IGNITE" Power Mix

Injectable Stimulus for Fracture Callus Formation

Time-Saving Technique. Boost Healing. Low Morbidity.




stimulate

fracture callus formation

The IGNITE® Power Mix combines an injectable scaffold in demineralized bone matrix
with aspirated red bone marrow. The combination provides a minimally-invasive graft
with osteoconductive, osteoinductive, and osteogenic capacity.

case study
61 YEAR-OLD MALE

“.
Pre-Injection Post-op, 2 Months Post-op, 8 Months
A 61 year-old male with a After 2 months with an Two years post-op, the
comminuted pilon fracture external fixator, definitive fracture is consolidated
sustained in a motor vehicle fixation of the tibia with a and the patient is
accident. percutaneous injection of ambulating pain-free.
IGNITE® Power Mix Graft to

fill the slow-healing fracture.

Images courtesy of
Gregory T. Altman, MD
Allegheny General Hospital
Pittsburgh, PA

*The VACLOCK™ syringe and ported
needle improve the quality of the
bone marrow aspiration procedure.
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The IGNITE® Composite Graft reinforces
and stimulates defect healing in poorly
vascularized areas, such asithe long
bone diaphysis.

Healing with the IGNITE® Graft proceeds
via the normal stages of fracture
healing.

hematoma phase

The IGNITE® Graft is injected
to induce hematoma
formation. Osteogenic
marrow cells are transplanted
to the defect site:

inflammatory phase

The fracture hematoma clots
and elicits a transient
inflammatory response.
Angiogenisis is an early,
critical component at this
stage of healing.

soft callus phase

Tissue becomes more
y organized as new bone

! (osteoid) is laid down.
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extra-cortical
"‘b bridging and
3 remodeling phase
Tissues continue to organize
as osteoid is calcified.
Remodeling completes the
reparative phase as the
bone is stressed.

enhance

diaphyseal fracture healing

A low morbidity, time-saving, percutaneous treatment for stable
diaphyseal fractures has been advanced to include an increased
level of DBM proteins to couple with harvested osteoprogenitor
cells from bone marrow.

The IGNITE® Power Mix kit features modified instrumentation
affording injection of a robust graft to stimulate callus formation

in problem fracture defects.

Minimally-Invasive technique
to maintain vascularity

POTENTIAL USES":

e Suspect delayed union at 6-8 weeks following index

procedure with no sign of callus formation
e Delayed union with well-fixed hardware
e Fresh fractures for “High Risk” patients with one or more
comorbidities such as smoking, diabetes, steroid use, etc.
e Stable (well-fixed) nonunions with no prior surgical

intervention''*'¢

IGNITE® GRAFT SHOULD NOT BE USED

e Nonunion with previous infection at nonunion site

e Previous failed grafting for nonunion
e Bone gap greater than 3mm

e Atrophic nonunion with significant
fibrous tissue in fracture gap

Signs of hardware loosening

Unstable fractures / defects

*IGNITE® Putty is indicated only for bony voids or gaps that
are not intrinsic to the stability of the bony structure. IGNITE®
Putty is intended to be gently packed into bony voids or
gaps of the skeletal system (i.e., the extremities and pelvis).
These defects may be surgically-created osseous defects or
osseous defects created from traumatic injury to the bone.

Refer to the IGNITE® Power Mix package insert for
additional information related to WARNINGS, PRECAUTIONS,
CONTRAINDICATIONS, AND ADVERSE REACTIONS.
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FOR OPEN GRAFTING OF DIFFICULT FRACTURES, TRY

ALLOMATRIX® CUSTOM
BONE PUTTY [

ALLOMATRIX® CUSTOM
BONE PUTTY [

REFERENCES 8

1.

Saleh K, et al. Socioeconomic Burden of Traumatic Tibial Fractures:
Nonunion or Delayed Union CME.
http://www.medscape.com/viewprogram/625_pnt.

Heckman JD, Sarasohn-Kahn J. The economics of treating tibia
fractures: The cost of delayed unions. Bul Hosp Jt Dis 1997; 56(1):
63-72. Direct costs from model 1 calculated from Reoperation
(second phase) and outpatient (second phase) data only.
http://oregonstate.edu/dept/pol_sci/fac/sahr/cf166502.pdf

No indirect costs were included in this calculation, such as workers’
compensation, disability, and other non-hospital costs. Cost savings
using IGNITE" technique estimated using more conservative

direct hospital cost ($7,415).

Fernyhough JC, Schimandle JJ, Weigel MC, Edwards CC, Levine AA.
Chronic donor site pain complicating bone graft harvesting from
the posterior iliac crest for spinal fusion. Spine 1992;17(210):
1474-1480.

Banwart JC, Asher MA, Hassanein RS. lliac crest bone graft harvest
donor site morbidity. Spine 1995; 20(9): 1055-1060.

Sawin PD, Traynes VC, Menezes AH. A comparative analysis of fusion
rates and donor site morbidity for autogenic rib and iliac crest bone

grafts in posterior fusions.

5677 Airline Road
Arlington, TN 38002
901.867.9971 phone

WRIGHT.
. . 4

800.238.7188 toll-free

www.wmt.com

Wright Medical Technology, Inc.

86XC-0500 5cc

86XC-1000 10cc

Scranton PE. Use of bone graft substitutes in lower extremity
reconstructive surgery. Foot and Ankle INT 2002; 23(8): 689-692.

Shors EC. Coralline bone graft substitutes. Ortho Clinics North Am
1999; 30(4): 599-613.

Wilkins RM, et al. Percutaneous treatment of long bone nonunions:
The use of autologous bone marrow and allograft bone matrix.
Orthopaedics, 2003; 26(s): s429-s554.

Reckling FW, et al. Treatment of non-unions of fractures of the tibial
diaphysis by posterolateral cortical cancellous bone-grafting. JBone
Joint Surg 1980; 62-A: 936-941.

New Humanitarian Device Approval, OP-1™ - H010002. Web reference:
http://www.fda.gov/cdrh/mda/docs/h010002.html

Friedlaender GE, et al. Osteogenic protein-1 (bone morphogenetic
protein-7) in the treatment of tibial nonunions. JBone Joint Surg 2001;
83-A (Supplement 1, Part 2): 151-158.

Connolly JF, et al. Autologous marrow injection as a substitute for
operative grafting of tibial nonunions. Clin Orthop 1991; 266: 259-270.
Garg NK, et al. Percutaneous autogenous bone marrow grafting in 20
cases of ununited fracture. Acta Orthop Scand 1993; 64(6): 671-672.1.
Altman, GT, et al. Percutaneous use of composite demineralized bone
matrix and bone marrow to stimulate healing in stable non-unions of
lower extremity. WMT publication, 2006.

Wright Medical Europe SA
Commerce Parc

Gebouw B, 6th Floor, Krijgsman Il
1186 DM Amsterdam

The Netherlands

Tel +31(0) 205450100

™Trademarks and © Registered marks of Wright Medical Technology, Inc.
Covered by one or more of the following US Patents 5,614,206; 5,807,567; 6,030,636. Patents pending.

©2006 Wright Medical Technology, Inc. All Rights Reserved.

SK818-602

R1.06



