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ultrasound bone healing system

Is my patient’s fracture suitable for EXOGEN?

Nonunion

EXOGEN heals 86% of nonunion fractures.?

Fresh fracture Delayed union

EXOGEN accelerates fracture healing by 38%,'2

Is the fracture personality associated

with poor fracture healing?
YES NO

Is the fracture stable?
YES |

EXOGEN is an excellent non-invasive treatment option for patients with stable fractures.'#

\—> Is the fracture gap <10mm?
YES <—| |

Clinical evidence shows that fracture gaps <10mm in nonunion fractures do not negatively affect the action of EXOGEN.*

> NO

Stability affects the heal rate associated with EXOGEN. The fracture needs to be stabilised with a cast or surgically before
EXOGEN is used.* Return to stage 2.

> NO

Nonunion fracture gaps >10mm may require an adjunct surgical procedure or reduction before EXOGEN is used.*
Return to stage 2.

Is the fracture complex?

YES — |

EXOGEN is recommended for these patients. Complex fractures may, for example, be open, comminuted or have damaged
vasculature. EXOGEN has been shown to help heal 88.9% of delayed and nonunion Gustilo type 2 to 3¢ fractures.®

s NO

Move to Stage 3. EXOGEN is an excellent option for patients with a fracture in a location associated with poor healing, or for
patients with one or more risk factors.>'®

!

— Does.’rhe pahep’r have.q fracture in a .
location associated with poor fracture healing?

YES These may include but are not limited to scaphoid, metatarsal and fibial fractures NO
EXOGEN could be helpful for these patients.

e.g. Scaphoid

Clinical evidence shows that EXOGEN significantly accelerates healing of fresh
scaphoid fractures from 62 + 19 days to 43 + 10 days using standard therapy
(p=0.0055).¢ EXOGEN also gives high heal rates in nonunion fractures of the
scaphoid: registry data show a heal rate of 85%.”

e.g. Metatarsal

Jones fractures are a common type of metatarsal fracture, which can have a
nonunion rate as high as 28%.2 Clinical evidence shows that all patients (n=10)
with acute Jones fractures treated with EXOGEN went on to heal within 20 weeks,
compared to 30% in the control group (N=10), who went on to a nonunion.’

e.g., Tibia

Clinical evidence shows EXOGEN accelerates the clinical and radiographic
healing of fresh, simple fibia fractures by 38% (p=0.0001) compared with placebo
controls.! Complex tibia fractures tfreated with EXOGEN radiographically healed
42.5% faster than controls (p<0.05), reducing the mean heal time from 20 weeks o

11.5 weeks.'® Many factors can contribute to the development of a tibial nonunion.
One of these is the effect of nicotine on the revascularisation of bone graft as
shown in a preclinical model."" In patients with fresh tibial fractures who smoke, the
EXOGEN treated group (n=7) healed 41% faster than the control
group (n=14)."2

\

Does the patient have risk factors

associated with poor fracture healing?
YES For example: diabetes, smoker, damaged vasculature, or elderly NO

EXOGEN is a viable treatment option for patients who need to
heal faster. EXOGEN accelerates fresh fracture healing by 38%.'?

Patients with one or more of these risk factors are ideal
candidates to be treated with EXOGEN.

Is the patient
elderly?

Does the patient have damaged
vasculature at the fracture site?

Is the patient
diabetic?

Diabetic patients often have a problem with vascular insufficiency
that can lead to problems in tissue and fracture healing.
Preclinical data show EXOGEN increases VEGF expression and
vascular density in an animal model of diabetic fracture healing.*™

Does the patient
smoke?

As we age, levels of COX-2 in the body decrease. This results
in decreased mineralisation and vascularisation.’®> EXOGEN
increases the levels of COX-2 and VEGF to help overcome these
problems.*'3¢ Clinical data show a 45% acceleration in time to
healing of fresh, simple tibia fractures in patients over 30 years of
age.” Arecent study also shows that patients over 60 years old
with fresh fractures treated with EXOGEN (n= 554) had a heal rate
of 95.2%, indicating that EXOGEN has the effect of mitigating age
as a risk factor for fracture repair.'®

Vascular damage can occur during the initial trauma,
especially if this is a high-energy tfrauma. It can also occur as a
result of periosteal stripping during surgery. Vascular damage
can be a cause of a fracture becoming an atrophic nonunion.
Preclinical data show EXOGEN increases VEGF expression.*?
EXOGEN has been shown to accelerate clinical healing by 40%
and radiographical healing by 42.5% in patients with complex
tibial fractures.'®

EXOGEN has also been shown to help heal 88.9% of delayed
and nonunion Gustilo type 2 to 3¢ fractures.®

The action of nicotine has an adverse effect on the
revascularisation of bone graft, as shown in the
preclinical model *"

Preclinical models demonstrate that EXOGEN increases VEGF
expression.*'® Registry data show that the nonunion fracture
heal rate within patients who smoke is 79% vs. 82% for those who
stopped smoking and 84% for patients who have never smoked.”

Registry data show a heal rate of 82% of nonunion fractures in
diabetic patients.’

*The clinical relevance of in vivo findings is unknown.
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Summary of Indications for Use:

EXOGEN is indicated for the non-invasive treatment of osseous defects (excluding vertebra and skull) that includes the treatment of delayed unions, nonunions, stress fractures and joint fusion. EXOGEN is also indicated for the acceleration of fresh fracture heal time, repair following osteotomy, repair in bone transport procedures and repair in distraction osteogenesis procedures.

TA nonunion is considered to be established when the fracture site shows no visibly progressive signs of healing.
There are no known contraindications for the EXOGEN device. Safety and effectiveness have not been established for individuals lacking skeletal maturity, pregnant or nursing women, patients with cardiac pacemakers, on fractures due to bone cancer, or on patients with poor blood circulation or clotting problems. Some patients may be sensitive to the ultrasound gel.

Full prescribing information can be found in product labeling, or at EXOGEN.com
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