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e BACKGROUND:

Chronic low back pain is one of the most
common complaints of patients requiring
medical care. The cause of the chronic low back
pain is often poorly understood. However,
degenerative conditions of the spinal segment
are probably the most common structural causes
of chronic low back pain. The pain can be caused
by degenerative changes of the disk itself, but
degenerative changes in other structures of the
spine, such as the facet joints, can contribute to
the pain syndrome.

Multiple treatment options have been advocated
over the years, including relative rest, activity
modification, medication such as anti-
inflammatories and muscle relaxants, exercise
therapy, physical therapy, including modalities
(hear, ice electrical stimulation, ultrasound, TENS
units, tractions), chiropractic care, spinal
injections and surgery.

The goal of this study is to evaluate the
therapeutic effect of the new medical device,
which is intended to give patients with chronic
love back due to degenerative causes a non-
surgical treatment alternative. IDD Therapy
treatment uses controlled distraction of the
affected lumbar spinal segments through a
motorized cable/harness system to cause the
decompression effect on the disk by creating a
negative pressure within the disk. This negative
pressure may increase the water content and the
shock-absorbing qualities of the disk, which may
result in decreased low back pain. Previous
studies have demonstrated that forces in excess
of 26% body weight have a distraction effect on
the lumbar spine3. 60-80 pounds of weight result
in an average vertebral distraction of 0.2 mm per
lumbar spinal segment 2.

o \ETHODS:

A prospective outcome study was conducted on
patients with chronic low back pain due to
degenerative disc disease, herniated nucleus
pulposus and facet arthropathy. Between March
2003 and January of 2004, ten physicians in
private practices across the United States, with a
high volume of patients with spinal disorders,
participated in this study. Specialties included
Inter Medicine/ Rheumatology, Neurology,
Orthopaedic, and Pain Management. Prior to
entering the study, the patients were evaluated by
the physician and diagnosed with a painful lumbar
degenerative condition based on history and
physical and appropriate imaging studies. Prior to
each treatment, the patients completed an
Oswestry Disability Index (ODI) questioninaire.
The ODI scores range from 0-50. A change of
more than 4 points is considered clinically
meaningful 4. Each patient was treated for 25 min
with decompression force of approximately 50%
of their total body weight in the device. A total of
20 treatments are recommended over s six week
interval.




o RESULTS s CONCLUSION

A total of 409 patients entered the study. The Patients with painful degenerative spinal disorders
patients’ average age was 57.0 years. 45 patients treated with IDD Therapy showed significant functional
(63.4%) were female. The average patient’s weight ~ improvement in the prospective multi-center study.

was 181.4 pounds. The average ODI improved Controlled, randomized studies are necessary to
from 32.3 (SD 11.3) to 13.8 (SD 9.6) in all patients. ~ corroborate these results and to determine the long-
72 (17.6%) patients completed a total of 20 term, treatment effects of this non-invasive treatment
treatments, 67 patients improved (93%, greater device as well as the optimal number of treatment
than 4points improvement on ODI). The mean ODI sessions. Biomechanical studies may be helpful to
improved from 34.4 (SD 10.9) to 13.8 9SD 9.6) in identify the cause of the observed treatment effect.

these patients (see graph below).

No complications were observed. A temporary
increase in pain immediately after the treatment
session was common, but usually subsided
quickly.
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