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Foreword
This British Standard was prepared at the request of the requirements for sterile intravascular catheters for single
Association of Anaesthetists and the Department of Health  use together with their introducing devices, particularly
and Social Security under the direction of the Surgical with regard to those design features that affect the safety of
Instruments and Medical Equipment Standards Committee.  the patient. Unnecessary details which might prove
The purpose of this British Standard is to specify basic restrictive in the development of design have been avojded.
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British Standard Specification for

Sterile intravascular catheters for single use

1. Scope

This British Standard specifies the basic requirements for
sterile intravascular catheters for single use together with
their introducing devices.

NOTE 1. Intravascular catheters which are introduced through
hollow needles are deliberately excluded from the scope of this

British Standard because of the danger of the catheter shearing and
leaving a portion within the patient.

NOTE 2. Requirements for sets of sterile intravascular
radiodiagnostic catheters and associated equipment for single use
are specified in BS 56322,

2. References

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

3. Definitions

For the purposes of this British Standard, the following
definitions apply.

3.1 intravascular catheter. Device whereby fluids may be
introduced into or withdrawn from the human circulatory
system. It is a flexible tube made of plastics material which
is introduced into a blood vessel and which terminates in a
Luer lock hub. An intravascular catheter is distinguished
from a cannula by its substantially greater length.

An intravascular catheter may be introduced in one of the
following ways:

(a) through an introducer cannula (see BS 4843);

{b) over a hollow needle which is subsequently
withdrawn;

{c) over an introducer guide which is subsequently
withdrawn;

{d) by means of surgical operation (cut down technique).

3.2 intravascular catheter set. A set that may include a
hollow introducer needle, a cannula or guide (each with its
own introducer needle) and the catheter in a protective
cover, Components of typical sets of equipment are
illustrated in figure 1.

4. Size designation

The size of intravascular catheters shall be designated by
the following: :

(a) outside diameter of the plastics catheter, expressed
in millimetres to the nearest 0.1 mm, measured 15 mm
from the tip;

(b) effective length, expressed in millimetres to the
nearest 10 mm, of the plastics catheter which may
reasonably be inserted into the patien'g;

{c) mean flow rate of distilled or deionized water at
37 £ 1 °C, expressed in millilitres per minute to the
nearest whole number, determined in accordance with
appendix C and subject to a tolerance of £ 10 %.

The size shall be expressed as in the following example:
1.6 mm o.d. X 500 mm 30 ml/min.

5. Materials

The materials used in the construction of the catheter set,
including lubricants, shall not be affected, physically or
chemically, in a manner detrimental to the patient, by any
body fluids and tissues with which they may come into
contact, nor by normal use of injectable preparations
included in the British Pharmacopoeia, The Pharmaceutical
Codex and British National Formulary.

The materials shall not react with skin preparations used to
clean the skin at the site of insertion. Neither the catheter
set nor any part of the set that may come into contact
with body fluids and tissues shall yield toxic substances or
particles of material.

NOTE. A British Standard dealing with the evaluation of potential
biological hazards of medical devices is under consideration.

6. Catheter’

6.1 Lumen. The lumen shall be of uniform diameter
throughout the length of the catheter, except for the tip
and hub end.

6.2 Tip

6.2.1 The tip of the catheter shall be smooth and well
rounded to facilitate passage within the blood vessel.

6.2.2 Where an introducer needle or guide is used, the tip
of the catheter shall fit closely to it and shall be tapered to
facilitate entry into the tissues. The tip shall additionally
be designed to prevent roll-back of the catheter when
entering the tissues. The end of the tip shall be cut square
and smoothly finished.

6.3 Side holes. Side holes, if provided, shall be circular or
oval in shape and smoothly finished. Each hole shall have a
cross-sectional area of not more than the lumen of the

shaft of the catheter. The holes shall be spaced so as not to
produce a zone of undue weakness and the distance along
the linear axis between the holes shall be not less than
twice the external diameter of the catheter. The distance
between the tip of the catheter and the first hole shall be
not less than six times the external diameter of the catheter.

6.4 Hub. The hub shall include a female Luer lock conical
fitting complying with the requiremepts of BS 5081.
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