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ENGLISH INSTRUCTIONS FOR USE

Description

SynthoGraft is a synthetic, biocompatible and resorbable granulate ceramic made of pure-phase beta-tricalcium
phosphate (Ca3(PO4)2) which is used as a matrix for bone augmentation in maxillary and mandibular bone.
SynthoGraft is available in 50-500pum and 500-1000pm particle sizes in vials ranging from 0.25g to 2.0g with
smaller particle sizes for smaller defects and larger particle sizes for larger defects. SynthoGraft is used by dentists
for patients who would benefit from bone augmentation, such as edentulous or partially edentulous patients. For
surgical procedure information, consult the surgical manual or view Bicon technique videos at https://www.
bicon.com.

Intended Purpose
Matrix for bone augmentation in maxillary and mandibular bone.

Indications for Use

SynthoGraft is designed for:

- the filling and/or reconstruction of either traumatic or degenerative multi-wall bone defects.
- the augmentation of the sinus floor.

- the augmentation of alveolar ridges.

- the filling of periodontal or other alveolar bone defects and tooth sockets and osteotomies.
- the preservation of the alveolus for the preparation of an implant site.

Contraindications

SynthoGraft should not be used for patients with juvenile form of chronic periodontitis, uncontrolled systemic
diseases, infections, endocrinopathies, coagulation deficiencies, psychological and neurological problems, or in
any other instance where the clinician believes that surgery or the use of SynthoGraft is inappropriate.

Warnings

- SynthoGraft should be used only by or under the supervision of trained personnel with experience with the
surgical techniques associated with biomaterials.

- SynthoGraft is packaged and sterilized via gamma irradiation for single use only.

« Do not apply SynthoGraft dry. It must be wetted with the patient’s blood. Too much blood may cause particle
migration.

« Do not saturate SynthoGraft with any liquid other than the patient’s blood.

« Do not re-sterilize SynthoGraft.

« Discard any unused SynthoGraft granulate. Re-use of SynthoGraft may cause adverse reactions, including, but
not limited to, infection, inflammation, or other injury.

« SynthoGraft is not intended for immediate loading.

« Do not overfill defect site.

« Secure SynthoGraft to prevent migration of materials.

- Do not use if package has been opened, damaged, or if the expiration date has passed.

+ Do not compromise blood supply to the defect area.

« Any serious incident that has occurred in relation to the device should be reported to the manufacturer and the
competent authority of the Member State in which the user and/or patient is established, if applicable.

Precautions

Under no circumstances should SynthoGraft be applied in a dry state. It must be wetted with blood. Similarly,
SynthoGraft should not be saturated with any solution (e.g. physiological saline, NaCl, or antibiotics) other than
the patient’s own blood. Patients undergoing antiresorptive therapy, such as bisphosphonate use, should consult
their doctor before use of the device. Patients should be given an implant card allowing the identification of the
device, including the device name, lot number, UDI, model, and name, address, and website of the manufacturer.

Adverse Reactions
The effect of using SynthoGraft with pharmaceuticals or other medicinal products is unknown and may prevent
SynthoGraft from performing its function or cause an adverse reaction.

Residual Risks and Undesirable Effects

+ Rejection of the grafting material or allergic reaction
- Lack of osseointegration

+Bone loss

« Infection

- Inflammation, swelling, or pain at the placement site
+ Delayed healing

Product Preparation

Choose the SynthoGraft particle size and quantity to best fill the defect. Remove glass vial from the sterile
package. Dispense desired quantity of SynthoGraft particles into a sterile dish. Wet the particles with patient’s
blood and mix into a putty-like consistency. Blood can be easily obtained from the surgical site. The amount of
blood needed will vary depending on the amount of SynthoGraft used. To facilitate delivery to the surgical site,
use conventional instrumentation such as a syringe, curette, periosteal elevator, or spatula.

Preoperative Procedures

Dental and medical practitioners are responsible for proper preparation, surgical techniques, and post-operative
care when using SynthoGraft. A proper medical history as well as a clinical and radiographic examination should
be completed prior to using SynthoGraft.

Operative Procedures

The surgical placement of SynthoGraft is equivalent to other procedures using particulate bone grafts.
Conventional flap and curettage techniques are used to ensure that the site is completely debrided and that the
root surfaces are thoroughly planed and smoothed. Place the previously mixed and blood-wetted SynthoGraft
mixture into the surgical site using a syringe, curette, periosteal elevator, spatula, or another conventional
instrument. Suctioning should be limited to the periphery of the site. To reduce the possibility of particle
migration, the site should not be overfilled. Placement of a resorbable collagen membrane is recommended for
lateral sinus lifts only. The mucoperiosteal flaps should be sutured to achieve primary closure.

After the appropriate healing period, typically 3-6 months, a patient would be able to get a dental implant. A
summary of safety and clinical performance may be found on Eudamed through the European website (https://
ec.europa.eu/tools/eudamed) or at https://www.bicon.com/safety.

Storage / Disposal

SynthoGraft is supplied in a sterile package to be stored at room temperature (15-25°C). If the package is
damaged and the implant becomes contaminated, it should be discarded. The material is non-hazardous and can
be disposed of in accordance with regional and local authority requirements. Hazardous waste from
contaminated devices or sharps should be disposed of in appropriate containers which meet specific technical
requirements.
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Single sterile barrier system with protective packaging inside

Single sterile barrier system with protective packaging outside

Sterilized using irradiation

Caution

Do not reuse

Do not use if package is damaged

Storage temperatures

MR safe

& CAUTION: USA Federal law restricts this device to sale by or on the order of a licensed dentist.
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