the VAX-D system is effective in treating chronic low back pain associated with
herniated disc, degenerative disc, posterior facet syndrome, sciatica or radiculopathy.

Hayes, Inc. conducted a review of the literature (2003) of mechanized spinal distraction therapy for low
back pain. They suggested that, although limited data suggests therapy may reduce back pain in some
individuals, the evidence is flawed and limits credibility of the study results. Their assessment of the
evidence did not provide sufficient data to support the safety and efficacy of the VAX-D or DRS device.
Updated searches of the literature, periodically conducted by Hayes since the initial report, have not
provided any new evidence to support the safety and efficacy of these devices.

The Medical Services Advisory Committee (MSAC) of the Department of Health and Aging, Australia,
conducted a technology assessment (2001) of vertebral axial decompression therapy for chronic back
pain. There was insufficient evidence to support the safety and efficacy of vertebral axial decompression
therapy.

A technology assessment was conducted by the Washington State Department of Labor and Industries
(1999) and concluded that, while the FDA has approved the VAX-D as a form of traction, as a treatment
modality it has not been established as more or less beneficial as other forms of traction.

Patient-Operated Spinal Unloading Devices

Some spinal unloading devices may be operated by the individual in a home setting. Generally, the use of
spinal unloading devices is proposed as a method of treatment for persons with subacute or chronic low
back pain and who have failed either standard medical or surgical therapy. Two devices current|

available are the LTX 3000™ (Spinal Designs International, Minneapolis, MN) and the Orthotrac”
Pneumatic Vest (Orthofix, Inc., Huntersville, NC). The LTX 3000 employs gravitational force provided by
the individual’'s body mass as a spinal unloading mechanism. The Orthotrac Pneumatic Vest uses
pneumatic pressure to apply force in order to shift weight off the lower back onto the hips.

LTX 3000: The LTX 3000 is a gravity-dependent axial spinal unloading device that consists of an
adjustable seat strap and rib support pads that are used to stabilize the upper body by engaging the
lowest portion of the rib cage. After adjusting rib support pads, the individual lowers the seat strap to
induce unloading of the spine. Theoretically, unloading occurs as a result of the downward force provided
by body mass. Proper training in adjustment and use of the device is required for safe use in the home.
The LTX 3000 is often used as part of rehabilitation programs, such as the Low Back Rehabilitation
Program, the ReSpond Program, and, more recently, the LIFEBACK" Spine Programs. These programs
are proposed for those persons who have reached maximum therapeutic benefit of physical therapy or
chiropractic care and whose pain limits activities of exercise and/or work. According to the manufacturer,
recommended use of the device is 3—4 times a day for sessions of 10-15 minutes lasting 2—3 months.

Orthotrac Pneumatic Vest: The Orthotrac Pneumatic Vest is a custom-made device intended to be worn
2-3 times a day for 30—60 minutes each session. It is a spinal decompression orthotic device that is
theoretically designed to offload and stabilize the lower back, using air pressure to provide support. It is
proposed that when worn, the device applies a decompressive force to the spine, transferring the weight
from the upper torso to the hips, preventing compression and aggravation of the lower back. The amount
of force on the spine is controlled by the individual through a manual inflation device, with pressure
prescribed to offload approximately 50% of the person’s weight. The individual can deflate the device to
reduce pressure at any time. It is suggested that use of the device alleviates pain and improves function
and quality of life.

Literature Review: There are few published clinical trials evaluating the safety and efficacy of patient-
operated spinal unloading devices compared to other well-accepted pain treatment modalities for the
treatment of back pain. In a preliminary study, Dallolio (2005) reported on a case series of 41 subjects
with radicular pain due to degenerative discopathy. The individuals were treated with an Orthotrac
pneumatic lumbar vest for 60 minutes, three times a day, for five weeks. The authors reported, “Thirty-two
subjects showed a significant subjective and clinical improvement with subsequent better quality of life.”
All subjects reported a decrease or a disappearance of radicular pain. The authors acknowledged the
device seemed to be effective for spinal decompression; however, further multicenter and interdisciplinary
studies involving larger numbers of individuals are required to confirm those results. The study was
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limited by lack of controls, lack of comparative treatments, short-term outcomes, and a small study
population.

Two published literature sources address the mechanical responses and safety of the LTX 3000
specifically. Podein and laizzo (1998) studied lumbar unloading in 17 healthy subjects who had not
experienced a significant episode of low back pain within six months, using the LTX 3000. In this case
series, the authors addressed the safety of the device by measuring forces applied to the body and
associated changes in physiological responses (e.g., heart rate, blood pressure, respiratory rate) during
spinal unloading. The authors noted that the applied forces of spinal unloading did cause changes in
physiological responses but that the changes were reversible, clinically unimportant and not
contraindications to use of the device by the general population. Nonetheless, due to a small sample
population and limited evaluation measures, strong conclusions regarding the safety and efficacy of the
device cannot be made.

A case series conducted by Janke et al. (1997) evaluated the biomechanical effectiveness of the LTX
3000 Lumbar Rehabilitation System used on 14 healthy subjects who had not experienced a significant
episode of back pain for six months. Outcome measures were the degree of lumbar lengthening and
curvature reduction. Authors reported that their results indicated proper use of the LTX 3000 induced
significant lumbar lengthening and curvature reduction in healthy subjects during treatment. However, this
small case series did not provide data on those persons with back pain, nor did the study provide data on
duration of effect on intervertebral disc spaces. Therefore, no conclusions can be drawn regarding
biomechanical effect, relief of symptoms or improvement of function.

Hayes conducted a review of the literature of spinal unloading devices for the treatment of low back pain
evaluating the LTX 3000 Lumbar Rehabilitation System and the Orthotrac Pneumatic Vest (Hayes, 2001).
They concluded from their review that there is insufficient evidence from peer-reviewed published studies
to conclude axial spinal unloading devices are effective in the management of low back pain. Hayes did
not find any evidence that these devices improved clinical outcomes. They reported the data from the
manufacturers indicated there was improved function and relief of pain, although the data was derived
from uncontrolled and unblinded studies that have not undergone peer review. Updated searches of the
literature, periodically conducted by Hayes since the initial report, have not provided any new evidence to
support the safety and efficacy of these devices.

All other data reviewed were obtained from the device manufacturers. The literature lacks published
clinical studies to support the safety and efficacy of spinal unloading devices for the treatment of back
pain and specific patient-selection criteria have not been established. In addition, there is mixed evidence
in the literature supporting the use of back braces and lumbar supports, in general, for the treatment of
back pain. For example, a Cochrane systematic review concluded that there is still a need for high-quality
randomized trials assessing the effectiveness of lumbar supports (van Tulder, et al., 2000).

Summary

Several noninvasive treatments for back pain, which include quantitative muscle testing and therapy,
vertebral axial decompression, and patient-operated spinal unloading devices, have emerged; however,
there are few well-designed controlled clinical trials available to support improved clinical outcomes when
these treatments are compared to standard equipment used for rehabilitation and physical therapy. The
few published studies have had methodological flaws, such as lack of blinding, self-reported outcomes,
small populations, and short-term follow-up. There is insufficient evidence in the published, peer-reviewed
scientific literature to demonstrate that any of these mechanical devices used for the treatment of back
pain are as effective as or more effective than standard established methods of treatment.

Coding/Billing Information
Note: This list of codes may not be all-inclusive.

Experimental/Investigational/Unproven/Not Covered:
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CPT* Codes | Description

95831" Muscle testing, manual (separate procedure) with report; extremity (excluding
hand) or trunk

95851" Range of motion measurements and report (separate procedure); each extremity
(excluding hand) or each trunk section (spine)

97012" Application of a modality to one or more areas; traction, mechanical

97039’ Unlisted modality (specify type and time if constant attendance)

97750" Physical performance test or measurement (eg, musculoskeletal, functional
capacity), with written report, each 15 minutes

97799' Unlisted physical medicine/rehabilitation service or procedure

HCPCS Description

Codes

E0830" Ambulatory traction device, all types, each

E0941" Gravity-assisted traction device, any type

E1399' Durable medical equipment, miscellaneous

S9090 Vertebral axial decompression, per session

ICD-9-CM Description

Diagnosis

Codes

724.2 Lumbago

724.5 Unspecified backache
Multiple/Varied

"Note: Experimental, investigational, or unproven and not covered when used to report
guantitative muscle testing and treatment devices, vertebral axial decompression therapy devices,
or patient-operated spinal unloading devices for the treatment of back pain.

*Current Procedural Terminology (CPT®) ©2007 American Medical Association: Chicago, IL.

References

1. American Academy of Family Physicians. Low back pain: tips on pain relief and prevention.
Accessed June 18, 2007. Available at URL address: http://www.familydoctor.org/117.xml

2. American Academy of Orthopedic Surgeons. Orthopedic Connection. The Spine. 2001 June.
Accessed June 18, 2007. Available at URL address:
http://orthoinfo.aaos.org/fact/thr_report.cfm?Thread_ID=91&topcategory=Spine

3. Aure OF, Nilsen JH, Vasseljen O. Manual therapy and exercise therapy in patients with chronic
low back pain: a randomized, controlled trial with 1-year follow-up. Spine. 2003 Mar;28(6):525-
31;discussion 531-2.

4. Bigos S, Bowyer O, Braen G, Brown K, Deyo R, Keller R, et al. Acute low back problems in
adults, Clinical Practice Guideline #14. AHCPR publication no. 95-0642. Rockville, MD: Agency
for Heath Care Policy and Research, Public Health Service, U.S. Department of Health and
Human Service, Dec 1994.

5. Calmels P, Jacob JF, Fayolle-Minon I, Charles C, Bouchet JP, Rimaud D, Thomas T. Use of
isokinetic techniques vs. standard physiotherapy in patients with chronic low back pain.
Preliminary result. Annales de readaptation et de medicine physique. 2004 Feb;47(1):20-7.

Page 8 of 12
Coverage Position Number: 0140



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

Centers for Medicare & Medicaid Services (CMS). Coverage issues manual. Medical procedures.
Vertebral axial decompression (VAX-D). Accessed July 1, 2008. Available at URL address:
http://www.dmerc.com/manual/Medical%20Procedures.htm

. Choi G, Raiturker PP, Kim MJ, Chung DJ, Chae YS, Lee SH. The effect of early isolated lumbar

extension exercise program for patients with herniated disc undergoing lumbar discectomy.
Neurosurgery. 2005 Oct;57(4):764-72; discussion 764-72.

. Chromy CA, Carey MT, Balgaard KG, laizzo PA. The potential use of axial spinal unloading in the

treatment of adolescent idiopathic scoliosis: a case series. Arch Phys Med Rehabil. 2006
Nov;87(11):1447-53.

Clarke J, van Tulder M, Blomberg S, de Vet H, van der Heijden G, Bronfort G. Traction for low
back pain with or without sciatica: an updated systematic review within the framework of the
Cochrane collaboration. Spine. 2006 Jun 15;31(14):1591-9.

Dallolio V. Lumbar spinal decompression with a pneumatic orthesis (orthotrac): preliminary study.
Acta Neurochiro Suppl. 2005 Jan;92:133-7.

Daniel DM. Non-surgical spinal decompression therapy: does the scientific literature support
efficacy claims made in the advertising media? Chiropr Osteopat. 2007 May 18;15:7.

Decompression Reduction Stabilization System. Universal Pain Technology Canada Inc., DRS.
Accessed July 1, 2008. Available at URL address: http://www.pain-
technology.com/drsoverview.html

Deen HG Jr., Rizzo TD, Fenton DS. Sudden progression of lumbar disk protrusion during
vertebral axial decompression traction therapy. Mayo Clin Proc. 2003 Dec;78(12):1554-6.

Falkenberg J, Podein RJ, Pardo X, laizzo PA. Surface emg activity of the back musculature
during axial spinal unloading using an LTX 3000 lumbar rehabilitation system. Electromyogr Clin
Neurophysiol. Oct-Nov 2001; 41(7):419-27.

Ferrara L, Triano JJ, Sohn MJ, Song E, Lee DD. A biomechanical assessment of disc pressures
in the lumbosacral spine in response to external unloading forces. Spine J. 2005 Sep-
Oct;5(5):548-53.

Hales J, Larson P, laizzo PA. Treatment of adult lumbar scoliosis with axial spinal unloading
using the LTX3000 Lumbar Rehabilitation System. Spine. 2002 Feb;27(3):E71-9.

Hay EM, Lewis M, Vohora K, Main CJ, Watson P, Dziedzic KS, et al. Comparison of physical
treatments versus a brief pain-management programme for back pain in primary care: a
randomised clinical trial in physiotherapy practice. Lancet. 2005 Jun;365:2024-30.

HAYES Medical Technology Directory” . Mechanized Spinal Distraction Therapy for Low Back
Pain. Lansdale, PA: HAYES, Inc.; © 2008 Winifred S. Hayes, Inc. Updated search: November.
2004, December 2005, December 2006, January 2008.

HAYES Medical Technology Directory . Spinal Unloading Devices for Low Back Pain. Lansdale,
PA: HAYES, Inc.; ©2008 Winifred S. Hayes, Inc. 2001 Sep. Updated search: September 2005.
Archived 2007.

Heymans MW, van Tulder MW, Esmail R, Bombardier C, Koes BW. Back schools for non-specific
low-back pain. The Cochrane Database of Systematic Reviews 2005 Issue 2. Copyright © 2005
The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.

Janke AW, Kerkow TA, Griffiths HJ, Sparrow EM, laizzo PA. The biomechanics of gravity-
dependent traction of the lumbar spine. Spine. 1997 Feb;22(3):253-60.

Page 9 of 12
Coverage Position Number: 0140



22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

Jurecki-Tiller M, Bruening W, Tregear S, Schoelles K, Erinoff E, Coates V. Agency for Healthcare
Research and Quality. Decompression therapy for the treatment of lumbosacral pain. April 26,
2007. Accessed July 1, 2008. Available at URL address:
http://www.ahrg.gov/clinic/techix.htm#completed

Kinkade S. Evaluation and Treatment of Acute Low Back Pain. American Academy of Family
Physicians (AAFP). 2007 Apr;75(8):1181-8.

Macario A, Pergolizzi JV. Systematic literature review of spinal decompression via motorized
traction for chronic discogenic low back pain. Pain Pract. 2006 Sep;6(3):171-8.

Macario A, Richmond C, Auster M, Pergolizzi JV. Treatment of 94 outpatients with chronic
discogenic low back pain with the DRX9000: a retrospective chart review. Pain Pract. 2008
Mar;8(1):11-7.

Maher CG. Effective physical treatment for chronic low back pain. Orthop Clin North Am. 2004
Jan;35(1):57-64. Review.

McCamey K, Evans P. Low back pain. Prim Care Clin Office Pract. 2007 Mar;34(1):71-82.

Medical Services Advisory Committee (MSAC). Vertebral axial decompression (VAX-D) therapy
for low back pain. Canberra, Australia: MSAC; 2001 Jun. Accessed July 1, 2008. Available at
URL address: http://www.msac.gov.au/internet/msac/publishing.nsf/Content/search-results-
1?0penDocument&FREETEXT=Vertebral+axial+decompression+%28VAX-
D%29+therapy+for+low+back+pain.+&BOOLEAN=any

MedX Spine Care Technology. Medical machines. Accessed July 1, 2008. Available at URL
address: http://www.medxonline.com/medical.php

Naguszewski WM, Naguszewski R, Gose E. Dermatomal somatosensory evoked potential
demonstration of nerve root decompression after VAX-D therapy. Neurol Res. 2001
Oct;23(7):706-14.

Newton M, Waddell G. Trunk strength testing with iso-machines. Part 1. Review of a decade of
scientific evidence. Spine. 1993;18(7):801-11.

Orthotrac™. Case studies involving ambulatory spinal decompression orthosis. Accessed June
18, 2007. Available at URL address:
http://www.orthofix.com/ftp/assets/Product/Product_Files/Orthotrac/Ambu_Spin_Orthosis.pdf

Patel AT, Ogle AA. Diagnosis and management of acute back pain. American Family Physician.
Published by the American Academy of Family Physicians. March 15, 2000. Accessed July 1,
2008. Available at URL address: http://www.aafp.org/afp/20000315/1779.html

Ramos G, Martin W. Effects of vertebral axial decompression on intradiscal pressure.
Departments of Neurosurgery and Radiology, Rio Grande Regional Hospital, McAllen, and
Division of Neurosurgery. Health Sciences Center University of Texas, San Antonio, Texas.
J Neurosurg. 1994 Sep;81(3):350-3.

Ramos G. Efficacy of vertebral axial decompression on chronic low back pain: study of dosage
regimen. Neurol Res. 2004 Apr;26(3):320-4.

Sachs BL, Ahmad SS, LaCroix M, Olimpio D, Heath R, David JA, Scala AD. Objective
assessment for exercise treatment on the B-200 isostation as part of work tolerance
rehabilitation. A random prospective blind evaluation with comparison control population. Spine.
1994 Jan;19(1):49-52.

Page 10 of 12
Coverage Position Number: 0140



37.

38.

39.

40.

41.

42.

43.

44,

45,

46.

47.

48.

49.

50.

51.

Shealy CN, Borgmeyer V. Decompression, reduction, and stabilization of the lumbar spine: a cost
effective treatment for lumbosacral pain. Am J Pain Mgmt. 1997 Apr;7(2):63-65.

Sherry E, Kitchener P, Smart R. A prospective randomized controlled study of VAX-D and TENS
for the treatment of chronic low back pain. Neurol Res. 2001 Oct;23(7):780-4.

Smeal WL, Tyburski M, Alleva J. Conservative management of low back pain, part I.
Discogenic/radicular pain. Dis Man. 2004 Dec;20(12):636-69.

Smith D, McMurray N, Disler P. Early intervention for acute back injury: can we finally develop an
evidence-based approach? Clin Rehabil. 2002 Feb;16(1):1-11.

Spinal Designs International. Lifeback Spine Programs. Accessed Julyl, 2008. Available at URL
address: http://www.spinaldesigns.com/

U.S. Preventive Services Task Force. Primary Care Interventions to Prevent Low Back Pain: Brief
Evidence Update. February 2004. Agency for Healthcare Research and Quality, Rockville, MD.
Accessed July, 1, 2008. Available at URL address:
http://www.ahrg.gov/clinic/3rduspstf/lowback/lowbackup.htm

U.S. Food and Drug Administration (FDA). Center for Devices and Radiological Health (CDRH).
510(k) summary of safety and effectiveness. VAX-D Therapeutic Table. K951622. Accessed July
1, 2008. Available at URL address:
http://google2.fda.gov/search?q=K951622&client=FDA&site=FDA&Ir=&proxystylesheet=FDA&out
put=xml_no_dtd&getfields=*&x=16&y=16

U.S. Food and Drug Administration (FDA). Center for Devices and Radiological Health (CDRH).
510(k) summary safety and effectiveness. Spina System Cervical K0O33231. Accessed July 1,
2008. Available at URL address: http://www.fda.gov/cdrh/pdf3/K033231.pdf

United States Food and Drug Administration (FDA), Center for Devices and Radiological Health
(CDRH); active. Device listing database: LTX 3000. Accessed June 18, 2007. Available at URL
address:
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/search/search.cfm?db=LST&ID=48439

U.S. Food and Drug Administration (FDA). Center for Devices and Radiological Health (CDRH).
DRX2000 510(k) notification. K010292. January 30, 2001. Accessed July 1, 2008. Available at
URL address: http://www.fda.gov/cdrh/510k/summay01.htmi

U.S. Food and Drug Administration (FDA). Center for Devices and Radiological Health (CDRH).
Code of federal regulations. 890.1925. Accessed July 1, 2008. Available at URL address:
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/search/search.cfm?db=CFR&id=890.1925

van Tulder MW, Esmail R, Bombardier C, Koes BW. Back schools for non-specific low-back pain.
Cochrane Database for Systematic Reviews. In: The Cochrane Library, Issue 2, 2004. °2004 The
Cochrane Collaboration.

van Tulder MW, Jellema P, van Poppel MN, Nachemson AL, Bouter LM. Lumbar supports for
prevention and treatment of low-back pain. Cochrane Database of Systematic Reviews. In: The
Cochrane Library, Issue 2, 2005. ©2005. The Cochrane Collaboration.

van Tulder MW, Malmivaara A, Esmail R, Koes BW. Exercise therapy for low-back pain.
Cochrane Database of Systematic Reviews. In: The Cochrane Library, Issue 2, 2004. ©2004. The
Cochrane Collaboration.

VAX-D MANUFACTURING USA, 38549 US Highway 19, North Palm Harbor, Florida 34684.
VAX-D Corporation. Accessed July 1, 2008. Available at URL address: http://www.vax-d.com/

Page 11 of 12
Coverage Position Number: 0140



52. Washington State Department of Labor and Industries, Office of the Medical Director. Vertebral
axial decompression (Vax-D). Technology Assessment. Olympia, WA: Washington State
Department of Labor and Industries; 1999. Accessed July 1, 2008. Available at URL address:
http://Ini.wa.gov/omd/TechAssessDocs.htm

53. Wheeler AH. Pathophysiology of low back pain. eMedicine specialties. Last updated July 9, 2007.
Accessed July 1, 2008. Available at URL address: http://www.emedicine.com/neuro/topic516.htm

54. Workers Compensation Board, (WCB) Evidence Based Practice Group. Vertebral axial
decompression for low back pain. February 2005. Accessed July 1, 2008. Available at URL
address: http://search.worksafebc.com/search/?sp-a=sp10024f66&sp-p2=any&sp-f=1SO-8859-
1&sp-qg=vertebral+axial&sp-k=

Page 12 of 12
Coverage Position Number: 0140



