BST BS*3531:PTS SEC*5.4 90 WM 1b246LY 019437 7 =R

BS 3631 : Section 5.4 : 1990

| v

| e |

© British Standards Institution. No part of this publication may be photocopied or otherwise reproduced without the prior permission in writing of BS|

British Standard
Implants for osteosynthesis

Part 6. Bone screws and auxiliary equipment

Section 5.4 Specification for screws having symmetrical
thread and conical under-surfaces

Impants pour I'ostéosynthése

Partie . Vis pour os et accessoires

Section 5.4 Vis a filet symétrique et embase conique —
Spécifications

Implantate fiir Osteosynthese

Teil 5. Knochenschrauben und Zubehérteile

Abschnitt 5.4 Schrauben mit symmetrischem Gewinde und kegeliger
Kopfunterseite

. . Documents
British Standards Institution afing|


http://www.avadocuments.com/doc/bs-3531-5-5-4-1990
http://www.avadocuments.com/doc/bs-3531-5-5-4-1990

BSIVBS*EISEIL:PTS SECx5.4 90 M lkL2uykbd 0194377 9 WA
BS 3531 : Section 5.4 : 1990

Foreword

This Section of BS 3531 has been prepared under the
direction of the Health Care Standards Policy Committee.
It partially supersedes BS 3531 : Part 5 : 1982, and gives
requirements for bones screws of 4 mm, 3.6 mm and 3 mm
nominal sizes. The requirements in this Section of

BS 3531 are technically identical with those that were
previously specified in BS 3531 : Part 5; 1982, which also
contained requirements for taps and drills, for screwdrivers,
and for holes and slots in bone plates.

The revision of BS 3531 : Part b offered the opportunity

to facilitate the implementation of published and forth-
coming international standards, and to separate, in different
Parts of BS 3531, requirements for screws and auxiliary
equipment from those for bone plates. Accordingly there-
fore, requirements for bone screws and auxiliary devices

are retained in BS 3531 : Part 5, which is to be published

in separate Sections, whilst requirements for bone plates

are specified in BS 3531 : Part 23, also to be published in
Sections. BS 3631 : Part 5 : 1982 is withdrawn.

The screws specified in this Section of BS 35631 are suitable
for use with the screwdrivers specified in BS 3531 :

Section 5.2 and for use with the taps and drills specified

in BS 35631 : Section 5.5, and will fit with the holes and
slots in bone plates specified in BS 3631 : Section 23.2.

It is strongly recommended that the products specified in
this Section of BS 3531 should be manufactured according
to the recommendations given in the ‘Guide to Good
Manufacturing Practice for Orthopaedic Implants’.*
Product certification. Users of this British Standard are
advised to consider the desirability of third party certifica-
tion of product conformity with this British Standard
based on testing and continuing surveillance, which may be
coupled with assessment of a supplier’s quality systems
against the appropriate Part of BS 5760.

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 and available from Her Majesty’s Stationery Office. DOCU mentS
ISBN 0 11 320846 4.
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Specification

1 Scope

This Section of BS 3531 specifies requirements for bone
screws of 4 mm, 3.6 mm and 3 mm nominal sizes.
NOTE 1, The mechanlical strength of bone screws is discussed in

appendix A, Recommendations on the use of fluted {self-tapping)
screws are given in appendix B,

NOTE 2, The titles of the publications referred to in this standard
are listed on the inside back cover.

2 Materials

Surgical bone screws shall be made of one of the following
materials:
(a) stainless steel of composition D or E in accordance
with BS 7262 : Part 1;
{b) high-nitrogen stainless steel in accordance with
BS 7252 : Part 9;
{c) cast cobalt-chromium-molybdenum alloy in
accordance with BS 7252 : Part 4;
{d) wrought titanium alloy in accordance with
BS 7262 : Part 3.

3 Dimensions and design

3.1 Diameter

Screws shall be of 4 mm, 3.5 mm or 3 mm nominal
external diameter as shown in figures 1, 2 or 3,
as appropriate.

3.2 Length

The nominal length of screws (designated as dimension L
in figures 1, 2 and 3) shall be as given in table 1. The length
of screws shall be the nominal length subject to a

tolerance of * 0.4 mm,

*A mathod for the determination of torque strength is being developed in 1ISO technical committee 150.

2

3.3 Torque strength*

The minimum torgue strength of screws shall be as given
in table 2,

3.4 Thread form

The thread shall be of the form and dimensions as shown
in figures 1, 2 or 3, as appropriate. The threads shall be
cut or grooved and not rolled.

3.5 Head

Screws shall have raised countersunk heads of dimensions
as shown in figures 1, 2 or 3 as appropriate.

Screws of 4 mm or 3.5 mm nominal size shall have head
recesses comprising a cross-recess and cruciate slot in
accordance with figures 1 or 2 as appropriate.

The depth of the recess shall be such that the torque
strength of the screw is not reduced (see 3.3). Screws of
3 mm nominal size shall have a head with a single slot in
accordance with figure 3.

NOTE, The heads of screws of 4 mm and 3.5 mm nominal size
have the same form and dimensions.

3.6 Run-out of screw thread

The run-out of the screw thread shall be within 1.5 mm
from the junction of the major diameter of the screw
and the countersunk portion of the head (see figures 1,
2 and 3).

3.7 Flutes for self-tapping screws

If flutes are provided, screws shall have not more than
three flutes extending through not less than two full
threads and not more than four full threads.

The flutes shall have a clean finish and there shall be
no burrs.

NOTE. See appendix B for guidance on the use of self-tapping
SCrews.
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