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National foreword

This Part of BS 6149 has been prepared under the direction of the Health Care
Standards Policy Committee. It is identical with ISO 5366-2 : 1993 Tracheostomy
tubes — Part 2: Basic requirements for tubes for adults , which was prepared by
Technical Committee ISO/TC 121, Anaesthetic and respiratory equipment, and
published by the International Organization for Standardization (ISO). It
supersedes BS 6149 : Part 2 : 1986, which is withdrawn.

The major change from the 1986 edition of BS 6149 : Part 2 is that this revision
excludes tracheostomy tubes for paediatric use, which will be specified in

ISO 5366-3 currently in preparation and expected to be implemented as

BS 6149 : Part 3.

Cross-references

International standard Corresponding British Standard

ISO 594-1 : 1986 BS 3930 Conical fittings with a 6 % (Luer) taper for
syringes, needles and other medical equipment
Part 1 : 1987 Specification for general requirements

(Identical)

ISO 4135 : 1979 BS 6015 : 1980 Glossary of terms used in anaesthesiology
(Identical)

ISO 5356-1 : 1987 BS 3849 Conical connectors for anaesthetic and
respiratory equipment

Part 1 : 1988 Specification for cones and sockets
(excluding 8.5 mm size)
(Identical)
ISO 5361-5 : 1984 BS 3487 Tracheal tubes
Part 5 : 1986 Specification and methods of test for tube
collapse and cuff herniation
(Identical)
ISO 5366-1 : 1986 BS 6149 Tracheostomy tubes
Part 1 : 1987 Specification for connectors
(Identical)

Additional information. Annex A 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 5736 Fvaluation of medical devices for biological hazards. For all
practical purposes the implantation test given in annex A may be taken as being
equivalent to the test described in BS 5736 : Part 2 : 1990 Methods 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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INTERNATIONAL STANDARD

ISO 5366-2:1993(E)

Tracheostomy tubes —

Part 2:

Basic requirements for tubes for adults

1 Scope

This part of ISO 5366 specifies basic requirements for
tracheostomy tubes made of plastics materials
and/or rubber, having inside diameters greater than
6 mm. Such tubes are primarily designed for adult
patients who may require anaesthesia, artificial venti-
lation or other respiratory support, but need not be
restricted to these uses. Specialized tubes (see the
Introduction) are excluded from the scope of
ISO 5366.

2 Normative references

The following standards contain provisions which,
through reference in this text, constitute provisions
of this part of ISO 5366. At the time of publication, the
editions indicated were valid. All standards are subject
to revision, and parties to agreements based on this
part of ISO 5366 are encouraged to investigate the
possibility of applying the most recent editions of the
standards indicated below. Members of IEC and ISO
maintain registers of currently valid International
Standards.

ISO 594-1:1986, Conical fittings with a 6 % (Luer) ta-
per for syringes, needles and certain other medical
equipment — Part 1: General requirements.

ISO 5356-1:1987, Anaesthetic and respiratory equip-
ment — Conical connectors — Part 1: Cones and
sockets.

ISO 5361-5:1984, Tracheal tubes — Part 5: Require-
ments and methods of test for cuffs and tubes.

ISO 5366-1:1986, Tracheostomy tubes — Part 1:
Connectors.

Full document details: BS 6149-2:1993

3 Definitions

For the purposes of this part of ISO 5366, the follow-
ing definitions apply.

3.1 tracheostomy (tracheotomy) tube: Tube de-
signed for insertion into the trachea through a
tracheostomy (tracheotomy).

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 centreline length: Distance from the patient
side of the neck-plate to the patient end along the
centreline (see figure 2).

NOTE 1 When the neck-plate is adjustable, the centreline
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
contours of the outer tube (tracheostomy tube).

3.7 cuff: Inflatable balloon fitted near the patient end
of the tracheostomy tube to provide an effective seal
between the tube and the trachea.

3.8 inflating tube: Tube through which the cuff is
inflated. [ISO 4135:—, definition 6.7.10]

3.9 pilot balloon: Balloon fitted to the inflating tube
to indicate inflation of the cuff. [ISO 4135:—, defi-
nition 6.7.11]
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