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National foreword S ‘ .
This Part of BS 6149 has been prepared under the direction of the Health Care Standards Committee. It is identical with ‘

iSO 5366,/2-1985 ‘Tracheostomy tubes — Part 2 : Basic requirements’, which was prepared by Technical Committee
ISO/TC 121, Anaesthetic and respiratory equipment, and published by the International Organization for
Standardization (ISO).

Terminology and conventions. The text of the international standard has been approved as suitable for publication 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 throughout as a decimal marker. In British Standards it is current practice to use a full point
on the baseline as the decimal marker.

Wherever the words ‘part of ISO 5366’ appear, referring to this standard, they should be read as ‘Part of BS 6149".

Cross-references

International standard Corresponding British Standard
IS0 4135-1979 BS 6015 : 1980 Glossary of terms used in anaesthesiology
{ldentical)
BS 3487 Tracheal tubes
ISO 6361/1-1984 Part 1 : 1986 Specification for all types of tubes
(Identical) _ _
[SO 5361/2-1984 Part 2 : 1986 Specification for oro-tracheal and naso-tracheal tubes of the Magill type (plain
and cuffed) .
(ldentical) }
ISO 5361/4-1984 Part 4 : 1986 Specification for tubes of the Cole type
(Identical)
IS0 5361/5-1984 Part 5 ; 1986 Specification and methods of test for tube collapse and cuff herniation
(Identical)
BS 6149 Tracheostomy tubes
ISO 6366/1-1980 Part 1 : 1984 Specification for connectors
(Identical)

The Technical Committee has reviewed the provisions of ISO 594/1, to which reference is made in clause 2 and 7.8.3,

and has decided that they are acceptable for use in conjunction with this standard.

The Technical Committee has reviewed the provisions of ISO 5356/1%, to which reference is made in clause 2 and

figure 1, and has decided that the appropriate requirements of that standard are specified in BS 3849 : 1965 ‘Breathing
attachments for anaesthetic apparatus’. The 15 mm size conical fittings referred to in this Part of BS 6149 are

equivalent to the paediatric size fittings specified in BS 3849.

Additional information. The annex to this standard details an implantation test taken from the US Pharmacopoeia. The

test is widely recognized internationally and is included in ISO 5366/2 as there is no international standard for

assessing biocompatibility of medical devices. However, in the UK it is common practice to assess the biological hazard

of medical devices by the principles and methods given in BS 6736 ‘Evaluation of medical devices for biological

hazards'. For all practical purposes the implantation test given in the Annex may be taken as being equivalent to the test
described in BS 5736 : Part 2 'Method of testing by tissue implantation’, which also includes additional guidance, .
in particular regarding the assessment of results.

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

0 Introduction

This part of ISO 5366 is one of a series dealing with anaesthetic
equipment and medical breathing machines, and is concerned
with the basic requirements and method of size designation of
tracheostomy tubes made of plastics material. Although
specialized tubes and tubes made of rubber or metal have been
excluded from the scope of this document, some of these
tubes may have the size designated by the inside diameter as
required by this specification and that for tracheal tubes {see
I1SQ 5361/1, ISO 5361/2 and 1SO 5361/4).

The new method of describing tube dimensions has been de-
vised with the aim of assisting the clinician in the selection of a
suitable tube. Because the stomal fit is often critical, it was
considered essential that the outside diameter should be stated
for each size of tube.

With the exception of size designation, it was considered
premature to specify detailed requirements for paediatric tubes
and dimensions for all tubes so as not to restrict developments
in design.

1 Scope and field of application

This part of ISO 5366 specifies basic requirements for
tracheostomy tubes made of plastics material. Such tubes are
primarily designed for patients who may require anaesthesia,
artificial ventilation or other respiratory support, but need not
be restricted to these uses. Provision is made for size desig-
nation, size range and for such optional features as cuffs and
inner tubes.

2 References

ISO 584/1, Conical fittings with a 6 % (Luer) taper for syr-
inges, needles and certain other medical equipment — Part 1 :
General requirements. 11

ISO 4135, Anaesthesiology — Vocabulary.
ISO 6356/1, Breathing attachments for inhalation anaesthesia

apparatus, lung ventilators and resuscitators — Part 1 : Conical
fittings and adaptors for breathing systems.2)

1} At present at the stage of draft. {Revision of ISO/R 594-1967.)
2} At present at the stage of draft.

ISO 5361, Tracheal tubes —
Part 1 : General requirements.

Part 2 : Oro-tracheal and naso-tracheal tubes of the Magill
type (plain and cuffed).

Part 4 : Cole tubes.

Part 5 : Requirements and methods of test for cuffs and
tubes.

1SO 5366/1, Tracheostomy tubes — Part 1 : Connectors.

3 Definitions

NOTE — The following definitions are taken from 1SO 4135 except
where marked with an asterisk.

3.1 tracheostomy tube : Tube designed for insertion into
the trachea through a tracheostomy.

3.2 machine end*: That end of the tracheostomy tube
which is intended to project from the patient.

3.3 patient end* : That end of the tracheostomy tube which
is intended to be inserted into the trachea.

3.4 nominal length* : Distance from the neck-plate to the
patient end along the centre line (see figure 2).

When the neck-plate is movable, the nominal length is variable.

3.5 outer tube* : That part of the tracheostomy tube which
is normally in contact with the tissues.

3.6 inner tube* : Tube which fits closely to the inside con-
tours of the outer tube (tracheostomy tube).

3.7 inner tube lock* : Device by which the inner tube is
secured in position within the outer tube.

3.8 neck-plate lock* : Device by which an adjustable neck-
plate may be secured.
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