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National foreword
This Part of BS 3487 has been prepared under the direction of the Health Care Standards Policy Committee. It is identical
with ISO 5361-1 : 1988 ‘Tracheal tubes — Part 1 : General requirements’, which was prepared by Technical Committee
ISO/TC 121, Anaesthetic and respiratory equipment, and published by the International Organization for Standardization
(1S0). It includes a new clause, clause 10, introduced following review of the previous edition of ISO 56361-1 by
ISO/TC 121. This Part of BS 3487 supersedes BS 3487 : Part 1 : 1986, which is withdrawn.
The other Parts of BS 3487 are: )

Part 2 Specification for oro-tracheal and naso-tracheal tubes of the Magill type (plain and cuffed)

Part 3 Specification for tubes of the Murphy type

Part 4 Specification for tubes of the Cole type

Part 5 Specification and methods of test for tube collapse and cuff herniation
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 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 ‘International Standard’ or ‘part of 1SO 5361’ appear, referring to this standard, they should be read
as ‘Part of BS 3487".

Cross-references

International standard Corresponding British Standard

1ISO 4135 : 1979 BS 6015 : 1980 Glossary of terms used in anaesthesiology
(Identical)

ISO 5361-4 : 1987 BS 3487 Tracheal tubes
Part 4 : 1988 Specification for tubes of the Cole type
(ldentical)

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 1SO 5361/1 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 ‘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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British Standard

Tracheal tubes

Part 1. Specification for all types of tubes

—

0 Introduction

This International Standard is one of a series dealing with
anaesthetic equipment and medical breathing machines, and
specifies the basic requirements for the more commonly used
types of tracheal tubes, whether made of rubber or of other
elastomeric material. Tubes with walls reinforced with metal or
nylon, tubes with shoulders (except for those in ISO 5361-4),
tapering tubes, or the many types of special tubes devised for
use in thoracic surgery, are not specifically covered although
most may have the size designated by the inside diameter as
required by this specification.

The inside diameter has been specified for the purpose of size
designation.

1 Scope and field of application

This part of ISO 5361 specifies general requirements for
tracheal (endotracheal) tubes.

2 References

1ISO 4135, Anaesthesiology — Vocabulary.

ISO 5361-4, Tracheal tubes — Part 4: Cole type.

3 Definitions

Definitions are taken from ISO 4135, except where marked with
an asterisk.

3.1 tracheal tube (endotracheal tube): Tube designed for
insertion through the larynx into the trachea to convey gases
and vapours to and from the trachea.

3.2 oro-tracheal tube: Tracheal tube for insertion through
the mouth into the trachea.

3.3 naso-tracheal tube: Tracheal tube for insertion through
the nose into the trachea.

3.4 patient end: That end of the tracheal tube which is in-
tended to be inserted into the trachea.
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3.5 machine end: That end of the tracheal tube which is
intended to project from the patient.

3.6 bevel: Slanted portion at the patient end of the tracheal
tube.

3.7 angle of bevel*: Acute angle between the plane of the
bevel and the longitudinal axis of the tracheal tube at the
patient end.

3.8 cuff*: Inflatable sleeve fitted near the patient end of the
tracheal tube to provide an effective fit between the tube and
the trachea.

3.9 bonded cuff: Cuff permanently attached to the tracheal
tube.

3.10 inflating tube: Tube through which the cuff is inflated.

3.11 pilot balloon*: Balloon fitted to the inflating tube to
indicate inflation of the cuff.

4 Size designation

The size of tracheal tubes shall be designated by a number giv-
ing the nominal inside diameter expressed in millimetres.

5 Size range

The size range 2,5 to 11 (except for Cole tubes specified in ISO
5361-4) of tracheal tubes shall be based on sizes having the
nominal inside diameter of a whole number of millimetres or of
the intermediate 0,5 mm steps.

6 Materials

6.1 Tracheal tubes, including cuffs, in their ready-for-use
state shall be compatible with the human tissues with which
they are intended to be used as determined by the implantation
test given in the annex.
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