










JUL 2 2 2005

cuClman
Abbreviated 510 (k) Summary:

Cerasorb® DENTAL
Cerasorb® M DENTAL

Cerasorb® Perio

1. SUBMISSION INFORMATION

Name and Address curasan AG
of the Sponsor: Lindigstrasse 4

63801 Kleinostheim
Germany

Contact person: Dr. Wolf-Dietrich Huebner, MD
Medical Director
Tel.: +49 - 6027 - 4686-325
Fax: +49 - 6027 - 4686-433
E - Mail: wolf huebner(lcurasan.de

Registered U. S. Agent: Dr. Eric Wiechert, Ph.D.
109 Shore Drive
Garner, NC 27529, USA
Phone: 919-772-8518, fax: 919- 772-1300
E-Mail: ewiechergbellsouth.net

2. DEVICE IDENTIFICATION

Proprietary Name: Cerasorb® DENTAL
Cerasorb® M DENTAL
Cerasorb® Perio

Common Name: Bone Void Filler, Synthetic

ClassificationName: Bone Grafting Material, Synthetic

Classification: Class 1I, Special Controls

Classification regulation Number: 21CFR 872.3930

Product Code: LPK, Tricalcium Phosphate Granules for Dental
Bone Repair
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3. PREDICATE DEVICES

Cerasorb® DENTAL: PMA800035
PerioGlas®: K992416, K040278
BiO-OSS®, BIO-OSS® BLOCKS, BIO-OSS® Collagen: K033815

BIO-OSS® Anorganic Bovine Bone: K970321

4. INTENDED USE

Cerasorb® DENTAL and Cerasorb® M DENTAL are recommended for:

Augmentation or reconstructive treatment of the alveolar ridge

Filling of infrabony 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 perio-implant defects in conjunction with products intended for Guided

Bone Regeneration (GBR)

Cerasorb® Perio is recommended for:
-Filling and/or reconstruction of non-infected periodontal bone defects in

conjunction with other products intended for Guided Tissue Regeneration (GTR)

and Guided Bone Regeneration (GBR)
- Filling of infrabony periodontal defects
- Filling of single-or multi-wall bone pockets
- Filling of bifurcations and trifurcations

5. DESCRIPTION OF THE DEVICE

Cerasorb® DENTAL, Cerasorb® M DENTAL and Cerasorb® Perio are a sterile,

synthetic, porous and biocompatible ceramic matrix in either granular form (Cerasorb

DENTAL), polygonal shaped morsels (Cerasorb M DENTAL) or polygonal broken

granulate (Cerasorb Perio). All designs consist of pure-phase Beta-Tricalcium Phosphate

with a phase purity of = 99% and comply with the ASTM F 1088-04. The devices, when

applied to a bony defect, create a network of large, smoothly interconnected pores

providing different porosities (Cearsorb DENTAL approx. 35%, Cerasorb M DENTAL

approx. 65 vol% [total porosity] and Cerasorb Perio approx. 25vo1%).

The different designs are manufactured by a validated manufacturing process which

guarantees batch to batch conformity and reproducibility. Due to their synthetic nature

all Cerasorb designs do not pose any risk of potential allergic reactions and are neither

locally nor systemically toxic.
In contact with vital bone the Cerasorb granules, morsels or granulate is resorbed and

gradually replaced by new bone.
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Cerasorb DENTAL, Cerasorb M DENTAL and Cerasorb Perio are provided in double

sterile packages (sterilization via gamma irradiation) and are for single-use only.

6. BASIS FOR SUBSTANTIAL EQUIVALENCE

Cerasorb DENTAL, Cerasorb M DENTAL and Cerasorb Perio are substantially

equivalent to a number of currently marketed and approved/cleared bone void fillers for

defects in the oral/maxillofacial and dental region, such as Cerasorb DENTAL (the

sponsors own device formally regulated as a PMA, PMA800035), BIO-OSS® Anorganic

Bovine Bone (K970321, K033815) and PerioGlas® (K992416, K040278).

Although the source of the material is different (Beta-Tricalcium Phosphate vs. Bovine

Bone vs. synthetic bioactive glass material), the intended use, recommended indications

for use, target population, anatomical site, and performance data fir the three Cerasorb

designs and the predicate devices are essentially similar. Also, all materials are

resorbable and biocompatible. In contact with vital bone any of the bone grafting

materials is resorbed and gradually replaced by new bone.

Information provided in this submission proves the effectiveness and safety of the

Cerasorb designs compared to the predicate devices.

7. STATEMENT OF TECHNOLOGICAL COMPARISON

All Cerasorb design modifications consist of pure phase Beta-Tricalcium Phosphate

ceramic material according to ASTM F 1088-04. The material is of interconnecting

porosity, osteoconductive and resorbable.

9-3




