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Foreword

This British Standard has been prepared by Technical Committee CH/168. It
supersedes BS 5473:1977, which is withdrawn.

While BS 5473:1977 specified requirements for spinal and abdominal fabric
supports, this standard is limited to spinal orthoses excluding sacro-iliac orthoses
and gives guidance on design and manufacture.

This standard deals separately with orthoses acting on the following regions of
the spine:

a) lumbo-sacral;

b) thoraco-lumbo-sacral;

¢) cervical; and

d) cervico-thoraco-lumbo-sacral.
For each of the above regions of the spine, information on the primary functions

of the orthoses, methods by which these functions can be achieved and the form
and extent of the control exerted by orthoses acting in these regions is given.

This standard is not intended to recommend particular designs of orthosis and,
therefore, it only gives recommendations for particular designs if specific
guidance is believed to be necessary to ensure the satisfactory functioning and
quality of the design.

Attention is drawn to Annex 1 of the EC Council Directive 93/42/EEC which
concerns medical devices as they apply to orthoses.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

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

Summary of pages

This document comprises a front cover, an inside front cover, pages i to ii, pages
1 to 10, an inside back cover and a back cover.

The BSI copyright notice displayed in this document indicates when the
document was last issued.
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1 Scope

This British Standard gives guidance on the design of spinal orthoses.

It is intended for designers of orthoses, clinicians prescribing orthoses for patients, orthotists, and
manufacturers of both commercially available and custom made orthoses for individual patients.

The standard is not applicable to sacro-iliac orthoses (Sb), that is, orthoses that encompass the whole or a
part of the sacro-iliac region of the trunk.

NOTE Guidance on the manufacture of the components of spinal orthoses is given in Annex A. Guidance on the marking, packaging
and accompanying documentation for orthoses is given in Annex B.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

BS EN 1041:1998, Information supplied by the manufacturer with medical devices.

3 Terms and definitions
For the purposes of this British Standard, the following terms and definitions apply.

3.1

orthosis

externally applied device used to modify the structural and functional characteristics of the neuro-
muscular and skeletal systems

[BS 7313-1.1:1990, definition 2.1.2]

3.2
trunk
body excluding the head, the neck and the limbs

[BS 7313-1.1:1990, definition 2.2.14]

3.3
thoracic region
that part of the trunk between the neck and the diaphragm, associated with the twelve thoracic vertebrae

[BS 7313-1.1:1990, definition 2.2.15]

3.4
lumbar region
central part of the trunk between the ribs and the pelvis, associated with the five lumbar vertebrae

[BS 7313-1.1:1990, definition 2.2.16]

3.5

sacro-iliac region

that part of the trunk lying caudal to the lumbar vertebrae, associated with the fused sacral vertebrae and
their articulations with the os coxae

[BS 7313-1.1:1990, definition 2.2.17]

3.6
distraction
application by an orthosis of an extending axial load

3.7
strut
compressive load bearing column

NOTE Struts can also transmit bending moments.
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