Dramatic Results Without Surgery

Case Study: Severe Herniated Disc

Two years ago, Terence M. ruptured a disc while
lifting a box from the trunk of his car. As a result,
he lost the use of his right leg and suffered relent-
less, excruciating pain. Desperate for relief, he
went to see Harvey Kleinberg, DO, an Osteopathic
Physician and Physical Medicine and Rehabilita-
tion Specialist for over 35 years. Dr. Kleinberg used
Non-Surgical Spinal Decompression Therapy to al-
leviate Terence’s pain and restore his lost function.

“When patients have injuries, you want to make
them feel better as quickly as possible, and that is
what Spinal Decompression Therapy is capable of
doing for many patients,” Dr. Kleinberg said.

Dr.Kleinberg prescribed a treatment plan of three
30-minute sessions a week, which eventually
tapered off as the pain began to subside. Patients
usually undergo about 20 to 25 treatments, and
easy maintenance can keep people from ever hav-
ing a repeat injury again.

Pre-Treatment MRI: Non Weight-bearing

* Individual patient results may vary.

Post-Treatment MRI: Weight-bearing

“My pain was excruciatingly horrible,” Terence said.
“I thought I'd never be able to be up and about again.
My pain was gone in two weeks. | was feeling so
good, | couldn't wait to go back to work.”

“I Was a Pain Doctor In Pain!”

Dr. Kleinberg knows first-hand how unbearable back
pain can be—he suffered from herniated discs three
years ago. "l had undergone three laminectomies, but
continued to suffer from severe sciatica one year af-
ter the third surgery. Due to the severity of my prob-
lem, it took 29 treatments for a total elimination of
pain. It's been three years now, and I'm still pain-free!”
Because Spinal Decompression Therapy alleviated
his back pain, he is determined to inform people
about this non-surgical treatment for herniated
or degenerative discs.

“No one should have to suffer from pain for the
rest of their lives if there is a treatment outside
of surgery that can offer them relief with no risk
involved,” Dr. Kleinberg said.

Pre- and Post-MRls:
Spinal Decompression in Action!

Shown in this box are pre- and post-MRIs of a
Non-Surgical Spinal Decompression Therapy
patient who had a herniated disc much like
that of Dr. Kleinberg’s patient, Terence. The red

arrows point to the injured disc, before and after
treatment. Before treatment, the disc protrudes
into the spinal canal, impinging painfully on
sensitive nerves. After treatment, the once-
extruded disc material has been literally “sucked”
back into place! The result was a return to normal
functioning.*
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A Negative Pressure Is Created

Effects of Vertebral Axial Decompression on Intradiscal Pressure: G.
Ramos M.D., W Martin M.D.; Journal of Neurosurgery 1994

ABSTRACT: The object of the study was to examine the effect of vertebral axial
decompression on pressure in the nucleus pulposus of the lumbar discs.
Intradiscal pressure measurement was performed by connecting a cannula
inserted into the patients L4-L5 disc space to a pressure transducer. Changes in
intradiscal pressure were recorded at resting state and while controlled tension
was applied by the equipment to a pelvic harness. Intradiscal pressure was
decreased to below -100 mm HG.

Journal of Neurosurgery: Effects of Vertebral Axial Decompression’ on
Intradiscal Pressure. September 7994. Vol. 87, NO.3. Gustavo Ramos, MD;
William Martin, MD.

Outcome: VAX-D" creates a negative intradiscal pressure force up to -160 mm
Hg.

American Journal of Pain Management: Decompression, Reduction, and
Stabilization of the Lumbar Spine: A Cost Effective Treatment for Lumbosacral
Pain. April 7997. Vol. 7, NO.2. C. Norman Shealy, MD, PhD; Vera Borgmeyer,
RN, MA.

Outcome: The authors compared the pain-relieving results of traditional
mechanical traction (74 patients) with a decompression device (25 patients). The
decompression system gave "good" to "excellent” relief in 86% of patients with
ruptured discs and 75% of those with facet arthrosis. The traction yielded no
"good" to "excellent" results with ruptured discs and only 50% "good" to
"excellent" results in patients with facet arthrosis.

No Benefit To Traction

Evidence does not demonstrate traction to be effective in the treatment of
patients with acute low back problems.

Bigos S, Bowyer O, Braen G, et al. Acute low back pain in adults. Clinical
Practice Guideline No 14. AHCPR Publication No. 95-0642. Rockville, MD:
Agency for Health Care Policy and Research; December 1994



Increase In Disc Height/Decrease Herniation

Case Study Reveals an Increase in Disc Height and a Decrease in Size
of Disc Herniation After Treatment with Spinal Decompression

True non-surgical Spinal Decompression Therapy was developed to provide a
non-invasive option for discogenic low back pain. Researchers of a case report
published in Volume 2 Issue 1 of the European Musculoskeletal Review State,
Evidence based data that show the promising effects of spinal decompression on
the safe and effective treatment of LBP continue to accumulate. The report titled,
Management of Low Back Pain with a Non-surgical Decompression System
Case Report reveals the pre and post treatment MRI findings of a 69 year old
male with low back pain. Prior to treatment the patient reported experiencing
low back pain radiating into both legs. When asked to describe his pain intensity
on a scale of 0-10 the patient rated his pain a 10. The patient underwent 22
treatments over a seven week period. Utilizing the same pain intensity scale the
patient reported a pain level of 1 post treatment. Four month after the initial
treatment a follow up MRI revealed decreased herniation size and
increased disc height at multiple lumbar levels.

Success Rates of 80% to 90%

John Leslie M.D. , and the Mayo Clinic 18t Annual Meeting American
Academy of Pain Management, Tampa Fl Sept. 5 2007

e Multi-center, phase II, non-randomized pilot study utilizing spinal
decompression.

e Designed to evaluate the effectiveness and safety of spinal decompression
in the treatment of chronic lower back pain.

e Patients enrolled - average of ten years of chronic back pain.

o After two weeks of treatments of spinal decompression- 50% reduction in
pain scores

e Upon completion of the entire six week protocol success rate of
88.9% was documented.

American Journal of Pain Management: Long-term Effect Analysis of /DO
THERAPY- ** in Low Back Pain: A Retrospective Clinical Pilot Study. July 2005.
Vol. 75, NO.3. C. Norman Shealy, MD, PhD; Nirman Koladia, MD; Merrill M.
Wesemann, MD.

Outcome: Of 24 study participants, each reported consistent pain relief and
continual improvement of symptoms one year later. Improvement in pain
continued after the treatment sessions were completed.

Practical Pain Management: Technology Review: 100 THERAPY-. April
2005. Vol. 5, Issue 3. C. Norman Shealy, MD, PhD.



Outcome: The treatment leads to satisfactory pain relief and improved
quality of life in up to 88% of patients-many of whom have failed other
"eonventional” approaches. Based on the author's review of recent study
results, /DO THERAPY"appears to be the current optimal recommendation for
most lumbar pain syndromes.

Journal of Neuroimaging: MRI Evidence of Nonsurgical,Mechanical
Reduction, Rehydration and Repair of the Herniated Lumbar Disc. April 7998.
Vol. 8, NO.2. Edward L. Eyerman, MD.

Outcome: All but 3 of 20 patients reported significant pain relief and complete
relief of weakness and immobility, when present. This study also shows a
correlation between the improvement on the MRI and the reported improvement
in pain.

Journal of Neurological Research: Vertebral Axial Decompression for Pain
Assoc with Herniated or Degen Discs or Facet Syndrome: An Outcome Study.
April 7998. Vol. 20, NO.3. E. Gose, PhD; W Naguszewski, MD; R. Naguszewski,
MD.

Outcome: Pain, activity and mobility scores greatly improved for 71%of the 778
patients studied. The authors consider VAX-D" to be a primary modality for low
back pain due to lumbar herniations, degenerative disc disease, and facet
arthropathy. The authors concluded that post-surgical patients with persistent
pain or "Failed Back Syndrome" should try VAX-D before further surgery.



Long Term Success

Decompression Reduces Chronic Back Pain: A four year Study; R.
Odell M.D., D Boudreau D.O., Anesthesiology News March 2003

ABSTRACT: Excellent 4 year study results have been reported in a small series of
patients with chronic discogenic low back pain with a spinal decompression
device. Of the 23 patients who responded, 52% had a pain level of zero, 91% were
able to resume their normal daily activities, and 87% were working or retired
without having back pain as the cause of retirement.

SUMMARY: Among 23 patients, 71% showed more than 50% reduction in pain
immediately after treatment and 86% showed a 50% or better showed a pain
reduction at 4 years. “After 4 years 52% showed a pain level of zero. Thus pain
relief not only improved but lasted.” Reported R. Odell M.D.

The Anesthesiology News (2003) Reported:
4 Year Study
»  91% of People Resume Normal, Daily Activities

« Over 80% showed 50% or Better Pain Reduction at the End of
the 4 Year study.

» Greater than 50% Still Had a Pain Level of Zero. This means the results
lasted.



CLINICAL STUDIES ON THE EFFECTIVENESS OF SPINAL
DECOMPRESSION THERAPY

“Eighty-six percent of ruptured intervertebral disc (RID) patients achieved ‘good’ (50-
89% improvement) to ‘excellent’ (90-100% improvement) resuits with decompression.
Sciatica and back pain were relieved.” “Of the facet arthrosis patients, 75% obtalned

'‘good’ to "excellent’ results with decompression.”

C. Norman Shealy, MD, PhD, and Vera Borgmeyer, RN, MA.
Decompression, Reduction, and Stabilization of the Lumbar Spine: A Cost-Effective Treatment for
Lumbosacral Pain. American Journal of Pain Management Vol. 7 No. 2 April 1997

“gerial MRI of 20 patients treated with the decompression table shows in our study up to
80% reduction of subligamentous nucleus hernlation in 10 of 14. Some rehydration cccurs
detected by T2 and proton density signal Increase. Torn annulus repair Is seen in all.®

Eyerman, Edward MD. Simple pelvic traction gives inconsistent relief to herniated lumbar disc
sufferers. Journal of Neuroimaging. Paper presented to the American Society of Neuroimaging
Orlando, Florida 2-26-98. !

“Results showed that 86% of the 219 patients who completed the therapy reported
immediate resolution of symptoms, while 84% remained pain-free 50 days post-
treatment. Physical examination findings showed improvement In 92% of the 219
patients, and remained intact in 89% of these patients S0 days after treatment.”

Glonis, Thomas MD; Groteke, Eric DC. Surglical Alternatives: Spinal Decompression
Technology Review. 2603; 6 (5). ° - Orthopedic

“Al but two of the patients In the study improved at least 30% or more in the first th
weeks.” "Utilizing the outcome measures, this form of decompressio mmm
and Improves activities of dally living.” pression reduces sym

Bruce Gundersen, DC, FACO; Michael Henrie, MS 11, Josh Christensen, DC. A Clinical Tria
Surglical Spinal Decompression Using Vertebral Axial Distraction Dellv;red by a mmpuw:l::dnon.
Traction Device. The Academy of Chiropractic Orthopedists, Quarterly Journal of ACO, June 2004
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al Differential Dynamics Therapy

onforthe Initial Treatment of Low Back Pain

a report by Dennis McClure. MD. and Bethany Farris, MDD,
Private Practice. Dayton. Ohio

(Originally published in US Musculoskeletal Review 2c06)

atients with back pain usually present a neurosurgeon or
spine specialist with an abnormal magnetic resonance
imaging (MRI). while their referring physician tells
them they have a degenerated disc causing their

pain. Throughout my vears of practice. it has become
apparent to me that patients with back pain want to know why
they are having pain, the cause of their back pain and how to
cffecrively treat their back pain in order to avoid surgery. In
addition to improving pain, another goal in treatment is to
improve flexibility. as well as quality of life, in the safest and

most effective manner prior to recommending more invasive
procedures for treating the patient’s pain due to degenerative dise
disease. It is a misconception by the public that surgery fixes'a
person’s back pain. If this were true. we would never see patients
with failed back syndrome.

"T'here has been no established uniform or
conservative management to effectively
treat low back pain.

In November 2003. 1 introduced
Intervertebral Differential Dynamics

(IDD) Therapy to my neurosurgical
practice. DD Therapy” is a noninvasive
spinal rehabilitation treatment developed
by Norman Shealy. MD. PhD. and is
delivered by the Accu-SPINA™ spinal care
device. IDD Therapy provides computer-
directed physio-therapeutic treatment to
the lumbar and cervical intervertebral discs
and facet joints, with a course of treatment
consisting of 20 sessions of 25 to 30 minutes,
spread over a six-week period. 1DD
Therapy protocols allow for the controlled
distraction of targeted vertebrae to mobilize
the joint and to create a negarive pressure inside the intervertebral
disc. This negative pressure leads to the diffusion of fluid and
nutrients into the disc to stimulate its metabolism and promorte
hydration and healing. The negartive pressure can also lead to

the retraction of a herniated nucleus pulposus. 1DD Therapy
treatment further delivers a passive exercise element to release
spasmodic behavior and to reeducate supporting soft tissucs.
Since introducing 1D Therapy to the practice | have treated
over 1.200 patients. Initial studics of 1D Therapy indicated
suceess rates of 86% and 76% one year post-treatment. Our results
of treatment are similar to the initial reports of 1D therapy:

in fact. in some cases we believe they are higher. We present

Surgery in 1988 and served in the US

Rir Force from 1984. He is a lifetime
member of the American Association

of Neurological Surgeons. Dr. McClure
ohtained his MD from Indiana University
in 1978 and completed neurosurgery
training at the University of Wisconsin
Hospitals [Madison] in 1984.

our results of over 415 patients who have been analyzed so farin
looking at success rates that contribute to variables affecting the
outcome of [DD Therapy.

Questions and Direction

After treating patients for two vears. it seemed apparent that
most of them reported significant recovery of back pain after
completing IDD Therapy. This raised several important
questions. What are the reasons patients do not improve with
IDD Therapy? What factors abourt these patients led to a good
prognosis with treatment? What factors led patients to experience
different severities of pain prior to and after treatment?

Understanding the answers to these questions was crucial for us
to quantify and improve the quality of reatment we could give to
our patients. We therefore emploved a rescarch analyst to answer
these questions and analyze the data extracted from the patients’
files. which included medical history, assessment measures (taken
and recorded upon initial evaluation). diagnoses. treatment
parameters and follow-up measures.

Dennis McClure,
MD, has heenin
private practice

in Dayton, Ohie,
since 1995. He was
certified by the
American Board

of Neurological

Preliminary Analyses
and Results

This preliminary analysis was conducted
by analyzing the success from self-reports
given by the patient on follow-up.
Success with IDD Therapy was rated by
patients after treatment (2-4 weeks, and
12 months) (see Table 1).

In the preliminary analysis we defined
SUCCESS as an improvement rating of

2 0r 3. A patient must report a 50%
decrease or greater in pain in order

to be considered a success in this
analysis. Data from the past 415 patients
completing treatment was analyzed
benween nwo months and two vears after completion of the course
of IDD Therapy treatment, at an average time of one vear post-
treatment. Any patient failing to give an improvement rating was
excluded. Success rates were examined according to diagnosis
assigned prior to treatment (see Table 2).

Of particular interest are lumbar surgical candidates. that is.
those patients who had been advised to undergo surgery and
who came to the practice for a second opinion or patients who |
might have previously operated on. This group showed a success
rate of 92%. "I'his is quite an exciting find. considering the next
alternative for these patients would have been surgery. Although



the sample size for cervical and post-laminectomy patients was
limited. the success rates are promising for these groups as well.

Having determined initial success rates of treatment led us to
inquire about variables influencing the outcome of treatment.

In particular, what makes patients have these exciting success
rates and more importantly, what variables affect the outcome of
treatment for patients who did not benefit from 1D Therapy?
We conracted the lumbar surgical candidates for additional
follow-up information at 12 months. Out of 129 patients. 84 were
contacted. The data for these patients was analyzed and the
results are follows:

e Effects of Gender—females reported significantly higher pain
after treatment. (p<.00.58)

e [ffects of Age (go% confidence interval)—there was a
significant increase in pain after treatment as age inereased,
(p<.0955).

e Effects of Time—patients who reported initial success (rating
of 2 or 3) directly after treatment continued to have a significant
reduction in pain at the time of the follow-up (anvwhere from two
months to two vears after completing treatment) (p<.cool).

e Lffects on Activity Level —patients who reported success
(reduction in pain) after treatment also reported improvement
in other aspects of their life, including a significant increase in
capacity to live a more active lifestyle, (p<.ooot).

e FFactors thar had no cffect on outcome measures included body
mass index. number of diagnoses, number of serious illnesses,
number of prior reatments. and angle of distraction.

o Flexibility measuring forward bending and straight leg-raising
improved by 60% post-treatment.

These results were encouraging and led us to examine other
aspects related to pain prior to and after treatment. More
specifically. psychological processes and attitudes. and how they
may affeet 111 Therapy.

Internretation
No improvement
Minimal improvement

ouement Rating

0
1
2
3

Excellent improvement

Moderate improvement

Depression and Attitude
Study and Results

T'o more accurately assess improvement and facrors affecting it. a
study was designed to assess patients prior to and post-treatment.
Participants gave consent and took a battery of surveys prior to
treatment, including a pain assessment, a self-rated depression
inventory and an attitude assessment. After patients completed
treatment, they took the pain assessment again. and results were
analyzed. Analyses are based on a sample size of 50 patients.

The first important finding was that patients who reported

higher pain prior to trearment showed significantly higher rates

of depression. (p<.oo71), which gave us important insight into
psychological aspects of a patient’s health affecting their perception
of pain. Second. patients with negative attitudes (skeptic or

avnic) reported slightly higher pain prior to treatment. although
not enough to be statistically significant in a one-way analysis

of variance (ANOVA). T'hese findings suggest that conceptual
treatment of pain should take a more holistic approach.

"This study also replicated the effeet of age from the previous
analysis. Patients in this sample showed that. as age increases, pain
after treatment also significanty increased (p<.ono). Number of
prescription medications also had a significant effect on the outcome
of treatment. Patients taking more medication report significantly
higher pain after rrearment (p<.o143). Patients on more preseription
medications are in overall poorer health prior to treatment. If this
holds true, it would also reinforee the idea of treating back pain
using a more holistic approach. This would allow us to address and
treat additional aspects of patients” health such as psychological,
physical and spiritual areas. resulting in better improvement in pain
from 11D Therapy. and overall quality of life.

Itis also worth noting that. while different factors may
significantdy affect the outcome of IDD Therapy. the sample had
asignificant decrease in pain according to a matched pairs test.
(p<.ooot). Inaddition. although depression significantly affected
reported pain prior to treatment, patients with depression
significantly improved after treatment (p<.oool). This leads me to
believe that IDD Therapy not only decreases pain, but also lifts
depression associated with pain. Overall, the success rate was
88.2% for this sample. which fell berween the ranges of suceess
found in our initial estimates of 79-92% success.

ible I: Patient-rated Success of IDD Therany

Pain Adjustment
0-24% decrease
25-49% decrease
90-19% decrease
80-100% decrease




Future Studies—Anger and Stress

In light of supporting a more holistic approach to pain. we have
begun to look at back pain in broader terms than the physical
pain our patients experience. We have also started to examine
the severity of impairments as a consequence of the pain. and
how this affects patients daily lives. We began to assess and
examine the influence of other factors. such as stress and anger
levels, on the outcome of IDD Therapy. So far, 65 patients
have participated in this most recent study., called the Anger
and Stress Study. "The results are preliminary, as most patients
have not completed the follow-up portion of this study. Our
preliminary findings include:

e Number of Daily Activities Affected by Pain— Patients
who report high numbers of daily activities affected by pain
score significantly higher on the anger assessment (p<.occoz).

significantly higher on the depression scale (p<.ooot), and report (03/14/05)

significantly higher pain (p<.0007).

o Stress Effects—Patients who score high on the Social
Readjustment Scale score significantly higher on the anger
assessment (p<.00ol).

o Anger Effects— Partients who score high on the anger
assessment score significantly higher on the depression scale
(p<.0002).

e Depression Score Effects—Patients who score high on
the depression scale report significantly higher pain prior to
treatment (p<.0037).

Conclusions

A number of implications can be made from the analyses above.
However, since these are preliminary in nature, we will not
claborate on the potential meaning from cach analysis. Instead.
we hope to convey information by moving the conception and
treatment of back pain in a new direction. one that uses safer.
non-invasive treatments such as DD Therapy for the initial
treatment of low back pain. recognizing the complexity of our
patients and treatment through a more holistic approach. W

Figure 1: MRI Examples

Figure 1a: Pre-treatment MRI
(02/02/05)

Figure 1b: Post-treatment MRI

.. Figure 1¢: Pre-treatment MRI
g (02/02/05)

Figure 1d: Post-treatment MRI
(03/14/03)

Sample size (n)
330

129
33
92




Research Proves Spinal
Decompression

Reduces Disc
Herniation Size up to
90% In a Majority of

Patients

While Decreasing Pain 90%

71%

Patients with
Significant
Reductions in Disc
Herniations

E“I had piercing pain down my
right leg from a disc
herniation”

“I first came in with a Lumbar Disc Herniation
after a weight lifting injury. The pain was
pinching and piercing down my right leg. It
caused abnormal nerve sensations and led to a
decrease in life enjoyment. | had a significant
amount of numbness and tingling radiating down
my leg as well. On a scale of 1 to 10, the pain

Subjects’ Condition

Herniated Discs
Degenerated Discs

Torn Annulus

Prior to Treatment

Pain in back and down
the leg

Numbness in legs

Weakness

5-Week Protocol

20 treatments

Force of Pull =1/2
body weight plus 10
lbs

Force alternated with
30 seconds of
relaxation to 50 pounds

Post Treatment

Over 90% reduction of
nucleus herniation in
71% of patients

Torn annulus repair is
seen in all

Virtually all subjects
have sufficient relief of
pain to return to work

71% had significant
pain relief and
complete relief of
weakness

90%-+ had numbness in




was a 7. | tried Chiropractic care, pain meds, the leg disappear

exercise and an inversion table. Seriously, .  86% had “good” to
nothing helped. | decided to take matters in my “excellent” relief of
own hands, and found Spinal Decompression Sciatic and back pain

online. My first concerns were if the treatment
would work for me and if | would need to come in
for the rest of my life. My recovery process has

e 28% had rapid relief in
as few as 3 treatments

been both fast and enjoyable. As a result of o 85% improved

my treatment, | now enjoy daily exercise, time clinically

with family and can finally sleep soundly at « Only 6% recurrence
night! The only drawback is that now | can no rate at 1 year

longer use my back pain as an excuse to miss

family reunions. | would highly recommend e

Spinal Decompression.”

~ Chase G. Source: CT MRI Neurosonology
PET SPECT Brain Mapping, Journal

of Neuroimaging, Volume 8 /
Number 2, April 1998.

Individual results may vary. These statements have not been evaluated by the FDA. All spinal
decompression devices currently registered with the FDA have received their 510 K clearance by
claiming their device is substantially similar to predicate traction devices.
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Subjects’
Condition
Dr. Leslie of the Mayo Clinic « Herniated
Proves Discs
Spinal Decompression to be « Bulging Discs
Up to 88.99% Effective e Degenerative
Discs
for NECK and BACK PAIN ! « Failed Back
Surgery
« Facet

Syndrome




CHANGE IN PAIN SCORE BY TREATMENT WEEK
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@ I can do just about anything now”

“l was suffering from Herniated Discs in my lower back.
The pain was the worst pain | have ever felt in my life. It
was so bad that | could not sit in the chair in the front
lobby waiting to meet the Doctor for the consultation. |
was actually lying on the floor when we met because that
was the only relief from the constant pain. On a scale of
0-10, my pain was an 11! (Seriously!) The pain ran
down my right leg often causing loss of feeling in my right
foot affecting my walking. | have had back pain for most
of my adult life including surgery in 2001 which was
expensive and only helped temporarily. | had tried nearly
every treatment known for backs since 2001. | tried
epidurals/steroid shots, physical therapy, massage,
back surgery, exercise, inversion table and pain
medication. | took prescription painkillers until the
prescription ran out, then about 12—-16 Advil a day.
Spinal Decompression has been the only treatment
that has significantly helped. | am running again, | am
back working out at the gym, | can do just about anything
now. | don't feel limited anymore and | look forward to
playing sports again.”

~ Daniel M.

Prior to
Treatment

« Average Pain

Score 6.4 Qut
of 10
e Pain Greater
Than 6 Months
6 Week
Treatment
Protocol

e 20 Treatments

Post Treatment

o Average Pain
Decreased to
0.8 Out of 10

¢ Decreased
Pain

e Improved
Function

« Required
Fewed
Analgesics
After
Treatment

« No Safety
Issues or
Adverse
Effects

Study Team: John Leslie,
MD, Charlotte Richmond,
PhD, Alex Macario, MD,
Christian Apfel, MD,
Frank Florio, DC, Darren




Clair, MD, Martin Auster,
MD, Joseph Perfolizzi,
MD; Mayo Clinic Arizona,
2NEMA Research,
Stanford University,
University of California at
San Francisco, Axiom
Worldwide, Vibrance
Medical, Johns Hopkins
University

Individual results may vary. These statements have not been evaluated by the FDA. All spinal
decompression devices currently registered with the FDA have received their 510 K clearance by
claiming their device is substantially similar to predicate traction devices.
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Research Proves Spinal Subjects’ Condition
. Decomefressmn S «  Herniated Dises
Excellent” Long Term 5 .
- . egenerated Discs
Effectiveness

Prior to Treatment
Even 4 Years Later! .
e Average pain level
R 7.41 out of 10
( Average Pain Level
' Directly After
Treatment

e Average pain level
3.41 out of 10

4 Years Later

e 52% had a pain level of
S Zero

Before Sprnay Docomprasscn 4 Yeors Aher Spinal Decomoresson

S I _ ¢ 91% were able to
resume their normal
daily activities




ﬂ’“s years later and still no pain” «  87% were working or
retired without having
“When | had Spinal Decompression treatments 5 back Pain as the cause
years ago | was suffering from severe pain in my of retirement.
lower back and right leg. On a scale from 1-10,
my pain was a 10. | was also experiencing
some tingling and numbness associated with the
pain. I just wanted the pain to go away. | tried
epidurals/steroid shots, physical therapy,
traditional chiropractic, massage, exercise and
pain medication. | was taking about four pain
pills a day. | found a Spinal Decompression
Clinic on the internet and wondered if spinal
decompression would work for me and if | would
have to continue the treatment for the rest of my
life? As a result of the spinal decompression |
am able to walk, sit and stand pain free. And |

SUMMARY: 71%
showed more than
50% reduction in
pain immediately
after treatment and
86% showed a 50%
or better showed a
pain reduction at 4
years.

Source: Anesthesiology News,

am back to work with no problems. The pain in Volume 29, Number 3, March 2003,
my back and my leg is completely gone. | Robert H. Odell Jr., MD. Ph.D.,
would recommend spinal decompression to Boudreau D. DO.

everyone.”

~ Gilbert R.

Individual results may vary. These statements have not been evaluated by the FDA. All spinal
decompression devices currently registered with the FDA have received their 510 K clearance by
claiming their device is substantially similar to predicate traction devices.
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i Subjects’ Condition
Medical Doctors From

Stanford and John Hopkins « Herniated Discs
Univers ity e Degenerated Discs
Show Patients Rate Spinal .
Decompression Prior to Treatment
8.98 out Of 10 in « Average Pain Score
Satisfaction TRkl

e Pain lasting great than




And 100% Would Recommend
Spinal Decompression

Average Satisfaction
with the DRX on a
Scale of 0-10

ﬁ“Only 6 weeks later my back
and leg feel wonderful”

“l had a herniated disc at L3 and L5, according
to my MRI. My right side was in excruciating
pain from my disc pushing on my sciatic
nerve. My foot was numb and tingly all the time.
I was in the E.R. every weekend. | was taking
all kinds of pain pills, was in a wheelchair for
2 months and used a walker for 1 month. |
knew the pills could cause damage to my liver
and kidneys but | didn’t know what else to do.
They were also becoming very addictive and that
made me scared. | was three days from
having back surgery when | saw an ad in the
newspaper. | came down to the office and the

12 weeks

Treatment Protocol

23 DRX sessions Over
8 Weeks

Lumbar stretching
exercises and ice or
muscle stimulation

Post Treatment

Pain decreased from
Average 5.99 to .87 out
of 10

NSAID and Opioid use
went from 65% of
patients to <5%

Patients reported a
mean 90%
improvement in back
pain

Better function as
measured by activities
of daily living.

Patients rated the
DRX9000 an 8.98 out
of 10 in Satisfaction

No patient required
more invasive therapies

(e.g. surgery)
100% Would

recommend DRX to
someone else

Doctors explained everything. The Dr's put me Source: Alex Macario, MD, MBA,
on the Decompression Table and only 6 weeks Standford University; Sunil J.
later my back and leg feel wonderful. No Panchal, MD, COPE Foundation,




