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21 CFR Ch. I (4–1–14 Edition) § 888.3340 

The device limits translation and rota-
tion in one or more planes via the ge-
ometry of its articulating surfaces. It 
has no linkage across-the-joint. This 
generic type of device includes pros-
theses that consist of a femoral and an 
acetabular component, both made of 
alloys, such as cobalt-chromium-mo-
lybdenum. The femoral component is 
intended to be fixed with bone cement. 
The acetabular component is intended 
for use without bone cement (§ 888.3027). 

(b) Classification. Class III. 
(c) Date PMA or notice of completion of 

a PDP is required. No effective date has 
been established of the requirement for 
premarket approval. See § 888.3. 

§ 888.3340 Hip joint metal/composite 
semi-constrained cemented pros-
thesis. 

(a) Identification. A hip joint metal/ 
composite semi-constrained cemented 
prosthesis is a two-part device intended 
to be implanted to replace a hip joint. 
The device limits translation and rota-
tion in one or more planes via the ge-
ometry of its articulating surfaces. It 
has no linkage across-the-joint. This 
generic type of device includes pros-
theses that consist of a femoral compo-
nent made of alloys, such as cobalt- 
chromium-molybdenum, and an ace-
tabular component made of ultra-high 
molecular weight polyethylene with 
carbon fibers composite. Both compo-
nents are intended for use with bone 
cement (§ 888.3027). 

(b) Classification. Class II. 

§ 888.3350 Hip joint metal/polymer 
semi-constrained cemented pros-
thesis. 

(a) Identification. A hip joint metal/ 
polymer semi-constrained cemented 
prosthesis is a device intended to be 
implanted to replace a hip 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 al-
loys, such as cobalt-chromium-molyb-
denum, and an acetabular resurfacing 
component made of ultra-high molec-
ular weight polyethylene and is limited 
to those prostheses intended for use 
with bone cement (§ 888.3027). 

(b) Classification. Class II. 

§ 888.3353 Hip joint metal/ceramic/ 
polymer semi-constrained cemented 
or nonporous uncemented pros-
thesis. 

(a) Identification. A hip joint metal/ 
ceramic/polymer semi-constrained ce-
mented or nonporous uncemented pros-
thesis is a device intended to be im-
planted to replace a hip joint. This de-
vice limits translation and rotation in 
one or more planes via the geometry of 
its articulating surfaces. It has no 
linkage across-the-joint. The two-part 
femoral component consists of a fem-
oral stem made of alloys to be fixed in 
the intramedullary canal of the femur 
by impaction with or without use of 
bone cement. The proximal end of the 
femoral stem is tapered with a surface 
that ensures positive locking with the 
spherical ceramic (aluminium oxide, 
A1203) head of the femoral component. 
The acetabular component is made of 
ultra-high molecular weight poly-
ethylene or ultra-high molecular 
weight polyethylene reinforced with 
nonporous metal alloys, and used with 
or without bone cement. 

(b) Classification. Class II. 

[54 FR 48239, Nov. 22, 1989; 54 FR 51342, Dec. 
14, 1989] 

§ 888.3358 Hip joint metal/polymer/ 
metal semi-constrained porous-coat-
ed uncemented prosthesis. 

(a) Identification. A hip joint metal/ 
polymer/metal semi-constrained po-
rous-coated uncemented prosthesis is a 
device intended to be implanted to re-
place a hip joint. The device limits 
translation and rotation in one or more 
planes via the geometry of its articu-
lating surfaces. It has no linkage 
across the joint. This generic type of 
device has a femoral component made 
of a cobalt-chromium-molybdenum 
(Co-Cr-Mo) alloy or a titanium-alu-
minum-vanadium (Ti-6Al-4V) alloy and 
an acetabular component composed of 
an ultra-high molecular weight poly-
ethylene articulating bearing surface 
fixed in a metal shell made of Co-Cr-Mo 
or Ti-6Al-4V. The femoral stem and 
acetabular shell have a porous coating 
made of, in the case of Co-Cr-Mo sub-
strates, beads of the same alloy, and in 
the case of Ti-6Al-4V substrates, fibers 
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