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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
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hational Standards are drafted in accordance with the rules given in the ISO/IEC Directives, H
ted by the technical committees are circulated to the member bodies for|voting. Publig
hational Standard requires approval by at least 75 % of the member bodies, casting a vote.

tion is drawn to the possibility that some of the elements of this document may be the subj
5. ISO shall not be held responsible for identifying any or all such patent rights.

7207-2 was prepared by Technical Committee ISO/TC 150;)Implants for surgery, Subcom
b and joint replacements.

second edition cancels and replaces the first edition (ISO 7207-2:1998), which has bee
ed.

otal knee joint prostheses:
Part 1. Classification, definitions and-designation of dimensions

Part 2: Articulating surfaces made.of metal, ceramic and plastics materials

ely with the

art 2.

main task of technical committees is to prepare International Standards. Draft Internationgal Standards
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ect of patent

Mmittee SC 4,
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7207 consists of the following parts, under thegeneral title Implants for surgery — Components for partial
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Implants for surgery — Components for partial and total knee
joint prostheses —

Part 2:
Articulating surfaces made of metal, ceramic and plastics

md

1

This
knesg
perid

2

The
refer
docuy

ISO
and

ISO
proc

3.1

All s
max

terials

Scope
part of ISO 7207 specifies surface finish requirements for the articulating surfaces of totg

joint prostheses classified in ISO 7207-1. This part of 1SO 7207~is intended to provide
dic validation of production processes.

Normative references
ences, only the edition cited applies. For undated references, the latest edition of theg
ment (including any amendments) applies.

1287, Geometrical Product Specifications\(GPS) — Surface texture: Profile method — Term
surface texture parameters

1288:1996, Geometrical Product Specifications (GPS) — Surface texture: Profile method —
bdures for the assessment of<stirface texture

Surface finish requirements

General

urface finish' measurements shall be performed according to the max.-rule in 1SO 4288:19
-rule states that no measurement values shall exceed the specified Ramax.

following referenced documents are indispensable for the application of this document.
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- Rules and

D6, 5.3. The

3.2

3.21

Kiee ioi I

Metallic or ceramic femoral components

When measured in accordance with ISO 4287, all articulating surfaces of a metallic or ceramic femoral
component shall be measured across the full articulating surface at locations in an approximately square grid
of locations no more than 10 mm apart. The component shall have an Ramax value < 0,1 ym, using a cut-off
value of 0,08 mm.

NOTE

femoral replacement systems.
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The following details should be reported along with the surface roughness, Ra, values:

a) stylus tip radius;

b) position

of measurements on the specimen.

When examined with normal or corrected vision, the articulating surface shall be free from embedded particles,
defects and raised edges and from scratches and score marks.

3.2.2 Metallic or ceramic tibial articulating components of a mobile bearing knee

When meas
component
of locations
value of 0,04

The followin
a) stylus ti
b)

position

When exam
defects and

3.2.3 Plas

When meas
be measure
more than 1
The followin

a) stylus ti
b) position
When exam

defects and
process.

ured in accordance with ISO 4287, all articulating surfaces of a metallic or ceramic
bhall be measured across the full articulating surface at locations in an approximately squars
ho more than 10 mm apart. The component shall have an Ramax value < 0,1 ym, using’a c
mm.

j details should be reported along with the surface roughness, Ra, values:

b radius;

of the measurements on the specimen.

ned with normal or corrected vision, the articulating surface shall be free from embedded par
raised edges and from scratches and score marks.

ics tibial and patella components

Lired in accordance with 1ISO 4287, all articulating-surfaces of a tibial and patella component
 across the full articulating surface at locations in an approximately square grid of location
D mm apart. The component shall have an_Ramax value < 2 ym, using a cut-off value of 0,08
j details should be reported along with the.measured surface roughness, Ra, values:

b radius;

of the measurements on thespecimen.

ned with normal or corrected vision, the articulating surface shall be free from embedded par
raised edges and from) scratches and score marks other than those arising from the finis

tibial
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