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INFUSE® Bone Graft

For patients who need more
bone to place dental implants

Enjoy living.

INFUSE® Bone Graft (rhBMP-2/ACS)



This brochure is designed to help you make an
informed decision about your dental surgery. Your
doctor has recommended that you consider surgery
using INFUSE® Bone Graft.

Why is bone important for
dental restoration?

Teeth are anchored into
the jaw in an area of bone
called the alveolar ridge.
The alveolar ridge bone
surrounds tooth roots to
secure teeth, and allows
for normal tooth use

such as chewing.

Without enough alveolar ridge bone, the jaw cannot
support either natural teeth or dental implants.
There are many reasons why you may have lost
bone in your jaw. For example, you may have had
either a tooth knocked out and bone was lost with
the tooth, or you may have periodontal (gum)
disease. For whatever the reason, you may not have
enough bone in your jaws to anchor your natural
teeth or to support the successful placement of
dental implants.

If you have lost alveolar ridge bone, and need to
re-grow the bone to place dental implants, your
surgeon may recommend that you have a bone graft
surgery. INFUSE® Bone Graft may be an option.



What is INFUSE® Bone Graft?

INFUSE® Bone Graft consists of two parts: a
protein that is found in everyone’s body, plus a
natural carrier for delivery. The protein ingredient
in INFUSE® Bone Graft is rhBMP-2 (recombinant
(engineered) human bone morphogenetic protein-2),
a synthetic version of a protein everyone’s body
produces naturally in small amounts to regulate
bone growth and healing. The natural carrier is
made of a material found in tendons. It releases
the protein over time where it is placed, provides a
scaffold (framework) for new bone to grow into,
and is absorbed and replaced by bone.

Using INFUSE® Bone
Graft eliminates the
need for a second
surgery to “harvest,”
or remove surgically,
bone from your body
("autogenous” bone)

for placement at the
oral surgery site. Autogenous bone harvest has the
risk of pain, complications, longer surgical time and
more anesthesia. Choosing INFUSE® Bone Graft
eliminates the need for the harvest surgery
avoiding the pain and bodily harm associated

with the bone harvest procedure. For procedures
where autogenous bone is not typically used,
INFUSE® Bone Graft can also be used.



How does INFUSE® Bone Graft work?

INFUSE® Bone Graft is surgically placed where

new bone growth is needed. It attracts your body’s
own bone building cells to the site and over time,
new bone is formed. Bone grows where the
INFUSE® Bone Graft is placed, for predictable

bone growth results.




Who is INFUSE® Bone Graft for and how
will it fit into my doctor’s prescribed
course of treatment?

INFUSE® Bone Graft is how approved for two

oral procedures: in sinus augmentation, and for
localized alveolar ridge augmentation following
tooth extraction. INFUSE® Bone Graft gives you

and your surgeon a choice for growing bone where
it is needed for the support of dental implants or
other dental restoration. You and your doctor should
discuss the benefits and risks of INFUSE® Bone Graft
versus autogenous bone or other treatments.
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Location of the How INFUSE® Bone Graft
maxillary sinus is placed during the sinus
lift procedure

Bone grows where INFUSE® Bone Graft is placed

Sinus Lift

A sinus augmentation, or “sinus lift,” is a surgical
bone grafting procedure that is performed in the
maxillary (upper jaw) sinus cavity (above the area
that anchors your teeth) to prepare the patient for
dental restoration. Some patients have such small
amounts of existing bone in these areas that dental
restoration simply cannot occur without sufficient
formation of new bone. Your surgeon may feel that
autogenous bone or INFUSE® Bone Graft is needed
to form the necessary bone in this area for reliable
and functional dental restoration. In this case
INFUSE® Bone Graft or autogenous bone harvested
from another site in your body may be placed into
your upper jaw to promote bone growth in the floor
of the sinus cavity to anchor the dental implants to

allow for dental restoration.
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Bone grows where INFUSE® Bone Graft is placed

Ridge Augmentation

A localized alveolar ridge augmentation after
tooth extraction, or “ridge augmentation,” involves
placing INFUSE® Bone Graft directly into the empty
socket where a tooth’s roots used to be, to help
create the natural shape of the gums and jaw that
may have been lost following tooth extraction.
Patients usually need a ridge augmentation
procedure after losing one or more teeth, to
prepare for a future dental restoration.

Please discuss these procedures with your surgeon,
and whether INFUSE® Bone Graft is right for you.



A IMPORTANT INFORMATION A

Who should not receive it?
INFUSE® Bone Graft should not be used if:

* you are pregnant, or suspect that you might
be pregnant

* you are hypersensitive (highly sensitive) to bovine
(cow) Type | collagen or recombinant human Bone
Morphogenetic Protein-2

* you have an infection near the area of the
surgical incision

* you had a tumor removed from the area of the
implantation site

* you are being treated for cancer.

What are some warnings for using
INFUSE® Bone Graft?

This product has not been tested in pregnant
women to determine if it could harm a developing
fetus. This product has also not been studied in
nursing mothers.

It is not known if a woman who gets pregnant after
receiving the product could have a second immune
reaction to the BMP-2. BMP-2 is normally found in a
developing fetus and an immune reaction to it may
result in harm to the mother and/or the fetus. In a
rabbit pregnancy study, no increase in the immune
reaction to BMP-2 was observed.

Women of childbearing age should not become
pregnant for one year following treatment with



the product. Women of childbearing age should be
warned of potential risks to a fetus and should discuss
other possible dental treatments with their doctor.

If | become pregnant after having
treatment with INFUSE® Bone Graft,
could there be problems for the fetus?

This issue was not studied in humans. However,

in a rabbit pregnancy study, an immune reaction
to INFUSE® Bone Graft developed by the mother
crossed into the fetus; the effect of this immune
reaction on the fetus is unknown. In addition,

the rabbit study showed some bone formation
abnormalities in a small number of rabbit fetuses
tested; it is not known if these changes would
disappear as the rabbit fetus continued to develop
or at some time after birth.

What are some precautions for using
INFUSE® Bone Graft?
This product has not been tested:

* in the lower jaw (mandible) or in extracted molar
tooth sites

« in patients under 18 years of age whose facial
bones are growing

* to see if there are side effects by using it more
than once in the same person

* in people with liver or kidney problems

* in people with bone-weakening diseases



* in people with autoimmune (self immunity)
or immunosuppressive (decreased immunity)
disease, such as lupus or HIV/AIDS

« in people with immune deficiency (lacking
immunity) due to other treatments, such as
radiation therapy, chemotherapy or steroid therapy.

Although not seen in the studies performed by the
sponsor, there is a possibility that too much bone
may form at the implantation site (exuberant bone
formation) or bone may form at a location away
from the implantation site (ectopic bone formation).

What are the potential complications of
INFUSE® Bone Graft?

As with any surgery, surgical treatment to promote
bone growth in the jaw is not without risk. A variety

of complications related to surgery or the use of
INFUSE® Bone Graft can occur. These may occur
individually or in combination. Some of these may be
severe, affecting your outcome. You may also need to
have additional surgery to correct these complications.

Some of the possible complications include:
» allergic reaction to the implant materials
* bleeding, which may require a blood transfusion

* bone formation that is not normal, in excess or in
an unintended location

* damage to nearby tissues or nerves
* death

« fetal development complications



« infection
* pain or discomfort
* respiratory (breathing) problems

« scar formation or other problems with the
surgical incision

* (short-term) mild to severe swelling

« side effects from anesthesia or the
surgical approach

» skin swelling or irritation.

What can | expect after surgery?

Your doctor will have a specific recovery plan for you
to follow after your procedure. It is important that
you follow your doctor’s instructions carefully, so
you can recover as quickly as possible and increase
your chances of a successful outcome.

Contact your doctor immediately if:

* you get a fever

* you do not feel well after your surgery
* you experience pain

* you experience tenderness or swelling of the skin
or surgery site

* you experience itching, redness at surgery site
* you experience nausea and vomiting

* you experience anything else that is making you
feel unwell even if it is not on this list.



Are there clinical data for
INFUSE® Bone Graft?

Multiple studies were conducted on approximately
312 patients who did not have enough bone in
their upper jaw to place implants. These patients
received either INFUSE® Bone Graft or autogenous
bone graft. INFUSE® Bone Graft grew bone without
the need of a bone harvest procedure that is
necessary for autogenous bone grafting. Both the
INFUSE® Bone Graft and autogenous bone graft
formed new bone that allowed for the placement
of dental implants into patients who otherwise
would not have been able to have implants placed.
These implants were retained by the majority of
patients for two years.

In the sinus lift clinical studies, most patients

grew enough bone to place a dental implant
regardless of whether they had autogenous bone

or INFUSE® Bone Graft. However, the patients who
received autogenous bone graft had a higher success
rate of dental implant placement without additional
augmentation and a higher rate of significant
adverse events, such as limping, pain, and infection.

Complications were reported for both

INFUSE® Bone Graft and autogenous bone graft
patients. Patients who received INFUSE® Bone Graft
had less complications than those patients who

had autogenous bone graft. However, one adverse
event, face swelling, was reported more often in the
INFUSE® Bone Graft group. Refer to What are the
potential complications of INFUSE® Bone Graft? and
What can | expect after surgery? sections above to
see the types of complications that can occur.



Please speak with your doctor concerning potential
complications associated with your procedure, as
well as for more information on these clinical studies.

What are my bone grafting alternatives?

Grafting options are different for different procedures.
Before INFUSE® Bone Graft, surgeons relied on
autogenous bone harvesting from the patient’s own
body for reliable and safe sinus lift procedures.

In the sinus lift clinical studies comparing the

safety and effectiveness of INFUSE® Bone Graft to
autogenous bone, most patients grew enough bone
to place a dental implant regardless of whether
they had autogenous bone or INFUSE® Bone Graft.
However, the patients who received autogenous
bone graft had a higher success rate of dental
implant placement without additional augmentation
and a higher rate of significant adverse events, such
as limping, pain, and infection.

Other grafting options are available. However, these
options may not have been studied in the highest
level of clinical trials as INFUSE® Bone Graft has.
These options include allograft (bone from a human
donor), xenograft (bone from another animal species,
usually a cow), and synthetic or man-made grafting

materials, all of which have their own considerations.




Questions To Ask Your Doctor

1. Why do | need a bone graft
(or bone augmentation)?

2. Please describe the procedure to me.
3. What medications will be prescribed?
4. How long will my entire course of treatment take?

5. Whom may | contact in your office if | have more

questions, and how can | reach them?




Notes:




Talk to your doctor.

While this brochure is meant to
provide you with information
you need to make an informed
decision about your treatment
options, it is not intended to
replace professional medical
care or provide medical advice.

If you have any questions about INFUSE® Bone Graft,
please call or see your doctor, who is the only one
qualified to diagnose and treat your condition. As with
any surgical procedure, you should find a surgeon who
is experienced in performing the specific surgery that
you are considering.

For additional information visit our Web site at:
www.infusebonegraft.com or contact your doctor.

Enjoy living—with
INFUSE® Bone Graft.
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