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of commercially pure titanium or Ti- 
6Al-4V alloy. The porous coating has a 
volume porosity between 30 and 70 per-
cent, an average pore size between 100 
and 1,000 microns, interconnecting po-
rosity, and a porous coating thickness 
between 500 and 1,500 microns. The ge-
neric type of device has a design to 
achieve biological fixation to bone 
without the use of bone cement. 

(b) Classification. Class II. 

[58 FR 3228, Jan. 8, 1993] 

§ 888.3360 Hip joint femoral (hemi-hip) 
metallic cemented or uncemented 
prosthesis. 

(a) Identification. A hip joint femoral 
(hemi-hip) metallic cemented or 
uncemented prosthesis is a device in-
tended to be implanted to replace a 
portion of the hip joint. This generic 
type of device includes prostheses that 
have a femoral component made of al-
loys, such as cobalt-chromium-molyb-
denum. This generic type of device in-
cludes designs which are intended to be 
fixed to the bone with bone cement 
(§ 888.3027) as well as designs which 
have large window-like holes in the 
stem of the device and which are in-
tended for use without bone cement. 
However, in these latter designs, fixa-
tion of the device is not achieved by 
means of bone ingrowth. 

(b) Classification. Class II. 

§ 888.3370 Hip joint (hemi-hip) ace-
tabular metal cemented prosthesis. 

(a) Identification. A hip joint (hemi- 
hip) acetabular metal cemented pros-
thesis is a device intended to be im-
planted to replace a portion of the hip 
joint. This generic type of device in-
cludes prostheses that have an ace-
tabular component made of alloys, 
such as cobalt-chromium-molybdenum. 
This generic type of device is limited 
to those prostheses 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 Adminis-
tration on or before December 26, 1996 
for any hip joint (hemi-hip) acetabular 
metal cemented prosthesis that was in 
commercial distribution before May 28, 
1976, or that has, on or before Decem-

ber 26, 1996 been found to be substan-
tially equivalent to a hip joint (hemi- 
hip) acetabular metal cemented pros-
thesis that was in commercial distribu-
tion before May 28, 1976. Any other hip 
joint metal (hemi-hip) acetabular 
metal cemented prosthesis shall have 
an approved PMA or a declared com-
pleted PDP in effect before being 
placed in commercial distribution. 

[52 FR 33702, Sept. 4, 1987, as amended at 61 
FR 50710, Sept. 27, 1996] 

§ 888.3380 Hip joint femoral (hemi-hip) 
trunnion-bearing metal/polyacetal 
cemented prosthesis. 

(a) Identification. A hip joint femoral 
(hemi-hip) trunnion-bearing metal/ 
polyacetal cemented prosthesis is a 
two-part device intended to be im-
planted to replace the head and neck of 
the femur. This generic type of device 
includes prostheses that consist of a 
metallic stem made of alloys, such as 
cobalt-chromium-molybdenum, with 
an integrated cylindrical trunnion 
bearing at the upper end of the stem 
that fits into a recess in the head of 
the device. The head of the device is 
made of polyacetal (polyoxymethylene) 
and it is covered by a metallic alloy, 
such as cobalt-chromium-molybdenum. 
The trunnion bearing allows the head 
of the device to rotate on its stem. The 
prosthesis is 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 Adminis-
tration on or before December 26, 1996 
for any hip joint femoral (hemi-hip) 
trunnion-bearing metal/polyacetal ce-
mented prosthesis that was in commer-
cial distribution before May 28, 1976, or 
that has, on or before December 26, 1996 
been found to be substantially equiva-
lent to a hip joint femoral (hemi-hip) 
trunnion-bearing metal/polyacetal ce-
mented prosthesis that was in commer-
cial distribution before May 28, 1976. 
Any other hip joint femoral (hemi-hip) 
trunnion-bearing metal/polyacetal ce-
mented prosthesis shall have an ap-
proved PMA or a declared completed 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00557 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150



548 

21 CFR Ch. I (4–1–14 Edition) § 888.3390 

PDP in effect before being placed in 
commercial distribution. 

[52 FR 33702, Sept. 4, 1987, as amended at 61 
FR 50710, Sept. 27, 1996] 

§ 888.3390 Hip joint femoral (hemi-hip) 
metal/polymer cemented or 
uncemented prosthesis. 

(a) Identification. A hip joint femoral 
(hemi-hip) metal/polymer cemented or 
uncemented prosthesis is a two-part 
device intended to be implanted to re-
place the head and neck of the femur. 
This generic type of device includes 
prostheses that have a femoral compo-
nent made of alloys, such as cobalt- 
chromium-molybdenum, and a snap-fit 
acetabular component made of an 
alloy, such as cobalt-chromium-molyb-
denum, and ultra-high molecular 
weight polyethylene. This generic type 
of device may be fixed to the bone with 
bone cement (§ 888.3027) or implanted by 
impaction. 

(b) Classification. Class II. 

§ 888.3400 Hip joint femoral (hemi-hip) 
metallic resurfacing prosthesis. 

(a) Identification. A hip joint femoral 
(hemi-hip) metallic resurfacing pros-
thesis is a device intended to be im-
planted to replace a portion of the hip 
joint. This generic type of device in-
cludes prostheses that have a femoral 
resurfacing component made of alloys, 
such as cobalt-chromium-molybdenum. 

(b) Classification. Class II. 

§ 888.3410 Hip joint metal/polymer or 
ceramic/polymer semiconstrained 
resurfacing cemented prosthesis. 

(a) Identification. A hip joint metal/ 
polymer or ceramic/polymer semi-con-
strained resurfacing cemented pros-
thesis is a two-part device intended to 
be implanted to replace the articu-
lating surfaces of the hip while pre-
serving the femoral head and neck. 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 cap component 
made of a metal alloy, such as cobalt- 
chromium-molybdenum, or a ceramic 
material, that is placed over a sur-
gically prepared femoral head, and an 
acetabular resurfacing polymer compo-

nent. Both components 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 Adminis-
tration on or before January 3, 2005, for 
any hip joint metal/polymer or ce-
ramic/polymer semiconstrained resur-
facing cemented prosthesis that was in 
commercial distribution before May 28, 
1976, or that has, on or before January 
3, 2005, been found to be substantially 
equivalent to a hip joint metal/polymer 
or ceramic/polymer semiconstrained 
resurfacing cemented prosthesis that 
was in commercial distribution before 
May 28, 1976. Any other hip joint metal/ 
polymer or ceramic/polymer 
semiconstrained resurfacing cemented 
prosthesis must have an approved PMA 
or a declared completed PDP in effect 
before being placed in commercial dis-
tribution. 

[69 FR 59134, Oct. 4, 2004] 

§ 888.3480 Knee joint femorotibial me-
tallic constrained cemented pros-
thesis. 

(a) Identification. A knee joint 
femorotibial metallic constrained ce-
mented prosthesis is a device intended 
to be implanted to replace part of a 
knee joint. The device prevents dis-
location 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 proxi-
mal 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 compo-
nents of the device are made of alloys, 
such as cobalt-chromium-molybdenum. 
The stems of the device may be per-
forated, 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 Adminis-
tration on or before December 26, 1996 
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