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Sponsor: Exactech®, Inc.
2320 N.W. 66th Court
Gainesville, FL 32653

Phone: (352) 377-1140
Fax: (352) 378-2617

FDA Establishment Number 1038671

Contact: Zach Sharrah
Regulatory Affairs Specialist
Telephone: (352) 377-1140
Fax: (352) 378-2617

Date: 6 June 2018

Proprietary Name: Exactech® Alteon® Monobloc Revision Stem

Common Name: Total Hip Arthroplasty – Femoral Components

Classification Name:
Prosthesis, Hip, Semi-Constrained, Metal/Ceramic/Polymer, Cemented Or Non-
Porous, Uncemented (CFR 888.3353, Hip joint metal/ceramic/polymer semi-
constrained cemented or nonporous uncemented prosthesis, Class II, Product Code 
LZO)

Legally Marketed Device to Which Substantial Equivalence Is Claimed:
Name Manufacturer 510(k) Number
Exactech Alteon Monobloc Revision Stem Exactech, Inc. K150066

Indications for Use:
All Exactech Hip Systems are indicated for use in skeletally mature individuals 
undergoing primary surgery for hip replacement due to osteoarthritis, rheumatoid 
arthritis, osteonecrosis, post-traumatic degenerative problems of the hip, and for 
treatment of proximal femoral fractures where prosthetic replacement is determined 
by the surgeon as the preferred treatment. Components of Exactech Hip Systems are 
also potentially indicated for ankylosing spondylitis, congenital hip dysplasia, 
revision of failed previous reconstructions where sufficient bone stock is present, and 
to restore mobility resulting from previous fusion.

Cemented femoral stems and cemented acetabular cups are intended for 
cemented fixation only.
Press-fit femoral stems and acetabular cups are intended for press-fit fixation. 
Femoral heads and endoprostheses are intended for use in cemented and 
press-fit applications.
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Device Description:
The Alteon Monobloc Revision Femoral Stem is a distally tapered, press-fit 
prosthesis featuring a 12/14 trunnion that is used on the femur side of a total or hemi
hip arthroplasty. The Alteon Monobloc Revision Stem system is intended to treat 
typical Total Hip Arthroplasty primary and revision cases. Compared to predicate 
Alteon Monobloc Revision Stems implants, proposed Alteon Monobloc Revision 
Stem line extension implants offer a longer stem length option, a reduced neck offset 
option, and options for intermediately sized stem diameters to accommodate an array 
of patient anatomies.

Both the proposed and predicate devices are identical per:
The Indications for Use
The intended use
Design features and geometry
Materials and surface finishes
Implantation methods
Compatibility

Non-Clinical Testing:
The following non-clinical testing has been performed to demonstrate that the 
Exactech Alteon Monobloc Revision Stem line extensions perform as intended and 
are substantially equivalent to the identified predicate devices:

Fatigue testing
Range of motion analysis

Pyrogen testing was conducted in accordance with USP <161>, USP <85>, and 
ANSI/AAMI ST72 to ensure the proposed Alteon Monobloc Revision Stem line 
extension components meet recommended limits per FDA’s Guidance Document 
Submission and Review of Sterility Information in Premarket (510(k)) Submission for 
Devices Labeled as Sterile.

Substantial Equivalence Conclusion:
Detailed feature comparison and results of testing referenced in this submission 
demonstrate the proposed Exactech Alteon Monobloc Revision Stem line extensions
are substantially equivalent to the cited cleared predicate Exactech Alteon Monobloc 
Revision Stem devices.
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