OSTEOPLUS

Synthetic Bone Graft Composite

Granules in a
Delivery Syringe

Instructions for Use

Caution: Federal Law (11.5.) resiricts this
device to sale by oron the order of a
physician {or properly licensed practtionen

BPORTANT PRODUCT
INFORMATION
Please read before use

A, Ganeral Information

Dievice Generic Name: Bone Graft Substitute
Devics Trade Name: OsienPlus® Synihalic Bone
Graft Compostie

Manufachured for: BioStructures, LG,
1201 Dove Sirest, Sulte 470
Newport Beach, GA 82660

B. Materiaks and Device Descriplion

OgtenPlus® is a bone graft substitute, OsfecPlus® is

a microparous and macroporous biohasie caloium
progsohate ceramic consisting of 60% Hydnyapstiie
{HA) and 40% beta-Tricaiclum Phosphate (8-TCM.
OsteoPlus® is available in vaticus shapes and sizes.
OstenPlus® may be used with physiclagical saline,
patient’s own serum, whole biood, or bone mamow
aspirate (BMA)L

OsteoPlus® is provided sterile for single patient use.

C. Indications

OsteoPius® is intanded Tor use as a bone void filer
for bony wids or gaps of the skeletal system ipg.
suiremities, spine and pelvis) that are not infrinsic o
the stability of the bony siucture. OstaoPlus?® can be
used with autogralt as a bone graft extender, These
defecls may be surgically creglied ossenus defects
oF paseous defacts created from Saumatic injury in
the bone.

{steoPius® is 2 bone filler without initial mechanical
propertes. Therefore, rigid fstion techniques may
often ba recommandsd.

When packsd into a bory sits, OsteoPlus® gradually
rasorhs and is replaced with bone dusing the hegling
GrOLEsS.

in addition, whan used with appropriate opening
asteotmy systemn devices, plxtes and scraws,
OstecPius® is intended 1o be used as a bone void
filler o famoral o bl osteotomies.

{zleoPius® is o be wed in sasodiation with adequate
post-operadive immobilization.

D. Contraimfications

OsteoPius® has limited initisl mechanical propertiss,
Therefore, this product is contraindicated where the
device is intanded 28 sbuehurad supnort i the
sheletal system.

Conditions representing contraingications include alkso:

¢ Osteomysliiis

= Implantation in necrotic sungical sites
= Degenerative hone disease

¢ Iptra-articular implantations

= (pening menimg

E. Adlverse Effects

Possible advarss sffects include but are not limited to:

= Wound complications including hematoma,
Infection, and olher complications thal are possible
with any surgety

= Incomplete, or lack of, osseous ingrowth info bong
woird, as is pessible with any hone woid filler

F. Waming and Procautions

Rigid fixation technigues may be required to assure
sigia stabillizzation of the defect in all planes.
OstecPius® must net be used for femoral or thisl
catectomies without appropriste epening ostectomy
systern devices, plates and serows.

Madmum corttact between the product and the
racipient bone must be sstablished,

The implantation in a revision surglcal site confaining
ron-resorhabie fragments of maderisl fe.g. pobetiyiens
ligament waste, carbon fibers) is not recommended.

As with any surgical procedure, care shouid be
exprvised in treating individuals with prosdsting
conditions that may affect the success of the surgical
procedure, This indudes Gut is not limited 1) indiid-
uzls with long-lerm steroidal therapy or trestment
acting on the calcium or phosphorus metabofism.

OsteoPlus® is radiopague untll resorbed. Radiopacily
may mask underiving pathological conditfons.
Radiopacky may aiso make & difficull o radiographi-
cally assess the ingrowth of new bone.

CateoFlus® is intendsd for use by surgeons familiar
with bone grafiing and rigid fixation techniques.
OstaoPlus® has not been tested on pregrant women.
The risk of health has not heen established.

. Preparation
1.Use care to awid destruction of porous stnuciurs,

2. OstenPlus® may be soaked in pabient's serum,
whole blood, or bone mavow aspirate (BMA) undl
graft is compietely impregreted.

3. Prior 1 this, OgleoPhus® gt be ydraied williout
eans with physiological saling o provent camotic
damage.

4. Based on experiments, the ideal proportion of fluid
should be 1 valume fluid to 2 volumes of
OgteoPlus®.

&, Prepared OsteoPlus® should be used immediately
1o preserve cell viability

EE. Handiiag and Use

OsteoPlus® is provided sterfle and should be
considered sterile unless the Inner packaging has
bean opened or damagad. This proguct must not
b resteriized.

The glerilization process of this product using
ragiations was validated during s conception. We
do not guarantes the sterlity of the product if & new
sterilizalion is performed on B,

Precautions must be anplied in order to preserve the
porous structune.

This device is for single patient use only and should
ngwer be reusad. The non-respedt of the single use
can conduct to septic issues. Additionally, the
resorption process of this bone substitute started
immediately after its implantation on the cesoous
defact s0 it cannot be re-used.

OgtaoPlys® should ba stored at ambient temperaturs.

DO NOT USE IF PACKAGE IS DAMAGED,

Explanation of Symbaols

Sterilized by Radiation

®

Single Use Only

A

See Instructions for Use
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Use by Date

Do notresteriize

Do notuse if package is damaged
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