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BS 4843 : 1987

Foreword

This revision of BS 4843 has been prepared under the
direction of the Health Care Standards Committee and
supersedes the 1972 edition, which is withdrawn.

BS 4843 : 1972 specified basic requirements for sterile
intravenous cannula units for single use, particularly from
the standpoint of those design features that affect the
safety of the patient.

The major changes in this first revision are that the scope
has been extended to cover cannula units for intra-arterial
use; the 6 % (Luer) taper has been specified for the hub of
the introducer needle; the Luer lock fitting has been
specified for the hub of the cannula; the requirements for
the security of the union between the cannula and the
cannula hub have been modified to reflect the increasing
use of small diameter cannulae and cannulae made from
materials having a low yield strength; the test for resistance
of the cannula to breakage upon repeated bending
(previously given for guidance only) has been incorporated
into the specification; guidance on a number of aspects that
are not amenable to specification is given in appendix A;
the symbol for ‘single use’, prepared by the International
Organization for Standardization (ISO) is given in
appendix C, and it is recommended that this symbol be
marked on the packaging in addition to the words ‘single
use’, so as to familiarize users with the symbol.

It was not desirable to specify that all cannulae be radio-
opaque; nor has it yet been found feasible to specify a
method for measuring the degree of radio-opacity of a
cannula. Consequently, the packaging of cannulae that are
made of material which is inherently radio-opaque, or to
which a radio-opacifying agent has been admixed, is to be
marked ‘RADIO—OPAQUE’.

WARNING. Incorrect use of intravascular cannulae can be
dangerous. Re-insertion of the needle into the cannula after
partial or complete withdrawal of the needle may cause the
needle tip to pierce the cannula and sever a portion of it
with consequent hazard to the patient. Bending the cannula
prior to insertion may give rise to a similar risk.

Cannula units should be manufactured and sterilized in
accordance with the recommendations in the ‘Guide to
Good Manufacturing Practice for Sterile Medical Devices
and Surgical Products’™. Attention is also drawn to the
Manufacturer’s Registration Scheme administered by the
Department of Health and Social Security.

Intravascular radiographic diagnostic catheters, intravascular
catheters and epidural catheters are not covered by this
British Standard and attention is drawn to BS 5322,

BS 5616 and BS 6196 respectively.

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

* Compiled by the Department of Health and Social Security; published by and available from Her Majesty’s St tisrer: Office. X
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BS 4843 : 1987

Specification

1 Scope

This British Standard specifies requirements and describes
methods of test for sterile intravascular cannula units for
single use.

NOTE 1. This British Standard does not cover intravascular
radiographic diagnostic catheters, intravascular catheters and

epidural catheters, requirements for which may be found in
BS 5322, BS 5616 and BS 6196 respectively.

NOTE 2. Guidance on materials and design of cannula units is
given in appendix A.

NOTE 3. The titles of the publications referred to in this standard
are listed on the inside back cover.

2 Definition

For the purpose of this British Standard, the following
definition applies.

intravascular cannula unit. A device whereby fluids may be
introduced into or withdrawn from the human circulatory
system, comprising a short flexible plastics tube (the
cannula) which is introduced into a blood vessel over a
hollow introducer needle, after which the needle is
withdrawn.

NOTE 1. Components of a typical unit are illustrated in figure 1.
NOTE 2. The cannula is sometimes termed a catheter. Catheters are
usually distinguished from cannulae by the substantially greater

length of the former. Attention is drawn to BS 5322, BS 5616 and
BS 6196.

3 Cannula unit

3.1 Size designation

The size of the intravascular cannula unit shall be designated
by the following:

(a) the mean outside diameter expressed in millimetres
to the nearest 0.1 mm, if the cannula is tapered along its
entire effective length;

(b) the outside diameter of the cannula, measured on the

cylindrical portion of the cannula, expressed in

millimetres to the nearest 0.1 mm for diameters of

0.6 mm and greater, or to the nearest 0.05 mm for

diameters of less than 0.6 mm, if the cannula is not

tapered along its entire effective length;

(c) the minimum outside diameter of the introducer

needle, expressed in millimetres rounded down to the

nearest 0.05 mm;

(d) the effective length, expressed in millimetres to the

nearest millimetre, of the cannula from the cannula tip

to the cannula/cannula hub interface, as shown in

figure 1;

(e) the water flow rate determined in accordance with

appendix B, and expressed in millilitres per minute;
NOTE. An example of the expression of size is as follows:

1.5mm OD; 1.0 mm ID X 50 mm
water flow rate 25 mL/min

Effective length
Cannula Cannuia hub Introducer needle Needle hub Plug or
tube cap
LD [
- [ VY Q
\—/ )====
LAy
Heel of bevel— | 4 /
—'-l Cannula Introducer
needle
NOTE. This diagram illustrates the main features and nomenclature of an intravascular cannula unit but does not otherwise form
part of this specification. A number of features not shown in the drawing may be present, such as wings, injection ports, etc.
Figure 1. Schematic diagram of intravascular cannula unit
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3.2 Lubrication
If the needle or cannula is lubricated, the lubricant shall

not be visible as drops of fluid on the exterior surfaces or
the bores of the needle or cannula.

3.3 Finish

When examined by normal or corrected vision without
magnification, all components shall appear smooth and free
from flash, surface irregularities, moulding, and extrusion
defects.

When examined under 2.5 x magnification the components
shall appear free from extraneous matter.

3.4 Freedom from biological hazard

When tested in their final form after sterilization according
to the principles and methods recommended in BS 5736,
cannula units shall be assessed as being free from biological
hazard.

3.5 Packaging

Each cannula unit shall be sealed in a unit container. One or
more unit containers shall be packed into a shelf or multi-
unit container.

NOTE. The shelf or multi-unit containers may be packed into an
outer or transit container.

3.6 Marking

3.6.1 Unit container. The unit container or an insert shall

be marked with at least the following.
(a) A description of contents including the size
designation of the cannula unit as specified in 3.1.
NOTE. A gauge size for the cannula may additionally be given.
(b) The word ‘STERILE’ in prominent lettering.
(c) The words ‘SINGLE USE’ or equivalent phrase.
NOTE. The symbol given in appendix C may additionally be used.
(d) The word ‘RADIO—OPAQUE’, if appropriate.
NOTE. The word ‘RADIO—OPAQUE’ only implies the addition
of an opacifying medium to the cannula material or the use of
an inherently radio-opaque material, both with the intention of
rendering the cannula opaque to X-rays.
(e) A statement warning against attempting to re-insert a
partially or completely withdrawn needle.
(f) A batch number and date of manufacture (month
and year), or a batch number from which the date of
manufacture may be determined.
(g) The name and/or registered trademark of the
manufacturer or supplier.

(h) The number of this British Standard, i.e. BS 4843*.
3.6.2 Shelf or multi-unit container. The shelf or multi-unit
container shall be marked with the following.

(a) A description of the contents including the size
designation of the cannula unit as specified in 3.1.
NOTE. A gauge size for the cannula may additionally be given.

BS 4843 : 1987

(b) The word ‘STERILE' in prominent lettering.
(c) The words ‘SINGLE USE’ or equivalent phrase.
NOTE. The symbol given in appendix C may additionally be used.
(d) The word ‘'RADIO—OPAQUE’, if appropriate.
NOTE. The word ‘RADIO—OPAQUE’ only implies the addition
of an opacifying medium to the cannula material or the use of an
inherently radio-opaque material, both with the intention of
rendering the cannula opaque to X-rays.
(e) A batch number and date of manufacture (month
and year), or a batch number from which the date of
manufacture may be determined.
(f) The name and/or registered trademark of the
manufacturer or supplier.
(g) Instructions for storage.
(h) The words ‘Do not attempt to re-insert a partially or
completely withdrawn needle’.
(i) If the cannula unit is not intended for intra-arterial
use, a statement warning against intra-arterial use.

3.6.3 Outer or transit containers. The outer or transit

container shall be marked with the following.
(a) A description of the contents including the size
designation of the cannula unit as specified in 3.1.
NOTE. A gauge size for the cannula may additionally be given.
(b) A batch number and date of manufacture (month
and year), or a batch number from which the date of
manufacture may be determined.
(c) The name and/or registered trademark of the
manufacturer or supplier.
(d) The date of sterilization (month and year),
if different from the date given in (b).
(e) Instructions for storage.

3.6.4 Combined shelf and outer container. If the shelf or
multi-unit container also acts as the outer or transit
container, it shall be marked with the following.
(a) A description of the contents including the size
designation of the cannula unit as specified in 3.1.
NOTE. A gauge size for the cannula may additionally be given.
(b) The word ‘STERILE’ in prominent lettering.
(c) The words ‘SINGLE USE’ or equivalent phrase.
NOTE. The symbol given in appendix C may additionally be used.
(d) The word ‘RADIO—OPAQUE’, if appropriate.

NOTE. The word ‘RADIO—OPAQUE’ only implies the addition
of an opacifying medium to the cannula material or the use of
an inherently radio-opaque material, both with the intention of
rendering the cannula opaque to X-rays.

(e) A batch number and date of manufacture (month
and year), or batch number from which the date of
manufacture may be determined.

(f) The name and/or registered trademark of the
manufacturer or supplier.

(g) Instructions for storage.

(h) The words ‘Do not attempt to re-insert a partially or
completely withdrawn needle’.

* Marking BS 4843 on or in relation to a product is a claim by the manufacturer that the product has been manuﬁtured to the

requirements of the standard. The accuracy of such a claim is therefore solely the manufacturer’s responsibility.
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