
AUG2 6 205 K6,50170
EXHIBIT 12

510(k) SUMMARY

Fortoss Vital TM

Applicant Biocomposites Ltd
Keele Science Park
Keele
Staffordshire
England
ST5 5NL

Contact Person Mr Simon Fitzer
Tel: +44 1782 338580
Fax +44 1782 338599
Email: sfc6,biocomposites.com

1. Classification Name: Synthetic Bone Graft Material
Common/Usual Name: Synthetic Bone Graft Substitute
Trade/Proprietary Name Fortoss Vital TM - Bone Graft Substitute
Product Code LYC

Legally Marketed Predicate Devices

Trade Name Manufacturer 510(k) No

1 Straumann Granules (Bone Graft Substitute) Straumann AG K040646

2 Hapset (Bone Graft Material) Lifecore Biomedical Inc K910432

Device Description

Fortoss VitalTM Bone Graft Substitute is a calcium phosphate based bone graft substitute

and is provided sterile for single patient use. When Fortoss Vital TM is placed in the

defect, bone grows in apposition to the implant, filling the pores with new bone during

the healing process.

Fortoss VitalTM is completely resorbed and replaced with bone during the healing

process.
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Intended Use / Indications

Fortoss VitaITM is indicated for placement in osseous defects to provide a mouldable,

resorbable graft in periodontal, maxillofacial and dental implant surgery.

Summary of Technology

Fortoss VitalTM is composed of porous calcium salts equivalent to that contained in the
predicate devices and to that in routine clinical use. The technologies employed in
Fortoss VitalTM and the predicate devices are therefore substantially equivalent. Fortoss
VitalTM is presented in granules/powder in the same manner as the predicate devices.
The indications, contraindications, risks and potential adverse events are the same and
thus substantially equivalent.

Non Clinical Testing

Non clinical testing has been used to examine the chemical composition of Fortoss
VitalTMwhich satisfies the standard for implantable calcium salts.

Clinical Testing

Fortoss VitalTM has been regularly used clinically and no adverse events have been
reported in that time concerning the quality, safety or effectiveness of Fortoss VitalTM.

Substantial Equivalence

Documentation provided demonstrates that Fortoss Vita[TM is substantially equivalent to
the legally marketed predicate devices in design, materials and indications.
Fortoss Vital TM is well tolerated and completely incorporated into the defect site into
which it is implanted and is safe and effective when used as indicated.
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