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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 non-governmental, in liaison with ISO, also take part in the work.

ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matter
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria’neéded for
different types of ISO documents should be noted. This document was drafted in accordance with
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this documént may be the subje
patent rights. ISO shall not be held responsible for identifying any or all such/patent rights. Detai
any patent rights identified during the development of the document will be“in the Introduction an
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does
constitute an endorsement.

For an explanation of the voluntary nature of standards;ythe meaning of ISO specific terms
expressions related to conformity assessment, as wéll as information about ISO's adherenc
the World Trade Organization (WTO) principles in\the Technical Barriers to Trade (TBT)
www.iso.org/iso/foreword.html.
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This document was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee

SC 4, Bone and joint replacements.

Any feedback or questions on this documént should be directed to the user’s national standards boc
complete listing of these bodies can befound at www.iso.org/members.html.
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Implants for surgery — Components for partial and total
knee joint prostheses —

PAayt 2.

LI AL U L

Articulating surfaces made of metal, ceramic and plastics
materials

AMENDMENT 2

3.2.1, first paragraph
Replace the paragraph with the following:

When measured in accordance with ISO 4288, all articulating sukfaces of a metallic or ceramic fem
component shall be measured across the articulating surface at.¢characteristic locations. The compo

shall have a Ra,,,, value of <0,1 pm, using a cut-off value of ;25 mm.

When analysing a bi- or tri- compartmental knee joint) prosthesis, the roughness of the lateral
medial condyle of the femoral component each shall bé measured

a) atalocation on the articulating surface in contact at 0° flexion,
b) atalocation on the articulating surface inrcontact at 30° flexion, and
c) atalocation on the articulating surface in contact at 60° flexion or higher angulation.

When analysing a tri-compartmentalknee joint prosthesis, the patellar flange of the femoral compo
shall be measured at three evenlyydistributed locations at the articulating surface.

When analysing a uni-compartmental knee joint prosthesis, the roughness of the femoral compo
condyle shall be measured

a) atalocation on the articulating surface in contact at 0° flexion,
b) atalocatiefiron the articulating surface in contact at 30° flexion, and
c) atalocation on the articulating surface in contact at 60° flexion.

Whenranalysing a patello-femoral knee joint prosthesis, the patellar flange of the femoral compo
shall'be measured at three evenly distributed locations at the articulating surface.
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3.2.1, NOTE
Delete the NOTE.

3.2.2, first paragraph

Replace the paragraph with the following:

© IS0 2020 - All rights reserved


https://standardsiso.com/api/?name=342c27ee09539126a6272fff92c8d0ec

IS0 7207-2:2011/Amd.2:2020(E)

When measured in accordance with ISO 4288, all articulating surfaces of a metallic or ceramic tibial
component shall be measured across the articulating surface at characteristic locations. The component
shall have a Ra,,,, value of <0,1 um, using a cut-off value of 0,25 mm.

When analysing a bi- or tri compartmental knee joint prosthesis, the roughness at six evenly distributed
locations at the articulating surface of the tibial component (three locations at the medial side and three
locations at the lateral side) shall be measured.

ANMAlySINg a UNi-Compartimental KIee JoiIt prostiesis,; the TOugnness a
dtions at the articulating surface of the tibial component shall be measured.

3.2.8, first paragraph
Replace the paragraph with the following:

When measured in accordance with [SO 4288, all articulating surfaces of a tibial and-patella component
shall be measured across the articulating surface at characteristic locations. The comiponent shall have
aRq,,., value <2 pm, using a cut-off value of 0,8 mm.

When analysing a bi- or tri compartmental knee joint prosthesis, the roughness at six evenly distributed
locations at the articulating surface of the plastic tibial component (thrée locations at the medial side
and|three locations at the lateral side) shall be measured. The measurément direction shall be oriented
approximately perpendicular to any machining marks that are present. If the tibial component allows
for articulation at the tibial side (e.g. mobile bearing), measurements at the femoral side as well as at
the [tibial side shall be performed (six locations at the femoral side and six locations at the tibial side
of the tibial component). If the tibial component provides a{post, measurements at the post shall be
performed as well. The measurements shall be taken at'three evenly distributed locations at the
intepded articulating surface.

Whén analysing a uni-compartmental knee joint prosthesis, the roughness at three evenly distributed
locations at the articulating surface of the plastictibial component) shall be measured. The measurement
dirgction shall be oriented approximately perpendicular to any machining marks that are present. If
the [tibial component allows for articulatienat the tibial side (e.g. mobile bearing), measurements at
the femoral side as well as at the tibial side shall be performed (three locations at the femoral side and
thrge locations at the tibial side of the'tibial component).

When analysing a patello-femoral ‘knee joint prosthesis, the roughness at three evenly distributed
locdations at the articulating~surface of the plastic patella component shall be measured. The
megdsurement direction shdllyjbe oriented approximately perpendicular to any machining marks that
are present.

The|following details’should be reported along with the measured surface roughness, Ra, values:
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