




INDICATIONS FOR USE 

The Fusion Craniofacial Implant (FCI) and Fusion Skull Implant (FSI) are intended to fill a bony 

void or defect area in a patient's cranial and craniofacial skeleton (orbital rim, zygoma, & adjacent bone). 

DESCRIPTION OF DEVICE 

Fusion Craniofacial Implants (FCI) and Fusion Skull Implants (FSI), known hereafter as Implant, are individually sized 

and shaped custom implantable prosthetic plates intended to fill a bony void or defect area in a specific patient's 

cranial and craniofacial skeleton (orbital rim, zygoma, and adjacent bone). The size, asymmetrical shape, thickness, 

contour, and edge profile are design elements of the non-load bearing patient-specific Base Implant. These design 

elements are used to support the base implant in the bony void or defect area to provide a "Precise Fit." The 

single-use alterable base implant (1) is fabricated from a billet block of implant grade Polyether ether ketone (PEEK) 

Thermoplastic Polymer formulated with biphasic calcium phosphate (known hereafter as BCP PEEK), using a 

patient's CT scan imaging data, (2) is provided clean (non-sterile) for steam sterilization prior to implantation at a 

hospital or surgical site, and (3) are attached to the native bone using commercially available cranioplasty hardware 

and fasteners. Additional features, as described below, are design elements that may be added to the Base Implant, 

as requested by the Physician. 

Base Implant - See above. 

Perfusion Holes are holes in the Base Implant that allow the passage of fluid to an organ or tissue; 

equally spaced over the contour or curvature of the Base Implant. 

Integrated Fixation System (IFS) Tabs are a design element used to fixate the Base Implant to the patient's 

cranial and craniofacial skeleton using commercially available cranioplasty fasteners; replacing the need to 

fixate the Base Implant using additional cranioplasty hardware. 

A Temporal Cutback is a design element, if requested by a Physician, that dictates the shape of the Base Implant 

in the temporal Fossa region of the patient's cranial skeleton to aid in reducing intraoperative tissue trauma or 

temporalis muscle damage during the cranioplasty surgery. 

A Multi-Part Implant is a design element that is used for patients with a bony void or defect area that cannot be 

filled using a single Base Implant. A Multi-Part Implant is used when (1) the overall implant contour or 

curvature height exceeds the overall thickness of the billet block of BCP PEEK, (2) the geometry of the Base 

Implant causes undercuts, or (3) the Base Implant is non-passive requiring the implants to be installed 

separately. The Base Implant is manufactured in multiple parts with support lips that run along the top and 

bottom edges of each implant, allowing the top implant support lip to be supported by the bottom implant 

support lip. When a Multi-Part Implant is implanted, it functions as a single Base Implant. 

CONDITIONS OF USE 

CAUTION - The KGI Fusion Craniofacial Implants (FCI) and Fusion Skull Implants (FSI) should (1) only be 

implanted by surgeons who are fully trained and licensed in the use of such implants and (2) be implanted at a 

hospital or surgical site with neurosurgical and/or craniofacial surgery capabilities. 

CONTRAINDICATIONS 

The Implants are contraindicated under any of the following conditions: 

Infection and sepsis; 

Degenerative bone disease that would render the device or the treatment unjustifiable; 

Distant foci of infection that can spread to the implant site; 

Uncooperative patients or patients with neurologic or psychiatric/psychological dysfunction who are incapable or 

unwilling to follow postoperative instructions. 
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