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Sponsor: Synthes (USA)
1302 Wrights Lane East
West Chester, PA 19380
(610) 719-5000

Device Name: Synthes (USA) chron/OSTM - 13-TCP

Classification: Class 11, 21 CFR §872.3930
Bone grafting material, synthetic

Class 11, 21 CFR §880.5600
Piston Syringe

Predicate Device: Interpore IP 200 Coralline fHydroxyapatite Granules and Blocks
chronOS, Craniofacial Applications, GXP

Device Description: Synthes chronOS is a porous, osteoconduCtive, resorbable dental bone
grafting material made from 13-Tricalci urn Phosphate (TCP). chronOS
features a ulIifort]' three dimensional pore structure. Pore diameters
within the material range from 100 to 500 prn. chronOS is provided
sterile in grantles and preformed shapes (e.g. blocks, cylinders,
wedges).

chronOS may be packaged with a perfusion syringe that is used to mix
the bone grafting material with the patient's blood, bone marrow or
saline.

Intended Use: Synthes chronOS is intended to fill, augment, or reconstruct periodontal
or bony defects of the oral and maxillofacial region. Specifically, for the
augmentation of deficient maxillary and mandibUlar alveolar ridges and
the treatment of oral, maxiIlofacial and dental
intraosseous defects including: ridge augmentation; sinus lifts;
craniofhcial augmentation; filling of defects of endodontic origin;
filling of cystic defects: filling of extraction sites; filling of lesions
of periodontal origin; repair of traulnatic defects of the alveolar ridge;
filling resection defects in bone tuLmors, cysts or other osseous
defects; and sub-stiutc for autogc;ousa or alloacnic bon e g rfts. a

Synthes chronGS is intended to be gently packed or placed into the site
and may be combined with autogenous blood, bone marrow or saline.
chronOS resorbs and is replaced with bone during the healing process.
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Substantial Documentation is provided which demonstrates that Synthes chronOS
Equivalence: is substantially equivalent* to other legally marketed Synthes devices.
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