


Japan Case Study

The attached study, Effects of Spinal Decompressor (DRX9000), was authored by Naoyuki Oi, Akira Itabashi,
Shusuke Kasano, Mitsuru Yamamoto, Mutsuo Yamada, Yasuyuki Takakura, Keigo Kumamoto, and Tetsuo Suyama.
The study was originally published in The Journal of Saitama Kenou Rehabilitation, Vol. 6 November 1, 2006 . The
study was implemented by the Department of Rehabilitation Medicine, Saitama Medical University, Japan and the
Department of Rehabilitation Medicine, International University of Health and Welfare, Mita Hospital, Japan. .
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. In addition to
patients with Lumbar Disc Herniation, the authors of the enclosed study also treated a control group of healthy

patients with no Lumbar Disc Herniation. MRI images document the positive physical effects that treatment

with NSSD had on the intervertebral discs and further validates the safety and effectiveness of treating chronic

low back pain patients with NSSD.

Methods:

In this study, the subjects were Lumbar Disc Herniation (LDH) patients, which consisted of five women and two
men with the mean age of 47. In addition, two healthy subjects without Lumbar Disc Herniation were included in
this study. Pre-treatment Magnetic Resonance Imaging (MRI) was taken of each subject. In addition, symptoms of
all patients were evaluated according to VAS values of pain and the Japan Orthopedic Association score (JOA).
Each subject underwent motorized non-surgical spinal decompression via the DRX 9000 twice a week for a period
of four to six months. After the completion of treatment, MRI was taken again and the morphological changes of
LDH were compared with those of MRI before the treatment. Symptom changes between the start of treatment
and the completion of treatment were also evaluated.

Clinical Findings:

Following treatment with NSSD, VAS values of pain decreased from 82 to 5.5 and the JOA score increased from
14.3 to 27.3. MRI also showed Lumber Disc Herniation shrinkage. The intervertebral disc space between L4/L5 of
one healthy subject increased by 12% and the area between L5/S1 of the other healthy patient increased by 7%
following treatment with NSSD..

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.
























