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Orthopadische Gelenkprothesen
Teil 4. Auflageflachen von Hiiftgelenkprothesen

National foreword

This Part of BS 7251 has been prepared under the direction of the Health Care Standards Policy Committee and is
identical with 1SO 7206-2 : 1987 ‘Implants for surgery — Partial and total hip joint prostheses — Part 2 : Bearing surfaces
made of metallic and plastics materials’ published by the International Organization for Standardization (ISO).
Requirements for bearing surfaces of hip joint prostheses were first published as BS 3531 : Part 13 : 1982. BS 3531,
published in 23 Parts, gave requirements and guidance on joint prostheses, implants for osteosynthesis and materials for
the manufacture of surgical implants. BS 3631 now applies only to implants for osteosynthesis; requirements and guidance
specific to joint prostheses will form a separate standard (BS 7251); requirements for orthopaedic implants, i.e. covering
aspects common to osteosynthesis and joint replacements, will form another separate standard (BS 7254) attention being
drawn particularly to the recommendations for care and handling and retrieval and examination given in Parts 3 and 4
respectively; and requirements and guidance for materials will form two further separate standards (BS 72562 covering
metals and BS 7253 covering non-metals).

This Part of BS 7251 supersedes BS 3531 : Part 13 : 1982 which is withdrawn. It differs from BS 3531 : Part 13 chiefly
in the following ways.

{a) This Part of BS 7251 refers to the simplified classification of hip joint prostheses given in BS 7251 : Part 3.
(b) Where BS 3531 : Part 13 : 1982 referred to sphericity of bearing surfaces, this Part of BS 7251 refers to roundness.

{c) This Part of BS 7251 does not relate roundness and surface roughness of the bearing surface to the length of the
stem of the prosthesis.
(d) This Part of BS 7251 gives slightly wider tolerances for the dimensions of the bearing surface.
Orthopaedic joint prostheses are required to transmit load and translate motion, frequently under highly stressed
conditions. The components of joint prostheses should ideally function from the time of implantation for the remainder
of a patient’s life span. This introduces difficulties in testing suitable materials, because accelerated laboratory studies
present major problems and there are difficulties in evaluating the stresses on joint prostheses during use.
The objective of BS 7251 is to provide a framework within which surveillance of manufacture can be established,
and specifications for components can be developed.
The insertion and removal of a prosthesis for purposes of trial fitting at the time of the operation can damage the device.
For this reason, trial reduction of the joint should be accomplished by use of a test prosthesis, except in those instances
where prostheses are designed to protect the bearing area of the device. It is important that, once implantation has been
completed, the device should not be re-used after removal.
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BS 7251 : Part 4 : 1990

Requirements for acrylic bone cement, commonly used in the implantation of joint prostheses, may be found in

BS 7253 : Part 1 and requirements for knee joint prostheses may be found in BS 7251 : Part 2. Methods for the deter-
mination of endurance properties of stemmed femoral components of hip joint prostheses may be found in BS 7251 :
Parts 5 and 6. Consideration.is to be given to the preparation of further Parts of BS 7251 to cover methods of test of
other mechanical properties of joint prostheses.

1t is strongly recommended that the products specified in this Part of BS 7251 should be manufactured according to the
recommendations given in the ‘Guide to Good Manufacturing Practice for Orthopaedic Implants’™.

Explanatory note: In the text of 1ISO 7206-2 the term ‘nominal diameter’ is used in relation to specifying dimensional
tolerances (see 3.1.1.3 and 3.1.2.2). It is usual for manufacturers to state the ‘nominal’ size of the prosthesis to a
convenient round number of millimetres which may or may not equal the design size of the spherical bearing surface,
i.e. a ‘nominal’ 28 mm prosthesis may have a design size of 27.6 mm. For the purposes of this standard, the term
‘nominal diameter’ is meant to signify the design diameter.
Cross-references
International standard Corresponding British Standard
1ISO 4291 : 1985 BS 6740 : 1986 Method for determining departures from roundness by measuring variations
in radius
(Identical)
BS 7251 Orthopaedic joint prostheses
1ISO 7206-3 : 1988 Part 6 : 1990 Method for determination of endurance properties of stemmed femoral
components of hip joint prostheses without application of torsion
(Identical)
1ISO 7206-4 : 1989 Part 5 : 1990 Method for determination of endurance properties of stemmed femoral
components of hip joint prostheses with application of torsion
(Technically equivalent)

There are no corresponding British Standards to 1SO 468 and ISO 7206-1. A related British Standard to 1SO 7206-1
is BS 7251 : Part 3. Clause 4 of ISO 7206-1 : 1985 is identical with clause 5 of BS 7251 : Part 3 : 1990.

The Technical Committee has reviewed the provisions of ISO 468 to which reference is made in the text, and has
decided that they are acceptable for use in conjunction with this Part of BS 7251.

Product certification. Users of this British Standard are advised to consider the desirability of third party certification of
product conformity with this British Standard based on testing and continued surveillance, which may be coupled with
assessment of a supplier’s quality systems against the appropriate Part of BS 5750.

Enquiries as to the availability of third party certification schemes will be forwarded by BSI to the Association of
Certification Bodies. If a third party certification scheme does not already exist, users should consider approaching an
appropriate body from the list of Association members.

Compliance with a British Standard does not of itself confer immunity from legal obligations.

*Compiled by the Department of Health and Social Security; published by and available from Her Majesty’s Stationery OffB.ocu m ents
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