








3. 510(k) Summary 

Submitter 

Company Contact 

Name of the Device 

Predicate Device 

Device Description 

Indications for Use 

Contraindications 

f L  $EP 6 2002 

Synthes (USA) 
1690 Russell Road 
Paoli, PA 19301 

Bonnie Smith 
(6 10) 647-9700 

Synthes (USA) Resorbable Fixation System 

Synthes Resorbable Fixation System, Synthes Resorbable Tack System 
and Synthes Resorbable Meshes and Sheets. 

Synthes Resorbable Fixation System consists of resorbable plates, meshes, 
screws, tacks and accessory devices. Synthes Resorbable devices are 
manufactured from 70:30 poly (LDL-lactide) and are available in various 
sizes. Resorbable meshes and sheets may be used as indicated, either 
alone or in conjunction with internal fixation devices (e.g., metallic plates 
and screws) that serve to further stabilize the treatment area. 

Resorbable Fixation System devices are provided pre-sterilized by gamma 
radiation. They are not intended to be resterilized by the user. 

Synthes Resorbable Fixation System devices (Plates, Meshes, Sheets, 
Screws and Tacks), are intended for use in fracture repair and 
reconstructive procedures of the craniofacial skeleton. In addition, 
Resorbable Meshes, Sheets, Screws and Tacks may be used in non-load 
bearing applications for : 

. Maintaining the relative position of andor containing bony fragments, 
bone grafts (autograft or allograft) or bone graft substitutes in 
reconstruction of the craniofacial or mandibular areas 

crest 
Preventing soft tissue prolapse at bone graft donor sites, e.g., the iliac 

These devices are not intended for use in full load bearing applications, 
such as the mandible, unless used in conjunction with traditional rigid 
fixation. Synthes Resorbable Fixation devices are not intended for areas 
with active or latent infection or for patient conditions including limited 
blood supply or insufficient quantity or quality of bone. These devices are 
not intended for use in the spine. 
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