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A. Submitter Information

Submitter's Name: OSSACUR® AG
Address: BE~nzstrasse 2

D-71720

Oherstenfeld, Germany
Phone Number: (±49) 7062 9404-0
Fax Number: (÷49) 7062 9404-20
Contact Person: Arne Briest
Date of Preparation: November 30, 2005

B. Device Name

Trade Name: 0.5 SAPLAST'm DENTAL
Common/usual Name: Bone Grafting Material
Classification Name: Bone Grafting Material

§8372.3930 (Product Code: LPK)

C. Predicate Devices

Trade Name: cal(c-i-oss® (K(42583)
Trade Name: Cerasorb® DENTAL (K(051443)

D. Device Description

OSSAPLAST DENTAL is a synth atic, implantable, resorbable, radiopaque 3
tricalcium phosphate (13-TCP) ceramic in granulate form. It consists of pure-
phase j3-TCP [Ca3(PO4j2 and is csteoconductive, with high interconnecting
porosity.
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OSSAPLAST DENTAL is supplied sterile in sealed glass vials, in various
quantities. Each vial is packaged inside a Tyvek pouch to assure a double sterile
configuration.

E. Intended Use

OSSAPLAST DENTAL is intended for use in filling, augmenting, or
reconstructing periodontal or bony defects of the oro-maxillofacial region. It is

recommended for:

- Augmentation or reconstructive treatment of the alveolar ridge.

- Filling of periodontal defects.
- Filling of defects after root resection, apicoectomy, and cystectomy.
- Filling of extraction sockets to enhance preservation of the alveolar ridge.

- Elevation of the maxillary sinus floor.
- Filling of periodontal defects in conjunction with products intended for

Guided Tissue Regeneration (GTR) and Guided Bone Regeneration (GBR).
- Filling of peri-implant defects in conjunction with products intended for GBR.

F. Technological Characteristics Summary

OSSAPLASTDENTAL does not incorporate any new technological
characteristics as compared to the predicate devices. OSSAPLAST DENTAL
and the predicate devices are made from the same material (pure-phase P-TCP)
and conform to the standard specifications of ASTM F1088-04 for a medical
grade 3-TCP to be used in surgical implant applications. OSSAPLAST DENTAL
is substantially equivalent to the predicate devices in regard to structure,

porosity, form, packaging, sterility, and biocompatibility.
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