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Foreword

This Part of BS 3631 has been prepared under the direction
of tho Health Care Standards Committee and takes
cognizance of the work in progress within Technical
Committee 160, Implants for Surgery, of the International
Organization for Standardization {ISO),

Thaese recommendations are concerned with the care and
handling of orthopaedic Implants after delivery to the
purchaser to holp ensure that implants remain free of
contamination or damage prior to Insertion into the patlent,
Recomimendations are glven for the procedures for recelving
implants, for their storage, transport, handling, cleansing
and sterilization, and the precautions necessary in preparing
them for use are outlined, The recommendations are
addraessed to all parsonnel who are involved in receiving and
handling implants. It is imperative that personne! should be
familiar with these recommended procedures, In order to
minimize the occurronce of damage to implants.

1t is recognlzed that differences exist between hospitals in
the allocation of particular tasks to personnel, in the
refutive geographical positions of the various departments
involved In handling implants and In the distribution of
particular functions among these departments. For these
reasons the racommendations do not presuppose a specific
organizational regimen; rather they are based on the
gunoralized outline of the typlcal routes along which an
implant may pass (see figure 1), accepting thet there will
inuvitably be differances in detalil,

Some of the recommondations given in this Part of BS 3631
rolate to the marking borne by the implant and the
information supplied on the packaging or a package insert,
Howaver the detalls of the Information avallable to the
purchasor In this way will reflect the diversity of orlgin and
manufacturors’ practices, Many Implants are manufactured
in accordance with BS 3631, and detalls of the devices and
thelr packaging and marking may be found In the
appropriate Parts,

The Parts of BS 3531 currently published are as follows.

Part 1 Specification for basic requirements: finish,
marking and packaging
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Part 2 Specification for materials for metal surglcal
implants

Part 3 Specification for forged components made of
wrought stainless steel, wrought titanlum and
of wrought titanium alloy

Part4  Specification for castings made of cobait-
chromium-molybdenum alioy

Part 6 Specification for surgical bone screws of 4 mm,
3.6 mm and 3 mm nominal sizes, countersunk
surfaces on bone plates, twist drills, taps and
screwdrivers

Part 8 Specification for skeletal pins and wires

Part 7  Specification for acrylic bone cement

Part 8 Specification for ceramic materlals based on
alumina

Part 9 Specification for general requirements for
orthopaedic joint replacements

Part 10 Specification for classification, designation of
dimensions and general requirements for partial
and total hip joint replacements

Part 11 Specification for staples for use in orthopaedic
surgery

Part 12 Classification and designation of dimensions for
knee Joint prostheses

Part 13 Specification for bearing surfaces of hip joint
prostheses

Part 14 Spacification for medullary pins (Rush type)
and Introducer/extractors

Part 16 Spacification for devices for the fixation of the
ends of the femur in adults

Part 16 Specification for surgical implants made of

heat-vuicanized silicone elastomer
Further Parts are In course of proparation,

Other British Standards on subjects related to orthopaedic
surglcal implants are BS 3607, BS 4106, DD 87 and DD 91,

Compliance with a British Standard does not of itse!f
confer immunity from legal obligations.
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