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R1.06

early
intervention

Direct hospital costs to achieve union in tibia
fractures have been estimated between
$7415 and $27,422 (indexed to 2002 dollars)1-4

The IGNITE® technique is a low morbidity,
time-saving procedure

• Estimated cost-savings potential
of over $44001-4

• Minimally-Invasive aspiration
and injection

• Outpatient, 30-minutes OR time

• No iliac crest harvest complications
and cost (estimated between $2,200 and $5,000)5-9
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FOR OPEN GRAFTING OF DIFFICULT FRACTURES, TRY

ORDERING INFORMATION

IGNITE® Power Mix
Injectable Stimulus for Fracture Callus Formation

Time-Saving Technique.  Boost Healing.  Low Morbidity.



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.

The IGNITE® Composite Graft reinforces
and stimulates defect healing in poorly
vascularized areas, such as the 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

organized as new bone

(osteoid) is laid down.

extra-cortical
bridging and
remodeling phase

Tissues continue to organize

as osteoid is calcified.

Remodeling completes the

reparative phase as the

bone is stressed.

case study
61 YEAR-OLD MALE

Pre-Injection
A 61 year-old male with a

comminuted pilon fracture

sustained in a motor vehicle

accident.

Post-op, 2 Months
After 2 months with an

external fixator, definitive

fixation of the tibia with a

percutaneous injection of

IGNITE® Power Mix Graft to

fill the slow-healing fracture.

Post-op, 8 Months
Two years post-op, the

fracture is consolidated

and the patient is

ambulating pain-free.

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.

POTENTIAL USES*:

•• Suspect delayed union at 6-8 weeks following index 

procedure with no sign of callus formation

•• Delayed union with well-fixed hardware

•• Fresh fractures for “High Risk” patients with one or more 

comorbidities such as smoking, diabetes, steroid use, etc.  

•• Stable (well-fixed) nonunions with no prior surgical 

intervention10,14-16

IGNITE® GRAFT SHOULD NOT BE USED:

•• Nonunion with previous infection at nonunion site

•• Previous failed grafting for nonunion

•• Bone gap greater than 3mm

•• Atrophic nonunion with significant
fibrous tissue in fracture gap

•• Signs of hardware loosening

•• Unstable fractures / defects

Minimally-Invasive technique
to maintain vascularity

stimulate
fracture callus formation

enhance
diaphyseal fracture healing

proven
technique

The combination of DBM and BMA has over a decade of

clinical evaluation.  This composite has demonstrated

clinical success comparable to open, autologous

grafting.10,14-16

CLINICAL COMPARISON OF AUTOGRAFT,
DBM / BMA BIOCOMPOSITE, AND OP-1TM

# of
patients

clinical
union

radiographic
union

time to
union

(months)

autograft

RECKLING, et al 11

TIBIAL NONUNION STUDY12

(PRIOR FAILED AUTOGRAFTS)

FRIEDLANDER, et al 13

dbm and/or bma

CONNOLLY, et al 14

WILKINS, et al 10

GARG, et al 15

ALTMAN, et al 16

rhOP-1TM (Bmp-7)

TIBIAL NONUNION STUDY 12

(PRIOR FAILED AUTOGRAFTS)

LONG BONE NONUNION STUDY12

FRIEDLANDER, et al 13

* Clinical Union defined as weight bearing, less than
severe pain (union criteria for ref. 11, 14, 15, 16 not as specific)

# Radiographic union defined as cortical bridging in
3/4 views, or 75% circumference

Clinical studies may not be comparable because of differences
in study design.
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*The VACLOCK™ syringe and ported

needle improve the quality of the

bone marrow aspiration procedure.

*Individual patient results may vary.

*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.

44 98% - 5-10

13 92% 92% 9

61 85% 74% 9

20 90% - 7

69 88% 88% 8

20 85% - 5

11 82% 82% 7

14 86% 57% 9

10 70% 20% 9

63 81% 62% 9
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