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§ 888.3510

prosthesis must have an approved PMA
or a declared completed PDP in effect
before being placed in commercial distribution.
[69 FR 59134, Oct. 4, 2004]

§ 888.3480 Knee joint femorotibial metallic constrained cemented prosthesis.
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(a) Identification. A knee joint
femorotibial metallic constrained cemented prosthesis is a device intended
to be implanted to replace part of a
knee joint. The device prevents dislocation in more than one anatomic
plane and has components that are
linked together. The only knee joint
movement allowed by the device is in
the sagittal plane. This generic type of
device includes prostheses that have an
intramedullary stem at both the proximal and distal locations. The upper and
lower components may be joined either
by a solid bolt or pin, an internally
threaded bolt with locking screw, or a
bolt retained by circlip. The components of the device are made of alloys,
such as cobalt-chromium-molybdenum.
The stems of the device may be perforated, but are intended for use with
bone cement (§ 888.3027).
(b) Classification. Class III.
(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP is required to be
filed with the Food and Drug Administration on or before December 26, 1996
for any knee joint femorotibial metallic constrained cemented prosthesis
that was in commercial distribution
before May 28, 1976, or that has, on or
before December 26, 1996 been found to
be substantially equivalent to a knee
joint femorotibial metallic constrained
cemented prosthesis that was in commercial distribution before May 28,
1976. Any other knee joint femorotibial
metallic constrained cemented prosthesis shall have an approved PMA or a
declared completed PDP in effect before being placed in commercial distribution.
[52 FR 33702, Sept. 4, 1987, as amended at 61
FR 50710, Sept. 27, 1996]

§ 888.3490 Knee
joint
femorotibial
metal/composite
non-constrained
cemented prosthesis.
(a) Identification. A knee joint
femorotibial metal/composite non-constrained cemented prosthesis is a device intended to be implanted to replace part of a knee joint. The device
limits minimally (less than normal
anatomic constraints) translation in
one or more planes. It has no linkage
across-the-joint. This generic type of
device includes prostheses that have a
femoral condylar resurfacing component or components made of alloys,
such as cobalt-chromium-molybdenum,
and a tibial condylar component or
components made of ultra-high molecular weight polyethylene with carbon
fibers composite and are intended for
use with bone cement (§ 888.3027).
(b) Classification. Class II.
§ 888.3500 Knee
joint
femorotibial
metal/composite
semi-constrained
cemented prosthesis.
(a) Identification. A knee joint
femorotibial metal/composite semiconstrained cemented prosthesis is a
two-part device intended to be implanted to replace part of a knee joint.
The device limits translation and rotation in one or more planes via the geometry of its articulating surfaces. It
has no linkage across-the-joint. This
generic type of device includes prostheses that have a femoral component
made of alloys, such as cobalt-chromium-molybdenum, and a tibial component with the articulating surfaces
made of ultra-high molecular weight
polyethylene with carbon-fibers composite and is limited to those prostheses intended for use with bone cement (§ 888.3027).
(b) Classification. Class II.
§ 888.3510 Knee
joint
femorotibial
metal/polymer
constrained
cemented prosthesis.
(a) Identification. A knee joint
femorotibial
metal/polymer
constrained cemented prosthesis is a device intended to be implanted to replace part of a knee joint. The device
limits translation or rotation in one or
more planes and has components that
are linked together or affined. This generic type of device includes prostheses

507

VerDate Nov<24>2008

08:24 Apr 27, 2010

Jkt 220072

PO 00000

Frm 00517

Fmt 8010

Sfmt 8010

Y:\SGML\220072.XXX

220072

§ 888.3520

21 CFR Ch. I (4–1–10 Edition)

composed of a ball-and-socket joint located between a stemmed femoral and
a stemmed tibial component and a runner and track joint between each pair
of femoral and tibial condyles. The
ball-and-socket joint is composed of a
ball at the head of a column rising
from the stemmed tibial component.
The ball, the column, the tibial plateau, and the stem for fixation of the
tibial component are made of an alloy,
such as cobalt-chromium-molybdenum.
The ball of the tibial component is held
within the socket of the femoral component by the femoral component’s flat
outer surface. The flat outer surface of
the tibial component abuts both a reciprocal flat surface within the cavity
of the femoral component and flanges
on the femoral component designed to
prevent distal displacement. The stem
of the femoral component is made of an
alloy, such as cobalt-chromium-molybdenum, but the socket of the component is made of ultra-high molecular
weight polyethylene. The femoral component has metallic runners which
align with the ultra-high molecular
weight polyethylene tracks that pressfit into the metallic tibial component.
The generic class also includes devices
whose upper and lower components are
linked with a solid bolt passing
through a journal bearing of greater
radius, permitting some rotation in the
transverse plane, a minimal arc of abduction/adduction. This generic type of
device is limited to those prostheses
intended for use with bone cement
(§ 888.3027).
(b) Classification. Class II.
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§ 888.3520 Knee
joint
femorotibial
metal/polymer non-constrained cemented prosthesis.
(a) Identification. A knee joint
femorotibial metal/polymer non-constrained cemented prosthesis is a device intended to be implanted to replace part of a knee joint. The device
limits minimally (less than normal
anatomic constraints) translation in
one or more planes. It has no linkage
across-the-joint. This generic type of
device includes prostheses that have a
femoral condylar resurfacing component or components made of alloys,
such as cobalt-chromium-molybdenum,
and a tibial component or components

made of ultra-high molecular weight
polyethylene and are intended for use
with bone cement (§ 888.3027).
(b) Classification. Class II.
§ 888.3530 Knee
joint
femorotibial
metal/polymer semi-constrained cemented prosthesis.
(a) Identification. A knee joint
femorotibial metal/polymer semi-constrained cemented prosthesis is a device intended to be implanted to replace part of a knee joint. The device
limits translation and rotation in one
or more planes via the geometry of its
articulating surfaces. It has no linkage
across-the-joint. This generic type of
device includes prostheses that consist
of a femoral component made of alloys,
such as cobalt-chromium-molybdenum,
and a tibial component made of ultrahigh molecular weight polyethylene
and is limited to those prostheses intended for use with bone cement
(§ 888.3027).
(b) Classification. Class II.
§ 888.3535 Knee joint femorotibial (unicompartmental) metal/polymer porous-coated uncemented prosthesis.
(a) Identification. A knee joint
femorotibial
(uni-compartmental)
metal/polymer
porous-coated
uncemented prosthesis is a device intended to be implanted to replace part
of a knee joint. The device limits
translation and rotation in one or more
planes via the geometry of its articulating surface. It has no linkage acrossthe-joint. This generic type of device is
designed to achieve biological fixation
to bone without the use of bone cement. This identification includes
fixed-bearing knee prostheses where
the ultra-high molecular weight polyethylene tibial bearing is rigidly secured to the metal tibial baseplate.
(b) Classification. Class II (special
controls). The special control is FDA’s
guidance: ‘‘Class II Special Controls
Guidance
Document:
Knee
Joint
Patellofemorotibial and Femorotibial
Metal/Polymer
Porous-Coated
Uncemented Prostheses; Guidance for
Industry and FDA.’’ See § 888.1 for the
availability of this guidance.
[68 FR 14137, Mar. 24, 2003]
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