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Section 2: 510(K) Summary of Safety and Effectiveness

BioResorb® Macro Pore

JUL 1 5 2Q05
A. Submitters Information

Name: Oraltronics Dental Implant Technology GnmbH.
Address: Herrlichkeit 4

Bremen, DE 28199
Telephone: 49-421-4-39390
Fax: 49-421-4-43936
Contact Person: Dr. Greggory Cox
Date of Submission: January 28, 2-005

B. Device Name

BioResorb*) Macro Pore

C. Predicate Device
Curasan Cersorbg Ortho, KO 1 4156. CUrasan AG, Lindstrasse 4. Kleinostheimn,
Germany

D. Device Description

BioResorh®R Macro Pore 13~ triCalCun-i1 phosphate is a synthetic. resorbahie bone
void filling material.

E. Intended Use

BioResorb®R Macro Pore is to be used as a bone void filler device used in guided
tissue regeneration, sinus lifts, ridge maintenance, alveolar socket preservation or
ridge augmentation and the treatment of osseous defects.

F. Technological Characteristics

The proposed BioResorb®R Macro Pore and the predicate device Cerasorb®R are of
identical composition and are intended for the same use. The technological
characteristics of the materials used are exact to the predicate device.
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G. Performance Data

BioResorb® is a ceramics powder of phase-three B-TCP. It is manufactured from
pure laboratory chemicals. The contents of heavy metal according to ASTM 1088
(Standard specification for beta-TCP for implant surgery) are far below the
permissible levels. BioResorb® has been used and marketed in Germany since
1988 with no adverse events. The safety and effectiveness of this material B-TCP
in this application has been established.

The proposed BioResorb® Macro Pore device is substantially equivalent to the
listed predicate device.
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