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STABILIT" VERTEBRAL AUGMENTATION SYSTEM WITH
UrtrAa-HiGH ViscosiTty STABILIT ER BoNE CEMENT
The Power and Control to Treat Vertebral Compression Fractures

he StabiliT™ Vertebral Augmentation
TSystem by DFine, Inc. (San Jose, CA),

now offers physicians a unique, ultra-high
viscosity bone cement with an on-demand delivery
system that may redefine the treatment of vertebral
compression fractures (VCFs). The StabiliT Verte-
bral Augmentation System features a streamlined
process for access and delivery of its proprietary
StabiliT ER Bone Cement, specially formulated
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the industry, and significantly reduces the manipu-
lation required in conventional delivery systems.

to work at an ultra-high viscosity with an ex-Q

DFine’s StabiliT ER Bone Cement is a proprie-
tary, energy-responsive polymethyl-methacrylate
(PMMA)-based cement. The ultra-high viscosity
enables it to simultaneously create and fill a cavity,
achieving site-specific repair of areas comprised
of cancellous bone. Whereas other similar systems
have working times of eight or nine minutes (at 22
degrees Celsius), the StabiliT ER Bone Cement has
a working time of approximately 25 minutes* after
mixing, and achieves ultra-high viscosity just prior
to delivery into the fracture site when delivered
through the StabiliT Vertebral Augmentation System.
Injection of this bone cement will form an internal
cast for stabilizing fractures—reducing micro-
motion—which may help eliminate pain. Injection
of the StabiliT ER Bone Cement may also be used

StabiliT Vertebral Augmentation System.

to apply mechanical forces in vertebral augmentation
in an effort to maintain and restore spinal function,
and to address fractures with greater specificity by
localizing cement deposition in a vertebra.

Robert D. Poser, Vice President of Scientific and
Medical Affairs at DFine, Inc., notes that what dif-
ferentiates this product from others is that, “StabiliT
energy responsive proprietary bone cement has an
extremely long working time—yet when delivered
through our innovative RF-based, remote hydraulic
delivery system—provides the physician the ability
to deliver an ultra-high viscosity cement on demand
at a distance from the imaging-related radiation. The
application of RF energy to only that portion of bone
cement about to enter the patient allows the remain-
ing cement to stay at ambient temperature for ex-
tended periods of time. Accelerating polymerization
of cement immediately prior to entering the patient
increases its viscosity to a level not yet seen in the
industry, but requires a unique hydraulic delivery
system for minimally invasive delivery into the frac-
tured vertebra. The StabililT Vertebral Augmentation
System carefully synchronizes the amount of energy
applied to the cement with the delivery rate, in order
to optimize cement viscosity and provide controlled
delivery.” Dr. Poser further notes that, “As viscosity
is directly related to leakage, the higher the viscos-
ity the less likely the cement is to leak. Leakage
of cement outside the vertebral body can cause



complications.” Current vertebroplasty
and kyphoplasty procedures for treating
VCFs utilize standard bone cement of
relatively low viscosity. Bone cement of
such viscosities can leak from the ver-
tebral body before the cement hardens.
Complications from leakage include ex-
travasation to the perivertebral venous
plexus, epidural veins, or intervertebral
disc space; nerve root compression; pa-
ralysis; and pulmonary embolization.

Franklin G. Moser, MD, of Cedar Si-
nai Medical Center (Los Angeles, CA),
finds the StabiliT system provides him
the control he needs to deliver the ce-
ment with greater precision. “Not only
will this optimize results, but it will re-
duce the risk of extravasation. You don’t
want the cement to leak into the spinal
canal, so the ability to minimize this
risk is an important safety factor. As
we know, traditional bone cement can
be more difficult to control in that the
lower viscosity and the irregular flow
rate make for inconsistent delivery. The
DFine system prevents this.”

Thomas J. Raley, Jr., MD, of the Mini-
mally Invasive Spine Institute (Wash-
ington, DC and Arlington, VA), agrees
with Dr. Moser. “The DFine technology
offers a highly controlled delivery sys-
tem that gives me an ultra-viscous, yet
highly workable, cement. Because 1
more control, I can do things t,

not be able to do with eth¢r fe ts,
such as perform a uni 'ocedure
or stabilize burst fracturs.” Dr. Raley
also notes that the DFine system reduces
operator radiation exposure, making it
safer to use. “Other vertebral augmenta-
tion procedures require extended periods

Bone cement with no RF energy applied.

of fluoroscopic guidance, which can lead
to substantial radiation dose exposure.”
The DFine system’s remote hand switch
allows for optimized cement delivery
from up to 10 feet away from the radia-
tion source. “You can step away during
the procedure, which will limit your
radiation exposure.”

“I think the DFine system is a techno-
logical advance that addresses a number
of challenges surgeons face,” notes Paul
J. Slosar, MD, President of the Spine
Care Medical Group (Daly City, CA).
“Not only does DFine’s activation sys-
tem allow the cement to be delivered
with a reliable consistency and a longer
working time, DFine has also created a
cement that stabilizes the vertebrae at
a cooler temperature than traditional
cement. This further increases its safety
profile.” Dr Slosar explains, “Traditional
bone cement becomes quite hot and if
it were to leak outside the vertebra and
come into contact with other 1mportant
structures, such as the spinal cord, there
is concern that the exothermic,

reaction, could burn a nerve or

The DFine cement grea reaves the
likelihood of extrgfasa ut in the
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you’ve possibility of a heat-

relggd %fcation.”

teoporosis is a major public health
threat in the United States, and today it
is estimated that more than 10 million
individuals already have the disease;
and 34 million more are estimated to
have low bone mass, which places them
at risk for osteoporosis.> Every year, 1.5
million fractures attributable to osteo-
porosis occur in the United States,**®
and of these, half are VCFs.? In 2005,
osteoporosis-related fractures accounted
for approximately $19 billion in costs.
With the increases in life expectancy
and the aging baby-boomer generation,
experts foresee costs rising to approxi-
mately $25.3 billion by 2025.2

About DFine, Inc.

DFine, Inc., founded in 2004, was formed
to develop new technologies to provide
precise means of delivering bone cement

Bone cement with RF energy applied.

or other materials to fractures of the
spine in an effort to restore normal func-
tion. “We are a diverse group, accom-
plished in various disciplines, brought
together to create innovative products
for the minimally invasive treatment of
VCFs,” notes Dr. Poser.

“Our technology combines RF energy,
hydraulic delivery system, and polymer
chemistry, the combination of which
has resulted in a system that supplies
the highest viscosity cement available
M\what could be the most con-
delivery system on the market.
s an eclectic approach that provides
a very simple answer for both the phy-
sician and the patient.” The company’s
research and development efforts are
overseen by experts in the field of in-
terventional neuroradiology, neurosur-
gery and orthopedics. DFine’s corporate
headquarters are in San Jose, CA. 4

To Learn More

For more information about the StabiliT
Vertebral Augmentation System, please
visit the Web site at www.dfineinc.com,
or call 1-866-96DFINE (1-866-963-3463)
to find a DFine sales representative
near you.

*All cements tested at 20 degrees Celsius
room temperature.

References:

1. Anselmettil, GC, Zoarski, G, Manca, A, et al. Percutaneous Vertebroplasty
and Bone Cement Leakage: Clinical Experience with a New High-Viscosity
Bone Cement and Delivery System for Vertebral Augmentation in Benign and
Malignant Compression Fractures. Journal CardioVascular and Interventional
Radiology, 2008; 31:937-947.

2. National Osteoporosis Foundation, Fast Facts on Osteoporosis. Can be ac-
cessed at http: .nof.org .htm <http://www.nof.
org/osteoporosis/diseasefacts.htm>

3.Riggs, B.L. and L.J. Melton, 3rd, The worldwide problem of osteoporosis: in-
sights afforded by epidemiology. Bone, 1995. 17(5 Suppl): p. 505S-511S.

4.Gold, D.T., The clinical impact of vertebral fractures: quality of life in women
with osteoporosis. Bone, 1996. ]8(3 Suppl): p. 185S-189S.

5. Lyles, K.W., et al., vertebral i
with lmpalred funcuona] status. AmJ‘\/Iu/ 1993. 94(6): p. 595-601.

6.Silverman, S.L., er al., The relationship of health-related quality of life to
prevalent and incident vertebral fractures in postmenopausal women with
osteoporosis: results from the Multiple Outcomes of Raloxifene Evaluation
Study. Arthritis Rheum, 2001. 44(11): p. 2611-9.

fractures

Medco Forum® is a registered trademark of Medco Communications LLC. Copyright ©2009 Medco Communications LLC. On editorial matters or to request additional
copies, telephone (303) 674-9607. Any reproduction, in whole or in part, without express written permission of publisher is prohibited. The information and statements
directed to the products discussed herein are based solely on information and statements received from manufacturers and/or distributors thereof. The publishers do
not warrant and assume no liability for the accuracy of the information contained herein. The manufacturers and/or distributors should be contacted for any and all
information that the reader may desire. Send inquiries or comments regarding this publication to Medco Communications LLC, 87 Oak Way, Evergreen, CO 80439.





