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The attached pilot study, Prospective Evaluation of the Efficacy of Spinal Decompression via the DRX9000 for
Chronic Low Back Pain, authored by John B. Leslie, MD, MBA, Joseph Pergolizzi, MD, Alex Macario, MD, MBA,
Christian C. Apfel, MD, PhD, Darren Clair, MD, Charlotte Richmond, PhD, Frank Florio, DC, and Martin Auster, MD,
MBA, was originally published in The Journal of Medicine, September 2008. Non-Surgical Spinal Decompression
(NSSD) has been published in the scientific literature since the mid-1990’s. Since its introduction, the body of
literature supporting its clinical use in treating patients with chronic low back pain (LBP) has continued to increase.
The literature continues to report improvements or decreases in LBP. These findings are supported by documented
positive changes in Verbal Pain Scales, improvements in the Quality of Life Index, and/or imaging data revealing
significant and measurable decreases in disc herniation. The enclosed pilot study is the first prospective study to

evaluate the effectiveness of NSSD in the treatment of chronic low back pain. This pilot study reports that

patients with a mean duration of 266 weeks (5 years) of chronic low back pain, reported improvement in their

low back pain >50% from their pre-treatment baseline. This prospective pilot study further validates the safety

and effectiveness of treating chronic low back pain patients with NSSD.

Method:

Twenty patients with low back pain averaging 5-years duration were prospectively enrolled in a 6-week course of
20 motorized non-surgical spinal decompression treatments via the DRX9000. Two patients withdrew from the
study for protocol violations. For the remaining 18 patients, the mean verbal numerical pain intensity score was 7
(scale of 0-10) and the median baseline Oswestry Disability Index score was 26.

Clinical Findings:

At the conclusion of the 6 week treatment period, the median verbal pain intensity score decreased from 7 to 0.
Sixteen of the eighteen patients reported improvement in low back pain > 50% from baseline. The median
baseline Oswestry Disability Index score decreased from 26 to 3. Overall, 16 of 18 patients had clinically significant
improvement. Patients also reported having better daily activity function as measured by the Oswestry Disability
Index. No safety issues were identified. The long standing duration of pain in these patients as well as the large
reduction in pain levels, along with the patients’ qualitative positive comments, such as their satisfaction scores,
support the argument that there is efficacy at the conclusion of 6 weeks with the spinal decompression system.

The clinical findings contained within this publication were made possible by either unrestricted research grants
or industry specific educational funding specifically directed toward substantiating the efficacy of FDA cleared
non-surgical spinal decompression devices manufactured by Axiom Worldwide, Inc. under the direction of Mr.
James Gibson, President & CEO. Prior to his current role as President of Integrity Life Sciences, Mr. Gibson was
the sole founder of Axiom Worldwide, Inc. Since 2001, Axiom Worldwide obtained multiple US FDA 510(k)
clearances covering its flagship products, the DRX9000 True Non-surgical Spinal Decompression System and the
DRX9000C. Integrity Life Sciences currently manufactures the Integrity Spinal Care System (ISCS) for use in
medical markets around the globe. Integrity Life Sciences continues to support additional research using the
latest and most advanced non-surgical spinal decompression systems. Visit our website for updates or more
information at www.IntegrityLifeSciences.com.






























