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Standard Specification for

Resurfacing Patellar Prosthesis *

This standard is issued under the fixed designation F 1672; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilone} indicates an editorial change since the last revision or reapproval.

1. Scope Friction and Wear Properties of Polymeric Materials for

1.1 This specification covers patellar resurfacing devices USe in Total Joint Prostheses _
used to provide a functioning articulation between the bones of F 745 Specification for 18 Chromium-12.5 Nickel-2.5 Mo-
the patella and the femur. lybdenum Stainless Steel for Cast and Solution— Annealed
1.2 This specification is intended to provide basic descrip- Surgical Implant Applicatiorfs _ _
tions of material and device geometry. Additionally, those F 746 Test Method for Pitting or Crevice Corrosion of
characteristics determined to be important to in-vivo perfor- _Metallic Surgical Implant Materiafs
mance of the device are defined. F 748 Practice for Selecting Generic Biological Test Meth-
1.3 This specification does not cover the details for quality ~_©ds for Materials and Devicés _
assurance, design control, and production control contained in F 799 Specification for Cobalt-28 Chromium-6 Molybde-
21 CFR 820 and 1SO 9001. num Alloy Forgings for Surgical Implants

Note 1—Devices for custom applications are not covered by this
specification.

2. Referenced Documents

2.1 ASTM Standards:

F 75 Specification for Cast Cobalt-Chromium-Molybdenum
Alloy for Surgical Implant Application%

F 86 Practice for Surface Preparation and Marking of Me-
tallic Surgical Implant$

F 90 Specification for Wrought Cobalt-Chromium-Nickel-
Tungsten Alloy for Surgical Implant Applicatiofs

F 136 Specification for Wrought Titanium 6Al-4V ELI
Alloy for Surgical Implant Application’

F 138 Specification for Stainless Steel Bar and Wire for
Surgical Implants (Special Qualify)

F 451 Specification for Acrylic Bone Cemént

F 562 Specification for Wrought Cobalt-35 Nickel 20-
Chromium 10-Molybdenum Alloy for Surgical Implant
Applicationg

F 563 Specification for Wrought Cobalt-Nickel-Chromium-
Molybdenum-Tungsten-lron Alloy for Surgical Implant
Applicationg

F 603 Specification for High-Purity Dense Aluminum Ox-
ide for Surgical Implant Applicatiorfs

F 648 Specification for Ultra-High-Molecular-Weight Poly-
ethylene Powder and Fabricated Form for Surgical Im-
plants

F 732 Practice for Reciprocating Pin-on-Flat Evaluation o
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F 981 Practice for Assessment of Compatibility of Bioma-
terials for Surgical Implants with Respect to Effect of
Materials on Muscle and BoRe

F 983 Practice for Permanent Marking of Orthopaedic Im-
plant Components

F 1044 Test Method for Shear Testing of Porous Metal
Coating$

F 1108 Specification for Ti6Al4V Alloy Castings for Surgi-
cal Implant$

F 1147 Test Method for Tension Testing of Porous Metal
Coating$

2.2 Government Document:

21 CFR 820-Good Manufacturing Practice for Medical

Deviced

2.3 ISO Standard:

ISO 9001-Quality Systems-Model for Quality Assurance in
Design/Development, Production, Installation, and Ser-
vicing®

3. Terminology

3.1 Definitions—Dimensions defined as follows are mea-

sured in whole or in part in the sagittal, transverse, and coronal
(or frontal) planes as appropriate. See Fig. 1 and Fig. 2.

3.1.1 T,— total overall prosthetic thickness, for example,

from the apex of the dome to the free end of pegs or other
fixation geometry.

3.1.2 T,— thickness of the patellar prosthesis from the

fplane of the bone-prosthesis interface (excluding pegs, keels,
and so forth) to the apex of the articulating surface.

3.1.3 T;— minimum polymer thickness of the patellar
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