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National foreword

This Part of BS 7252 has been prepared under the direction of the Health Care Standards Policy Committee and is
identical with ISO 5832-1 : 1987 ‘Implants for surgery — Metallic materials — Part 1 : Wrought stainless steel’ published
by the International Organization for Standardization (1SO).

Requirements for metallic materials for surgical implants were previously published as BS 3531 : Part 2 : 1980. BS 3531
published in 23 Parts gave requirements and guidance on materials for implants, on implants for osteosynthesis and on
joint prostheses. Requirements and guidance for materials will now form two separate standards (BS 7252 covering metals
and BS 7253 covering non-metals); requirements and guidance for joint prostheses will form a separate standard (BS 7251);
requirements for orthopaedic implants, i.e. aspects common to osteosynthesis and joint replacement, will form another
separate standard (BS 7254), and BS 3531 will now cover only implants for osteosynthesis. Consequently, this Part of

BS 7252 gives requirements for wrought stainless steel and, together with Parts 2, 3, 4, 5 and 9 of BS 7252, supersedes

BS 35631 : Part 2 : 1980 which is withdrawn. Parts 6, 7 and 8 of BS 7252 give requirements for materials that were not
covered by BS 3531 : Part 2 : 1980. The requirements for the processing of metals that were given in BS 3531 : Part 2 :
1980 are to be expanded to cover the additional metals now included in BS 7252 and to cover the finishing processes
used in implant manufacture.

On the four compositions of stainless steel that were specificed in BS 3531 : Part 2 : 1980, this Part of BS 7252 gives no
equivalent to the high-carbon composition A, and BS 7252 : Part 9 gives the equivalent to the high-nitrogen composi-
tion D. Compositions B and C are replaced by the similar, but not identical compositions D and E of this Part of BS 7252.
It is recommended that the copper content of compositions D and E be substantially lower than the specified maximum
of 0.5 % and preferably below the maximum of 0.25 % previously given in BS 3531 : Part 2 : 1980. It should also be
noted that, even though not deliberately added, there will be urquantified traces of other elements present in all alloys.

Cross -references

International standard Corresponding British Standard
BS 6200 Sampling and analysis of iron, steel and other ferrous metals
1ISO 437 : 1982 Part 3 : Section 3.8 Determination of carbon
Subsection 3.8.1 : 1985 Steel, cast iron and ferrochromium : gravimetric method
(Identical)
1ISO 629 : 1982 Part 3 : Section 3.18 Determination of manganese
Subsection 3.18.2 : 1985 Steel : Spectrophotometric method
(Identical)
1ISO 2732 : 1984 Part 3 : Section 3.24 Determination of phosphorus
Subsection 3.24.1 : 1985 Steel and cast iron : Spectrophotometric method
(Identical)

The Technical Committee has reviewed the provisions of ISO 377, ISO 404, 1SO 439, 1SO 643, ISO 671, 1SO 3651/2,
ISO 4967 and 1SO 6892 to which reference is made in the text and has decided that they are acceptable for use in
conjunction with this Part of BS 7252.

I1ISO 5832-1 makes no reference to standard methods for the analysis of nitrogen, chromium, molybdenum, nickel and
copper in steel. It is recommended that the following methods are used:

Element British Standard

Nitrogen BS 6200 : Subsection 3.22.2

Chromium BS 6200 : Subsection 3.10.1

Molybdenum BS 6200 : Subsection 3.19.1

Nickel BS 6200 : Subsections 3.20.3 or 3.20.4
Copper BS 6200 : Subsections 3.12.1,3.12.2 or 3.12.3
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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.
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