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Foreword @

This revision of this Part of BS 5736 has been prepared
under the direction of the Health Care Standards Policy
Committee to update the guidance given on the selection
of biological methods of tests for medical devices.

It supersedes BS 5736 : Part 1 : 1979, which is withdrawn,

The principal difference between this Part of BS 6736 and
the 1979 edition is the categorization of devices which has
been amended to relate more closely to the way in which
devices are used in practice.

Devices used in the medical or pharmaceutical fields should

not constitute a hazard to health, or release under the

conditions of intended use substances in quantities that

will produce such a hazard, This Part is a guide for the

selection of tests for biological safety to be carried out

before a device is used in man. It is not a definitive set of .
statements to be followed by the inexperienced; it should

be interpreted by a toxicologist, taking into consideration

all the factors relevant to the device and its intended use.

This guide has been drawn up in full consultation with the
Department of Health which has the general responsibility
to Government for the protection of the public from
health hazards associated with the use of chemicals,
medicines and consumer products,

- This guide is concerned with the safety-in-use of new or
~ modified products but many of the considerations are also

applicable to the screening of devices during their
development. Generally, only chemical and physical tests
will be necessaryfor routine quality control but some
biological testing may be necessary in certain cases.

Biological hazards that can result from mechanical failure

of medical devices are excluded from the scope of this Part

of BS 5736. To assess the likelihood of this type of failure,
products should be subjected to physical testing which

simulates extremes of use, as far as is practicable. Where

applicable the products should be tested in accordance with p
any relevant British Standard, It should be noted that ‘
changes in the physical and chemical nature of a device

may result from the action of biological tissues and fluids.

Due regard should be given to those biological hazards

which may result from factors such as the design and

surface finish of the devices.

Other Parts of BS 5736 recommend methods for the tests
referred to in this guide. For licensable products, other or
additional tests may have to be carried out in order to
comply with the conditions of the Medicines Act 1968,

For in vivo tests, attention is drawn to the provisions of
the Animals (Scientific Procedures) Act 1986.
Compliance with a British Standard does not of itself
confer immunity from legal obligations.
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