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National foreword

This Part of BS 3631 has been prepared under the direction
of the Health Care Standards Committee and is identical
with 180 5834/2-1986 ‘Implants for surgery — Ultra-high
molecular weight polyethylene — Part 2 : Moulded forms’,
published by the International Organization for Standard-
ization (1S0O),

Attention is drawn to BS 3631 : Part 20 : 1986, which
spocifies requirements for ultra-high molecular mass poly-
ethylene in powder form, The Technical Committee
rosponsible for this British Standard recommends that,

in addition to the Information specified in clause 10,
vuch package should be marked with the date of manu-
facture (month and year) ",

The Parts of BS 3631 currently published are as follows.

Part 1 Spacification for basic requirements: finish,
marking and packaging

Part 2 Spaclfication for materlals for metal surgical
implants

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

Part4  Spocification for castings made of cobalt.
chromium-molybdenum alloy

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

Part 8 Spaclfication for skeletal pins and wires

Part 7  Specification for acrylic bone cement

Part 8 Spacification for ceramic matarlals based on
alumina

Part 9 Specification for general requiremants for
orthopaedic joint replacements

Part 10 Specification for classification, designation of
dimensions and general raquirements for partial
and total hip jolnt replacements

Part 11 Specitication for staples for use in orthopaedic

surgery

8. Properties 2
7. Methods of test 3
8.. Identification marking 3
9, Test certificate 3
10. Labelling 4

Table

Test requirements for moulded form
UHMW polyethylene for surgical implants 3

Part 12 Classitication and designation of dimensions
for knee joint prostheses

Specification for bearing surfaces of hip joint
prostheses

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

Sp-.ification for davices for the fixation of the
ends of the femur in adults

Spacification for surgical implants made of
heat-vulcanized silicone elastomer
Recommendations for the care and handling
of orthopaedic surgical implants

Specification for surgical bone screws having
asymmetrical thread and spherical under.
surfaces

Specification for the dimensions of intra-
medullary nails of clover leaf or V-shaped cross
saction made of stainless steel or cobalt-
chromium-tungsten-nickel alloy and extraction
hooks

Specification for ultra-high molecular mass
polyethylene in powder form

Part 13
Part 14
Part 16
Part 16
Part 17

Part 18

Part 19

Part 20

Further Parts are In course of preparation,

Other British Standards on subjects related to orthopaadic
surgical implants are BS 3607, BS 4106, BS 6324, DD 87
and DD 91,

Terminology and conventions, The text of the international
standard has been iipproved as suitable for publivation as a
British Standard without deviation, Some terminology and
certain conventions are not identical with those used in

-British Standards; attention is drawn especially to the

following.

The comma has been used as a decimal marker, In British
Standards it is current practice to use a full point on the
baseline as the decimal marker,

Wheraver the words 'this part of 1SO 6834° appear, referring

to this standard, they should be read as ‘this Part ot
BS 3631,

*Marking B8 3631 t Part 21 : 1988 on or In rolation 1o 8 product 15 a claim by the manufacturer that the product has been manulactured
1 the requirements of the standard, The accuracy of such a claim is therefore solely the manufacturer’s responsibility, Enquirias as to the
-rtability of third party certification to support such claims should be addressed to the appropriate certification body,
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Cross-references The Technical Committee has reviewed the provisions ot
Internstional standard Correspanding British Standard ISO/R 627 and 1SO 34561/1 to which reference is made in
ISO R 179-1982 BS 2782 Methods of testing plastics N the text, and has decided that they are acceptable for
Part 3 : Method 360 : 1984 use In conjunction with this Part of BS 3531, A related
(Identical) British Standard to ISO/R 627 Is BS 2782 : Part 3 :
ISO/R 11831870 Part 8 : Methods 620A to Methods 370A to 320F : 1976,
6200 : 1980 Compliance with a British Standard does not of itself
{Technically equivalent) confer immunity from legal obligations,
I1SO 6834/1-1985" BS 35631 Surgical implants
Part 20 ;: 1988 Specification for
ultra-high molecular mass
polyethylene in powder form
(ldentical)
*With the publication of 1SQ 5834/1 in 1985, footnote 2) to clause 2 is no longer applicable. 4
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