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Foreword

This revision of this Part of BS 3631, which has been
propared under the direction of the Health Care Standards
Committee, supersedes 8S 3631 : Part 4 : 1880, which is
now withdrawn.
Tho groatest difference botwoan this edition of BS 3631 .
Part 4 and the 1980 edition is that this edition is a process
specification and applies only to castings which have not
been machined and/or subjected to other finishing
oporations and which aro, therefore, intermediate products
for further processing and not, in themselves, finished
implants, Such castings may elther be purchased by an
implant manufacturer or finisher from a subcontracted
foundry, or be produced in the foundry department of an
implant manufacturer, This change was considered
nocessary because of the different production control
methods adopted by different manufacturers and because
different finishing operations are required for different
types of implant.
It is strongly recommonded that castings should be
manufacturod according to the recommendations glven in
the ‘Gulde to Good Manufacturing Practlce for Orthopaedic
implants’®,
In undortaking the revision of this Part of BS 3631
cognlizance has been taken of proposals under consideration
by Technical Committee TC 160, Implants for surgery,
of the International Organization for Standardization {1SO).
The Parts of BS 3631 currently publishad are as follows,
Part 1  Spocification for basic requirements: finish,
marking and packaging
Spoclficatlon for materlals {for metal surglcal
Implants
Specification for forged components made of
wrought stainless steel, wrought titanium and
of wrought titanium alloy
Specitication for production of castings made
of cobalt-chromium-molybdenum alloy
Specification for surgical bone screws of 4 mm,
3.5 mm and 3 mm nominal sizes, countersunk
surfaces on bone plates, twist drills, taps and
screwdrivers
Specification for skeletal pins and wires

Part 2

Part 3

Part 4

Part 6

Part 8

Part 7
Part 8

Part 9

Part 10

Part 11
Part 12
Part 13
Part 14
Part 16
Part 18
Part 17

Part 18

Part 19

Part 20

Part 21

Specification for acrylic bone cement
Specification for ceramic materials based on
alumina

Specification for general requirements for
orthopaedic joint replacemonts

Specification for classification, designation of
dimensions and general requirements for partial
and total hip joint replacements

Specification for staples for use in orthopaedic
surgery

Classification and designation of dimensions
for knee joint prostheses

Specification for bearing surfaces of hip joint
prostheses

Specification tor medullary pins (Rush type)
and introducer/extractors

Specification for devices for the fixation of the
ends of the femur in adults

Specification for surgical implants made of
heat-vulcanized silicone elastomer
Recommendations for tho care and handling of
orthopaedic surgical implants

Specification for surgical bone screws having

asymmetrical threads and sphericai
under-surfaces

Specification for the dimensions of
intrameduliary nails of clover leaf and V-shaped
cross section made of stainless steel or cobalt-
chromlum-tungsten-nicke! alloy and dimensions
of extraction hooks

Specification for ultra-high molecular mass
polyethylene in powder form

Specification for ultra-high molecular mass
polyethylene irn moulded form

Further Parts are in preparation.

Other British Standards relating to orthopaedic surgical
Implants are BS 3607, BS 4106, DD 87 and DD 91,

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

smpiled by the Department of Health and Social Security, published and availabia from Her Majesty’s Stationery Office
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